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)RUHZRUG

TKH�2IÀFH�RI�5HVHDUFK�,QWHJULW\��25,��RYHUVHHV�DQG�GLUHFWV�3XEOLF�+HDOWK�6HUY�
LFH��3+6��UHVHDUFK�LQWHJULW\�DFWLYLWLHV�RQ�EHKDOI�RI�WKH�6HFUHWDU\�RI�+HDOWK�DQG�

+XPDQ�6HUYLFHV�DQG�WKH�$PHULFDQ�SXEOLF��7KLV�UHVSRQVLELOLW\�H[WHQGV�WR�DURXQG�
����ELOOLRQ�LQ�)HGHUDO�UHVHDUFK�VXSSRUW��GHYRWHG�SULPDULO\�WR�WKH�ELRPHGLFDO�DQG�
EHKDYLRUDO�VFLHQFHV�WKURXJK�LQWUDPXUDO�DQG�H[WUDPXUDO�SURJUDPV��DQG�WR�WKH�
WKRXVDQGV�RI�UHVHDUFKHUV��UHVHDUFK�VWDII��DQG�UHVHDUFK�DGPLQLVWUDWRUV�ZKR�ZRUN�
RQ�3+6�IXQGHG�UHVHDUFK�

$V�SDUW�RI�LWV�HIIRUWV�WR�SURPRWH�LQWHJULW\�LQ�3+6�IXQGHG�UHVHDUFK��25,�LV 
DXWKRUL]HG�WR�XQGHUWDNH�DFWLYLWLHV�DQG�WR�VXSSRUW�SURJUDPV�WKDW�HQKDQFH�HGXFDWLRQ�LQ�
WKH�UHVSRQVLEOH�FRQGXFW�RI�UHVHDUFK��5&5���7KH�ORI Introduction to the  Responsible 

Conduct of Research�LV�EHLQJ�LVVXHG�WR�IXUWKHU�WKLV�LPSRUWDQW�PLVVLRQ��

7KH�LPSRUWDQFH�RI�IRUPDO�5&5�HGXFDWLRQ�ZDV�ÀUVW�H[SOLFLWO\�UHFRJQL]HG�LQ�WKH�
�����,QVWLWXWH�RI�0HGLFLQH�5HSRUW��The Responsible Conduct of Research in the 

Health Sciences��DQG�KDV�VLQFH�EHHQ�HQGRUVHG�E\�RWKHU�JURXSV�DQG�PHPEHUV�RI�WKH�
UHVHDUFK�FRPPXQLW\��7KDQNV�WR�WKLV�VXSSRUW��UHVHDUFKHUV�ZKR�ZDQW�WR�OHDUQ�DERXW�
RU�KHOS�RWKHUV�XQGHUVWDQG�UHVSRQVLEOH�FRQGXFW�LQ�UHVHDUFK�KDYH�PDQ\�UHVRXUFHV�
DYDLODEOH��IURP�IRUPDO�FRXUVHV�WR�ZHE�EDVHG�LQVWUXFWLRQ�SURJUDPV��D�JURZLQJ�DUUD\�
RI�FKDOOHQJLQJ�ERRNV��DQG�WKH�H[SHULHQFH�RI�HVWDEOLVKHG�UHVHDUFKHUV�FRQYH\HG�
WKURXJK�PHQWRULQJ�

7KH�ORI Introduction to RCR�VHHNV�WR�VXSSOHPHQW�H[LVWLQJ�UHVRXUFHV�E\�PDNLQJ 
D�FRPSUHKHQVLYH�RYHUYLHZ�RI�EDVLF�UXOHV�RI�WKH�URDG�IRU�UHVSRQVLEOH�UHVHDUFK 
DYDLODEOH�WR�DOO�3+6�IXQGHG�UHVHDUFKHUV��,W�KDV�EHHQ�SUHSDUHG�ZLWK�WKH�QHHGV�RI�
VPDOO�DQG�PLG�VL]H�UHVHDUFK�LQVWLWXWLRQV�DQG�EHJLQQLQJ�UHVHDUFKHUV�LQ�PLQG��VLQFH�
ZH�KDYH�RIWHQ�EHHQ�DVNHG�WR�SURYLGH�UHVRXUFHV�IRU�WKLV�FRPPXQLW\��EXW�LW�PD\�ÀQG�
XVH�LQ�RWKHU�VHWWLQJV�

,Q�LVVXLQJ�WKLV�SXEOLFDWLRQ��LW�QHHGV�WR�EH�VWUHVVHG�WKDW�25,�LV�QRW�HVWDEOLVKLQJ�RU�
HYHQ�UHFRPPHQGLQJ�KRZ�5&5�RXJKW�WR�EH�WDXJKW��:H�XQGHUVWDQG�WKDW�UHVSRQVLEOH�
FRQGXFW�LQ�UHVHDUFK�FDQ�EH�DQG�LV�OHDUQHG�LQ�GLIIHUHQW�ZD\V��WKDW�WKH�VWDQGDUGV�
IRU�UHVSRQVLEOH�FRQGXFW�FDQ�YDU\�IURP�ÀHOG�WR�ÀHOG��DQG�WKDW�LQ�PDQ\�VLWXDWLRQV�
WZR�RU�PRUH�UHVSRQVHV�WR�D�TXHVWLRQ�DERXW�UHVSRQVLEOH�UHVHDUFK�PD\�EH�FRQVLGHUHG�
DFFHSWDEOH�UHVHDUFK�SUDFWLFH��:H�KRSH�WKH�ORI Introduction to RCR ZLOO�WKHUHIRUH�
EH�VHHQ�DV�WKH�EHJLQQLQJ�DQG�QRW�WKH�HQG�RI�OHDUQLQJ�DERXW�WKLV�LPSRUWDQW�DVSHFW�

RI�SURIHVVLRQDO�OLIH��

       Chris B. Pascal, J.D. 

Director 

Office of Research Integrity
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3UHIDFH

SSXUUHG�E\�D�JURZLQJ�EHOLHI�LQ�WKH�LPSRUWDQFH�RI�VFLHQFH�DQG�WHFKQRORJ\��

SXEOLF�VXSSRUW�IRU�UHVHDUFK�LQFUHDVHG�GUDPDWLFDOO\�RYHU�WKH�FRXUVH�RI�WKH�

20WK�FHQWXU\��$�FHQWXU\�DJR��UHVHDUFK�GLG�QRW�SOD\�D�PDMRU�UROH�LQ�WKH�DYHUDJH�

SHUVRQ·V�OLIH��7RGD\��IHZ�DVSHFWV�RI�OLIH�DUH�QRW�WRXFKHG�LQ�RQH�ZD\�RU�DQRWKHU�

E\�WKH�LQIRUPDWLRQ�DQG�WHFKQRORJLHV�JHQHUDWHG�WKURXJK�UHVHDUFK�

:LWK�JURZLQJ�SXEOLF�VXSSRUW�IRU�UHVHDUFK�KDV�FRPH�DQ�XQGHUVWDQGDEOH 

FRQFHUQ�DERXW�WKH�ZD\�LW�LV�FRQGXFWHG��3XEOLF�IXQGV�VXSSRUW�URXJKO\�RQH�WKLUG�

RI�DOO�UHVHDUFK�DQG�GHYHORSPHQW��5	'��LQ�WKH�8�6��DQG�KDOI�RI�DOO�EDVLF�UHVHDUFK��

0DQ\�UHVHDUFKHUV��WKHUHIRUH��VSHQG�D�VLJQLÀFDQW�SRUWLRQ�RI�WKHLU�WLPH�ZRUNLQJ�

IRU�WKH�SXEOLF��$V�SXEOLF�VHUYDQWV�DQG�DOVR�SURIHVVLRQDOV��UHVHDUFKHUV�KDYH�FOHDU�

REOLJDWLRQV�WR�FRQGXFW�WKHLU�UHVHDUFK�LQ�D�UHVSRQVLEOH�PDQQHU�

,Q�JHQHUDO�WHUPV��UHVSRQVLEOH�FRQGXFW�LQ�UHVHDUFK�LV�VLPSO\�JRRG�FLWL]HQVKLS�

DSSOLHG�WR�SURIHVVLRQDO�OLIH��5HVHDUFKHUV�ZKR�UHSRUW�WKHLU�ZRUN�KRQHVWO\��

DFFXUDWHO\��HIÀFLHQWO\��DQG�REMHFWLYHO\�DUH�RQ�WKH�ULJKW�URDG�ZKHQ�LW�FRPHV�WR�

UHVSRQVLEOH�FRQGXFW��$Q\RQH�ZKR�LV�GLVKRQHVW��NQRZLQJO\�UHSRUWV�LQDFFXUDWH�

UHVXOWV��ZDVWHV�IXQGV��RU�DOORZV�SHUVRQDO�ELDV�WR�LQÁXHQFH�VFLHQWLÀF�ÀQGLQJV�LV�QRW��

+RZHYHU��WKH�VSHFLÀFV�RI�JRRG�FLWL]HQVKLS�LQ�UHVHDUFK�FDQ�EH�D�FKDOOHQJH�

WR�XQGHUVWDQG�DQG�SXW�LQWR�SUDFWLFH��5HVHDUFK�LV�QRW�DQ�RUJDQL]HG�SURIHVVLRQ�

LQ�WKH�VDPH�ZD\�DV�ODZ�RU�PHGLFLQH��5HVHDUFKHUV�OHDUQ�EHVW�SUDFWLFHV�LQ�D�

QXPEHU�RI�ZD\V�DQG�LQ�GLIIHUHQW�VHWWLQJV��7KH�QRUPV�IRU�UHVSRQVLEOH�FRQGXFW�

FDQ�YDU\�IURP�ÀHOG�WR�ÀHOG��$GG�WR�WKLV�WKH�JURZLQJ�ERG\�RI�ORFDO��VWDWH��DQG�

)HGHUDO�UHJXODWLRQV�DQG�\RX�KDYH�D�VLWXDWLRQ�WKDW�FDQ�WHVW�WKH�SURIHVVLRQDO�

VDYY\�RI�DQ\�UHVHDUFKHU�

In general terms, responsible conduct 

in research is simply good citizenship 

applied to professional life.
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7KH�ORI Introduction to the Responsible Conduct of Research�KDV�EHHQ�

ZULWWHQ�SULPDULO\�IRU�UHVHDUFKHUV�DQG�UHVHDUFK�VWDII�HQJDJHG�LQ�UHVHDUFK�

VXSSRUWHG�E\�WKH�3XEOLF�+HDOWK�6HUYLFH�EXW�LV�DSSOLFDEOH�WR�VFKRODUO\�UHVHDUFK�

LQ�JHQHUDO��$V�DQ�´LQWURGXFWLRQ�µ�LW�VHHNV�WR�SURYLGH�D�SUDFWLFDO�RYHUYLHZ�RI�

WKH�UXOHV��UHJXODWLRQV��DQG�SURIHVVLRQDO�SUDFWLFHV�WKDW�GHÀQH�WKH�UHVSRQVLEOH�

FRQGXFW�RI�UHVHDUFK��7KH�FRYHUDJH�LV�QRW�H[KDXVWLYH�DQG�OHDYHV�URRP�IRU�

FRQWLQXHG�UHDGLQJ�DQG�GLVFXVVLRQ�LQ�WKH�ODERUDWRU\�DQG�FODVVURRP��DW�

SURIHVVLRQDO�PHHWLQJV��DQG�LQ�DQ\�RWKHU�VHWWLQJ�ZKHUH�UHVHDUFKHUV�JDWKHU�WR�

GLVFXVV�WKHLU�ZRUN�

7KH�FRQWHQW�LV�RUJDQL]HG�DURXQG�WZR�ZD\V�RI�WKLQNLQJ�DERXW�UHVHDUFK�� 

7KH�PDLQ�VHFWLRQV�IROORZ�WKH�QRUPDO�ÁRZ�RI�UHVHDUFK��IURP�D�FRQVLGHUDWLRQ�

RI�VKDUHG�YDOXHV�WR�SODQQLQJ��FRQGXFWLQJ��UHSRUWLQJ��DQG�UHYLHZLQJ��7KH�

FKDSWHUV�ZLWKLQ�WKH�PDLQ�VHFWLRQV�FRYHU�QLQH�FRUH�LQVWUXFWLRQDO�DUHDV�WKDW�

KDYH�EHHQ�ZLGHO\�UHFRJQL]HG�DV�FHQWUDO�WR�WKH�UHVSRQVLEOH�FRQGXFW�RI�UHVHDUFK��

$Q�RSHQLQJ�FKDSWHU�RQ�UXOHV�RI�WKH�URDG�DQG�D�EULHI�HSLORJXH�RQ�UHVSRQVLEOH�

UHVHDUFK�URXQG�RXW�WKH�FRYHUDJH��

$OWKRXJK�GHVLJQHG�WR�IROORZ�WKH�QRUPDO�ÁRZ�RI�UHVHDUFK��WKH�FKDSWHUV�LQ�

WKLV�YROXPH�DUH�DOO�PRUH�RU�OHVV�VHOI�FRQWDLQHG�DQG�FDQ�EH�UHDG�LQ�DQ\�RUGHU��

(DFK�RSHQV�ZLWK�D�VKRUW�FDVH�LQ�ZKLFK�VWXGHQWV�DQG�UHVHDUFKHUV�DUH�IDFHG�

ZLWK�PDNLQJ�GHFLVLRQV�DERXW�WKH�UHVSRQVLEOH�FRQGXFW�RI�UHVHDUFK��7KURXJKRXW�

Researchers learn best practices in a 

number of ways and in different settings. 

The norms for responsible conduct can 

vary from field to field.
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WKH�FKDSWHUV��LPSRUWDQW�SRLQWV�DUH�VXPPDUL]HG�LQ�EXOOHWHG�OLVWV���3���RU�QRWHG�

LQ�WKH�PDUJLQV��VHH�OHIW���(DFK�FKDSWHU�HQGV�ZLWK�D�VHW�RI�FORVLQJ�TXHVWLRQV�

IRU�IXUWKHU�GLVFXVVLRQ��  1  ,   2   �����DQG�UHVRXUFHV�IRU�UHIHUHQFH�DQG�DGGLWLRQDO�

UHDGLQJ��7KH�:HE�DGGUHVVHV�JLYHQ�IRU�WKH�UHVRXUFHV�DQG�HOVHZKHUH�LQ�WKLV�

ZRUN�ZHUH�FXUUHQW�DW�WKH�WLPH�RI�SULQWLQJ��

:KLOH�ZULWWHQ�ZLWK�DOO�UHVHDUFKHUV�LQ�PLQG��VSHFLDO�FRQVLGHUDWLRQ�KDV�EHHQ�

JLYHQ�WR�WKH�QHHGV�RI�VWXGHQWV��SRVWGRFV��DQG�UHVHDUFKHUV�ZKR�GR�QRW�KDYH�

HDV\�DFFHVV�WR�UHVSRQVLEOH�FRQGXFW�RI�UHVHDUFK�PDWHULDOV�RU�WR�FROOHDJXHV�ZKR�

FDQ�H[SODLQ�WKH�LQWULFDFLHV�RI�UHVSRQVLEOH�FRQGXFW�LQ�UHVHDUFK�WR�WKHP��7ZR�

RU�WKUHH�KRXUV�ZLWK�WKLV�ERRN�VKRXOG�SURYLGH�DQ\RQH�LQ�WKLV�SRVLWLRQ�ZLWK�D�

EHWWHU�XQGHUVWDQGLQJ�RI�WKH�UHDVRQV�IRU�DQG�WKH�VFRSH�RI�WKH�PRVW�LPSRUWDQW�

UHVSRQVLELOLWLHV�UHVHDUFKHUV�KDYH��

0DQ\�FROOHDJXHV�KDYH�JHQHURXVO\�SURYLGHG�FRPPHQWV�RQ�SDUWV�RU�DOO�RI�

WKLV�ZRUN�DV�LW�WRRN�VKDSH�RYHU�VHYHUDO�GUDIWV��LQFOXGLQJ�5XWK�%XOJHU��7RQ\�

'HPVH\��3HJJ\�)LVFKHU��&DURO\Q�)DVVL��1HOVRQ�*DUQHWW��6KLUOH\�+LFNV��(ULFK�

-HQVHQ��0LNH�.DOLFKPDQ�DQG�KLV�VWXGHQWV��1HOO�.ULHVEHUJ��-RKQ�.UXHJHU��

7RQ\�0D]]DVFKL��-XG\�1RZDFN��&KULV�3DVFDO��.HQ�3LPSOH��/DUU\�5KRDGHV��

)UDQ�6DQGHQ��0DU\�6FKHHW]��-RDQ�6FKZDUW]��'DYLG�6KRUH��3HJJ\�6XQGHUPH\HU��

DQG�&DURO�:LJJOHVZRUWK��&R�FUHDWRU��DUWLVW�'DYLG�=LQQ��SDWLHQWO\�SURGXFHG�

PXOWLSOH�YHUVLRQV�RI�KLV�GUDZLQJV�DV�ZH�ZRUNHG�WRJHWKHU�WR�WXUQ�VHULRXV�

GLOHPPDV�LQWR�OLJKWHU�EXW�WKRXJKW�SURYRNLQJ�LOOXVWUDWLRQV��25,�'LUHFWRU��

&KULV�3DVFDO��DQG�$VVRFLDWH�'LUHFWRU��/DUU\�5KRDGHV��GHVHUYH�FUHGLW�IRU�

LQLWLDWLQJ�DQG�FDUU\LQJ�WKURXJK�RQ�WKLV�SURMHFW��,I�WKURXJK�SURPRWLQJ�LQWHJULW\�

DQG�UHVSRQVLEOH�FRQGXFW�LQ�UHVHDUFK�WKLV�ZRUN�KHOSV�SUHVHUYH�WKH�SODFH�RI�

UHVHDUFK�LQ�VRFLHW\�WRGD\��LW�ZLOO�KDYH�EHHQ�D�SURMHFW�ZHOO�ZRUWK�XQGHUWDNLQJ�

1LFKRODV�+��6WHQHFN
$QQ�$UERU��0,

L
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3DUW�,� 6KDUHG�9DOXHV

7+(5(�,6�12�21(�%(67�:$<�72�81'(57$.(�

UHVHDUFK��QR�XQLYHUVDO�PHWKRG�WKDW�DSSOLHV�

WR�DOO�VFLHQWLÀF�LQYHVWLJDWLRQV��$FFHSWHG�

SUDFWLFHV�IRU�WKH�UHVSRQVLEOH�FRQGXFW�RI�

UHVHDUFK�FDQ�DQG�GR�YDU\�IURP�

GLVFLSOLQH�WR�GLVFLSOLQH�DQG�HYHQ�

IURP�ODERUDWRU\�WR�ODERUDWRU\��7KHUH�

DUH��KRZHYHU��VRPH�LPSRUWDQW�VKDUHG�YDOXHV�

IRU�WKH�UHVSRQVLEOH�FRQGXFW�RI�UHVHDUFK�WKDW�

ELQG�DOO�UHVHDUFKHUV�WRJHWKHU��VXFK�DV�
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3�HONESTY —   FRQYH\LQJ�LQIRUPDWLRQ�
WUXWKIXOO\�DQG�KRQRULQJ�

FRPPLWPHQWV�

3�ACCURACY —�� �UHSRUWLQJ�ÀQGLQJV�SUHFLVHO\�

DQG�WDNLQJ�FDUH�WR�DYRLG�

HUURUV�

3�EFFICIENCY —  XVLQJ�UHVRXUFHV�ZLVHO\�DQG�
DYRLGLQJ�ZDVWH��DQG

3 OBJECTIVITY —   OHWWLQJ�WKH�IDFWV�VSHDN�IRU�
WKHPVHOYHV�DQG�DYRLGLQJ�

LPSURSHU�ELDV�

$W�WKH�YHU\�OHDVW��UHVSRQVLEOH�UHVHDUFK�LV�UHVHDUFK�WKDW�LV�

EXLOW�RQ�D�FRPPLWPHQW�WR�WKHVH�DQG�RWKHU�LPSRUWDQW�YDOXHV�

WKDW�GHÀQH�ZKDW�LV�PHDQW�E\�LQWHJULW\�LQ�UHVHDUFK��

7KH�RSHQLQJ�FKDSWHUV�RI�WKH�ORI Introduction to RCR 

SURYLGH�D�IUDPHZRUN�IRU�WKLQNLQJ�DERXW�EDVLF�YDOXHV�LQ�WKH�

FRQWH[W�RI�WKH�GD\�WR�GD\�SUDFWLFH�RI�UHVHDUFK��

Chapter 1, Rules of the Road,�SUHVHQWV�D�EULHI�RYHUYLHZ�

RI�WKH�GLIIHUHQW�ZD\V�UHVHDUFK�UHVSRQVLELOLWLHV�DUH�GHÀQHG��

UDQJLQJ�IURP�IRUPDO�UHJXODWLRQV�WR�LQIRUPDO�FRGHV�DQG 

FRPPRQ�SUDFWLFHV��

Chapter 2, Research Misconduct,�GHVFULEHV�UHVHDUFK�

SUDFWLFHV�WKDW�PXVW�EH�DYRLGHG�DQG�WKH�REOLJDWLRQ�UHVHDUFKHUV�

KDYH�WR�UHSRUW�PLVFRQGXFW��

Part I: Shared Values



Setting off on the road to the responsible conduct of research
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Chapter 1. Rules of the Road

H RZ�VKRXOG�\RX�FRQGXFW�\RXU�UHVHDUFK"�:KDW�SUDFWLFHV�

VKRXOG�\RX�IROORZ"�7KH�SXEOLF�DQG�WKHLU�SURIHVVLRQDO�

FROOHDJXHV�H[SHFW�UHVHDUFKHUV�WR�IROORZ�PDQ\�UXOHV�DQG�

FRPPRQO\�DFFHSWHG�SUDFWLFHV�DV�WKH\�JR�DERXW�WKHLU�ZRUN�

DGYDQFLQJ�NQRZOHGJH�DQG�SXWWLQJ�NQRZOHGJH�WR�ZRUN��

5HVSRQVLEOH�FRQGXFW�LQ�UHVHDUFK�LV�FRQGXFW�WKDW�PHHWV�WKLV�

H[SHFWDWLRQ�

6RFLHW\·V�H[SHFWDWLRQV�IRU�WKH�UHVSRQVLEOH�FRQGXFW�RI�

UHVHDUFK�DUH�FRPSOH[�DQG�QRW�DOZD\V�ZHOO�GHÀQHG��%HFRPLQJ�

D�UHVSRQVLEOH�UHVHDUFKHU�LV�QRW�OLNH�EHFRPLQJ�D�UHVSRQVLEOH�

GULYHU��5HVSRQVLEOH�GULYLQJ�LV�FOHDUO\�GHÀQHG�WKURXJK�ODZV�

DQG�ZULWWHQ�GRZQ�LQ�GULYHUV·�PDQXDOV��%HIRUH�LQGLYLGXDOV�

DUH�DOORZHG�WR�GULYH��WKH\�DUH�WHVWHG�RQ�ERWK�WKHLU�NQRZOHGJH�RI�

WKH�UXOHV�RI�WKH�URDG�DQG�WKHLU�VNLOOV��7KHQ��OLFHQVHG�GULYHUV�

DUH�FRQVWDQWO\�UHPLQGHG�RI�WKHLU�UHVSRQVLELOLWLHV�E\�VLJQV��

WUDIÀF�VLJQDOV��DQG�URDG�PDUNLQJV��7KH\�DOVR�NQRZ�WKDW�

WKHLU�EHKDYLRU�DV�GULYHUV�LV�PRQLWRUHG�DQG�WKDW�WKHUH�DUH�

VSHFLÀF�SHQDOWLHV�IRU�LPSURSHU�EHKDYLRU�

*XLGDQFH�IRU�WKH�UHVSRQVLEOH�FRQGXFW�RI�UHVHDUFK�LV�QRW�

WKLV�ZHOO�RUJDQL]HG��6RPH�UHVSRQVLEOH�SUDFWLFHV�DUH�GHÀQHG�

WKURXJK�ODZ�DQG�LQVWLWXWLRQDO�SROLFLHV�WKDW�must be followed. 

2WKHUV�DUH�VHW�RXW�LQ�QRQ�ELQGLQJ�FRGHV�DQG�JXLGHOLQHV�WKDW�

should be followed.�6WLOO�RWKHU�UHVSRQVLEOH�SUDFWLFHV�DUH�

FRPPRQO\�DFFHSWHG�E\�PRVW�UHVHDUFKHUV�EXW�QRW�ZULWWHQ�

GRZQ��,QVWHDG��WKH\�DUH�WUDQVPLWWHG�LQIRUPDOO\�WKURXJK�

PHQWRULQJ��EDVHG�RQ�WKH�XQGHUVWDQGLQJV�DQG�YDOXHV�RI�HDFK�

PHQWRU��7KLV�VLWXDWLRQ�LV�IXUWKHU�FRPSOLFDWHG�E\�WKH�IDFW�

WKDW�UHVHDUFKHUV�DUH�QRW�URXWLQHO\�WHVWHG�RQ�WKHLU�NQRZOHGJH�

RI�UHVSRQVLEOH�SUDFWLFHV�RU�OLFHQVHG��0RUHRYHU��WKHLU�EHKDYLRU�

DV�UHVHDUFKHUV�LV�LQFRQVLVWHQWO\�PRQLWRUHG�DQG�WKH�SHQDOWLHV�

IRU�LUUHVSRQVLEOH�EHKDYLRU�YDU\�FRQVLGHUDEO\��

5HVHDUFKHUV�GR��RI�FRXUVH��FDUH�GHHSO\�DERXW�UHVSRQVLEOH�

EHKDYLRU�LQ�UHVHDUFK�DQG�SD\�D�JUHDW�GHDO�RI�DWWHQWLRQ�WR�EHVW�

UHVHDUFK�SUDFWLFHV��7KH�IDFW�UHPDLQV��KRZHYHU��WKDW�LW�FDQ�WDNH�

Chapter 1: Rules of the Road
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Case Study

Katherine, a postdoc in Dr. Susan B.’s laboratory, has just had a manuscript accepted for publication 
in a prestigious research journal, conditional on a few important changes. Most importantly, the 

editor has requested that she significantly shorten the methods section to save space. If she makes 
the requested changes, other researchers may not be able to replicate her work.

Asked about the situation, Dr. B. recommends that Katherine go ahead with the changes. After all, if 
other researchers want more information they can always get in touch. She remains concerned that 
an inadequate explanation of her methods could lead other researchers to waste time and valuable 
research dollars attempting to replicate her work.

Should Katherine make the requested changes?

Should she be concerned about providing inadequate information to colleagues?

Is reducing detail in methods sections a reasonable way to go about saving valuable space in journals?

How can Katherine get definitive answers to these and other questions
about the responsible conduct of research?

VRPH�HIIRUW�WR�ÀQG�RXW�ZKDW�WKHVH�SUDFWLFHV�DUH�DQG�KRZ�WR�

DFW�ZKHQ�WKH�FRPSOH[�UXOHV�IRU�UHVSRQVLEOH�SUDFWLFH�VHHP�WR�

FRQÁLFW�ZLWK�RQH�DQRWKHU�

7KLV�FKDSWHU�GHVFULEHV�WKH�IRXU�EDVLF�VRXUFHV�RI�UXOHV�RI�

WKH�URDG�IRU�WKH�UHVSRQVLEOH�FRQGXFW�RI�UHVHDUFK��

3 professional codes,

3 government regulations,

3 institutional policies, and

3 personal convictions.

,I�\RX�DUH�SULPDULO\�LQWHUHVWHG�LQ�OHDUQLQJ�PRUH�DERXW�\RXU�

UHVSRQVLELOLWLHV�UDWKHU�WKDQ�XQGHUVWDQGLQJ�WKHLU�RULJLQ��VNLS�

DKHDG�WR�WKH�VXEVWDQWLYH�FKDSWHUV�WKDW�IROORZ��UHWXUQLQJ�WR�

WKLV�FKDSWHU�ODWHU��ZKHQ�LW�PLJKW�KDYH�PRUH�UHOHYDQFH�

1a. Professional self-regulation

3ULRU�WR�:RUOG�:DU�,,��VRFLHW\�SURYLGHG�OLWWOH�SXEOLF�VXSSRUW�

IRU�UHVHDUFK�DQG�GLG�QRW�H[SHFW�PXFK�IURP�UHVHDUFKHUV�LQ�

UHWXUQ��5HVHDUFKHUV�ZHUH�PRUH�RU�OHVV�OHIW�DORQH�WR�UXQ 

WKHLU�RZQ�DIIDLUV��H[FHSW�ZKHQ�WKH\�DVVXPHG�RWKHU�UROHV� 

DV�WHDFKHUV��SK\VLFLDQV��RU�HQJLQHHUV��

ORI Introduction to the Responsible Conduct of Research
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$V�SURIHVVLRQDOV��UHVHDUFKHUV�KDYH�QRW�EHHQ�SDUWLFXODUO\�

FRQFHUQHG�DERXW�UXOHV�IRU�VHOI�UHJXODWLRQ��6LQFH�WKH�JRDO�RI�

UHVHDUFK�LV�WR�DGYDQFH�NQRZOHGJH�WKURXJK�FULWLFDO�LQTXLU\�DQG�

VFLHQWLÀF�H[SHULPHQWDWLRQ��LW�KDV�FRPPRQO\�EHHQ�DVVXPHG�

WKDW�WKH�QRUPDO�FKHFNLQJ�WKDW�JRHV�RQ�LQ�WHVWLQJ�QHZ�LGHDV 

LV�VXIÀFLHQW�WR�NHHS�UHVHDUFKHUV�KRQHVW��%DVHG�RQ�WKLV 

DVVXPSWLRQ��UHVHDUFK�DUJXDEO\�GRHV�QRW�QHHG�VSHFLÀF�UXOHV�

IRU�VHOI�UHJXODWLRQ�EHFDXVH�LW�LV��E\�GHÀQLWLRQ��DQ�DFWLYLW\�

WKDW�URXWLQHO\�PRQLWRUV�LWVHOI�

7KH�ODFN�RI�D�SHUFHLYHG�QHHG�IRU�VSHFLÀF�UXOHV�SRVHV�

SUREOHPV�IRU�UHVHDUFKHUV�ZKR�ZDQW�JXLGDQFH�RQ�UHVSRQVLEOH�

UHVHDUFK�SUDFWLFHV��,QWHOOHFWXDOO\�DQG�SURIHVVLRQDOO\ 

UHVHDUFKHUV�RUJDQL]H�WKHLU�OLYHV�DURXQG�ÀHOGV�RI�VWXG\�� 

7KH\�DUH�ELRORJLVWV��FKHPLVWV��DQG�SK\VLFLVWV��LQFUHDVLQJO\�

ZRUNLQJ�LQ�VSHFLDOL]HG�DUHDV��VXFK�DV�ELRSK\VLFV� 

ELRFKHPLVWU\��PROHFXODU�ELRORJ\��DQG�VR�RQ��+RZHYHU��WKH 

VRFLHWLHV�WKDW�UHSUHVHQW�ÀHOGV�RI�VWXG\�IRU�WKH�PRVW�SDUW�

KDYH�QRW�GHYHORSHG�FRPSUHKHQVLYH�JXLGHOLQHV�IRU�UHVSRQVLEOH�

UHVHDUFK�SUDFWLFHV��0DQ\�GR�KDYH�FRGHV�RI�HWKLFV��EXW�PRVW�

FRGHV�RI�HWKLFV�DUH�VLPSO\�JHQHUDO�VWDWHPHQWV�DERXW�LGHDOV�

DQG�GR�QRW�FRQWDLQ�WKH�VSHFLÀF�JXLGDQFH�UHVHDUFKHUV�QHHG�WR�

ZRUN�UHVSRQVLEO\�LQ�FRPSOH[�UHVHDUFK�VHWWLQJV��

)RUWXQDWHO\��WKHUH�DUH�D�IHZ�LPSRUWDQW�H[FHSWLRQV�WR�WKLV�

ODVW�JHQHUDOL]DWLRQ��&RPSUHKHQVLYH�GHVFULSWLRQV�RI�UHVSRQVLEOH�

UHVHDUFK�SUDFWLFHV�FDQ�EH�IRXQG�LQ��VHH�WKH�UHVRXUFHV�OLVWHG�DW�

WKH�HQG�RI�WKLV�FKDSWHU�IRU�UHIHUHQFHV��

National Academy of Sciences, On Being a Scientist (1995)

The scientific research enterprise, like other human activities, is built on a foundation of trust. 
Scientists trust that the results reported by others are valid. Society trusts that the results of 
research reflect an honest attempt by scientists to describe the world accurately and without bias. 
The level of trust that has characterized science and its relationship with society has contributed to a 
period of unparalleled scientific productivity. But this trust will endure only if the scientific community 
devotes itself to exemplifying and transmitting the values associated with ethical scientific conduct.

http://www.nap.edu/readingroom/books/obas/preface.html

Chapter 1: Rules of the Road
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3  reports and policy statements issued by the National 
Academy of Sciences, the American Association for the 
Advancement of Science, the Association of American 
Medical Colleges, and Sigma Xi;

3  guidance on responsible publication practices published in 
journals; and

3�a few comprehensive professional codes.

:KHQ�DSSOLFDEOH��WKH�JXLGDQFH�SURYLGHG�E\�SURIHVVLRQDO 

VRFLHWLHV�LV�D�JRRG�SODFH�WR�EHJLQ�OHDUQLQJ�DERXW�UHVSRQVLEOH�

UHVHDUFK�SUDFWLFHV�

L

American Chemical Society 
The Chemist’s Code of Conduct (1994)

Chemists Acknowledge Responsibilities To: 

The Public.   Chemists have a professional responsibly to serve the public interest and 
welfare and to further knowledge of science….

The Science of Chemistry.  Chemists should seek to advance chemical science, understand the 
limitations of their knowledge, and respect the truth….

The Profession.   Chemists should remain current with developments in their field, share 
ideas and information, keep accurate and complete laboratory records, 
maintain integrity in all conduct and publications, and give due credit to the 
contributions of others. Conflicts of interest and scientific misconduct, such as 
fabrication, falsification, and plagiarism, are incompatible with this Code. 

The Employer.   Chemists should promote and protect the legitimate interests of their 
employers, perform work honestly and competently, fulfill obligations, 
and safeguard proprietary information.

Employees.   Chemists, as employers, should treat subordinates with respect for their 
professionalism and concern for their well-being….

Students.   Chemists should regard the tutelage of students as a trust conferred 
by society for the promotion of the student’s learning and professional 
development….

Associates.   Chemists should treat associates with respect, regardless of the level of 
their formal education, encourage them, learn with them, share ideas 
honestly, and give credit for their contributions.

http://www.chemistry.org/portal/a/c/s/1/acsdisplay.html?DOC=membership%5Ccode.html
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1b. Government regulation

$V�SXEOLF�VXSSRUW�IRU�UHVHDUFK�JUHZ�DIWHU�:RUOG�:DU�,,��WKH�

SXEOLF��WKURXJK�LWV�HOHFWHG�RIÀFLDOV��EHFDPH�PRUH�LQWHUHVWHG�

LQ�WKH�ZD\�UHVHDUFK�LV�SUDFWLFHG��2YHU�WLPH��FRQFHUQV�EHJDQ�

WR�VXUIDFH�DERXW�VRPH�RI�WKHVH�SUDFWLFHV��IRFXVLQJ�LQLWLDOO\�

RQ�WKH�XVH�RI�DQLPDOV�DQG�KXPDQV�LQ�UHVHDUFK�DQG�ODWHU�RQ�

UHVHDUFK�PLVFRQGXFW��:KHQ�LW�DSSHDUHG�WKDW�WKH�UHVHDUFK�

FRPPXQLW\�ZDV�QRW�GRLQJ�HQRXJK�WR�DGGUHVV�WKHVH�FRQFHUQV��

JRYHUQPHQW�WXUQHG�WR�UHJXODWLRQ�

*RYHUQPHQW�UHJXODWLRQV�XVXDOO\�EHJLQ�LQ�&RQJUHVV��:KHQ�

D�SRWHQWLDO�SUREOHP�LV�LGHQWLÀHG��&RQJUHVV�FDOOV�KHDULQJV�WR�

OHDUQ�PRUH�DERXW�WKH�SUREOHP�DQG�WKHQ�SDVVHV�OHJLVODWLRQ�

WR�À[�LW��7KH�UHJXODWLRQV�FRYHULQJ�WKH�XVH�RI�KXPDQV�DQG�

DQLPDOV�LQ�UHVHDUFK�DV�ZHOO�DV�UHVHDUFK�PLVFRQGXFW�VWHP�

IURP�WKUHH�DFWV�SDVVHG�E\�&RQJUHVV�

3 the 1966 Animal Welfare Act (PL 89-544),

3 the 1974 National Research Act (PL 93-348), and

3 the 1985 Health Research Extension Act (PL 99-158).

7KHVH�DQG�RWKHU�UHVHDUFK�UHODWHG�DFWV�JLYH�WKH�)HGHUDO 

*RYHUQPHQW�WKH�DXWKRULW\�WR�UHJXODWH�WKH�UHVHDUFK�LW�IXQGV�

$ORQJ�ZLWK�WKH�DXWKRULW\�WR�DGGUHVV�SUREOHPV��&RQJUHVV�

XVXDOO\�SURYLGHV�JXLGDQFH�RQ�JHQHUDO�REMHFWLYHV��EXW�LW�

VHOGRP�GUDIWV�GHWDLOHG�UHJXODWLRQV��7KLV�MRE�IDOOV�WR�WKH�

)HGHUDO�DJHQFLHV�LQ�WKH�([HFXWLYH�%UDQFK�RI�JRYHUQPHQW��

ZKLFK�DUH�UHVSRQVLEOH�IRU�FDUU\LQJ�RXW�WKH�ODZ��)HGHUDO�

DJHQFLHV�WUDQVODWH�&RQJUHVVLRQDO�GLUHFWLYHV�LQWR�UHJXODWLRQV�

�DOVR�FDOOHG�UXOHV���SROLFLHV��DQG�JXLGHOLQHV��

,Q�������WKH�'HSDUWPHQW�RI�+HDOWK�DQG�+XPDQ�6HUYLFHV�

�++6��HVWDEOLVKHG�WKH�2IÀFH�RI�6FLHQWLÀF�,QWHJULW\��26,��

DQG�WKH�2IÀFH�RI�6FLHQWLÀF�,QWHJULW\�5HYLHZ��26,5���LQ�

UHVSRQVH�WR�WKH������+HDOWK�5HVHDUFK�([WHQVLRQ�$FW���7KH�

2IÀFH�RI�5HVHDUFK�,QWHJULW\��25,��ZDV�HVWDEOLVKHG�LQ������

DQG�DVVXPHG�WKH�UHVSRQVLELOLWLHV�SUHYLRXVO\�DVVLJQHG�WR�

L

Chapter 1: Rules of the Road
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26,�DQG�26,5��,Q�DGGLWLRQ�WR�UHVSRQGLQJ�WR�PLVFRQGXFW��

25,�XQGHUWRRN�D�QXPEHU�RI�VWHSV�WR�SURPRWH�LQWHJULW\�DQG�

UHVSRQVLEOH�UHVHDUFK�SUDFWLFHV��7KH�ORI Introduction to 

RCR�LV�D�UHVXOW�RI�WKDW�HIIRUW�

Regulations. :KHQ�)HGHUDO�DJHQFLHV�WUDQVODWH 

&RQJUHVVLRQDO�GLUHFWLYHV�LQWR�UHJXODWLRQV��WKH\�PXVW�IROORZ�

SURYLVLRQV�VHW�RXW�LQ�WKH�)HGHUDO�$GPLQLVWUDWLYH�3URFHGXUH�

$FW����86&�����������$V�LWV�QDPH�LPSOLHV��WKLV�DFW 

HVWDEOLVKHV�SURFHGXUHV�IRU�GHYHORSLQJ�QHZ�UHJXODWLRQV��

LQFOXGLQJ�VWHSV�IRU�JHWWLQJ�SXEOLF�LQSXW��%HIRUH�HVWDEOLVKLQJ�

D�QHZ�UHJXODWLRQ��DQ�DJHQF\�PXVW�LVVXH�D�GUDIW�UHJXODWLRQ��

REWDLQ�DQG�FRQVLGHU�SXEOLF�FRPPHQW��DQG�WKHQ�LVVXH�WKH�

ÀQDO�UHJXODWLRQ��(DFK�VWHS�PXVW�EH�SXEOLVKHG�LQ�WKH�Federal 

Register²WKH�´RIÀFLDO�GDLO\�SXEOLFDWLRQ�IRU�UXOHV��SURSRVHG�

UXOHV��DQG�QRWLFHV�RI�)HGHUDO�DJHQFLHV�DQG�RUJDQL]DWLRQV��DV�

ZHOO�DV�H[HFXWLYH�RUGHUV�DQG�RWKHU�SUHVLGHQWLDO�GRFXPHQWVµ�

�KWWS���ZZZ�JSRDFFHVV�JRY�IU�LQGH[�KWPO���2EMHFWLRQV 

UDLVHG�GXULQJ�WKH�SXEOLF�FRPPHQW�SHULRG�PXVW�EH�DGGUHVVHG�

EHIRUH�WKH�ÀQDO�UHJXODWLRQ�LV�DGRSWHG��$IWHU�LW�LV�DGRSWHG��

WKH�ÀQDO�UHJXODWLRQ�LV�LQFRUSRUDWHG�LQWR�WKH�&RGH�RI�)HGHUDO�

5HJXODWLRQV�DQG�EHFRPHV�RIÀFLDO�JRYHUQPHQW�UHJXODWRU\�

SROLF\�WKDW�PXVW�EH�IROORZHG�

Agency policies and guidelines.�([HFXWLYH�%UDQFK�

DJHQFLHV�KDYH�WKH�DXWKRULW\�WR�LVVXH�VRPH�SROLFLHV�DV�SDUW 

RI�WKHLU�QRUPDO�RSHUDWLRQ��7KH�1DWLRQDO�,QVWLWXWHV�RI 

+HDOWK��1,+���IRU�H[DPSOH��KDV�WKH�DXWKRULW\�WR�HVWDEOLVK�

SROLFLHV�IRU�JUDQW�DZDUGV��)URP�WLPH�WR�WLPH��LW�FKDQJHV�

WKHVH�SROLFLHV�WR�DVVXUH�WKDW�LWV�UHVHDUFK�IXQGV�DUH�VSHQW�

ZLVHO\�DQG�UHVSRQVLEO\��,W�LV�LQ�WKLV�FDSDFLW\�WKDW�1,+�LVVXHG�

D�VSHFLDO�5&5�´7UDLQLQJ�*UDQW�5HTXLUHPHQWµ�LQ������DQG�

WKH�PRUH�UHFHQW�´5HTXLUHG�(GXFDWLRQ�LQ�WKH�3URWHFWLRQ�RI�

+XPDQ�5HVHDUFK�3DUWLFLSDQWVµ��GLVFXVVHG�LQ�&KDSWHU�����

)HGHUDO�DJHQFLHV�DOVR�LVVXH�*XLGHOLQHV��ZKLFK�UHFRP�

PHQG�EXW�GR�QRW�UHTXLUH�D�SDUWLFXODU�FRXUVH�RI�DFWLRQ��7R�

KHOS�UHVHDUFK�LQVWLWXWLRQV�KDQGOH�DOOHJDWLRQV�RI�UHVHDUFK�

L
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PLVFRQGXFW��VHH�&KDSWHU�����25,�LVVXHG�DV�JXLGHOLQHV�D�

0RGHO�3ROLF\�DQG�3URFHGXUHV�IRU�5HVSRQGLQJ�WR�$OOHJDWLRQV�

RI�6FLHQWLÀF�0LVFRQGXFW��KWWS���RUL�KKV�JRY�SROLFLHV�PRGHOB

SROLF\�VKWPO���,Q�WKLV�FDVH��WKH�PRGHO�SROLF\�LV�LQWHQGHG�WR�

SURYLGH�JXLGDQFH�DQG�GRHV�QRW�LPSRVH�ELQGLQJ�UHTXLUHPHQWV�

RQ�LQVWLWXWLRQV��

7KH�SOHWKRUD�RI�)HGHUDO�UHJXODWLRQV��SROLFLHV��DQG 

JXLGHOLQHV�WKDW�DIIHFW�UHVHDUFK�FDQ�EH�FRQIXVLQJ��7KH\�GR�QRW�

DOZD\V�VSHDN�ZLWK�RQH�YRLFH��7KH�VDPH�DVSHFW�RI�D�UHVHDUFK�

SURMHFW�FDQ�EH�VXEMHFW�WR�UHJXODWLRQV�E\�PRUH�WKDQ�RQH�

)HGHUDO�DJHQF\��DV�IRU�H[DPSOH�WKH�XVH�RI�KXPDQ�RU�DQLPDO�

VXEMHFWV��&RPPRQ�)HGHUDO�UHJXODWLRQV��VXFK�DV�WKH�)HGHUDO�

3ROLF\�RQ�5HVHDUFK�0LVFRQGXFW��GLVFXVVHG�LQ�&KDSWHU����DQG�

WKH�´&RPPRQ�5XOHµ�IRU�KXPDQ�VXEMHFWV�UHVHDUFK��GLVFXVVHG�

LQ�&KDSWHU�����DUH�QRW�WUXO\�FRPPRQ�UHJXODWLRQV�XQWLO�WKH\�

KDYH�EHHQ�DGRSWHG�E\�DOO�DJHQFLHV��,Q�DGGLWLRQ��GLVWLQFWLRQV�

EHWZHHQ�UHJXODWLRQV��SROLFLHV��UHTXLUHPHQWV��JXLGHOLQHV��DQG�

UHFRPPHQGHG�SUDFWLFHV�FDQ�EH�GLIÀFXOW�WR�XQGHUVWDQG��

Required Education in the Protection of Human Research Participants 

June 5, 2000 (Revised August 25, 2000) 

National Institutes of Health

Policy:  Beginning on October 1, 2000, the NIH will require education on the protection of 
human research participants for all investigators submitting NIH applications for 
grants or proposals for contracts or receiving new or non-competing awards for 
research involving human subjects.

Background: To bolster the Federal commitment to the protection of human research participants, 
several new initiatives to strengthen government oversight of medical research were 
announced by HHS Secretary Shalala on May 30, 2000. This announcement also 
reminds institutions of their responsibility to oversee their clinical investigators and 
institutional review boards (IRBs). One of the new initiatives addresses education and 
training. This NIH announcement is developed in response to the Secretary’s directive.

http://grants2.nih.gov/grants/guide/notice-files/NOT-OD-00-039.html

Chapter 1: Rules of the Road
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5HVHDUFKHUV�DUH�ZHOO�DGYLVHG�WR�VHHN�KHOS�ZKHQ�LW�FRPHV�

WR�XQGHUVWDQGLQJ�)HGHUDO�DQG�VWDWH�UHVHDUFK�UHJXODWLRQV��

7KH�)HGHUDO�DJHQFLHV�WKDW�UHJXODWH�UHVHDUFK�KDYH 

FRPSUHKHQVLYH�:HE�SDJHV�WKDW�OLVW�DQG�H[SODLQ�WKHLU�SROLFLHV�

DQG�UHJXODWLRQV�DQG�UHDGLO\�DQVZHU�TXHVWLRQV��)RU�ORFDO�

DGYLFH��\RXU�LQVWLWXWLRQDO�UHVHDUFK�DGPLQLVWUDWRUV�PD\�EH�

WKH�EHVW�SODFH�WR�EHJLQ�

1c. Institutional policies

5HVHDUFK�LQVWLWXWLRQV��XQLYHUVLWLHV��KRVSLWDOV��SULYDWH�

UHVHDUFK�FRPSDQLHV��DQG�VR�RQ��DUH�UHTXLUHG�E\�ODZ�WR 

KDYH�SROLFLHV�WKDW�FRYHU�YDULRXV�DVSHFWV�RI�WKHLU�UHVHDUFK�

SURJUDPV�LI�WKH\�DFFHSW�)HGHUDO�IXQGV��7KH\�PXVW�KDYH 

FRPPLWWHHV�WR�UHYLHZ�KXPDQ�DQG�DQLPDO�UHVHDUFK 

�GLVFXVVHG�LQ�&KDSWHUV���DQG�����7KH\�PXVW�KDYH�SURFHGXUHV�

IRU�LQYHVWLJDWLQJ�DQG�UHSRUWLQJ�UHVHDUFK�PLVFRQGXFW�

�&KDSWHU����DQG�FRQÁLFWV�RI�LQWHUHVW��&KDSWHU�����7KH\�PXVW�

DSSURYH�DQG�PDQDJH�DOO�UHVHDUFK�EXGJHWV��HQVXUH�WKDW�

ODERUDWRU\�VDIHW\�UXOHV�DUH�IROORZHG��DQG�IROORZ�HVWDEOLVKHG�

SUDFWLFHV�IRU�WKH�UHVSRQVLEOH�XVH�RI�KD]DUGRXV�VXEVWDQFHV�LQ�

UHVHDUFK��7KH\�PXVW�DOVR�SURYLGH�WUDLQLQJ�IRU�UHVHDUFKHUV�

ZKR�XVH�DQLPDO�RU�KXPDQ�VXEMHFWV�LQ�WKHLU�UHVHDUFK�DQG�IRU�

LQGLYLGXDOV�VXSSRUWHG�RQ�1,+�WUDLQLQJ�JUDQWV�

7R�KHOS�PDQDJH�WKHLU�UHVSRQVLELOLWLHV��PRVW�UHVHDUFK�

LQVWLWXWLRQV�KDYH�UHVHDUFK�RIÀFHV�RIÀFHUV�DQG�LQVWLWXWLRQDO�

UHVHDUFK�SROLFLHV��%RWK�SURYLGH�H[FHOOHQW�VRXUFHV�RI�JXLGDQFH 

IRU�UHVSRQVLEOH�FRQGXFW�LQ�UHVHDUFK��VLQFH�ERWK�DUH�WKH�

SURGXFWV�RI�WKH�LQVWLWXWLRQ·V�HIIRUWV�WR�FODULI\�LWV�RZQ 

UHVSRQVLELOLWLHV��,Q�DGGLWLRQ��LQVWLWXWLRQDO�SROLFLHV�DUH�RIWHQ�

PRUH�FRPSUHKHQVLYH�WKDQ�)HGHUDO�DQG�VWDWH�SROLFLHV�VLQFH�

WKH\�PXVW�HQFRPSDVV�WKH�IXOO�SDQRSO\�RI�LQVWLWXWLRQDO�

UHVSRQVLELOLWLHV��6R��IRU�H[DPSOH��PDQ\�UHVHDUFK�LQVWLWXWLRQV 

KDYH�PRUH�FRPSUHKHQVLYH�GHÀQLWLRQV�RI�UHVHDUFK�PLVFRQGXFW 

WKDQ�WKH�)HGHUDO�*RYHUQPHQW�WR�FRYHU�RWKHU�SUDFWLFHV�WKDW�

FDQ�XQGHUPLQH�WKH�LQWHJULW\�RI�UHVHDUFK��VXFK�DV�WKH�

L
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GHOLEHUDWH�YLRODWLRQ�RI�UHVHDUFK�UHJXODWLRQV��DEXVHV�RI�

FRQÀGHQWLDOLW\��DQG�HYHQ�WKH�IDLOXUH�WR�UHSRUW�PLVFRQGXFW�

�GLVFXVVHG�LQ�&KDSWHU�����0RVW�DOVR�UHTXLUH�LQVWLWXWLRQDO�

UHYLHZ�IRU�PRUH�KXPDQ�VXEMHFWV�UHVHDUFK�WKDQ�LV�UHTXLUHG�

E\�)HGHUDO�UHJXODWLRQ�

/DUJH�UHVHDUFK�LQVWLWXWLRQV�XVXDOO\�KDYH�:HE�VLWHV�WKDW�

FRQWDLQ�VRPH�RU�DOO�RI�WKH�IROORZLQJ�LQIRUPDWLRQ�

3 copies of institutional research policies,

3 links to state and Federal policies,

3 required forms and instructions for completing them,

3  responsible conduct of research training programs, and

3�lists of key personnel.

7KHUH�LV��RI�FRXUVH��OLWWOH�RU�QR�FRRUGLQDWLRQ�DFURVV�GLIIHUHQW�

UHVHDUFK�LQVWLWXWLRQV��VR�WKH�LQIRUPDWLRQ�RQ�DQ�LQVWLWXWLRQ·V�

:HE�VLWH�SHUWDLQV�RQO\�WR�WKDW�LQVWLWXWLRQ��%XW�LI�\RX�DUH�

ORRNLQJ�IRU�D�FRPSUHKHQVLYH�VHW�RI�UXOHV�RI�WKH�URDG�IRU�

UHVSRQVLEOH�UHVHDUFK��FKHFN�\RXU�KRPH�LQVWLWXWLRQ·V 

UHVHDUFK�DGPLQLVWUDWLRQ�:HE�VLWH�RU�RQH�IURP�D 

FRPSDUDEOH�LQVWLWXWLRQ�

Stanford University - Research Policy Handbook 
Document 2.1 

Title:  Principles Concerning Research

Originally issued: Dec 8, 1971

Current version: Dec 8, 1971

Classification: Stanford University Policy

Summary:   Presents broad principles to guide the research enterprise and 
assure the integrity of scholarly inquiry at Stanford University.

http://www.stanford.edu/dept/DoR/rph/2-1.html

L
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1d. Personal responsibility

$V�LPSRUWDQW�DV�UXOHV�RI�WKH�URDG�DUH�IRU�WKH�UHVSRQVLEOH�

FRQGXFW�RI�UHVHDUFK��WKH\�KDYH�WZR�LPSRUWDQW�OLPLWDWLRQV��

)LUVW��UXOHV�JHQHUDOO\�VHW�PLQLPXP�VWDQGDUGV�IRU�EHKDYLRU�

UDWKHU�WKDQ�VWULYH�IRU�WKH�LGHDO��7KH�UXOHV�VD\�WKDW�\RX�FDQ�

GULYH�DW����PLOHV�SHU�KRXU�RYHU�D�VWUHWFK�RI�URDG��EXW�WKHUH�

PD\�EH�WLPHV�RU�FLUFXPVWDQFHV�ZKHQ����ZRXOG�EH�EHWWHU��

,I�\RX�XVH�KXPDQ�VXEMHFWV�LQ�UHVHDUFK��\RX�PXVW�IROORZ�

VSHFLÀF�UXOHV��EXW�WKHUH�PD\�EH�VLWXDWLRQV�LQ�ZKLFK�\RX�

VKRXOG�VWULYH�IRU�D�KLJKHU�VWDQGDUG�RI�FRQGXFW��5HVSRQVLEOH�

UHVHDUFK�UHTXLUHV�PRUH�WKDQ�VLPSO\�IROORZLQJ�UXOHV�

6HFRQG��UXOHV�ZLOO�QRW�UHVROYH�VRPH�RI�WKH�SHUVRQDO 

FRQÁLFWV�DQG�PRUDO�GLOHPPDV�WKDW�DULVH�LQ�UHVHDUFK��-RXUQDOV�

KDYH�UXOHV�DJDLQVW�OLVWLQJ�XQGHVHUYLQJ�DXWKRUV�RQ�SDSHUV�

�LQGLYLGXDOV�ZKR�KDYH�QRW�PDGH�VLJQLÀFDQW�FRQWULEXWLRQV 

WR�WKH�UHVHDUFK�GHVFULEHG�LQ�WKH�SDSHU���7KHVH�VDPH�UXOHV 

GR�QRW�WHOO�\RX�ZKDW�WR�GR�LI�WKH�XQGHVHUYLQJ�DXWKRU�FDQ�

KDYH�D�VLJQLÀFDQW�LQÁXHQFH�RQ�\RXU�FDUHHU��5XOHV�DOVR�

FDQQRW�UHSODFH�WKH�FULWLFDO�UHDVRQLQJ�VNLOOV�QHHGHG�WR�DVVHVV�

HWKLFDOO\�FRQWURYHUVLDO�KXPDQ�RU�DQLPDO�H[SHULPHQWV�RU�

FRQÁLFWV�RI�LQWHUHVW��5HVHDUFKHUV�ZLOO�IDFH�HWKLFDO�GLOHPPDV�

LQ�UHVHDUFK��7KH\�VKRXOG�EH�DEOH�WR�UHFRJQL]H�WKHVH�GLOHPPDV�

DQG�NQRZ�KRZ�WR�UHVROYH�WKHP��GLVFXVVHG�LQ�&KDSWHU�����

7KH�UXOHV�RI�WKH�URDG�IRU�UHVHDUFK�WKHUHIRUH�QHHG�WR�EH�

VXSSOHPHQWHG�ZLWK�JRRG�MXGJPHQW�DQG�D�VWURQJ�VHQVH�RI�

SHUVRQDO�LQWHJULW\��:KHQ�PHHWLQJ�GHDGOLQHV��\RX�FDQ�FXW�

FRUQHUV�E\�ÀOOLQJ�LQ�D�IHZ�PLVVLQJ�GDWD�SRLQWV�ZLWKRXW�

DFWXDOO\�UXQQLQJ�WKH�H[SHULPHQWV�RU�DGGLQJ�D�IHZ�UHIHUHQFHV�

WR�\RXU�QRWHV�WKDW�\RX�KDYH�QRW�UHDG��<RX�FDQ�UHVLVW�VKDULQJ�

GDWD�ZLWK�FROOHDJXHV�RU�OHDYH�VRPH�LQIRUPDWLRQ�RQ�PHWKRG�

RXW�RI�D�SXEOLFDWLRQ�WR�VORZ�GRZQ�WKH�FRPSHWLWLRQ��<RX�FDQ�

LJQRUH�\RXU�UHVSRQVLELOLWLHV�WR�VWXGHQWV�RU�D�PHQWRU�LQ�RUGHU�

WR�JHW�\RXU�RZQ�ZRUN�GRQH��<RX�FDQ�GR�DOO�RI�WKHVH�WKLQJV�

DQG�PRUH��EXW�VKRXOG�\RX"

L
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,Q�WKH�ÀQDO�DQDO\VLV��ZKDWHYHU�GHFLVLRQ�\RX�PDNH 

ZKHQ�\RX�FRQIURQW�D�GLIÀFXOW�GHFLVLRQ�DERXW�UHVSRQVLELOLW\ 

LQ�UHVHDUFK��\RX�DUH�WKH�RQH�ZKR�KDV�WR�OLYH�ZLWK�WKH� 

FRQVHTXHQFHV�RI�WKDW�GHFLVLRQ��,I�\RX�DUH�XQFHUWDLQ�ZKHWKHU�

D�SDUWLFXODU�FRXUVH�RI�DFWLRQ�LV�UHVSRQVLEOH��VXEMHFW�LW�WR�RQH�

VLPSOH�WHVW��,PDJLQH�ZKDW�\RX�DUH�SUHSDULQJ�WR�GR�ZLOO�EH�

UHSRUWHG�WKH�QH[W�GD\�RQ�WKH�IURQW�SDJH�RI�\RXU�ORFDO�QHZV�

SDSHU��,I�\RX�DUH�FRPIRUWDEOH�KDYLQJ�FROOHDJXHV��IULHQGV��DQG�

IDPLO\�NQRZ�ZKDW�\RX�GLG��FKDQFHV�DUH�\RX�DFWHG�UHVSRQVLEO\��

SURYLGHG��RI�FRXUVH��\RX�DOVR�XQGHUVWDQG�\RXU�UHVSRQVLELOLWLHV�

DV�D�UHVHDUFKHU��DV�GHVFULEHG�LQ�WKH�UXOHV�RI�WKH�URDG�FRYHUHG�

LQ�WKH�UHVW�RI�WKH�ORI Introduction to RCR.

Questions for discussion 

   1 Is research a profession?

   2  How do researchers learn about the responsible conduct  
of research?

   3   How should researchers learn about the responsible conduct 
of research?

   4  What factors influence researchers’ attitudes toward the 
responsible conduct of research?

   5  How is integrity in research monitored? Is self-regulation  
of integrity in research effective?
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Resources

Policies, Reports, and Policy Statements

$VVRFLDWLRQ�RI�$PHULFDQ�0HGLFDO�&ROOHJHV��Developing a Code of  
(WKLFV�LQ�5HVHDUFK��$�*XLGH�IRU�6FLHQWLÀF�6RFLHWLHV��:DVKLQJWRQ��
'&��$$0&���������DYDLODEOH�DW��KWWSV���VHUYLFHV�DDPF�RUJ�
3XEOLFDWLRQV�LQGH[�FIP"IXVHDFWLRQ 3URGXFW�GLVSOD\)RUP	SUGB
LG ��	SUYBLG ��	FÀG �	FIWRNHQ ��&������������%&&�
��$�%���$(��$(����

,QVWLWXWH�RI�0HGLFLQH��The Responsible Conduct of Research in the 
Health Sciences��:DVKLQJWRQ��'&��1DWLRQDO�$FDGHPLHV�RI�6FLHQFH��
�������DYDLODEOH�DW��KWWS���ZZZ�QDS�HGX�ERRNV������������KWPO�

1DWLRQDO�$FDGHP\�RI�6FLHQFHV��&RPPLWWHH�RQ�WKH�&RQGXFW�RI�6FLHQFH��
On Being a Scientist: Responsible Conduct in Research, �QG�HG��
:DVKLQJWRQ��'&��1DWLRQDO�$FDGHP\�3UHVV���������DYDLODEOH�DW��
KWWS���ZZZ�QDS�HGX�UHDGLQJURRP�ERRNV�REDV��

1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��Guidelines for the Conduct of Research 
in the Intramural Research Programs at NIH���������DYDLODEOH�DW��
KWWS���ZZZ�QLK�JRY�FDPSXV�LUQHZV�JXLGHOLQHV�KWP�

6LJPD�;L��Honor in Science��1HZ�+DYHQ��&1��6LJPD�;L���������
�DYDLODEOH�DW��KWWS���ZZZ�VLJPD[L�RUJ�UHVRXUFHV�SXEOLFDWLRQV��

General Information Web Sites

$PHULFDQ�$VVRFLDWLRQ�IRU�WKH�$GYDQFHPHQW�RI�6FLHQFH��Integrity in 
6FLHQWLÀF�5HVHDUFK��KWWS���ZZZ�DDDV�RUJ�VSS�YLGHR����,QIRUPDWLRQ�
RQ�ÀYH�YLGHRV�RQ�LQWHJULW\�LQ�UHVHDUFK��

%LUG��6��6SLHU��5��HGV��Science and Engineering Ethics�������II��
KWWS���ZZZ�VSULQJHU�FRP�HDVW�KRPH"6*:,' �������������������
�	FKDQJH+HDGH����,QFOXGHV�DUWLFOHV�RQ�WKH�UHVSRQVLEOH�FRQGXFW�RI�
UHVHDUFK��

&ROODERUDWLYH�,QVWLWXWLRQDO�7UDLQLQJ�,QLWLDWLYH��&,7,���&RXUVH�LQ�WKH�
5HVSRQVLEOH�&RQGXFW�RI�5HVHDUFK���Home Page.  KWWSV���ZZZ�
FLWLSURJUDP�RUJ�UFUSDJH�DVS"DIÀOLDWLRQ �����

1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��Research Conduct and Ethics 
Instruction Materials��KWWS���ZZZ��RG�QLK�JRY�RLU�VRXUFHERRN�
5HV(WKLFV&DVHV�FDVHV�WRF�KWP

1RUWK�&DUROLQD�6WDWH�8QLYHUVLW\��Research & Professional Ethics 
Program��KWWS���ZZZ�ÀV�QFVX�HGX�*UDG�HWKLFV�

2IÀFH�RI�5HVHDUFK�,QWHJULW\��Home Page��KWWS���RUL�KKV�JRY�

2QOLQH�(WKLFV�&HQWHU�IRU�(QJLQHHULQJ�DQG�6FLHQFH��Home Page��
KWWS���RQOLQHHWKLFV�RUJ�
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5&5�(GXFDWLRQ�&RQVRUWLXP��Home Page��KWWS���UFUHF�RUJ�

6KDPRR��$(��HG��Accountability in Research: Policies and 
Quality Assurance�������II��KWWS���ZZZ�WDQGI�FR�XN�MRXUQDOV�
WLWOHV����������KWPO���,QFOXGHV�DUWLFOHV�RQ�UHVHDUFK�LQWHJULW\�DQG�
UHODWHG�LVVXHV��

Additional Reading

%DUQEDXP��'5��%\URQ��0��Research Ethics: Text and Readings��8SSHU�
6DGGOH�5LYHU��1-��3UHQWLFH�+DOO��������

%HDFK��'��The Responsible Conduct of Research��1HZ�<RUN��9&+�
3XEOLVKHUV��������

%XOJHU��5(��+HLWPDQ��(��5HLVHU��6-��The Ethical Dimensions of the 
Biological and Health Sciences���QG�HG��&DPEULGJH��8.��1HZ�
<RUN��&DPEULGJH�8QLYHUVLW\�3UHVV��������

(OOLRWW��'��6WHUQ��-(��Research Ethics: A Reader��+DQRYHU��1+��
3XEOLVKHG�E\�8QLYHUVLW\�3UHVV�RI�1HZ�(QJODQG�IRU�WKH�,QVWLWXWH�
IRU�WKH�6WXG\�RI�$SSOLHG�DQG�3URIHVVLRQDO�(WKLFV�DW�'DUWPRXWK�
&ROOHJH��������

)UDQNHO��0��%LUG��6��HGV��´7KH�5ROH�RI�6FLHQWLÀF�6RFLHWLHV�LQ�3URPRWLQJ�
5HVHDUFK�,QWHJULW\�µ�Science and Engineering Ethics��������������

*ULQQHOO��)��7KH�6FLHQWLÀF�$WWLWXGH���QG�HG��1HZ�<RUN��7KH�*XLOIRUG�
3UHVV��������

.RUHQPDQ��6*��6KLSS��$&��Teaching the Responsible Conduct of 
Research through a Case Study Approach: A Handbook for 
Instructors��:DVKLQJWRQ��'&��$VVRFLDWLRQ�RI�$PHULFDQ�0HGLFDO�
&ROOHJHV��������

0DFULQD��)/��6FLHQWLÀF�,QWHJULW\��$Q�,QWURGXFWRU\�7H[W�ZLWK�&DVHV��
�QG�HG��:DVKLQJWRQ��'&��$60�3UHVV��������

3HQVODU��5/��Research Ethics: Cases and Materials��%ORRPLQJWRQ��
,QGLDQD�8QLYHUVLW\�3UHVV�������

5HVQLN��'%��The Ethics of Science : An Introduction, Philosophical 
Issues in Science��/RQGRQ��1HZ�<RUN��5RXWOHGJH�������

6KDPRR��$(��5HVQLN��'%��Responsible Conduct of Research��1HZ�
<RUN��2[IRUG�8QLYHUVLW\�3UHVV�������

6LJPD�;L��The Responsible Researcher: Paths and Pitfalls��������

6WHUQ��-(��(OOLRWW��'��7KH�(WKLFV�RI�6FLHQWLÀF�5HVHDUFK��$�*XLGHERRN�
for Course Development��+DQRYHU��1+��8QLYHUVLW\�3UHVV�RI�1HZ�
(QJODQG�������

:KLWEHFN��&��Ethics in Engineering Practice and Research��&DPEULGJH��
1HZ�<RUN��&DPEULGJH�8QLYHUVLW\�3UHVV�������

Chapter 1: Rules of the Road
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Chapter 2. Research Misconduct

PXEOLF�FRQFHUQ�DERXW�PLVFRQGXFW�LQ�UHVHDUFK�ÀUVW�

VXUIDFHG�LQ�WKH�HDUO\�����·V�IROORZLQJ�UHSRUWV�RI�FDVHV�RI�

HJUHJLRXV�PLVEHKDYLRU��2QH�UHVHDUFKHU�UHSXEOLVKHG�XQGHU�

KLV�RZQ�QDPH�GR]HQV�RI�DUWLFOHV�SUHYLRXVO\�SXEOLVKHG�E\�

RWKHUV��2WKHU�UHVHDUFKHUV�LQ�RQH�ZD\�RU�DQRWKHU�IDOVLÀHG�

RU�IDEULFDWHG�UHVHDUFK�UHVXOWV��7R�PDNH�PDWWHUV�ZRUVH��LW�

VHHPHG�DV�LI�UHVHDUFK�LQVWLWXWLRQV�VRPHWLPHV�LJQRUHG�RU�

GHOLEHUDWHO\�FRYHUHG�XS�SUREOHPV�UDWKHU�WKDQ�LQYHVWLJDWH�

WKHP��(YHQWXDOO\�&RQJUHVV�VWHSSHG�LQ�DQG�UHTXLUHG�)HGHUDO�

DJHQFLHV�DQG�UHVHDUFK�LQVWLWXWLRQV�WR�GHYHORS�UHVHDUFK�

PLVFRQGXFW�SROLFLHV�

5HVHDUFK�PLVFRQGXFW�SROLFLHV�SURYLGH�JXLGDQFH�RQ 

UHVSRQVLEOH�FRQGXFW�LQ�WKUHH�DUHDV��7KH\�

3 establish definitions for misconduct in research,

3 outline procedures for reporting and investigating 
misconduct, and

3 provide protection for whistleblowers (persons who report 
misconduct) and persons accused of misconduct.

7RJHWKHU�� WKH� GHILQLWLRQV� RI� DQG� SURFHGXUHV� IRU� KDQGOLQJ�

DOOHJDWLRQV�RI�PLVFRQGXFW�LQ�UHVHDUFK�IRUP�DQ�LQLWLDO�IRXQGDWLRQ�

IRU�HIIHFWLYH�VHOI�UHJXODWLRQ�LQ�UHVHDUFK�

$OWKRXJK�)HGHUDO�SROLFLHV�WHFKQLFDOO\�DSSO\�RQO\�WR�

IHGHUDOO\�IXQGHG�UHVHDUFK��PDQ\�UHVHDUFK�LQVWLWXWLRQV�DSSO\�

)HGHUDO�UHVHDUFK�PLVFRQGXFW�SROLFLHV�WR�DOO�UHVHDUFK��0DQ\�

UHVHDUFK�LQVWLWXWLRQV�KDYH�DOVR�EURDGHQHG�WKH�EDVLF�)HGHUDO�

GHÀQLWLRQV�WR�LQFOXGH�RWKHU�LQDSSURSULDWH�SUDFWLFHV��,Q�

FRPELQDWLRQ��)HGHUDO�DQG�LQVWLWXWLRQDO�UHVHDUFK�PLVFRQGXFW�

SROLFLHV�GHÀQH�UHVHDUFK�SUDFWLFHV�WKDW�UHVHDUFKHUV�PXVW�

DYRLG��)DLOXUH�WR�GR�VR�FDQ�UHVXOW�LQ�WKH�WHUPLQDWLRQ�RI�

HPSOR\PHQW�RU�LQHOLJLELOLW\�WR�UHFHLYH�)HGHUDO�IXQGLQJ�

Chapter 2: Research Misconduct
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Case Study

Dr. José M. is beginning his fifth year as an independent researcher. His work is going well. He has 
published a number of important articles and secured a large grant for future work. Based on this 

progress, he expects his pending promotion review to proceed without problems.

Late one afternoon a graduate student hands José two papers written by a senior colleague in his 
department. She has circled graphs in each of the papers that are clearly the same but reported as 
representing two different experiments. After checking the graphs carefully and reviewing the 
supporting data, José agrees that something is wrong. The senior colleague, who will almost 
certainly be a member of his promotion review, has either made a careless mistake or falsified 
information in a publication. What should he do?

Ask the senior colleague about the graphs?
Bring the publications to the attention of his department chair?
Report the problem anonymously to a research administrator?

Encourage the graduate student to report the problem?
Nothing, at least until after the promotion review is completed?

2a. Federal research misconduct definition and policies

$IWHU�D�GHFDGH�RI�VRPHWLPHV�VSLULWHG�GHEDWH��LQ�'HFHPEHU�

�����WKH�2IÀFH�RI�6FLHQFH�DQG�7HFKQRORJ\�3ROLF\��2673��

LQ�WKH�([HFXWLYH�2IÀFH�RI�WKH�3UHVLGHQW�DGRSWHG�D�)HGHUDO�

3ROLF\�RQ�5HVHDUFK�0LVFRQGXFW��7KH�2673�3ROLF\�LV�LQ�

PRVW�UHVSHFWV�VLPLODU�WR�HDUOLHU�RQHV�DGRSWHG�E\�WKH�3XEOLF�

+HDOWK�6HUYLFH��3+6��DQG�WKH�1DWLRQDO�6FLHQFH�)RXQGDWLRQ�

�16)���EXW�LW�GLG�UHFRPPHQG�VRPH�VLJQLÀFDQW�FKDQJHV�WR�

WKH�GHÀQLWLRQ�RI�UHVHDUFK�PLVFRQGXFW��:KHQ�LW�LV�ÀQDOO\�

LPSOHPHQWHG�E\�DOO�JRYHUQPHQW�UHVHDUFK�DJHQFLHV��WKH�

WDUJHW�GDWH�RI�'HFHPEHU������ZDV�QRW�PHW���DOO�IHGHUDOO\�

IXQGHG�UHVHDUFKHUV�ZLOO�EH�VXEMHFW�WR�D�XQLIRUP�GHÀQLWLRQ�RI�

UHVHDUFK�PLVFRQGXFW�

'HÀQLWLRQ��7KH�2673�3ROLF\�GHÀQHV�´UHVHDUFK�PLVFRQGXFWµ� 

DV�´IDEULFDWLRQ��IDOVLÀFDWLRQ��RU�SODJLDULVP�LQ�SURSRVLQJ��

SHUIRUPLQJ��RU�UHYLHZLQJ�UHVHDUFK��RU�LQ�UHSRUWLQJ�UHVHDUFK�

UHVXOWVµ��VHH�DFFRPSDQ\LQJ�ER[�IRU�GHWDLOV���,W�DOVR�VHWV�WKH�

OHJDO�WKUHVKROG�IRU�SURYLQJ�FKDUJHV�RI�PLVFRQGXFW�� 
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7R�EH�FRQVLGHUHG�UHVHDUFK�PLVFRQGXFW��DFWLRQV�PXVW�

3 represent a “significant departure from accepted practices”;

3 have been “committed intentionally, or knowingly, or 
recklessly”; and 

3 be “proven by a preponderance of evidence.”

7KHVH�IXUWKHU�VWLSXODWLRQV�OLPLW�WKH�)HGHUDO�*RYHUQPHQW·V�

UROH�LQ�UHVHDUFK�PLVFRQGXFW��IDEULFDWLRQ��IDOVLÀFDWLRQ��RU�

SODJLDULVP��WR�ZHOO�GRFXPHQWHG��VHULRXV�GHSDUWXUHV�IURP�

DFFHSWHG�UHVHDUFK�SUDFWLFHV�

:KHQ�XVLQJ�WKH�FRPPRQ�)HGHUDO�GHÀQLWLRQ�WR�GLVFXVV 

UHVHDUFK�PLVFRQGXFW��LW�LV�LPSRUWDQW�WR�XQGHUVWDQG�WKDW�LW�

HVWDEOLVKHV�D�PLQLPXP�VWDQGDUG�IRU�PHDVXULQJ�DFFHSWDEOH�

EHKDYLRU��QRW�D�VWDQGDUG�IRU�MXGJLQJ�DOO�UHVHDUFK�EHKDYLRU��

,Q�SDUWLFXODU��LW�GRHV�QRW�LPSO\�WKDW�DOO�RWKHU�EHKDYLRUV�DUH�

DFFHSWDEOH��,W�DOVR�GRHV�QRW�HQFRPSDVV�FULPLQDO�EHKDYLRU��

SHUVRQDO�GLVSXWHV��YLRODWLRQV�RI�JUDQW�PDQDJHPHQW�SROLFLHV�RU�

RWKHU�XQDFFHSWDEOH�EHKDYLRUV�QRW�XQLTXH�WR�UHVHDUFK��VXFK�DV�

GLVFULPLQDWLRQ�RU�KDUUDVVPHQW��7KH�JRYHUQPHQW·V�PDLQ� 

FRQFHUQ�LQ�HVWDEOLVKLQJ�WKLV�GHÀQLWLRQ�LV�WR�DVVXUH�WKDW�

SXEOLFO\�IXQGHG�UHVHDUFK�LV�DFFXUDWH�DQG�DSSURSULDWHO\�

UHSUHVHQWHG�E\�FOHDUO\�VWDWLQJ�WKDW�WKUHH�SUDFWLFHV��FRPPRQO\�

UHIHUUHG�WR�DV�´))3�µ�DUH�ZURQJ�

Federal Research Misconduct Policy.  

I.  Research Misconduct Defined. Research misconduct is defined as 
fabrication, falsification, or plagiarism in proposing, performing, or 
reviewing research, or in reporting research results.

î�(CDTKECVKQP�KU�OCMKPI�WR�FCVC�QT�TGUWNVU�CPF�TGEQTFKPI�QT�TGRQTVKPI�
them.

î�(CNUKHKECVKQP�KU�OCPKRWNCVKPI�TGUGCTEJ�OCVGTKCNU��GSWKROGPV��QT�
processes, or changing or omitting data or results such that the 
research is not accurately represented in the research record.

î�2NCIKCTKUO�KU�VJG�CRRTQRTKCVKQP�QH�CPQVJGT�RGTUQPçU�KFGCU��RTQ-
cesses, results, or words without giving appropriate credit.

î�4GUGCTEJ�OKUEQPFWEV�FQGU�PQV�KPENWFG�FKHHGTGPEGU�QH�QRKPKQP�

http://ori.hhs.gov/policies/fed_research_misconduct.shtml

L
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Reporting and investigation.�)HGHUDO�PLVFRQGXFW�

SROLF\�DVVXPHV�WKDW�UHVHDUFKHUV�DQG�UHVHDUFK�LQVWLWXWLRQV�

EHDU�WKH�SULPDU\�UHVSRQVLELOLW\�IRU�UHSRUWLQJ�DQG�LQYHVWLJDWLQJ�

DOOHJDWLRQV�RI�PLVFRQGXFW��7KLV�DVVXPSWLRQ�LV�FRQVLVWHQW�

ZLWK�WKH�SRVLWLRQ��VWURQJO\�VXSSRUWHG�E\�PRVW�UHVHDUFKHUV��

WKDW�UHVHDUFK�LV�D�SURIHVVLRQ�DQG�VKRXOG�UHJXODWH�LWV�RZQ�

FRQGXFW��VHH�&KDSWHU����

6XFFHVVIXO�SURIHVVLRQDO�VHOI�UHJXODWLRQ�GHSHQGV�RQ 

FRQVFLHQWLRXV�FRPPXQLW\�SDUWLFLSDWLRQ��)RU�LQGLYLGXDO�

UHVHDUFKHUV��WKLV�PHDQV�WKH\�PXVW�DVVXPH�UHVSRQVLELOLW\ 

IRU�WKHLU�RZQ�DFWLRQV��WDNH�PLVFRQGXFW�VHULRXVO\��DQG 

UHSRUW�DSSDUHQW�PLVFRQGXFW�E\�RWKHU�UHVHDUFKHUV�

(YHU\�LQVWLWXWLRQ�WKDW�UHFHLYHV�3+6�IXQGLQJ�PXVW�KDYH�

SURFHGXUHV�LQ�SODFH�IRU�UHFHLYLQJ�DQG�LQYHVWLJDWLQJ�UHSRUWV�

RI�UHVHDUFK�PLVFRQGXFW��7KHVH�SURFHGXUHV�PXVW�LQFOXGH�

3 the designation of individuals who are authorized to receive 
and investigate allegations of misconduct,

3 provisions for an initial inquiry to determine whether the 
allegations have any merit,

3 provisions for a formal investigation to reach conclusions 
about the truth of the allegations,

3 the designation of an individual who is authorized to weigh 
(adjudicate) the conclusions reached in the investigation and 
impose administrative actions to redress the  
misconduct (sanctions) or take steps to vindicate the 
person charged, and

3 provisions for reporting findings to ORI.

5HVHDUFKHUV�VKRXOG�EH�IDPLOLDU�ZLWK�WKHVH�SURFHGXUHV�DQG�

WKHLU�LQVWLWXWLRQ·V�GHÀQLWLRQ�RI�UHVHDUFK�PLVFRQGXFW 

�GLVFXVVHG�EHORZ��

Basic protections.�5HVHDUFKHUV�ZKR�FRPPLW�PLVFRQGXFW�

SODFH�WKHLU�FDUHHUV�DW�ULVN��7KH�)HGHUDO�*RYHUQPHQW�FDQ�

GHEDU�UHVHDUFKHUV�ZKR�FRPPLW�PLVFRQGXFW�IURP�UHFHLYLQJ� 

)HGHUDO�IXQGV�IRU�D�VSHFLÀHG�SHULRG�RI�WLPH��,Q�PRVW�

L
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LQVWDQFHV��UHVHDUFK�LQVWLWXWLRQV�DOVR�WDNH�WKHLU�RZQ�DFWLRQV��

VXFK�DV�WHUPLQDWLQJ�D�UHVHDUFKHU·V�HPSOR\PHQW�RU�UHTXLULQJ 

VXSHUYLVLRQ�RI�IXWXUH�UHVHDUFK�DFWLYLWLHV��%\�OLNH�WRNHQ��

PDNLQJ�DOOHJDWLRQV�RI�PLVFRQGXFW³EORZLQJ�WKH�ZKLVWOH³ 

FDQ�VRPHWLPHV�SODFH�D�ZKLVWOHEORZHU·V�FDUHHU�DW�ULVN��

$OWKRXJK�E\�ODZ�LQVWLWXWLRQV�PXVW�QRW�UHWDOLDWH�DJDLQVW�

ZKLVWOHEORZHUV�ZKR�UHSRUW�LQ�JRRG�IDLWK��WKH\�VRPHWLPHV�GR�

7KH�QHZ�FRPPRQ�)HGHUDO�SROLF\�SURYLGHV�JXLGHOLQHV�

IRU�SURWHFWLQJ�ERWK�SDUWLHV³WKH�ZKLVWOHEORZHU�DQG�WKH�

UHVSRQGHQW³LQ�UHVHDUFK�PLVFRQGXFW�LQYHVWLJDWLRQV��$V�D�

JHQHUDO�UXOH��UHVHDUFK�PLVFRQGXFW�DOOHJDWLRQV�PXVW�QRW�EH�

PDGH�SXEOLF�XQWLO�WKH\�KDYH�EHHQ�IXOO\�LQYHVWLJDWHG�DQG�

FRQÀUPHG��7KHUH�DUH��KRZHYHU��H[FHSWLRQV�WR�WKLV�UXOH��,I�WKH�

PLVFRQGXFW�FRXOG�SRVH�D�WKUHDW�WR�SXEOLF�KHDOWK�RU�VDIHW\��

VXFK�DV�PLVFRQGXFW�LQ�D�FOLQLFDO�WULDO��LW�PXVW�LPPHGLDWHO\�

EH�EURXJKW�WR�WKH�DWWHQWLRQ�RI�WKH�SHUVRQ�KHDGLQJ�WKH�WULDO��

WKH�SHUVRQ�ZLWK�RYHUVLJKW�DXWKRULW\��RU�ERWK��25,�DQG�WKH�

)HGHUDO�VSRQVRU�PXVW�DOVR�EH�QRWLÀHG�LPPHGLDWHO\��,Q�VXFK�

FDVHV��WKH�QDPHV�RI�WKH�SHUVRQV�FKDUJHG�VKRXOG�UHPDLQ� 

FRQÀGHQWLDO��EXW�VWHSV�PXVW�EH�WDNHQ�WR�VDIHJXDUG�WKH�

VXEMHFWV�LQ�WKH�WULDO�

6LPLODUO\��UHVHDUFK�LQVWLWXWLRQV�DQG�UHVHDUFKHUV�PXVW�QRW�

LQ�DQ\�ZD\�SHQDOL]H�RU�WDNH�DFWLRQ�DJDLQVW�LQGLYLGXDOV�ZKR�

UHSRUW�UHVHDUFK�PLVFRQGXFW�LQ�JRRG�IDLWK��(YHQ�LI�DFFXVDWLRQV�

DUH�QRW�VXVWDLQHG��DV�ORQJ�DV�WKH\�DUH�EURXJKW�LQ�JRRG�IDLWK��

LQIRUPDQWV�PXVW�EH�SURWHFWHG�DQG�JLYHQ�VXSSRUW�VLQFH�WKH\�

SOD\�D�YLWDO�UROH�LQ�SURIHVVLRQDO�VHOI�UHJXODWLRQ�

2b. Institutional research misconduct policies

,QVWLWXWLRQDO�UHVHDUFK�PLVFRQGXFW�SROLFLHV�JHQHUDOO\�IROORZ�

WKH�SDWWHUQ�UHFRPPHQGHG�E\�WKH�)HGHUDO�*RYHUQPHQW��EXW�

DOPRVW�DOZD\V�LQFOXGH�VRPH�DGGLWLRQDO�HOHPHQWV�WKDW�IRU� 

RQH�UHDVRQ�RU�DQRWKHU�DUH�DVVXPHG�WR�KDYH�ORFDO�LPSRUWDQFH��

7KLV�LV�SDUWLFXODUO\�WUXH�IRU�WKH�GHÀQLWLRQ�RI�UHVHDUFK� 

PLVFRQGXFW��,QVWLWXWLRQDO�GHÀQLWLRQV�PXVW�LQFOXGH�VRPH�

Chapter 2: Research Misconduct
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YHUVLRQ�RI�))3��EXW�WKHQ�VRPHWLPHV�DGG�RWKHU�SUDFWLFHV� 

WKDW�DOVR�FRQVWLWXWH�PLVFRQGXFW�LQ�WKH�SDUWLFXODU�ORFDO�VHWWLQJ�� 

7KXV��GHSHQGLQJ�RQ�ZKHUH�D�UHVHDUFKHU�ZRUNV��DQ\�RI�WKH�

IROORZLQJ�SUDFWLFHV�FRXOG�EH�UHSRUWHG�DV�PLVFRQGXFW�LQ�

UHVHDUFK�

Violation of Federal rules.�$V�ZLOO�EH�GLVFXVVHG�LQ�ODWHU�

FKDSWHUV��UHVHDUFK�LV�VXEMHFW�WR�PDQ\�UXOHV�RU�UHJXODWLRQV�

RWKHU�WKDQ�UHVHDUFK�PLVFRQGXFW�SROLFLHV��$OWKRXJK�WKH� 

YLRODWLRQ�RI�D�UHVHDUFK�UXOH�RU�UHJXODWLRQ�LV�QRW�FRQVLGHUHG�

PLVFRQGXFW�XQGHU�WKH�FRPPRQ�)HGHUDO�GHÀQLWLRQ�RI 

UHVHDUFK�PLVFRQGXFW��PDQ\�UHVHDUFK�LQVWLWXWLRQV 

H[SOLFLWO\�VWDWH�WKDW�WKH�YLRODWLRQ�RI�DQ\�UHVHDUFK 

UHJXODWLRQ�LV�UHVHDUFK�PLVFRQGXFW�

$EXVH�RI�FRQÀGHQWLDOLW\��&RQÀGHQWLDOLW\�SOD\V�D�QXPEHU�

RI�LPSRUWDQW�UROHV�LQ�UHVHDUFK��0RVW�SHHU�UHYLHZ�LV�GRQH�

FRQÀGHQWLDOO\��VHH�&KDSWHU������5HVHDUFKHUV�DOVR�VKDUH�LGHDV�

 
University Research Misconduct Policies

Rice University.  Research misconduct may include the fabrication/ falsification of data, 
plagiarism, or other practices that seriously deviate from those that are commonly accepted 
within the scientific community for proposing, conducting, reviewing, or reporting research. It 
also encompasses the failure to comply with federal requirements for protecting researchers, 
human and animal subjects, and the public. In general, gross negligence of research standards 
and any action taken with the intent to defraud are considered forms of research misconduct. 
It does not, however, include honest error or honest differences in interpreting or judging data. 

http://professor.rice.edu/professor/Research_Misconduct.asp

University of New Mexico.  A researcher commits research misconduct under UNM’s 
policy if he or she fabricates or falsifies data or research results or plagiarizes another person’s 
ideas or work. Research misconduct also occurs if a researcher wantonly disregards truth 
or objectivity or fails to comply or attempt to comply with legal requirements governing the 
research; however, other University policies and procedures will be followed in resolving such 
cases. It is important to understand that research misconduct is not a mistake in reasoning, 
disagreeing with recognized authorities, misinterpreting results, an error in planning or carrying 
out an experiment, or an oversight in attribution.

http://www.unm.edu/%7Ecounsel/research/policies/2464.pdf
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ZLWK�FROOHDJXHV�ZLWK�WKH�XQGHUVWDQGLQJ�WKDW�WKH\ 

ZLOO�QRW�EH�XVHG�RU�PDGH�SXEOLF�ZLWKRXW�SHUPLVVLRQ��VHH�

&KDSWHU�����)HGHUDO�UHJXODWLRQV��VXFK�DV�WKH�+HDOWK 

,QVXUDQFH�3RUWDELOLW\�DQG�$FFRXQWDELOLW\�$FW�RI�������VHH�

&KDSWHU�����LPSRVH�FRQÀGHQWLDOLW\�UHTXLUHPHQWV�RQ�KXPDQ�

VXEMHFWV�UHVHDUFK��7KH�DEXVH�RI�FRQÀGHQWLDOLW\�PD\�QRW�

XQGHUPLQH�WKH�YDOLGLW\�RI�UHVHDUFK�GDWD��EXW�LW�FDQ� 

XQGHUPLQH�WKH�LQWHJULW\�RI�WKH�UHVHDUFK�SURFHVV��7KHUHIRUH��

VRPH�LQVWLWXWLRQV�LQFOXGH�VXFK�DEXVHV�XQGHU�WKHLU�GHÀQLWLRQ�

RI�UHVHDUFK�PLVFRQGXFW�

Authorship and publication violations.�$V�ZLOO�EH� 

GLVFXVVHG�LQ�&KDSWHU����WKHUH�DUH�ZHOO�HVWDEOLVKHG� 

JXLGHOLQHV�IRU�JHWWLQJ�FUHGLW�IRU�ZRUN�GRQH��DXWKRUVKLS�� 

DQG�PDNLQJ�UHVHDUFK�UHVXOWV�NQRZQ��SXEOLFDWLRQ���6RPH� 

YLRODWLRQV�RI�WKHVH�JXLGHOLQHV�GR�QRW�ULVH�WR�WKH�OHYHO�RI�

))3��DV�GHÀQHG�LQ�)HGHUDO�SROLF\��)RU�H[DPSOH��WKH�)HGHUDO�

*RYHUQPHQW�XVXDOO\�GRHV�QRW�JHW�LQYROYHG�LQ�GLVSXWHV�RYHU�

DXWKRUVKLS�RU�LQYHVWLJDWH�FKDUJHV�RI�WULYLDO�SXEOLFDWLRQ�

�GLYLGLQJ�WKH�UHVXOWV�RI�D�VLQJOH�H[SHULPHQW�LQWR�PXOWLSOH�

SXEOLFDWLRQV�VR�WKDW�WKHUH�DUH�PRUH�WR�OLVW�RQ�D�UpVXPp���

+RZHYHU��JLYHQ�WKH�LPSRUWDQFH�RI�WKH�LQWHJULW\�RI�WKH� 

UHVHDUFK�UHFRUG��VRPH�UHVHDUFK�LQVWLWXWLRQV�LQFOXGH�DXWKRUVKLS�

DQG�SXEOLFDWLRQ�YLRODWLRQV�LQ�WKHLU�PLVFRQGXFW�SROLFLHV�

Failure to report misconduct.�)DLOXUH�WR�UHSRUW�PDQ\�

FULPHV�FDQ�EH�FRQVLGHUHG�D�FULPH�DQG�UHVXOW�LQ�SHQDOWLHV��

7KLV�LV�SDUWLFXODUO\�WUXH�LI�IDLOXUH�WR�UHSRUW�D�FULPH�SXWV�

RWKHU�LQGLYLGXDOV�RU�VRFLHW\�DW�ULVN��5HVHDUFK�PLVFRQGXFW�

FDQ�SXW�LQGLYLGXDOV�DW�ULVN��LI��IRU�H[DPSOH��WKH�PLVFRQGXFW�

DIIHFWV�LQIRUPDWLRQ�WKDW�LV�XVHG�IRU�PDNLQJ�PHGLFDO�RU�

SXEOLF�GHFLVLRQV��)DLOXUH�WR�UHSRUW�UHVHDUFK�PLVFRQGXFW�DOVR�

XQGHUPLQHV�SURIHVVLRQDO�VHOI�UHJXODWLRQ��7KHUHIRUH��VRPH�

UHVHDUFK�LQVWLWXWLRQV�LQFOXGH�IDLOXUH�WR�UHSRUW�PLVFRQGXFW�LQ�

WKHLU�UHVHDUFK�PLVFRQGXFW�SROLFLHV�

Obstruction of investigations and retaliation.  

7R�HPSKDVL]H�WKH�LPSRUWDQFH�RI�UHVHDUFK�PLVFRQGXFW� 

LQYHVWLJDWLRQV��VRPH�LQVWLWXWLRQV�DOVR�LQFOXGH�REVWUXFWLRQ� 

Chapter 2: Research Misconduct
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RI�LQYHVWLJDWLRQV�DQG�UHWDOLDWLRQ�DJDLQVW�ZKLVWOHEORZHUV�

XQGHU�UHVHDUFK�PLVFRQGXFW�

Other practices.�(DUO\�LQ�WKH�HYROXWLRQ�RI�)HGHUDO� 

UHVHDUFK�PLVFRQGXFW�SROLFLHV��WKH�1DWLRQDO�6FLHQFH�)RXQGDWLRQ 

�16)��DQG�WKH�3XEOLF�+HDOWK�6HUYLFH��3+6��LQFOXGHG�D�EURDG�

SURYLVLRQ�LQ�WKHLU�GHÀQLWLRQV�WR�FDWFK�RWKHU�SUDFWLFHV�WKDW�

´VHULRXVO\�GHYLDWHµ�IURP�FRPPRQO\�DFFHSWHG�SUDFWLFHV��16)�

LQ�SDUWLFXODU�IHOW�WKDW�))3�OHIW�RXW�EHKDYLRUV�WKDW�FRXOG�

XQGHUPLQH�WKH�LQWHJULW\�RI�WKH�UHVHDUFK�LW�IXQGHG��:KLOH�WKH�

´VHULRXV�GHYLDWLRQVµ�FODXVH�QR�ORQJHU�H[LVWV�LQ�WKH�FRPPRQ�

)HGHUDO�GHÀQLWLRQ��H[FHSW�DV�D�VWDQGDUG�IRU�MXGJLQJ�))3��LW�

FDQ�VWLOO�EH�IRXQG�LQ�VRPH�LQVWLWXWLRQDO�SROLFLHV��5HVHDUFKHUV�

WKHUHIRUH�QHHG�WR�EH�DZDUH�RI�WKH�IDFW�WKDW�LQ�VRPH�VHWWLQJV��

DFWLRQV�WKDW�VHULRXVO\�GHYLDWH�IURP�FRPPRQO\�DFFHSWHG�

SUDFWLFHV�FDQ�EH�FRQVLGHUHG�UHVHDUFK�PLVFRQGXFW�

2c. Putting research misconduct into perspective

5HVHDUFK�PLVFRQGXFW�KDV�XQGHUVWDQGDEO\�UHFHLYHG�FRQVLGHUDEOH�

SXEOLF�DWWHQWLRQ��5HVHDUFKHUV�ZKR�DFW�GLVKRQHVWO\�ZDVWH�SXEOLF�

IXQGV��KDUP�WKH�UHVHDUFK�UHFRUG��GLVWRUW�WKH�UHVHDUFK�SURFHVV��

XQGHUPLQH�SXEOLF�WUXVW��DQG�FDQ�HYHQ�DGYHUVHO\�LPSDFW�SXEOLF�

KHDOWK� DQG� VDIHW\��5HVHDUFK�PLVFRQGXFW� SROLFLHV��ZKHWKHU�

)HGHUDO��VWDWH��LQVWLWXWLRQDO��RU�SURIHVVLRQDO��LGHQWLI\�VHULRXVO\�

LQDSSURSULDWH�EHKDYLRUV�DQG�HVWDEOLVK�SURFHGXUHV�IRU�GHDOLQJ�

ZLWK�WKHP�

-XGJHG�RQ�WKH�EDVLV�RI�WKH�QXPEHU�RI�FRQÀUPHG�FDVHV��

PLVFRQGXFW�DSSDUHQWO\�LV�QRW�FRPPRQ�LQ�UHVHDUFK��2YHU�WKH�

ODVW�GHFDGH��3+6�DQG�16)�FRPELQHG�KDYH�DYHUDJHG�QR�PRUH�

WKDQ����WR����PLVFRQGXFW�ÀQGLQJV�D�\HDU��7KLV�SXWV�WKH�

DQQXDO�UDWH�RI�PLVFRQGXFW�LQ�UHVHDUFK�DW�RU�EHORZ���FDVH�IRU�

HYHU\��������UHVHDUFKHUV��+RZHYHU��EHIRUH�PDNLQJ�WRR�PXFK�

RI�WKLV�DVVHVVPHQW��WZR�LPSRUWDQW�FDXWLRQV�QHHG�WR�EH�NHSW�

LQ�PLQG�

)LUVW��WKH�QXPEHU�RI�FRQÀUPHG�FDVHV�LV�SUREDEO\�OHVV�

WKDQ�WKH�QXPEHU�RI�DFWXDO�FDVHV��8QGHUUHSRUWLQJ�LV�WR�EH�

L
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H[SHFWHG��DV�LW�LV�LQ�FULPLQDO�DQG�RWKHU�W\SHV�RI�LQDSSURSULDWH� 

EHKDYLRU��0RUHRYHU��VHYHUDO�VWXGLHV�KDYH�VXJJHVWHG�WKDW�

UHVHDUFKHUV�GR�QRW�UHSRUW�VXVSHFWHG�PLVFRQGXFW��HYHQ�

WKRXJK�WKH\�VKRXOG��VHH�.RUHQPDQ��$GGLWLRQDO�5HDGLQJ���

6LQFH�HYHU\�FDVH�RI�PLVFRQGXFW�FDQ�SRWHQWLDOO\�XQGHUPLQH�

SXEOLF�VXSSRUW�IRU�UHVHDUFK��UHVHDUFKHUV�VKRXOG�WDNH�WKHLU�

UHVSRQVLELOLW\�WR�ORRN�RXW�IRU�DQG�UHSRUW�UHVHDUFK� 

PLVFRQGXFW�VHULRXVO\�

6HFRQG��WKH�UHVSRQVLELOLW\�WR�DYRLG�PLVFRQGXFW�LQ�UHVHDUFK�

LV�D�PLQLPXP�VWDQGDUG�IRU�WKH�UHVSRQVLEOH�FRQGXFW�RI�

UHVHDUFK��VR�WKH�IDFW�WKDW�PRVW�UHVHDUFKHUV�GR�QRW�HQJDJH�

LQ�UHVHDUFK�PLVFRQGXFW�GRHV�QRW�QHFHVVDULO\�LPSO\�WKDW�WKH�

OHYHO�RI�LQWHJULW\�LQ�UHVHDUFK�RYHUDOO�LV�KLJK��5HVSRQVLEOH�

UHVHDUFK�UHTXLUHV�FDUHIXO�DWWHQWLRQ�WR�PDQ\�RWKHU� 

H[SHFWDWLRQV�IRU�DSSURSULDWH�SUDFWLFH��DV�GLVFXVVHG�LQ�WKH�

UHPDLQGHU�RI�WKH�ORI Introduction to RCR�

Questions for discussion

   1  Should other practices besides fabrication, falsification, and 
plagiarism be considered misconduct in research?

   2  Is it fair to use “significant departure from accepted practices”  
to make judgments about a researcher’s behavior?

   3  Should researchers report misconduct if they are concerned  
that doing so could adversely impact their career?

   4  What evidence is needed to demonstrate that a researcher 
committed misconduct “intentionally, or knowingly, or 
recklessly”?

   5  What are appropriate penalties for different types of  
misconduct?

Chapter 2: Research Misconduct
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Resources

Policies, Reports, and Policy Statements

'HSDUWPHQW�RI�+HDOWK�DQG�+XPDQ�6HUYLFHV��&RPPLVVLRQ�RQ�5HVHDUFK�
,QWHJULW\��Integrity and Misconduct in Research��:DVKLQJWRQ��'&��
+HDOWK�DQG�+XPDQ�6HUYLFHV���������DYDLODEOH�DW���KWWS���RUL�KKV�
JRY�GRFXPHQWV�UHSRUWBFRPPLVVLRQ�SGI�

'HSDUWPHQW�RI�+HDOWK�DQG�+XPDQ�6HUYLFHV��Public Health Service 
Policies on Research Misconduct; Final Rule,����&)5�3DUWV����DQG�
�������������DYDLODEOH�DW��KWWS���RUL�KKV�JRY�SROLFLHV�IHGHUDOBSROLFLHV�
VKWPO�

1DWLRQDO�$FDGHP\�RI�6FLHQFH��&RPPLWWHH�RQ�6FLHQFH�(QJLQHHULQJ�DQG�
3XEOLF�3ROLF\��3DQHO�RQ�6FLHQWLÀF�5HVSRQVLELOLW\�DQG�WKH�&RQGXFW�
RI�5HVHDUFK��Responsible Science��Ensuring the Integrity of the 
Research Process��:DVKLQJWRQ��'&��1DWLRQDO�$FDGHP\�3UHVV��
�����

2IÀFH�RI�WKH�3UHVLGHQW��2IÀFH�RI�6FLHQFH�DQG�7HFKQRORJ\�3ROLF\��
´)HGHUDO�3ROLF\�RQ�5HVHDUFK�0LVFRQGXFW�µ�Federal Register�������
'HFHPEHU�������������������DYDLODEOH�DW��KWWS���RUL�KKV�JRY�
SROLFLHV�IHGBUHVHDUFKBPLVFRQGXFW�VKWPO�

2IÀFH�RI�5HVHDUFK�,QWHJULW\��ORI Model Policy and Procedures for 
5HVSRQGLQJ�WR�$OOHJDWLRQV�RI�6FLHQWLÀF�0LVFRQGXFW��������UHYLVHG�
�������DYDLODEOH�DW��KWWS���RUL�KKV�JRY�SROLFLHV�PRGHOBSROLF\�VKWPO�

1DWLRQDO�6FLHQFH�)RXQGDWLRQ��Research Misconduct�����&)5�����
���������DYDLODEOH�DW��KWWS���ZZZ�QVI�JRY�RLJ�PLVFRQVFLHQJ�MVS�

8QLWHG�6WDWHV��&RQJUHVV��+RXVH��&RPPLWWHH�RQ�6FLHQFH�DQG� 
7HFKQRORJ\��6XEFRPPLWWHH�RQ�,QYHVWLJDWLRQV�DQG�2YHUVLJKW��
Fraud in Biomedical Research��:DVKLQJWRQ��'&��*32�������

:HOOV��)2��/RFN��6��)DUWKLQJ��0-*��Fraud and Misconduct in 
Biomedical Research��/RQGRQ��%0-�%RRNV�������

General Information Web Sites

1DWLRQDO�6FLHQFH�)RXQGDWLRQ��2IÀFH�RI�,QVSHFWRU�*HQHUDO��Home Page��
KWWS���ZZZ�RLJ�QVI�JRY�

2IÀFH�RI�5HVHDUFK�,QWHJULW\��Handling Misconduct��KWWS���RUL�KKV�
JRY�PLVFRQGXFW�
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Additional Reading
%UD[WRQ��-0��%D\HU��$(��´3HUFHSWLRQV�RI�5HVHDUFK�0LVFRQGXFW�DQG�

DQ�$QDO\VLV�RI�WKHLU�&RUUHODWHV�µ�,Q�Perspectives on Scholarly 
Misconduct in the Sciences��HGLWHG�E\�-RKQ�0��%UD[WRQ��&ROXPEXV��
2+��2KLR�6WDWH�8QLYHUVLW\�3UHVV�����������������

.RUHQPDQ��6*��%HUN��5��:HQJHU��16��/HZ��9��´(YDOXDWLRQ�RI�WKH�
5HVHDUFK�1RUPV�RI�6FLHQWLVWV�DQG�$GPLQLVWUDWRUV�5HVSRQVLEOH�IRU�
$FDGHPLF�5HVHDUFK�,QWHJULW\�µ�Journal of the American Medical 
Association����������������������

3DUULVK��'0��´6FLHQWLÀF�0LVFRQGXFW�DQG�&RUUHFWLQJ�WKH�6FLHQWLÀF�
/LWHUDWXUH�µ�Academic Medicine�����������������������

3DVFDO��&%��´6FLHQWLÀF�0LVFRQGXFW�DQG�5HVHDUFK�,QWHJULW\�IRU�WKH�
%HQFK�6FLHQWLVW�µ�Proceedings of the Society for Experimental 
Biology and Medicine������������������������

3ULFH��$5��´$QRQ\PLW\�DQG�3VHXGRQ\PLW\�LQ�:KLVWOHEORZLQJ�WR�WKH�
8�6��2IÀFH�RI�5HVHDUFK�,QWHJULW\�µ�Academic Medicine���������������
��������

5KRDGHV��/5��´7KH�$PHULFDQ�([SHULHQFH��/HVVRQV�/HDUQHG�µ�Science 
and Engineering Ethics��������������������

6FKRRO�RI�(GXFDWLRQ��8QLYHUVLW\�RI�,QGLDQD��Understanding  
Plagiarism���������DYDLODEOH�DW��KWWS���HGXFDWLRQ�LQGLDQD�
HGX�aIULFN�SODJLDULVP�

8QLWHG�6WDWHV��3UHVLGHQW·V�&RPPLVVLRQ�IRU�WKH�6WXG\�RI�(WKLFDO�
3UREOHPV�LQ�0HGLFLQH�DQG�%LRPHGLFDO�DQG�%HKDYLRUDO�5HVHDUFK��
Whistleblowing in Biomedical Research: Policies and Procedures 
for Responding to Reports of Misconduct: Proceedings of a  
Workshop, September 21-22, 1981��:DVKLQJWRQ��'&��*32�������

Chapter 2: Research Misconduct



Part II.



3ODQQLQJ�5HVHDUFK



32

ORI Introduction to the Responsible Conduct of Research

3DUW�,,� 3ODQQLQJ�
5HVHDUFK

5(6($5&+�%(*,16�:,7+�,'($6��48(67,216�

DQG�K\SRWKHVHV��:KDW�FDXVHV�WKLV�

SDUWLFXODU�SKHQRPHQRQ"�:KDW�ZRXOG�

KDSSHQ�LI«"�+RZ�FDQ�,�ÀQG�RXW«"�

5HVHDUFKHUV�WKLQN�ÀUVW�

DERXW�SUREOHPV�DQG�ZD\V�

WR�VROYH�WKHP�DQG�DERXW�WKH�UHVRXUFHV�

WKH\�ZLOO�QHHG�WR�SHUIRUP�H[SHULPHQWV�
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P ODQQLQJ�IRU�DQ\�SURMHFW�VKRXOG�LQFOXGH�WKH�FRQVLGHUDWLRQ�

RI�UHVSRQVLELOLWLHV��,Q�VRPH�FDVHV��ZRUN�FDQQRW�EHJLQ�

XQWLO�LW�KDV�EHHQ�DSSURYHG��,Q�RWKHU�FDVHV��FRQIURQWLQJ�

SRWHQWLDO�SUREOHPV�EHIRUH�WKH\�DULVH�FDQ�KHOS�HQVXUH�WKDW�

WKH\�GR�QRW�WXUQ�LQWR�UHDO�SUREOHPV�ODWHU�

7KH�FKDSWHUV�LQ�WKLV�VHFWLRQ�FRYHU�WKUHH�DUHDV�ZKHUH�

DSSURSULDWH�SODQQLQJ�DQG�DSSURYDO�DUH�HVVHQWLDO�

Chapter 3, The Protection of Human Subjects,�GHVFULEHV�

WKH�UHJXODWLRQV�FRYHULQJ�WKH�XVH�RI�KXPDQV�LQ�UHVHDUFK�

Chapter 4, The Welfare of Laboratory Animals,�GHVFULEHV�

VLPLODU�UHJXODWLRQV�IRU�DQLPDOV�XVHG�LQ�UHVHDUFK�

&KDSWHU����&RQÁLFWV�RI�,QWHUHVW��GLVFXVVHV�ZKDW�UHVHDUFK�

HUV�VKRXOG�GR�ZKHQ�WKHLU�LQWHUHVWV�DUH�RU�DSSHDU�WR�EH�LQ�

FRQÁLFW�

3ODQQLQJ�LV�HVVHQWLDO�LQ�RWKHU�DUHDV�DV�ZHOO��5HVSRQVLEOH�

UHVHDUFK�DGPLQLVWUDWLRQ��WKH�VDIH�XVH�RI�KD]DUGRXV�PDWHULDOV�� 

DQG�WKH�IDLU�WUHDWPHQW�RI�VWXGHQWV�DQG�HPSOR\HHV�VKRXOG�

EH�DGGUHVVHG�HDUO\�LQ�DQ\�SURMHFW��+RZHYHU��ZLWK�WKH�XVH�

RI�KXPDQV�DQG�DQLPDOV�DQG��LQFUHDVLQJO\��WKH�SRWHQWLDO�

LQÁXHQFH�RI�FRQÁLFWLQJ�LQWHUHVWV��WKHUH�LV�QR�FKRLFH��7KHVH�

UHVSRQVLELOLWLHV�PXVW�EH�IXOO\�DGGUHVVHG�EHIRUH�WKH�ÀUVW�

VXEMHFW�LV�FRQWDFWHG��WKH�ÀUVW�DQLPDO�SXUFKDVHG��RU�DQ\�

DJUHHPHQW�VLJQHG�

Part II: Planning Research
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TKH�XVH�RI�KXPDQ�VXEMHFWV�LQ�UHVHDUFK�EHQHÀWV�VRFLHW\�

LQ�PDQ\�ZD\V��IURP�FRQWULEXWLQJ�WR�WKH�GHYHORSPHQW�RI�

QHZ�GUXJV�DQG�PHGLFDO�SURFHGXUHV�WR�XQGHUVWDQGLQJ�KRZ�

ZH�WKLQN�DQG�DFW��,W�DOVR�FDQ�DQG�KDV�LPSRVHG�XQDFFHSWDEOH�

ULVNV�RQ�UHVHDUFK�VXEMHFWV��7R�KHOS�HQVXUH�WKDW�WKH�ULVNV�GR�

QRW�RXWZHLJK�WKH�EHQHÀWV��KXPDQ�VXEMHFWV�UHVHDUFK�LV� 

FDUHIXOO\�UHJXODWHG�E\�VRFLHW\�

Case Study

Two weeks into the new semester, the professor in Mary’s course on family health gives the class 
a special assignment that was not on the course syllabus. Over the next week, everyone in the 

class is to talk with three classmates who are not in the course about the way their families deal with 
medical emergencies and chronic illness. Next week they should come to class prepared to report on 
their interviews. The Professor warns them, however, that in talking about their conversations they 
should not mention any names to protect the privacy of their classmates.

The assignment makes Mary uneasy. In her basic psychology course last semester she learned about 
some of the rules pertaining to the use of human subjects in research. However, when she raises 
her concerns with her professor, he assures her that her informal conversations with classmates are 
not research and therefore not subject to regulation. Moreover, since she will not be mentioning any 
names, there are no privacy issues to worry about.

Should Mary be content with these assurances and conduct the interviews?
If she still has concerns, where should she turn for advice?

Did the professor act properly in giving this assignment to the class?

,QYHVWLJDWRUV�ZKR�FRQGXFW�UHVHDUFK�LQYROYLQJ�KXPDQV�

WKDW�LV�VXEMHFW�WR�UHJXODWLRQ�PXVW�FRPSO\�ZLWK�DOO�UHOHYDQW�

)HGHUDO�UHJXODWLRQV�DV�ZHOO�DV�DQ\�DSSOLFDEOH�VWDWH�DQG�ORFDO�

ODZV��UHJXODWLRQV��DQG�SROLFLHV�UHODWHG�WR�WKH�SURWHFWLRQ�RI�KX�

PDQ�VXEMHFWV��7KH\�DUH�DOVR�H[SHFWHG�WR�IROORZ�RWKHU�UHOHYDQW�

FRGHV�WKDW�KDYH�EHHQ�IRUPXODWHG�E\�SURIHVVLRQDO�JURXSV��7R�

PHHW�WKHVH�UHVSRQVLELOLWLHV�UHTXLUHV��DPRQJ�RWKHU�WKLQJV�

3 knowing what research is subject to regulation,

3 understanding and following the rules for project approval,

Chapter 3: The Protection of Human Subjects
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3 getting appropriate training, and

3 accepting continuing responsibility for compliance through 
all stages of a project.

,I�\RX�H[SHFW�WR�XVH�RU�VWXG\�OLYLQJ�KXPDQV�LQ�\RXU�UHVHDUFK��

QR�PDWWHU�KRZ�KDUPOHVV�WKDW�XVH�PD\�VHHP��DQG�UHFHLYH�

)HGHUDO�IXQGLQJ��IDPLOLDUL]H�\RXUVHOI�ZLWK�\RXU�UHVSRQVLELOLWLHV 

DQG�FKHFN�ZLWK�VRPHRQH�LQ�D�SRVLWLRQ�RI�DXWKRULW\�EHIRUH�

PDNLQJ�DQ\�FRQWDFWV�RU�XQGHUWDNLQJ�DQ\�ZRUN�

3a. Federal regulations

6RFLHW\�SURWHFWV�WKH�ZHOIDUH�RI�LQGLYLGXDOV�LQ�PDQ\�ZD\V��

EXW�LW�GLG�QRW�VSHFLÀFDOO\�DGGUHVV�WKH�LVVXH�RI�WKH�ZHOIDUH�RI�

UHVHDUFK�VXEMHFWV�XQWLO�DIWHU�:RUOG�:DU�,,��)ROORZLQJ�WKH�

:DU��ZLGHVSUHDG�FRQFHUQV�DERXW�DWURFLWLHV�FRPPLWWHG�GXULQJ�

WKH�:DU�LQ�WKH�QDPH�RI�UHVHDUFK�OHG�WR�WKH�IRUPXODWLRQ�RI�D�

FRGH�IRU�KXPDQ�VXEMHFWV�UHVHDUFK�NQRZQ�DV�WKH�1XUHPEHUJ�

&RGH���������$OWKRXJK�QRW�ELQGLQJ�RQ�UHVHDUFKHUV��WKH�

1XUHPEHUJ�&RGH�DQG�WKH�ODWHU�'HFODUDWLRQ�RI�+HOVLQNL�

�������ODWHVW�UHYLVLRQ�DQG�FODULÀFDWLRQ��������SURYLGHG�WKH�

ÀUVW�H[SOLFLW�LQWHUQDWLRQDO�JXLGHOLQHV�IRU�WKH�HWKLFDO 

WUHDWPHQW�RI�KXPDQ�VXEMHFWV�LQ�UHVHDUFK�

7KH�1XUHPEHUJ�&RGH�DQG�'HFODUDWLRQ�RI�+HOVLQNL�GLG�QRW�

SXW�DQ�HQG�WR�XQHWKLFDO�KXPDQ�VXEMHFWV�UHVHDUFK��'XULQJ�

WKH�&ROG�:DU��8�6��UHVHDUFKHUV�WHVWHG�WKH�HIIHFWV�RI�UDGLDWLRQ�

RQ�KRVSLWDO�SDWLHQWV��FKLOGUHQ��DQG�VROGLHUV�ZLWKRXW�REWDLQLQJ�

LQIRUPHG�FRQVHQW�RU�SHUPLVVLRQ�WR�GR�VR��7KURXJK�WKH�����·V�

DQG�����·V��ZHOO�DIWHU�DQWLELRWLFV�HIIHFWLYH�IRU�WKH�WUHDWPHQW�

RI�V\SKLOLV�ZHUH�GLVFRYHUHG��VFRUHV�RI�$IULFDQ�$PHULFDQ�

PDOHV�LQ�D�ORQJ�WHUP�V\SKLOLV�VWXG\��FRQGXFWHG�E\�WKH�8�6��

3XEOLF�+HDOWK�6HUYLFH�LQ�7XVNHJHH��$ODEDPD��ZHUH�QRW�

RIIHUHG�WUHDWPHQW�ZLWK�WKH�QHZ�GUXJV�VR�WKDW�UHVHDUFKHUV�

FRXOG�FRQWLQXH�WR�WUDFN�WKH�FRXUVH�RI�WKH�GLVHDVH��7KHVH�DQG�

RWKHU�TXHVWLRQDEOH�SUDFWLFHV�UDLVHG�VHULRXV�SXEOLF�FRQFHUQ�

DQG�OHG�HYHQWXDOO\�WR�JRYHUQPHQW�UHJXODWLRQ�

L



37

7R�SUHYHQW�WKHVH�DQG�VLPLODU�DEXVHV�IURP�FRQWLQXLQJ� 

LQ������&RQJUHVV�UHTXLUHG�WKH�'HSDUWPHQW�RI�+HDOWK��

(GXFDWLRQ�DQG�:HOIDUH��+(:��FXUUHQWO\�+HDOWK�DQG�+XPDQ�

6HUYLFHV³++6��WR�FODULI\�LWV�UXOHV�IRU�WKH�XVH�RI�KXPDQ�

VXEMHFWV�LQ�UHVHDUFK��:LWK�WKLV�PDQGDWH�LQ�KDQG��+(:�

FRGLÀHG�LWV�SURFHGXUHV�XQGHU�7LWOH����RI�WKH�&RGH�RI�)HGHUDO�

5HJXODWLRQV��3DUW��������&)5�������$W�URXJKO\�WKH�VDPH�

WLPH��WKH�)'$�FRGLÀHG�LWV�UXOHV�IRU�KXPDQ�VXEMHFWV�UHVHDUFK�

XQGHU����&)5����DQG�����

&RQJUHVV�DOVR�FDOOHG�LQ������IRU�WKH�FUHDWLRQ�RI�D�1DWLRQDO�

&RPPLVVLRQ�IRU�WKH�3URWHFWLRQ�RI�+XPDQ�6XEMHFWV�RI�

Excerpts, Nuremberg Code (1947)

 1.  The voluntary consent of the human subject is absolutely essential.  

 2.  The experiment should be such as to yield fruitful results for the good of society.  

 3.  The experiment should be so designed and based on the results of animal experimentation 
and a knowledge of the natural history of the disease. 

 4.  The experiment should be so conducted as to avoid all unnecessary physical and mental 
suffering and injury.

 5. No experiment should be conducted where there is an a priori reason to believe that death or 
disabling injury will occur.

 6.  The degree of risk to be taken should never exceed that determined by the humanitarian 
importance of the problem to be solved by the experiment.

 7. Proper preparations should be made and adequate facilities provided to protect the 
experimental subject against even remote possibilities of injury, disability, or death. 

 8.  The experiment should be conducted only by scientifically qualified persons. 

 9.  During the course of the experiment the human subject should be at liberty to bring the 
experiment to an end.

 10. During the course of the experiment the scientist in charge must be prepared to terminate 
the experiment at any stage, if he has probable cause to believe, in the exercise of the 
good faith, superior skill and careful judgment required of him that a continuation of the 
experiment is likely to result in injury, disability, or death to the experimental subject. 

http://www.hhs.gov/ohrp/references/nurcode.htm

Chapter 3: The Protection of Human Subjects
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%LRPHGLFDO�DQG�%HKDYLRUDO�5HVHDUFK��'XULQJ�WKH���\HDUV�

LW�PHW��WKH�&RPPLVVLRQ�LVVXHG�D�QXPEHU�RI�UHSRUWV�RQ�WKH�

SURWHFWLRQ�RI�UHVHDUFK�VXEMHFWV�DQG�UHFRPPHQGHG�SULQFLSOHV�

IRU�MXGJLQJ�WKH�HWKLFV�RI�KXPDQ�VXEMHFWV�UHVHDUFK 

�GLVFXVVHG�EHORZ��

,Q������PRVW�)HGHUDO�GHSDUWPHQWV�DQG�DJHQFLHV�WKDW�

FRQGXFW�RU�VXSSRUW�KXPDQ�VXEMHFWV�UHVHDUFK�DGRSWHG�D 

FRPPRQ�VHW�RI�UHJXODWLRQV�IRU�WKH�SURWHFWLRQ�RI�KXPDQ 

VXEMHFWV�UHIHUUHG�WR�DV�WKH�´&RPPRQ�5XOHµ�����&)5���� 

6XESDUW�$���$GGLWLRQDO�UHTXLUHPHQWV�RQ�WKUHH�VHQVLWLYH�

UHVHDUFK�DUHDV�DUH�DOVR�LQFOXGHG�LQ����&)5����

3 Subpart B – Additional Protections for Pregnant Women, 
Human Fetuses and Neonates Involved in Research.

3 Subpart C – Additional Protections Pertaining to  
Biomedical and Behavioral Research Involving Prisoners 
as Subjects.

3 Subpart D – Additional Protections for Children Involved as 
Subjects in Research.

7RJHWKHU�����&)5�����6XESDUWV�$�'��SURYLGH�D 

FRPSUHKHQVLYH�DUWLFXODWLRQ�RI�VRFLHW\·V�H[SHFWDWLRQV�IRU�

WKH�UHVSRQVLEOH�XVH�RI�KXPDQ�VXEMHFWV�LQ�UHVHDUFK�

$XWKRULW\�IRU�HQIRUFLQJ�WKH�++6�UHJXODWLRQV�IRU�WKH�

SURWHFWLRQ�RI�KXPDQ�VXEMHFWV�ZKR�SDUWLFLSDWH�LQ�UHVHDUFK�

FRQGXFWHG�RU�VXSSRUWHG�E\�++6�QRZ�UHVWV�ZLWK�WKH�2IÀFH 

IRU�+XPDQ�5HVHDUFK�3URWHFWLRQV��2+53��LQ�WKH�2IÀFH�RI�

3XEOLF�+HDOWK�DQG�6FLHQFH��23+6���,I�\RX�KDYH�VSHFLÀF�

TXHVWLRQV�DERXW�WKH�)HGHUDO�UHTXLUHPHQWV�IRU�WKH�SURWHFWLRQ�

RI�KXPDQ�VXEMHFWV��FRQWDFW�\RXU�ORFDO�LQVWLWXWLRQDO�RIÀFLDOV��

2+53��IRU�UHVHDUFK�FRQGXFWHG�RU�VXSSRUWHG�E\�++6���RU� 

DSSURSULDWH�RIÀFLDOV�DW�WKH�GHSDUWPHQW�RU�DJHQF\�FRQGXFWLQJ� 

RU�VXSSRUWLQJ�WKH�UHVHDUFK�

L

L
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3b. Definitions

5HVHDUFKHUV�DUH�UHVSRQVLEOH�IRU�REWDLQLQJ�DSSURSULDWH 

DSSURYDO�EHIRUH�FRQGXFWLQJ�UHVHDUFK�LQYROYLQJ�KXPDQ�

VXEMHFWV��7KH�QHHG�IRU�DSSURYDO�UHVWV�RQ�WKUHH�VHHPLQJO\�

REYLRXV�EXW�QRW�DOZD\V�HDV\�WR�LQWHUSUHW�FRQVLGHUDWLRQV��

���ZKHWKHU�WKH�ZRUN�TXDOLÀHV�DV�UHVHDUFK�����ZKHWKHU�LW�

LQYROYHV�KXPDQ�VXEMHFWV��DQG����ZKHWKHU�LW�LV�H[HPSW��$OO�

WKUHH�FRQVLGHUDWLRQV�DUH�GLVFXVVHG�LQ�WKH�&RPPRQ�5XOH�DQG�

JXLGH�GHFLVLRQPDNLQJ�DERXW�WKH�XVH�RI�KXPDQ�VXEMHFWV�LQ�

UHVHDUFK��7KH�DXWKRULW\�WR�PDNH�GHFLVLRQV�DERXW�WKH�QHHG�

IRU�DSSURYDO�UHVWV�ZLWK�WKH�,QVWLWXWLRQDO�5HYLHZ�%RDUG��,5%��

GLVFXVVHG�EHORZ��RU�RWKHU�DSSURSULDWH�LQVWLWXWLRQDO�RIÀFLDOV�

Research.�7KH�&RPPRQ�5XOH�GHÀQHV�UHVHDUFK�DV�

´V\VWHPDWLF�LQYHVWLJDWLRQ��LQFOXGLQJ�UHVHDUFK�GHYHORSPHQW��

WHVWLQJ�DQG�HYDOXDWLRQ��GHVLJQHG�WR�GHYHORS�RU�FRQWULEXWH�WR�

JHQHUDOL]DEOH�NQRZOHGJHµ�����������G���VHH�ER[��QH[W�SDJH��

IRU�IXOO�GHÀQLWLRQ���7KLV�PHDQV�WKDW�D�SURMHFW�RU�VWXG\�LV�

UHVHDUFK�LI�LW�

3 is conducted with the intention of drawing conclusions  
that have some general applicability and

3 uses a commonly accepted scientific method.

7KH�UDQGRP�FROOHFWLRQ�RI�LQIRUPDWLRQ�DERXW�LQGLYLGXDOV�

WKDW�KDV�QR�JHQHUDO�DSSOLFDELOLW\�LV�QRW�UHVHDUFK��6FLHQWLÀF�

LQYHVWLJDWLRQ�WKDW�OHDGV�WR�JHQHUDOL]DEOH�NQRZOHGJH�LV�

Human subjects.�+XPDQ�VXEMHFWV�DUH�´OLYLQJ�LQGLYLGXDO�V��

DERXW�ZKRP�DQ�LQYHVWLJDWRU�FRQGXFWLQJ�UHVHDUFK�REWDLQV������

GDWD�WKURXJK�LQWHUYHQWLRQ�RU�LQWHUDFWLRQ�ZLWK�WKH�LQGLYLGXDO��

RU�����LGHQWLÀDEOH�SULYDWH�LQIRUPDWLRQµ�����������I���VHH�ER[��

QH[W�SDJH��IRU�IXOO�GHÀQLWLRQ���+XPDQV�DUH�FRQVLGHUHG�VXEMHFWV�

DQG�FRYHUHG�E\�)HGHUDO�UHJXODWLRQV�LI�WKH�UHVHDUFKHU�

3 interacts or intervenes directly with them, or

3 collects identifiable private information.

Chapter 3: The Protection of Human Subjects
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,I�RQH�RI�WKHVH�WZR�FRQGLWLRQV�DSSOLHV�DQG�LI�WKH�SURMHFW�RU�

VWXG\�TXDOLÀHV�DV�UHVHDUFK��WKHQ�LQVWLWXWLRQDO�DSSURYDO�LV�

QHHGHG�EHIRUH�DQ\�ZRUN�LV�XQGHUWDNHQ�

Exempt research.�6RPH�VWXGLHV�WKDW�LQYROYH�KXPDQV�PD\�

EH�H[HPSW�IURP�WKH�UHTXLUHPHQWV�LQ�WKH�)HGHUDO�UHJXODWLRQV�� 

6WXGLHV�WKDW�IDOO�LQWR�WKH�IROORZLQJ�FDWHJRULHV�FRXOG�TXDOLI\�

IRU�H[HPSWLRQV��LQFOXGLQJ�

3 research conducted in established or commonly  
accepted educational settings;

3 research involving the use of educational tests;

 

45 CFR 46. 102 
Protection of Human Subjects – Definitions

(d) Research means a systematic investigation, including research development, testing and 
evaluation, designed to develop or contribute to generalizable knowledge. Activities which 
meet this definition constitute research for purposes of this policy, whether or not they are 
conducted or supported under a program which is considered research for other purposes. For 
example, some demonstration and service programs may include research activities.

- - - - - - - - - - - - - - -
(f) Human subject means a living individual about whom an investigator (whether  
professional or student) conducting research obtains

(1) data through intervention or interaction with the individual, or

(2) identifiable private information.

Intervention includes both physical procedures by which data are gathered (for example, 
venipuncture) and manipulations of the subject or the subject’s environment that are 
performed for research purposes. Interaction includes communication or interpersonal contact 
between investigator and subject. Private information includes information about behavior 
that occurs in a context in which an individual can reasonably expect that no observation or 
recording is taking place, and information which has been provided for specific purposes by an 
individual and which the individual can reasonably expect will not be made public (for example, 
a medical record). Private information must be individually identifiable (i.e., the identity of the 
subject is or may readily be ascertained by the investigator or associated with the information) 
in order for obtaining the information to constitute research involving human subjects. 

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm

L
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3 research involving the collection or study of existing data, 
documents, records, pathological specimens, or diagnostic 
specimens, if unidentifiable or publicly available;

3 research and demonstration projects which are conducted by 
or subject to the approval of department or agency heads; or

3 taste and food quality evaluation and consumer  
acceptance studies.

,W�LV�FULWLFDOO\�LPSRUWDQW�WR�QRWH��KRZHYHU��WKDW�GHFLVLRQV�

DERXW�ZKHWKHU�VWXGLHV�DUH�H[HPSW�IURP�WKH�UHTXLUHPHQWV�RI�

WKH�&RPPRQ�5XOH�PXVW�EH�PDGH�E\�DQ�,5%�RU�DQ�DSSURSULDWH�

LQVWLWXWLRQDO�RIÀFLDO�DQG�QRW�E\�WKH�LQYHVWLJDWRU�

3c. IRB membership and deliberations

)HGHUDOO\�IXQGHG�UHVHDUFK�WKDW�XVHV�KXPDQ�VXEMHFWV�PXVW�

EH�UHYLHZHG�DQG�DSSURYHG�E\�DQ�LQGHSHQGHQW�FRPPLWWHH�

FDOOHG�DQ�,QVWLWXWLRQDO�5HYLHZ�%RDUG�RU�,5%��7KH�,5%�

SURYLGHV�DQ�RSSRUWXQLW\�DQG�SODFH�IRU�LQGLYLGXDOV�ZLWK�

GLIIHUHQW�EDFNJURXQGV�WR�GLVFXVV�DQG�PDNH�MXGJPHQWV�DERXW�

WKH�DFFHSWDELOLW\�RI�SURMHFWV��EDVHG�RQ�FULWHULD�VHW�RXW�LQ�WKH�

&RPPRQ�5XOH�

8QGHU�WKH�&RPPRQ�5XOH��,5%V�PXVW�KDYH�DW�OHDVW�ÀYH�

PHPEHUV�DQG�LQFOXGH�DW�OHDVW�RQH�VFLHQWLVW��RQH�QRQ� 

VFLHQWLVW��DQG�´RQH�PHPEHU�ZKR�LV�QRW�RWKHUZLVH�DIÀOLDWHG�

ZLWK�WKH�LQVWLWXWLRQ�DQG�ZKR�LV�QRW�SDUW�RI�WKH�LPPHGLDWH�

IDPLO\�RI�D�SHUVRQ�ZKR�LV�DIÀOLDWHG�ZLWK�WKH�LQVWLWXWLRQµ 

����������G����,5%V�KDYH�DXWKRULW\�WR�DSSURYH��UHTXLUH� 

PRGLÀFDWLRQ�RI��LQ�RUGHU�WR�VHFXUH�DSSURYDO���DQG�GLVDSSURYH�

DOO�UHVHDUFK�DFWLYLWLHV�FRYHUHG�E\�WKH�&RPPRQ�5XOH��7KH\�

DOVR�DUH�UHVSRQVLEOH�IRU�FRQGXFWLQJ�FRQWLQXLQJ�UHYLHZ�RI� 

UHVHDUFK�DW�OHDVW�RQFH�SHU�\HDU�DQG�IRU�HQVXULQJ�WKDW�

SURSRVHG�FKDQJHV�LQ�DSSURYHG�UHVHDUFK�DUH�QRW�LQLWLDWHG�

L
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ZLWKRXW�,5%�UHYLHZ�DQG�DSSURYDO��H[FHSW�ZKHQ�QHFHVVDU\� 

WR�HOLPLQDWH�DSSDUHQW�LPPHGLDWH�KD]DUGV�WR�WKH�VXEMHFW�

,5%V�ZHLJK�PDQ\�IDFWRUV�EHIRUH�DSSURYLQJ�SURSRVDOV��

7KHLU�PDLQ�FRQFHUQ�LV�WR�GHWHUPLQH�ZKHWKHU�����������D���

3 risks to subjects are minimized;

3 risks to subjects are reasonable in relation to anticipated 
benefits, if any, to subjects, and the importance of the 
knowledge that may reasonably be expected to result;

3 selection of subjects is equitable;

3 informed consent will be sought from each prospective 
subject or the subject’s legally authorized representative;

3 informed consent will be appropriately documented;

3 when appropriate, the research plan makes adequate 
provision for monitoring the data collected to ensure the 
safety of subjects; and

3 when appropriate, there are adequate provisions to protect 
the privacy of subjects and to maintain the confidentiality of 
data.

5HVHDUFKHUV�VKRXOG�FRQVLGHU�HDFK�RI�WKHVH�LVVXHV�EHIRUH�

FRPSOHWLQJ�WKHLU�UHVHDUFK�SODQ�DQG�VXEPLWWLQJ�LW�WR�DQ�,5%�

IRU�DSSURYDO�

0DNLQJ�GHFLVLRQV�DERXW�ZKHWKHU�KXPDQ�VXEMHFWV�ZLOO� 

EH�WUHDWHG�IDLUO\�DQG�DSSURSULDWHO\�RU�JLYHQ�DGHTXDWH� 

LQIRUPDWLRQ�UHTXLUHV�MXGJPHQWV�DERXW�ULJKW�DQG�ZURQJ�

�PRUDO�MXGJPHQWV���,Q�WKH������%HOPRQW�5HSRUW��WKH�

1DWLRQDO�&RPPLVVLRQ�UHFRPPHQGHG�WKUHH�SULQFLSOHV�IRU�

PDNLQJ�WKHVH�MXGJPHQWV�

3 respect for persons and their right to make decisions for and 
about themselves without undue influence or coercion from 
someone else (the researcher in most cases);

3 beneficence or the obligation to maximize benefits and 
reduce risks to the subject; and
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The Belmont Report (1979)
Ethical Principles and Guidelines for the Protection of Human 
Subjects of Research 

SUMMARY: On July 12, 1974, the National Research Act (Pub. L. 93-348) was signed 
into law, thereby creating the National Commission for the Protection of Human Subjects of 
Biomedical and Behavioral Research. One of the charges to the Commission was to identify 
the basic ethical principles that should underlie the conduct of biomedical and behavioral 
research involving human subjects and to develop guidelines which should be followed to 
assure that such research is conducted in accordance with those principles. 

http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.htm

3 justice or the obligation to distribute benefits and risks equally 
without prejudice to particular individuals or groups, such as 
the mentally disadvantaged or members of a particular race 
or gender.

:KLOH�WKLV�OLVW�GRHV�QRW�H[KDXVW�WKH�SULQFLSOHV�WKDW�FDQ�EH�

XVHG�IRU�MXGJLQJ�WKH�HWKLFV�RI�KXPDQ�VXEMHFWV�UHVHDUFK��LW�

KDV�QRQHWKHOHVV�EHHQ�DFFHSWHG�DV�D�FRPPRQ�VWDQGDUG�IRU�

PRVW�,5%�GHOLEHUDWLRQV��.QRZLQJ�WKLV��UHVHDUFKHUV�VKRXOG�

VSHQG�WLPH�FRQVLGHULQJ�ZKHWKHU�WKHLU�ZRUN�GRHV�SURYLGH�

DGHTXDWH�UHVSHFW�IRU�SHUVRQV��DSSURSULDWHO\�EDODQFHV�ULVNV�

DQG�EHQHÀWV��DQG�LV�MXVW�

3d. Training

7R�KHOS�DVVXUH�WKDW�UHVHDUFKHUV�XQGHUVWDQG�WKHLU�

UHVSRQVLELOLWLHV�WR�UHVHDUFK�VXEMHFWV��WKH�1DWLRQDO�,QVWLWXWHV�

RI�+HDOWK��1,+��FXUUHQWO\�UHTXLUHV

«HGXFDWLRQ�RQ�WKH�SURWHFWLRQ�RI�KXPDQ�UHVHDUFK� 

SDUWLFLSDQWV�IRU�DOO�LQYHVWLJDWRUV�VXEPLWWLQJ�1,+� 

DSSOLFDWLRQV�IRU�JUDQWV�RU�SURSRVDOV�IRU�FRQWUDFWV�RU�

UHFHLYLQJ�QHZ�RU�QRQ�FRPSHWLQJ�DZDUGV�IRU�UHVHDUFK�

LQYROYLQJ�KXPDQ�VXEMHFWV���KWWS���JUDQWV��QLK�JRY�JUDQWV�

JXLGH�QRWLFH�ÀOHV�127�2'��������KWPO�

L
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0DQ\�LQVWLWXWLRQV��LQFOXGLQJ�1,+��SURYLGH�WKLV�WUDLQLQJ�

WKURXJK�VSHFLDO�:HE�EDVHG�SURJUDPV�WKDW�VXPPDUL]H� 

HVVHQWLDO�LQIRUPDWLRQ�DQG�LQ�VRPH�FDVHV�UHTXLUH�VRPH�

HYLGHQFH�RI�PDVWHU\��$�GHVFULSWLRQ�RI�WKH�HGXFDWLRQ�SURJUDP�

DQG�ZKR�ZDV�WUDLQHG�PXVW�EH�LQFOXGHG�LQ�DSSOLFDWLRQV�IRU�

JUDQWV�DQG�FRQWUDFWV�EHIRUH�WKH\�ZLOO�EH�FRQVLGHUHG�

3e. Continuing responsibility

2QFH�D�SURMHFW�KDV�EHHQ�DSSURYHG�E\�DQ�,5%��UHVHDUFKHUV�

PXVW�DGKHUH�WR�WKH�DSSURYHG�SURWRFRO�DQG�IROORZ�DQ\ 

DGGLWLRQDO�,5%�LQVWUXFWLRQV��7KLV��XQIRUWXQDWHO\��LV�ZKHUH�

D�IHZ�UHVHDUFKHUV�DQG�LQVWLWXWLRQV�KDYH�RFFDVLRQDOO\�UXQ�

LQWR�SUREOHPV�DQG�WHPSRUDULO\�KDG�WKHLU�´DVVXUDQFHµ��):$�

��)HGHUDOZLGH�$VVXUDQFH��VXVSHQGHG��7KH�FRQWLQXLQJ� 

UHVSRQVLELOLWLHV�WKDW�UHVHDUFKHUV�KDYH�LQFOXGH�

3 enrolling only those subjects that meet IRB approved 
inclusion and exclusion criteria,

 

Federalwide Assurance (FWA)

The Federal Policy (Common Rule) for the protection of human subjects at Section 103(a) 
requires that each institution “engaged” in Federally supported human subject research file 
an “Assurance” of protection for human subjects. The Assurance formalizes the institution’s 
commitment to protect human subjects. The requirement to file an Assurance includes both 
“awardee” and collaborating “performance site” institutions.

Under the Federal Policy (Common Rule) at Section 102(f) awardees and their collaborating 
institutions become “engaged” in human subject research whenever their employees or agents 
(i) intervene or interact with living individuals for research purposes; or (ii) obtain, release, or 
access individually identifiable private information for research purposes.

In addition, awardee institutions are automatically considered to be “engaged” in human subject 
research whenever they receive a direct HHS award to support such research, even where all 
activities involving human subjects are carried out by a subcontractor or collaborator. In such cases, 
the awardee institution bears ultimate responsibility for protecting human subjects under the 
award. The awardee is also responsible for ensuring that all collaborating institutions engaged in 
the research hold an OHRP approved Assurance prior to their initiation of the research.

http://www.hhs.gov/ohrp/assurances/assurances_index.html
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3 properly obtaining and documenting informed consent,

3 obtaining prior approval for any deviation from the 
approved protocol,

3 keeping accurate records, and

3 promptly reporting to the IRB any unanticipated problems 
involving risks to subjects or others.

:KLOH�UHVHDUFK�LQVWLWXWLRQV�DUH�LQFUHDVLQJO\�PRQLWRULQJ 

WKH�SURJUHVV�RI�KXPDQ�VXEMHFWV�UHVHDUFK��WKH�SULPDU\�

UHVSRQVLELOLW\�IRU�FRQGXFWLQJ�H[SHULPHQWV�DV�DSSURYHG�VWLOO�

OLHV�ZLWK�WKH�LQGLYLGXDO�UHVHDUFKHUV�DQG�VWDII�ZKR�FRQGXFW�

WKH�H[SHULPHQWV�

3f. Ethical issues

'HVSLWH�WKH�PDQ\�UXOHV�JRYHUQLQJ�UHVHDUFK�ZLWK�KXPDQV��

WRXJK�FKRLFHV�FRQWLQXDOO\�DULVH�WKDW�KDYH�QR�HDV\�DQVZHUV�

Informed consent.�,W�LV�ZLGHO\�DJUHHG�WKDW�UHVHDUFK�

VXEMHFWV�VKRXOG�EH�IXOO\�LQIRUPHG�DERXW�H[SHULPHQWV�LQ�

ZKLFK�WKH\�PD\�SDUWLFLSDWH�DQG�JLYH�WKHLU�FRQVHQW�EHIRUH�

WKH\�HQUROO��+RZHYHU��VRPH�VXEMHFWV��VXFK�DV�FKLOGUHQ�� 

VRPH�DGXOWV�ZLWK�LPSDLUHG�GHFLVLRQPDNLQJ�FDSDFLW\��DQG�

VRPH�FULWLFDOO\�LOO�SDWLHQWV��FDQQRW�JLYH�LQIRUPHG�FRQVHQW��

HLWKHU�EHFDXVH�WKH\�DUH�QRW�ROG�HQRXJK�WR�XQGHUVWDQG�WKH�

LQIRUPDWLRQ�EHLQJ�FRQYH\HG�RU�EHFDXVH�WKH\�KDYH�ORVW�WKHLU�

DELOLW\�WR�XQGHUVWDQG�

7KHVH�DQG�RWKHU�SUREOHPV�FRXOG�EH�HOLPLQDWHG�E\� 

IRUELGGLQJ�UHVHDUFKHUV�WR�GR�VWXGLHV�WKDW�UDLVH�GLIÀFXOW�

TXHVWLRQV�DERXW�UHVSHFW�IRU�SHUVRQV��EHQHÀFHQFH��DQG�MXVWLFH��

EXW�WKLV�ZRXOG�PDNH�LW�GLIÀFXOW�RU�HYHQ�LPSRVVLEOH�WR�JHW�

VRPH�FUXFLDO�LQIRUPDWLRQ�QHHGHG�WR�PDNH�LQIRUPHG�GHFLVLRQV�

DERXW�PHGLFLQH�DQG�SXEOLF�KHDOWK��6LQFH�FKLOGUHQ�GR�QRW�

UHVSRQG�WR�PHGLFLQHV�LQ�WKH�VDPH�ZD\�DV�DGXOWV��LW�LV� 

LPSRUWDQW�WR�LQFOXGH�FKLOGUHQ�LQ�VRPH�FOLQLFDO�WULDOV�� 

+RZHYHU��LW�LV�QRW�HDV\�WR�GHFLGH�ZKHQ�WKH\�VKRXOG�EH�

LQFOXGHG�DQG�KRZ�FRQVHQW�FDQ�VKRXOG�EH�REWDLQHG�

L
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Right to withdraw.�,W�LV�ZLGHO\�DJUHHG�WKDW�UHVHDUFK�

VXEMHFWV�VKRXOG�KDYH�WKH�ULJKW�WR�ZLWKGUDZ�IURP�H[SHULPHQWV�

DW�DQ\�WLPH��EXW�LQ�VRPH�FDVHV�WKH\�FDQQRW��,Q�WKH�ÀQDO�VWDJHV�

RI�GHYHORSPHQW��PHFKDQLFDO�KHDUWV�DUH�WHVWHG�RQ�SDWLHQWV�

ZKRVH�RZQ�KHDUW�LV�DERXW�WR�IDLO��%XW�LI�LW�KDV�QRW�IDLOHG� 

DQG�RQFH�WKH�PHFKDQLFDO�KHDUW�UHSODFHV�WKH�ZHDNHQHG 

KHDUW��WKHUH�LV�QR�WXUQLQJ�EDFN��7KH�SDWLHQW�FDQ�WHFKQLFDOO\�

ZLWKGUDZ�IURP�WKH�H[SHULPHQW�DQG�XQGHUJR�QR�IXUWKHU�

WHVWLQJ��EXW�KH�RU�VKH�FDQQRW�ZLWKGUDZ�IURP�WKH�FRQGLWLRQV�

LPSRVHG�E\�WKH�H[SHULPHQW��QR�PDWWHU�KRZ�GLVWUHVVLQJ�OLYLQJ�

ZLWK�WKH�PHFKDQLFDO�KHDUW�PLJKW�EH��.QRZLQJ�WKLV��XQGHU�

ZKDW�FRQGLWLRQV�VKRXOG�WKHVH�H[SHULPHQWV�EH�DOORZHG"

5LVN�ZLWKRXW�EHQHÀW��,Q�RQH�UHFHQW�H[SHULPHQW��

UHVHDUFKHUV�ZDQWHG�WR�WHVW�ZKHWKHU�D�FRPPRQ�VXUJLFDO�

SURFHGXUH�XVHG�WR�UHOLHYH�DUWKULWLV�SDLQ�KDG�DQ\�EHQHÀWV�� 

7R�JDWKHU�LQIRUPDWLRQ�DERXW�EHQHÀWV�WKH\�GHVLJQHG�D� 

FOLQLFDO�WULDO�LQ�ZKLFK�VXEMHFWV�LQ�WKH�FRQWURO�JURXS� 

UHFHLYHG�VKDP�VXUJHU\��$Q�RSHUDWLRQ�ZDV�SHUIRUPHG��EXW� 

WKH�FRPPRQ�VXUJLFDO�SURFHGXUH�ZDV�QRW�SHUIRUPHG�

7KH�UHVHDUFKHUV�LQ�WKLV�FDVH�FRPSOLHG�ZLWK�DOO�UHJXODWLRQV��

ZKLFK�LQFOXGHG�WKRURXJK�,5%�UHYLHZ��1RQH�RI�WKH�SDWLHQWV�

H[SHULHQFHG�DQ\�DGYHUVH�HIIHFWV��DQG�WKH�VWXG\�FRQFOXGHG�WKDW�

WKH�FRPPRQ�VXUJLFDO�SURFHGXUH�GLG�QRW�SURYLGH�VLJQLÀFDQW�

EHQHÀWV��+RZHYHU��VLQFH�VXUJHU\�DOZD\V�LQYROYHV�VRPH�ULVN��

WKH�VXEMHFWV�LQ�WKH�FRQWURO�JURXS�ZHUH�SODFHG�DW�ULVN�ZLWKRXW�

DQ\�H[SHFWDWLRQ�WKDW�WKH\�ZRXOG�EHQHÀW��6KRXOG�WKLV�EH�

DOORZHG��DQG�LI�VR��XQGHU�ZKDW�FLUFXPVWDQFHV"

7KHVH�DQG�RWKHU�TXHVWLRQV�PXVW�XOWLPDWHO\�EH�DQVZHUHG�

E\�,5%V�GXULQJ�WKH�UHYLHZ�SURFHVV��5HVHDUFKHUV�ZKR�VHUYH�

RQ�,5%V�QHHG�DGGLWLRQDO�WUDLQLQJ�WR�KHOS�WKHP�GHDO�ZLWK�WKH�

JURZLQJ�FRPSOH[LWLHV�RI�ELRPHGLFDO��VRFLDO��DQG�EHKDYLRUDO�

UHVHDUFK��5HVHDUFKHUV�ZKR�XVH�KXPDQ�VXEMHFWV�LQ�UHVHDUFK�

VKRXOG�VHULRXVO\�FRQVLGHU�KDYLQJ�VRPH�IRUPDO�WUDLQLQJ�LQ�

ELRHWKLFV�VR�WKDW�WKH\�FDQ�SDUWLFLSDWH�LQ�WKH�FULWLFDO�UHDVRQLQJ� 

SURFHVV�QHHGHG�WR�UHVSRQG�WR�WKH�FRPSOH[�PRUDO�LVVXHV�

UDLVHG�E\�WKH�XVH�RI�KXPDQ�VXEMHFWV�LQ�UHVHDUFK�

L
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Questions for discussion

   1  Why should some research on humans be exempted 
from regulation?

   2 What other criteria could be used to identify necessary  

 members for IRBs?

   3  What should subjects know about proposed research and 
their protection before they enroll as subjects?

   4  What other principles could be used for evaluating the ethics of 

human subjects research besides respect for persons, beneficence, 

and justice?

   
5  Should subjects be allowed to enroll in experiments that  

either promise no direct benefit to them or cannot provide  
them with the opportunity to withdraw completely?

Chapter 3: The Protection of Human Subjects
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Resources

Policies, Reports, and Policy Statements

Directives for Human Experimentation: Nuremberg Code�������� 
�DYDLODEOH�DW��KWWS���ZZZ�KKV�JRY�RKUS�UHIHUHQFHV�QXUFRGH�KWP�

Federal Policy for the Protection of Human Subjects�����&)5�����
6XESDUW�$����������DYDLODEOH�DW��KWWS���ZZZ�KKV�JRY�RKUS�
KXPDQVXEMHFWV�JXLGDQFH���FIU���KWP��

1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��Guidelines for the Conduct of Research 
Involving Human Subjects at the National Institutes of Health, 
�������DYDLODEOH�DW��KWWS���ZZZ�QLKWUDLQLQJ�FRP�RKVUVLWH�
JXLGHOLQHV�JUD\ERRN�KWPO�

³³³��Required Education in the Protection of Human Research  
Participants��1DWLRQDO�,QVWLWXWHV�RI�+HDOWK���������DYDLODEOH�DW��
KWWS���JUDQWV��QLK�JRY�JUDQWV�JXLGH�QRWLFH�ÀOHV�127�2'��������
KWPO�

7KH�1DWLRQDO�&RPPLVVLRQ�IRU�WKH�3URWHFWLRQ�RI�+XPDQ�6XEMHFWV�RI�
%LRPHGLFDO�DQG�%HKDYLRUDO�5HVHDUFK��The Belmont Report: Ethical 
Principles and Guidelines for the Protection of Human Subjects of 
Research��:DVKLQJWRQ��'&��'++6���������DYDLODEOH�DW��KWWS���
ZZZ�KKV�JRY�RKUS�KXPDQVXEMHFWV�JXLGDQFH�EHOPRQW�KWP�

:RUOG�0HGLFDO�$VVRFLDWLRQ��Declaration of Helsinki: Ethical  
Principles for Medical Research Involving Human Subjects�� 
+HOVLQNL��)LQODQG��:RUOG�0HGLFDO�$VVRFLDWLRQ�������������� 
�DYDLODEOH�DW��KWWS���ZZZ�ZPD�QHW�H�SROLF\�E��KWP�

General Information Web Sites

)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ��Information Sheet: Guidance for 
Institutional Review Boards and Clinical Investigators��������
KWWS���ZZZ�IGD�JRY�RF�RKUW�LUEV�GHIDXOW�KWP

1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��Standards for Clinical Research within 
the NIH Intramural Research Program��������KWWS���ZZZ�FF�QLK�
JRY�FFF�FOLQLFDOUHVHDUFK�LQGH[�KWPO

1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��Bioethics Resources on the Web��������
KWWS���ELRHWKLFV�RG�QLK�JRY�

³³³��OHSR Infosheets/Forms��QG��KWWS���RKVU�RG�QLK�JRY�LQIR�LQIR�
KWPO

1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��2IÀFH�RI�+XPDQ�6XEMHFWV�5HVHDUFK��
Home Page��KWWS���RKVU�RG�QLK�JRY�LQGH[�KWPO

2IÀFH�IRU�+XPDQ�5HVHDUFK�3URWHFWLRQV��++6��Home Page� 
KWWS���ZZZ�KKV�JRY�RKUS�
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Additional Reading

(FNVWHLQ��6��.LQJ·V�&ROOHJH��8QLYHUVLW\�RI�/RQGRQ���&HQWUH�RI�0HGLFDO�
/DZ�DQG�(WKLFV��Manual for Research Ethics Committees���WK�HG��
&DPEULGJH��8.��1HZ�<RUN��&DPEULGJH�8QLYHUVLW\�3UHVV�������

)HGHUPDQ��''��+DQQD��.(��5RGULJXH]��//��,QVWLWXWH�RI�0HGLFLQH�
�8�6����&RPPLWWHH�RQ�$VVHVVLQJ�WKH�6\VWHP�IRU�3URWHFWLQJ�+XPDQ�
5HVHDUFK�3DUWLFLSDQWV��Responsible Research: A Systems Approach 
to Protecting Research Participants��:DVKLQJWRQ��'�&���1DWLRQDO�
$FDGHPLHV�3UHVV�������

*DOOLQ��-,��Principles and Practice of Clinical Research��6DQ�'LHJR��
&$��$FDGHPLF�3UHVV�������

-HQVHQ��(��Not Just Another GCP Handbook: A Practical Guide to 
FDA/DHHS Requirements��1HZ�<RUN��1<��3-%�3XEOLFDWLRQV�/WG���
�������DYDLODEOH�DW��KWWS���ZZZ�SMESXEV�FRP�FPV�DVS"SDJHLG ���
	UHSRUWLG ����

/RXH��6��Textbook of Research Ethics: Theory and Practice��1HZ�<RUN��
1�<���.OXZHU�$FDGHPLF�3OHQXP�3XE��&RUS��������

3HQVODU��5/��1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��8�6����2IÀFH�IRU�3URWHFWLRQ� 
IURP�5HVHDUFK�5LVNV��Protecting Human Research Subjects: 
Institutional Review Board Guidebook���QG�HG��%HWKHVGD��0'��
:DVKLQJWRQ��'&��*32�������

6KDPRR��$(��.KLQ�0DXQJ�*\L��)$��Ethics of the Use of Human 
Subjects in Research: Practical Guide��/RQGRQ��1HZ�<RUN��*DUODQG�
6FLHQFH�������

Chapter 3: The Protection of Human Subjects
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4. The Welfare of Laboratory Animals

AQLPDO�UHVHDUFK�LV�DV�FDUHIXOO\�UHJXODWHG�DV�KXPDQ�

UHVHDUFK��EXW�IRU�GLIIHUHQW�UHDVRQV��:LWK�KXPDQV��

UHJXODWLRQ�VWHPV�IURP�WKH�QHHG�WR�DVVXUH�WKDW�WKH�EHQHÀWV�

DOO�KXPDQV�JDLQ�IURP�KXPDQ�UHVHDUFK�GR�QRW�LPSRVH� 

XQDFFHSWDEOH�EXUGHQV�RQ�VRPH�UHVHDUFK�SDUWLFLSDQWV��

$QLPDOV�PD\�EHQHÀW�IURP�WKH�LQIRUPDWLRQ�JDLQHG�WKURXJK�

DQLPDO�H[SHULPHQWDWLRQ�DQG�VRPH�UHVHDUFK�ZLWK�DQLPDOV�

LV�FRQGXFWHG�VSHFLÀFDOO\�IRU�WKH�SXUSRVH�RI�LPSURYLQJ�

DQLPDO�KHDOWK��YHWHULQDU\�PHGLFLQH�DQG�DQLPDO�KXVEDQGU\�

UHVHDUFK���%XW�PRVW�DQLPDO�UHVHDUFK�LV�FRQGXFWHG�SULPDULO\�

IRU�WKH�EHQHÀW�RI�KXPDQV��QRW�DQLPDOV��0RUHRYHU��

XQOLNH�KXPDQV��DQLPDOV�FDQQRW�FRQVHQW�WR�SDUWLFLSDWH�

LQ�H[SHULPHQWV�RU�FRPPHQW�RQ�WKHLU�WUHDWPHQW��FUHDWLQJ�

VSHFLDO�QHHGV�WKDW�VKRXOG�EH�WDNHQ�LQWR�FRQVLGHUDWLRQ�LQ�

WKHLU�FDUH�DQG�XVH�

7KH�VSHFLDO�QHHGV�RI�DQLPDOV�KDYH�HYROYHG�RYHU�WLPH 

LQWR�SROLFLHV�IRU�WKH�DSSURSULDWH�FDUH�DQG�XVH�RI�DOO�DQLPDOV�

Case Study

After many years using fish and frogs to study brain function, Dr. Ruth Q. encountered some 
problems that can be explored only using new animal models. For the near future, she plans to 

turn to mice or rats, but eventually may have to do some research using cats or dogs. To help prepare 
the way for this new research, she decides to put a note about her plans in the progress report for 
her current research grant, which runs out next year.

The day after she gave a draft of the progress report to her long-time research assistant, he came 
to her with a troubled look on his face. Although he never told her, the main reason he applied for 
the job in her laboratory many years ago was the fact that she did not use warm-blooded animals in 
her research. If she changed her animal models as planned, he would have to quit his job and had no 
prospects for getting another position that paid as well and was as rewarding.

Does Dr. Q. have any obligation to consider her research assistant's views before she redirects his research?

Why are objections raised to the use of some animals in research and how can those objections be answered?

Why are there more objections to using some animals in research compared to others?

Chapter 4: The Welfare of Laboratory Animals
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LQYROYHG�LQ�UHVHDUFK��UHVHDUFK�WUDLQLQJ��DQG�ELRORJLFDO�WHVWLQJ�

DFWLYLWLHV��5HVHDUFKHUV�FDQ�PHHW�WKHLU�UHVSRQVLELOLWLHV�E\�

3 knowing what activities are subject to regulation,

3 understanding and following the rules for project approval,

3 obtaining appropriate training, and

3 accepting continuing responsibility for compliance through 
all stages of a project.

,I�\RX�H[SHFW�WR�XVH�RU�VWXG\�OLYLQJ�DQLPDOV�LQ�\RXU�UHVHDUFK��

UHJDUGOHVV�RI�WKH�OHYHO�RI�LQYDVLYHQHVV��IDPLOLDUL]H�\RXUVHOI�

ZLWK�\RXU�UHVSRQVLELOLWLHV�DQG�FKHFN�ZLWK�VRPHRQH�LQ�D� 

SRVLWLRQ�RI�DXWKRULW\�EHIRUH�PDNLQJ�DQ\�SODQV�RU 

XQGHUWDNLQJ�DQ\�ZRUN�

4a. Rules, policies, and guidelines

7KH�FXUUHQW�UXOHV��SROLFLHV��DQG�SURIHVVLRQDO�JXLGHOLQHV� 

IRU�WKH�UHVSRQVLEOH�XVH�RI�DQLPDOV�LQ�UHVHDUFK�DUH�WKH� 

SURGXFW�RI�URXJKO\����\HDUV�RI�RQJRLQJ�GLVFXVVLRQ�EHWZHHQ�

JRYHUQPHQW��WKH�SXEOLF��DQLPDO�FDUH�SURIHVVLRQDOV��DQG�

L

 

Animal Welfare Act as Amended (7 USC, 2131-2156)

Section 1. 

(a) This Act may be cited as the “Animal Welfare Act.”

(b) The Congress finds that animals and activities which are regulated under this Act are 
either in interstate or foreign commerce or substantially affect such commerce or the 
free flow thereof, and that regulation of animals and activities as provided in this Act is 
necessary to prevent and eliminate burdens upon such commerce and to effectively regulate 
such commerce, in order—

(1) to insure that animals intended for use in research facilities or for exhibition 
purposes or for use as pets are provided humane care and treatment;

(2) to assure the humane treatment of animals during transportation in commerce; 
and

(3) to protect the owners of animals from the theft of their animals by preventing the 
sale or use of animals which have been stolen.

http://www.nal.usda.gov/awic/legislat/awa.htm
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PHS Policy on Humane Care and Use of Laboratory Animals (Amended, 

August 2002)

II. Applicability

This Policy is applicable to all PHS-conducted or supported activities involving animals, 
whether the activities are performed at a PHS agency, an awardee institution, or any other 
institution and conducted in the United States, the Commonwealth of Puerto Rico, or any 
territory or possession of the United States. 

http://grants2.nih.gov/grants/olaw/references/phspol.htm

UHVHDUFKHUV��7KH�FRQFOXVLRQV�UHDFKHG�WKURXJK�WKHVH 

GLVFXVVLRQV�DUH�ODLG�RXW�LQ�WZR�NH\�VRXUFHV�RI�LQIRUPDWLRQ 

IRU�UHVHDUFKHUV�ZKR�XVH�DQLPDOV�LQ�WKHLU�ZRUN��)HGHUDO�

UHJXODWLRQV�DQG�SURIHVVLRQDO�JXLGHOLQHV�

Federal regulations.�2YHU�WKH�ODVW����\HDUV��&RQJUHVV�

KDV�DGGUHVVHG�WKH�UHVSRQVLEOH�XVH�RI�DQLPDOV�LQ�UHVHDUFK�RQ�

D�QXPEHU�RI�RFFDVLRQV�DQG�GUDIWHG�WZR�LPSRUWDQW�VWDWXWHV�

3 the 1966 Animal Welfare Act (revised 1970, 1976, 1985, and 
1990) and

3 the 1985 Health Research Extension Act, Sec. 495.

7KH�IRUPHU�EURDGO\�DVVLJQV�DXWKRULW\�IRU�WKH�UHVSRQVLEOH�

WUDQVSRUWDWLRQ��FDUH��DQG�XVH�RI�DQLPDOV�WR�WKH�8QLWHG�

6WDWHV�'HSDUWPHQW�RI�$JULFXOWXUH��86'$���DV�LPSOHPHQWHG�

E\�7LWOH���RI�WKH�&RGH�RI�)HGHUDO�5HJXODWLRQV��,W�FRYHUV� 

DQLPDOV�XVHG�´LQ�UHVHDUFK�IDFLOLWLHV�RU�IRU�H[KLELWLRQ� 

SXUSRVHV�RU�IRU�XVH�DV�SHWV�µ�7KH�ODWWHU�ODZ�GHOHJDWHV�

DXWKRULW\�IRU�WKH�UHVSRQVLEOH�XVH�RI�DQLPDOV�LQ�´ELRPHGLFDO�

DQG�EHKDYLRUDO�UHVHDUFKµ�WR�WKH�6HFUHWDU\�RI�+HDOWK�DQG�

+XPDQ�6HUYLFHV��++6���DFWLQJ�WKURXJK�WKH�'LUHFWRU�RI�

WKH�1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��1,+��DQG�WKH�2IÀFH�RI�

/DERUDWRU\�$QLPDO�:HOIDUH��2/$:���1,+�

5HVHDUFKHUV�ZKR�XVH�DQLPDOV�LQ�UHVHDUFK��LQFOXGLQJ�

REVHUYDWLRQDO�UHVHDUFK��RU�WHDFKLQJ��FDQ�FRPH�XQGHU�WKH�

MXULVGLFWLRQ�RI�WKH�86'$�DQLPDO�ZHOIDUH�UHJXODWLRQV�DQG�RU�

L

Chapter 4: The Welfare of Laboratory Animals
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WKH�3+6�3ROLF\�RQ�+XPDQH�&DUH�DQG�8VH�RI�/DERUDWRU\�

$QLPDOV��KHUHDIWHU��3+6�3ROLF\���ZKLFK�FDUULHV�RXW�WKH�

SURYLVLRQV�RI�WKH������+HDOWK�5HVHDUFK�([WHQVLRQ�$FW�� 

7KH\�WKHUHIRUH�VKRXOG�EH�IDPLOLDU�ZLWK�ERWK�

Guidelines.�,Q�WKH�ODWH�����·V��D�JURXS�RI�DQLPDO�FDUH�

SURIHVVLRQDOV�IRUPHG�WKH�´$QLPDO�&DUH�3DQHOµ��$&3�� 

VSHFLÀFDOO\�IRU�WKH�SXUSRVH�RI�HVWDEOLVKLQJ�D�SURIHVVLRQDO�

VWDQGDUG�IRU�ODERUDWRU\�DQLPDO�FDUH�DQG�IDFLOLWLHV��7KHLU�

ZRUN�OHG�WR�WKH�SXEOLFDWLRQ�RI�D�FRPSUHKHQVLYH�DQG� 

LQÁXHQWLDO�Guide for Laboratory Animal Facilities and Care 

�������UHYLVHG�������������������������������DQG��������7KH�

FXUUHQW�HGLWLRQ��QRZ�FDOOHG�WKH�Guide for the Care and Use of 

Laboratory Animals, RU�Guide��DV�LW�LV�FRPPRQO\�UHIHUHQFHG��

ZDV�SUHSDUHG�E\�D�FRPPLWWHH�DSSRLQWHG�E\�WKH�1DWLRQDO�

5HVHDUFK�&RXQFLO�RI�WKH�1DWLRQDO�$FDGHP\�RI�6FLHQFHV�DQG�

SURYLGHV�JXLGDQFH�RQ�

3 Institutional Policies and Responsibilities;

3 Animal Environment, Housing, and Management;

 

Guide for the Care and Use of Laboratory Animals (1996)

The Guide for the Care and Use of Laboratory Animals (the Guide) was first published in 
1963 under the title Guide for Laboratory Animal Facilities and Care and was revised in 1965, 
1968, 1972, 1978, and 1985. More than 400,000 copies have been distributed since it was 
first published, and it is widely accepted as a primary reference on animal care and use. The 
changes and new material in this seventh edition are in keeping with the belief that the Guide 
is subject to modification with changing conditions and new information. 

The purpose of the Guide, as expressed in the charge to the Committee to Revise the Guide 
for the Care and Use of Laboratory Animals, is to assist institutions in caring for and using 
animals in ways judged to be scientifically, technically, and humanely appropriate. The 
Guide is also intended to assist investigators in fulfilling their obligation to plan and conduct 
animal experiments in accord with the highest scientific, humane, and ethical principles. 
The recommendations are based on published data, scientific principles, expert opinion, and 
experience with methods and practices that have proved to be consistent with high-quality, 
humane animal care and use.

http://www.nap.edu/readingroom/books/labrats/preface.html
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3 Veterinary Medical Care; and

3 Physical Plant.

7KH�Guide�LV�ZLGHO\�DFFHSWHG�E\�ERWK�JRYHUQPHQW�DQG�

UHVHDUFK�LQVWLWXWLRQV�DV�WKH�PRVW�DXWKRULWDWLYH�VRXUFH�RI 

LQIRUPDWLRQ�RQ�PRVW�DQLPDO�FDUH�DQG�XVH�TXHVWLRQV��7KH�

3+6�3ROLF\�UHTXLUHV�WKDW�3+6�IXQGHG�LQVWLWXWLRQV�XVH�

WKH�Guide�DV�D�EDVLV�IRU�GHYHORSLQJ�DQG�LPSOHPHQWLQJ�DQ�

LQVWLWXWLRQDO�SURJUDP�IRU�DQLPDO�FDUH�DQG�XVH�

4b. Definitions

7KH�WHUP�´DQLPDOµ�LV�GHÀQHG�GLIIHUHQWO\�LQ�WKH�VWDWXWHV��

FRGHV��SROLFLHV��DQG�JXLGHOLQHV�WKDW�JRYHUQ�DQLPDO�UHVHDUFK��

)HGHUDOO\�IXQGHG�UHVHDUFK�LV�JXLGHG�E\�WZR�NH\�GHÀQLWLRQV�

3 The PHS Policy, which applies to all PHS-funded activities  
involving animals, defines “animals” as “any live, vertebrate 
animals used or intended for use in research, research 
training, experimentation, or biological testing or for  
related purposes.”

3 The Federal Code that implements the Animal Welfare Act 
(Title 9) covers warm-blooded animals but excludes “[b]irds, 
rats of the genus Rattus and mice of the genus Mus bred for 
use in research, and horses not used for research purposes 
and other farm animals….”

0DQ\�LQVWLWXWLRQV�DSSO\�XQLIRUP�DQG�FRQVLVWHQW�VWDQGDUGV�

WR�DOO�DFWLYLWLHV�LQYROYLQJ�DQLPDOV�UHJDUGOHVV�RI�WKH�VRXUFH�

RI�IXQGLQJ�RU�OHJDO�UHTXLUHPHQWV�DV�D�ZD\�RI�HQVXULQJ�EURDG�

FRPSOLDQFH�ZLWK�DOO�UHJXODWLRQV�FRYHULQJ�WKH�FDUH�DQG�XVH�RI�

DQLPDOV�LQ�UHVHDUFK�

5HVHDUFKHUV�DUH�QRW�DXWKRUL]HG�WR�PDNH�GHFLVLRQV�DERXW�

FRYHUHG�RU�H[FOXGHG�UHVHDUFK�WKHPVHOYHV��7KHUHIRUH��DQ\RQH�

ZKR�SODQV�WR�XVH�DQLPDOV�LQ�UHVHDUFK��WHDFKLQJ��WHVWLQJ�DQG�

RWKHU�FRYHUHG�DFWLYLWLHV�LV�ZHOO�DGYLVHG�WR�DVVXPH�D�EURDG�

GHÀQLWLRQ�DQG�WR�FRQVXOW�ZLWK�WKHLU�LQVWLWXWLRQDO�FRPPLWWHH�

�VHH�EHORZ��EHIRUH�RUGHULQJ�DQLPDOV�RU�EHJLQQLQJ�ZRUN�

L

L
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4c. Institutional organization

7KH�WDVN�RI�DVVXULQJ�WKDW�UHVHDUFKHUV�DGKHUH�WR�WKH 

UHJXODWLRQV�DQG�JXLGHOLQHV�IRU�WKH�UHVSRQVLEOH�FDUH�DQG 

XVH�RI�DQLPDOV�LV�JHQHUDOO\�UHFRJQL]HG�WR�EH�DQ�LQVWLWXWLRQDO�

UHVSRQVLELOLW\��,QVWLWXWLRQV�YHVW�DXWKRULW\�IRU�DQLPDO�FDUH�

DQG�XVH�LQ�DQ�´LQVWLWXWLRQDO�RIÀFLDOµ��,2���ZKR�LQ�WXUQ� 

DSSRLQWV�WKH�&RQJUHVVLRQDOO\�PDQGDWHG�,QVWLWXWLRQDO�

$QLPDO�&DUH�DQG�8VH�&RPPLWWHH��,$&8&���DGPLQLVWHUV� 

LQVWLWXWLRQDO�FDUH�DQG�XVH�XQLWV�DW�LQVWLWXWLRQV�WKDW�DUH�ODUJH�

HQRXJK�WR�KDYH�VXFK��DQG�KDQGOHV�RWKHU�JHQHUDO�PDWWHUV�

UHODWLQJ�WR�WKH�FDUH�DQG�XVH�RI�DQLPDOV�DW�WKDW�LQVWLWXWLRQ�

IACUCs.�)ROORZLQJ�WKH�SURYLVLRQV�RI�WKH������+HDOWK�

5HVHDUFK�([WHQVLRQ�$FW��3+6�3ROLF\��86'$�UHJXODWLRQV��WKH�

Guide��DQG�WKH�$VVRFLDWLRQ�IRU�$VVHVVPHQW�DQG�$FFUHGLWDWLRQ�

RI�/DERUDWRU\�$QLPDO�&DUH��$$$/$&��UHTXLUH�UHVHDUFK�

LQVWLWXWLRQV�WR�HVWDEOLVK�DQ�,$&8&��,$&8&V�RYHUVHH�DQG�

HYDOXDWH�DOO�DVSHFWV�RI�WKH�LQVWLWXWLRQ·V�DQLPDO�SURJUDP��

SURFHGXUHV��DQG�IDFLOLWLHV��,WV�PHPEHUV�PXVW�LQFOXGH�D� 

GRFWRU�RI�YHWHULQDU\�PHGLFLQH��RQH�UHVHDUFKHU�ZKR�XVHV� 

DQLPDOV�LQ�UHVHDUFK��DQG�RQH�SHUVRQ�ZKR�LV�QRW�DIÀOLDWHG�

ZLWK�WKH�LQVWLWXWLRQ��0DQ\�,$&8&V�DOVR�KDYH�D�UHVHDUFKHU�

ZKR�GRHV�QRW�XVH�DQLPDOV�RU�D�PHPEHU�ZKR�KDV�VRPH�

JURXQGLQJ�LQ�HWKLFV�

,$&8&�0HPEHUV�DUH�DSSRLQWHG�E\�WKHLU�LQVWLWXWLRQ��

EXW�WKH\�KDYH�FRQVLGHUDEOH�LQGHSHQGHQW�DXWKRULW\��7KHLU�

UHVSRQVLELOLWLHV�LQFOXGH�

3 reviewing and approving all animal use research proposals,

3 reviewing the institution’s animal care program,

3 inspecting (at least twice a year) the institution’s animal 
facilities,

3 receiving and reviewing concerns raised about the care  
and use of animals, and

3 submitting reports to the Institutional Official.

,$&8&V�DOVR�KDYH�LQGHSHQGHQW�DXWKRULW\�WR�VXVSHQG�

SURMHFWV�LI�WKH\�GHWHUPLQH�WKDW�WKH\�DUH�QRW�EHLQJ�FRQGXFWHG�
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LQ�DFFRUGDQFH�ZLWK�DSSOLFDEOH�UHTXLUHPHQWV��7KLV�DXWKRULW\�

FRPHV�GLUHFWO\�IURP�&RQJUHVV�WKURXJK�WKH�+HDOWK�5HVHDUFK�

([WHQVLRQ�$FW�DQG�FDQ�EH�H[HUFLVHG�LQGHSHQGHQW�RI�DQ\�

RWKHU�LQVWLWXWLRQDO�DGPLQLVWUDWLYH�DXWKRULW\�

Animal care and use units.�5HVHDUFK�LQVWLWXWLRQV�ZLWK�

ODUJH�DQLPDO�UHVHDUFK�SURJUDPV�JHQHUDOO\�KDYH�FHQWUDOL]HG�

DQLPDO�FDUH�DQG�XVH�XQLWV�WKDW�SURYLGH�YHWHULQDU\�VXSSRUW��

WUDLQLQJ�LQ�SURFHGXUHV��DQG�DGYLFH�RQ�DQDOJHVLFV��DQHVWKHVLD�� 

HXWKDQDVLD��DQG�RFFXSDWLRQDO�KHDOWK�DQG�VDIHW\��:KLOH�WKH�VWDII� 

HPSOR\HG�LQ�WKHVH�XQLWV�FDQQRW�DSSURYH�UHVHDUFK�SURWRFROV�IRU�

WKH�LQVWLWXWLRQ�RU�PDNH�GHFLVLRQV�VSHFLÀFDOO\�DVVLJQHG�WR� 

WKH�LQVWLWXWLRQDO�,$&8&��DV�DQLPDO�FDUH�SURIHVVLRQDOV�WKH\�

DUH�DQ�H[FHOOHQW�ORFDO�VRXUFH�RI�LQIRUPDWLRQ�DERXW�WKH�

UHVSRQVLEOH�FDUH�DQG�XVH�RI�DQLPDOV�LQ�UHVHDUFK�

4d. Federal and voluntary oversight

2/$:��86'$��DQG�D�YROXQWDU\�DFFUHGLWDWLRQ�SURJUDP�

�$VVRFLDWLRQ�IRU�$VVHVVPHQW�DQG�$FFUHGLWDWLRQ�RI�/DERUDWRU\�

$QLPDO�&DUH³$$$/$&��DUH�FKDUJHG�ZLWK�RU�DVVXPH�WKH�

WDVN�RI�DVVXULQJ�WKDW�UHVHDUFK�LQVWLWXWLRQV�OLYH�XS�WR�WKHLU�

UHVSRQVLELOLWLHV�IRU�WKH�FDUH�DQG�XVH�RI�DQLPDOV�LQ�UHVHDUFK�

OLAW.�2/$:�UHOLHV�RQ�DQ�´DVVXUDQFHµ�PHFKDQLVP�WR�

PRQLWRU�LQVWLWXWLRQDO�FRPSOLDQFH�ZLWK�WKH�3+6�3ROLF\��$Q�

´$VVXUDQFHµ�LV�D�VLJQHG�DJUHHPHQW�VXEPLWWHG�E\�D�UHVHDUFK�

LQVWLWXWLRQ�FRQÀUPLQJ�WKDW�LW�ZLOO�

3 comply with applicable rules and policies for animal care and 
use,

3 provide a description of the institution’s program for animal 
care and use,

3 maintain an appropriate IACUC, and

3 appoint a responsible IO for compliance.

7KH�$VVXUDQFH�LV�FRQVLGHUHG�WKH�FRUQHUVWRQH�RI�D�WUXVW� 

UHODWLRQVKLS�EHWZHHQ�WKH�LQVWLWXWLRQ�DQG�WKH�3+6�DQG�JUDQWV 

FRQVLGHUDEOH�DXWKRULW\�WR�LQVWLWXWLRQV�IRU�VHOI�UHJXODWLRQ�

L

L
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Association for Assessment and Accreditation of Laboratory Animal 
Care (AAALAC) International

AAALAC International is a private, nonprofit organization that promotes the humane treat-
ment of animals in science through voluntary accreditation and assessment programs. ...

More than 700 companies, universities, hospitals, government agencies and other research 
institutions in 29 countries have earned AAALAC accreditation, demonstrating their 
commitment to responsible animal care and use. These institutions volunteer to participate 
in AAALAC’s program, in addition to complying with the local, state and federal laws that 
regulate animal research.

http://www.aaalac.org/about/index.cfm

$Q�2/$:�DSSURYHG�$VVXUDQFH�DQG�FRPSOLDQFH�ZLWK�3+6�

SROLF\�DUH�FRQVLGHUHG�WHUPV�DQG�FRQGLWLRQV�RI�UHFHLYLQJ�3+6�

IXQGV��&RPSOLDQFH�LV�PRQLWRUHG�E\�2/$:�WKURXJK�DQQXDO�

PDQGDWRU\�LQVWLWXWLRQDO�UHSRUWLQJ�WR�2/$:�DQG�LQ�WKH�

HYHQW�RI�QRQFRPSOLDQFH��VHULRXV�GHYLDWLRQV�IURP�WKH�Guide��

RU�,$&8&�VXVSHQVLRQV��2/$:�FRQGXFWV�OLPLWHG�VLWH�YLVLWV�

DQG�UHYLHZV��DQG�LI�QHFHVVDU\�FRQGXFWV�LQYHVWLJDWLRQV�RI�

UHSRUWHG�QRQFRPSOLDQFH��,QVWLWXWLRQV�WKDW�IDLO�WR�VXEPLW�DQ�

$VVXUDQFH�RU�WR�OLYH�XS�WR�WKH�WHUPV�RI�WKHLU�$VVXUDQFH�FDQ�

KDYH�WKHLU�DSSURYDO�WR�XVH�DQLPDOV�LQ�UHVHDUFK��WHDFKLQJ��

DQG�WHVWLQJ�VXVSHQGHG�

USDA.�7KH�DQLPDO�ZHOIDUH�UHJXODWLRQV�DOVR�KDYH� 

PDQGDWRU\�UHSRUWLQJ�UHTXLUHPHQWV��EXW�86'$�LV�DQ� 

LQVSHFWLRQ�EDVHG�V\VWHP�FDUULHG�RXW�E\�86'$�9HWHULQDU\�

0HGLFDO�2IÀFHUV��5DWKHU�WKDQ�DOORZLQJ�LQVWLWXWLRQV�WR�

´DVVXUHµ�WKHLU�RZQ�FRPSOLDQFH��86'$�YLVLWV�VLWHV��HLWKHU�

DQQRXQFHG�RU�XQDQQRXQFHG��WR�FKHFN�ZKHWKHU�LQVWLWXWLRQV�

DUH�LQ�FRPSOLDQFH��,I�YLRODWLRQV�DUH�IRXQG��WKH�LQVWLWXWLRQ�LV�

WKHQ�VXEMHFW�WR�DGPLQLVWUDWLYH�ÀQHV�DQG�SHQDOWLHV�

Accreditation programs.�$QLPDO�XVH�SURJUDPV�FDQ�

EH��DQG�PRVW�ODUJH�RQHV�DUH��DFFUHGLWHG�E\�WKH�$VVRFLDWLRQ�

IRU�$VVHVVPHQW�DQG�$FFUHGLWDWLRQ�RI�/DERUDWRU\�$QLPDO�

&DUH��$$$/$&��,QWHUQDWLRQDO��$$$/$&�LV�´D�SULYDWH�

QRQSURÀW�RUJDQL]DWLRQ�WKDW�SURPRWHV�WKH�KXPDQH�WUHDWPHQW�

RI�DQLPDOV�LQ�VFLHQFH�WKURXJK�D�YROXQWDU\�DFFUHGLWDWLRQ�

L
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SURJUDP�µ�,W�LV�JRYHUQHG�E\�D�%RDUG�RI�7UXVWHHV�UHSUHVHQWLQJ�

VFLHQWLÀF��SURIHVVLRQDO��DQG�HGXFDWLRQDO�RUJDQL]DWLRQV��,WV�

&RXQFLO�RQ�$FFUHGLWDWLRQ�LV�FRPSRVHG�RI�DQLPDO�FDUH�DQG�

XVH�SURIHVVLRQDOV�DQG�UHVHDUFKHUV�ZKR�FRQGXFW�WKH�SURJUDP�

HYDOXDWLRQV�WKDW�GHWHUPLQH�ZKLFK�LQVWLWXWLRQV�DUH�DZDUGHG�

DFFUHGLWDWLRQ�

$$$/$&�UHOLHV�RQ�ZLGHO\�DFFHSWHG�JXLGHOLQHV��VXFK�DV 

WKH�Guide��DQG�RWKHU�SHHU�UHYLHZHG�UHVRXUFHV�ZKHQ� 

HYDOXDWLQJ�DQ�LQVWLWXWLRQ·V�DQLPDO�UHVHDUFK�SURJUDP�� 

'XULQJ�WKH�DFFUHGLWDWLRQ�SURFHVV��$$$/$&�DFFUHGLWRUV�

HYDOXDWH�DOO�DVSHFWV�RI�DQ�LQVWLWXWLRQ·V�DQLPDO�UHVHDUFK�

SURJUDP��,I�DQ�LQVWLWXWLRQ�PHHWV�$$$/$&·V�VWDQGDUGV��LW�

UHFHLYHV�DQ�DFFUHGLWDWLRQ�IRU�D�VSHFLÀHG�SHULRG�RI�WLPH�DQG�

FDQ�XVH�WKLV�DFFUHGLWDWLRQ�WR�GHPRQVWUDWH�LWV�FRPPLWPHQW� 

WR�KLJK�VWDQGDUGV�IRU�WKH�FDUH�DQG�XVH�RI�DQLPDOV�

4e. Principles for the responsible use of animals in research

7KHUH�LV�D�UDQJH�RI�YLHZV�DERXW�WKH�PRUDOLW\�RI�DQLPDO�

H[SHULPHQWDWLRQ��$QWLYLYLVHFWLRQLVWV�KROG�WKDW�KXPDQV�KDYH�

QR�ULJKW�WR�SODFH�WKHLU�RZQ�ZHOIDUH�DERYH�WKH�ZHOIDUH�RI� 

DQLPDOV�DQG�WKHUHIRUH�DOO�DQLPDO�H[SHULPHQWDWLRQ�LV� 

LPPRUDO��0DQ\�DQLPDO�ZHOIDUH�RUJDQL]DWLRQV�ÀQG�WKDW�

VRPH�VFLHQWLÀFDOO\�QHFHVVDU\�H[SHULPHQWDWLRQ�LV�DFFHSWDEOH��

EXW�WKDW�LW�VKRXOG�EH�NHSW�WR�D�PLQLPXP�DQG�FRQGXFWHG�RQ�

DQLPDOV�ORZ�RQ�WKH�SK\ORJHQHWLF�VFDOH��LQ�ZD\V�WKDW�PLQLPL]H�

SDLQ�DQG�VXIIHULQJ��0DQ\�VFLHQWLVWV�IHHO�WKDW�H[WHQVLYH�

DQLPDO�H[SHULPHQWDWLRQ�LV�QHFHVVDU\�DQG�PRUDO��SURYLGHG�

LW�LV�EDVHG�RQ�VRXQG�VFLHQWLÀF�SUDFWLFHV�DQG�XWLOL]HV�TXDOLW\�

DQLPDO�FDUH��DORQJ�ZLWK�PLQLPL]DWLRQ�RI�SDLQ�DQG�GLVWUHVV�

7R�KHOS�UHVHDUFKHUV�DQG�,$&8&V�PDNH�GHFLVLRQV�DERXW�

WKH�UHVSRQVLEOH�DQG�DSSURSULDWH�XVH�RI�DQLPDOV�LQ�UHVHDUFK��

WKH�)HGHUDO�JRYHUQPHQW�KDV�DGRSWHG�QLQH�Principles for the 

Utilization and Care of Vertebrate Animals used in Testing, 

Research, and Training��VHH�ER[��QH[W�SDJH���7KHVH�SULQFLSOHV�

VSHFLI\�UHTXLUHPHQWV�IRU�SODQQLQJ�DQG�FRQGXFWLQJ�UHVHDUFK�

DQG�DUH�XVHIXO�WR�LQYHVWLJDWRUV�DQG�,$&8&V��:KHQ�TXHVWLRQV�

L
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DULVH��3+6�SROLF\�DQG�86'$�UHJXODWLRQV�SURYLGH�IXUWKHU�

FULWHULD�IRU�UHVHDUFKHUV�DQG�,$&8&V�WR�FRQVLGHU�LQ� 

DVVHVVLQJ�SURWRFROV�

)XUWKHU�SUDFWLFDO�DGYLFH�RQ�ZD\V�WR�DVVXUH�DSSURSULDWH�

UHVSHFW�IRU�DQLPDOV�FDQ�EH�IRXQG�LQ�WKH�´WKUHH�5V�RI� 

DOWHUQDWLYHVµ�GHYLVHG�E\�5XVVHOO�DQG�%XUFK�LQ������

3 Replacement—using non-animal models such as  
microorganisms or cell culture techniques, computer 
simulations, or species lower on the phylogenetic scale.

3 Reduction—using methods aimed at reducing the numbers 
of animals such as minimization of variability, appropriate 
selection of animal model, minimization of animal loss,  
and careful experimental design.

3 Refinement—the elimination or reduction of unnecessary 
pain and distress.

 

US Government Principles for the Utilization and Care of Vertebrate 
Animals Used in Testing, Research, and Training 

[Researchers should:]

 1. follow the rules and regulations for the transportation, care, and use of animals;

 2. design and perform research with consideration of relevance to human or animal health, 
the advancement of knowledge, or the good of society;

 3. use appropriate species, quality, and the minimum number of animals to obtain valid 
results, and consider non-animal models;

 4. avoid or minimize pain, discomfort, and distress when consistent with sound scientific 
practices;

 5. use appropriate sedation, analgesia, or anesthesia; 

 6. painlessly kill animals that will suffer severe or chronic pain or distress that cannot be 
relieved;

 7. feed and house animals appropriately and provide veterinary care as indicated;

 8. assure that everyone who is responsible for the care and treatment of animals during 
the research is appropriately qualified and trained; and

 9. defer any exceptions to these principles to the appropriate IACUC.

http://grants.nih.gov/grants/olaw/references/phspol.htm#USGovPrinciples/



61

$OWKRXJK�3+6�3ROLF\�LV�QRW�H[SOLFLW�LQ�DGGUHVVLQJ�UHÀQHPHQWV� 

WKH�UHTXLUHPHQWV�WR�XVH�DSSURSULDWH�DQLPDO�PRGHOV�DQG�

QXPEHUV�RI�DQLPDOV�DQG�WR�DYRLG�RU�PLQLPL]H�SDLQ�and 

GLVWUHVV�DUH��IRU�DOO�SUDFWLFDO�SXUSRVHV��V\QRQ\PRXV�ZLWK�

UHTXLUHPHQWV�WR�FRQVLGHU�DOWHUQDWLYH�PHWKRGV�WKDW�UHGXFH��

UHÀQH��RU�UHSODFH�WKH�XVH�RI�DQLPDOV��86'$�DQLPDO�ZHOIDUH�

UHJXODWLRQV�UHTXLUH�D�ZULWWHQ�QDUUDWLYH�RI�WKH�PHWKRGV�XVHG�

DQG�VRXUFHV�FRQVXOWHG�WR�GHWHUPLQH�WKH�DYDLODELOLW\� 

RI�DOWHUQDWLYHV�

.QRZLQJ�WKH�FRQFHUQV�VRFLHW\�KDV�DERXW�WKH�XVH�RI�DQLPDOV�

LQ�UHVHDUFK��UHVHDUFKHUV�VKRXOG�EH�SUHSDUHG�WR�H[SODLQ�ZK\�

WKH\�DUH�XVLQJ�D�SDUWLFXODU�VSHFLHV�LQ�WKHLU�UHVHDUFK��ZK\�SDLQ� 

RU�GLVFRPIRUW�FDQQRW�EH�DYRLGHG��ZK\�LW�PD\�EH�QHFHVVDU\�WR�

VDFULÀFH�WKH�DQLPDOV��DQG�ZK\�QRQ�DQLPDO�RSWLRQV�FDQQRW�EH�

XVHG�WR�JDWKHU�WKH�VDPH�LQIRUPDWLRQ�RU�WR�DFKLHYH�WKH�VDPH�

HQGV��EDVHG�RQ�WKH�SULQFLSOHV�VHW�RXW�LQ�WKH�U.S. Government 

Principles�DQG�RWKHU�VRXUFHV�RI�JXLGDQFH�

4f. Broader responsibilities

(YHQ�ZLWK�DOO�RI�WKH�FDUH�DQG�UHYLHZ�WKDW�FXUUHQWO\�LV�XVHG�

WR�DVVXUH�WKH�UHVSRQVLEOH�XVH�RI�DQLPDOV�LQ�UHVHDUFK��DQLPDO�

UHVHDUFK�LV�VWLOO�FRQWURYHUVLDO�DQG�UDLVHV�FRQFHUQV�WKDW� 

FDQQRW�HDVLO\�EH�VHW�DVLGH�

Pain and suffering.�6RPH�H[SHULPHQWDO�LQIRUPDWLRQ�

FDQQRW�EH�JDLQHG�ZLWKRXW�VXEMHFWLQJ�DQLPDOV�WR�SDLQ�DQG�

VXIIHULQJ��5HVHDUFKHUV�ZKR�VWXG\�WKH�HIIHFWV�RI�VHYHUH�

WUDXPD��VXFK�DV�FKLOG�DEXVH��FDQ�OHDUQ�D�JUHDW�GHDO�DERXW�

SK\VLRORJLFDO�FKDQJH�E\�VXEMHFWLQJ�DQLPDOV�WR�GLIIHUHQW�OHYHOV� 

RI�SDLQ�DQG�VXIIHULQJ��7KLV�FDQ�EH�GRQH�E\�DGPLQLVWHULQJ�

PLOG�HOHFWULF�VKRFNV��IRUFLQJ�DQLPDOV�VXFK�DV�UDWV�WR�VZLP�

XQWLO�WKH\�UHDFK�H[KDXVWLRQ��RU�VXEMHFWLQJ�WKHP�WR�RWKHU�

WUDXPDWLF�WUHDWPHQWV��+RZ�PXFK�SDLQ�DQG�VXIIHULQJ�LV�

DFFHSWDEOH�LQ�H[SHULPHQWV�LV�QRW�HDVLO\�GHWHUPLQHG�

Concern for different species.�7KHUH�LV�ZLGHVSUHDG�

DJUHHPHQW�WKDW�VRPH�DQLPDOV��VXFK�DV�SULPDWHV�DQG�

L
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KRXVHKROG�SHWV��GHVHUYH�PRUH�SURWHFWLRQ�WKDQ�RWKHU�DQLPDOV��

VXFK�DV�ZRUPV�DQG�FODPV��7KHUH�LV�OHVV�DJUHHPHQW�DERXW�WKH�

UHODWLYH�SURWHFWLRQ�WKDW�LV�QHHGHG�IRU�VSHFLHV�ZLWKLQ�JHQHUDO�

JURXSV�RI�DQLPDOV��VXFK�DV�FDWV��GRJV��SLJV��UDEELWV��PLFH��

DQG�UDWV��:KDW�PRUDO�FRQVLGHUDWLRQV�VHW�RQH�VSHFLHV�DSDUW�

IURP�DQRWKHU�ZKHQ�PDNLQJ�GHFLVLRQV�DERXW�WKH�XVH�WR�ZKLFK�

LW�FDQ�EH�SXW�LQ�H[SHULPHQWV"

Unnecessary experiments.�0HPEHUV�RI�WKH�SXEOLF�

GLVDJUHH�DERXW�WKH�XVH�WR�ZKLFK�DQLPDOV�FDQ�UHDVRQDEO\�EH�

SXW�LQ�UHVHDUFK��WHVWLQJ��DQG�WHDFKLQJ��$QLPDOV�DUH�XVHG�WR�

WHVW�WKH�VDIHW\�RI�H[SHULPHQWDO�GUXJV��EXW�VKRXOG�WKH\�DOVR�

EH�XVHG�WR�WHVW�WKH�WR[LFLW\�RI�FKHPLFDOV�RU�FRVPHWLFV��DV�

RQFH�ZDV�FRPPRQ��EXW�KDV�ODUJHO\�EHHQ�DEDQGRQHG�"�6KRXOG�

WKH\�EH�XVHG�WR�WUDLQ�VXUJHRQV�WR�GR�HOHFWLYH�VXUJHU\"�'R�

UHVHDUFKHUV�VRPHWLPHV�XVH�PRUH�DQLPDOV�LQ�DQ�H[SHULPHQW�

WKDQ�LV�DEVROXWHO\�QHFHVVDU\�RU�XVH�DQLPDOV�ZKHQ�RWKHU�

PHDQV�RI�WHVWLQJ�ZRXOG�SURYLGH�WKH�VDPH�LQIRUPDWLRQ"

'LVFXVVLRQV�DERXW�WKH�UHVSRQVLEOH�XVH�RI�DQLPDOV�LQ�UHVHDUFK�

DUH�QRW�OLNHO\�WR�GLVVLSDWH�LQ�WKH�QHDU�IXWXUH��,I�DQLPDOV�

DUH�HVVHQWLDO�WR�\RXU�UHVHDUFK�DQG�FDQQRW�EH�UHSODFHG��LI�

\RX�FDQQRW�UHGXFH�WKH�QXPEHU�ZLWKRXW�FRPSURPLVLQJ�WKH�

H[SHULPHQW��DQG�LI�\RX�FDQQRW�IXUWKHU�UHÀQH�\RXU�PHWKRGV�

WR�UHGXFH�SDLQ�DQG�VXIIHULQJ��WKHQ�SUHVXPDEO\�\RX�KDYH�

GRQH�DOO�\RX�FDQ�WR�PHHW�\RXU�UHVSRQVLELOLW\��+RZHYHU��GR�

QRW�IRUJHW�WKDW�VRFLHW\�GRHV�QRW�KDYH�WR�SHUPLW�WKH�XVH�RI�

DQLPDOV�LQ�UHVHDUFK��,W�FDQ�VHHN�WR�SURWHFW�DQLPDOV�WKURXJK�

FRPSOH[�DQG�H[SHQVLYH�UHJXODWLRQV�LI�LW�ORVHV�FRQÀGHQFH�LQ�

WKH�UHVHDUFK�FRPPXQLW\·V�DELOLW\�WR�UHJXODWH�LWVHOI�

L
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Questions for discussion

   1  Should all animals used in research be treated the same  
or are there reasons to treat some animals differently than 
others?

   
2  Are there some animals that should not be used in  

research? 

   3  What circumstances justify pain and suffering of  
experimental animals?

   4  How should research animals be procured? How should  
they be housed and treated during experiments?

   5  How should members of IACUCs be selected? What 
constituencies should be represented on IACUCs?

Chapter 4: The Welfare of Laboratory Animals
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Resources

Policies, Reports, and Policy Statements

1DWLRQDO�$FDGHP\�RI�6FLHQFHV��,QVWLWXWH�RI�/DERUDWRU\�$QLPDO�
5HVRXUFHV�&RPPLVVLRQ�RI�/LIH�6FLHQFHV��Guide for the Care and 
Use of Laboratory Animals��:DVKLQJWRQ��'&��1DWLRQDO�$FDGHP\�
3UHVV���������DYDLODEOH�DW��KWWS���ZZZ�QDS�HGX�UHDGLQJURRP�ERRNV�
ODEUDWV��

1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��U.S. Government Principles for the 
Utilization and Care of Vertebrate Animals Used in Testing, 
Research, and Training��%HWKHVGD��0'��1DWLRQDO�,QVWLWXWHV�
RI�+HDOWK��QG���DYDLODEOH�DW��KWWS���JUDQWV�QLK�JRY�JUDQWV�RODZ�
UHIHUHQFHV�SKVSRO�KWP�86*RY3ULQFLSOHV�

3XEOLF�+HDOWK�6HUYLFH��Public Health Service Policy on Humane Care 
and Use of Laboratory Animals��:DVKLQJWRQ��'&��*32��������
�DYDLODEOH�DW��KWWS���JUDQWV��QLK�JRY�JUDQWV�RODZ�UHIHUHQFHV�SKVSRO�
KWP�

8QLWHG�6WDWHV��&RQJUHVV��Animal Welfare Act��3/��������������� 
�DYDLODEOH�DW��KWWS���ZZZ�QDO�XVGD�JRY�DZLF�OHJLVODW�DZD�KWP�

8QLWHG�6WDWHV�'HSDUWPHQW�RI�$JULFXOWXUH��USDA Animal and Plant 
Health Inspection Animal Care Policy Manual��:DVKLQJWRQ��'&��
*32��QG���DYDLODEOH�DW��KWWS���ZZZ�DSKLV�XVGD�JRY�DF�SROPDQSGI�
KWPO�

General Information Web Sites

$VVRFLDWLRQ�IRU�WKH�$VVHVVPHQW�DQG�$FFUHGLWDWLRQ�RI�/DERUDWRU\�
$QLPDO�&DUH��Home Page��KWWS���ZZZ�DDDODF�RUJ�

1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��2IÀFH�RI�/DERUDWRU\�$QLPDOV�:HOIDUH��
Home Page��KWWS���JUDQWV��QLK�JRY�JUDQWV�RODZ�RODZ�KWP

8QLWHG�6WDWHV�'HSDUWPHQW�RI�$JULFXOWXUH��$QLPDO�&DUH�3URJUDP��
Home Page��KWWS���ZZZ�DSKLV�XVGD�JRY�DF�
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Additional Reading

%DLUG��50��5RVHQEDXP��6(��Animal Experimentation: The Moral 
Issues��%XIIDOR��1<��3URPHWKHXV�%RRNV�������

*OXFN��-3��'L3DVTXDOH��7��2UODQV��)%��$pplied Ethics in Animal 
Research: Philosophy, Regulation, and Laboratory Applications��
:HVW�/DID\HWWH��,1��3XUGXH�8QLYHUVLW\�3UHVV�������

+DUW��/$��Responsible Conduct with Animals in Research��1HZ�<RUN��
2[IRUG�8QLYHUVLW\�3UHVV�������

0RQDP\��9��Animal Experimentation: A Guide to the Issues��
&DPEULGJH��8QLWHG�.LQJGRP��1HZ�<RUN��&DPEULGJH�8QLYHUVLW\�
3UHVV�������

3DXO��()��3DXO��-��Why Animal Experimentation Matters: The Use 
of Animals in Medical Research��1HZ�6WXGLHV�LQ�6RFLDO�3ROLF\��
1HZ�%UXQVZLFN��1-��6RFLDO�3KLORVRSK\�DQG�3ROLF\�)RXQGDWLRQ��
7UDQVDFWLRQ�������

5XGDFLOOH��'��7KH�6FDOSHO�DQG�WKH�%XWWHUÁ\��7KH�:DU�%HWZHHQ�$QLPDO�
Research and Animal Protection��1HZ�<RUN��)DUUDU��6WUDXV�DQG�
*LURX[�������

5XVVHOO��:06��%XUFK��5/��The Principles of Humane Animal  
Experimental Technique��/RQGRQ��0HWKXHQ�������

6PLWK��&3��$QLPDO�:HOIDUH�,QIRUPDWLRQ�&HQWHU��8�6����Animal 
Welfare and Ethics: Resources for Youth and College Agricultural 
Educators��5HYLVHG�DQG�HQODUJHG�HG��AWIC resource series; no. 
6��%HOWVYLOOH��0'��8�6��'HSDUWPHQW�RI�$JULFXOWXUH�$JULFXOWXUDO�
5HVHDUFK�6HUYLFH�1DWLRQDO�$JULFXOWXUDO�/LEUDU\�$QLPDO�:HOIDUH�
,QIRUPDWLRQ�&HQWHU�������
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5. Conflicts of Interest

R HVHDUFKHUV�ZRUN�KDUG��RIWHQ�VSHQGLQJ�ORQJ�KRXUV�DQG�

VRPHWLPHV�ZHHNHQGV�LQ�WKH�ODERUDWRU\��OLEUDU\��RU�DW�

SURIHVVLRQDO�PHHWLQJV��7KHLU�PRWLYDWLRQ�IRU�ZRUNLQJ�KDUG�

VWHPV�IURP�PDQ\�VRXUFHV��5HVHDUFK�

3 advances knowledge,

3 leads to discoveries that will benefit individuals and society,

3 furthers professional advancement, and/or

3 results in personal gain and satisfaction.

(DFK�RI�WKHVH�LQFHQWLYHV�RU�interests�LV�FRPPRQO\�UHFRJQL]HG�

DV�UHVSRQVLEOH�DQG�MXVWLÀDEOH�

5HVHDUFKHUV�DUH�DOORZHG�WR�DQG�HYHQ�HQFRXUDJHG�WR�SURÀW�

IURP�WKHLU�ZRUN��VHH�WKH�GLVFXVVLRQ�RI�WKH�%D\K�'ROH�$FW��

EHORZ���3URIHVVLRQDO�DGYDQFHPHQW�DV�D�UHVHDUFKHU�GHSHQGV�

RQ�SURGXFWLYLW\��6RFLHW\�H[SHFWV�UHVHDUFKHUV�WR�XVH�WKH�

Case Study

Early in his undergraduate education, Dr. Sam M. decided to dedicate his studies to finding a cure 
for a psychological disorder that seemed to run in his family. As a biology major, he pursued 

independent research projects and worked long hours as a lab assistant. He then enrolled in a PhD 
program in psychopharmacology and is now completing a 3-year postdoc in the neurosciences.

During his postdoc he worked on a promising compound he first discovered during his graduate years. 
His work has gone well and he feels the time is right to explore clinical applications. After more than a 
decade of living on student and postdoc wages, he is also ready for a better paying job.

As Sam weighs the options of an academic versus an industry job, he begins to wonder about who 
owns or will own the useful applications of his work, if and when there are any. Will it be owned by:

his graduate institution, where he first worked on the promising compound?

his postdoc institution, where he refined his ideas?

his future academic or industry employer?

himself, based on his hard work and innovative ideas?

society, which funded parts of his education and most of his research?

Who has a legitimate interest in Sam’s work and when do his own personal financial
interests create a conflict of interest?

Chapter 5: Conflicts of Interest
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IXQGV�LW�VXSSOLHV�WR�DGYDQFH�NQRZOHGJH�DQG�WR�PDNH�XVHIXO�

GLVFRYHULHV��3HUVRQDO�JDLQ�DQG�VDWLVIDFWLRQ�SURYLGH�VWURQJ�

LQFHQWLYHV�IRU�GRLQJ�D�JRRG�MRE�DQG�DFWLQJ�UHVSRQVLEO\�

5HVHDUFKHUV·�LQWHUHVWV�FDQ�DQG�RIWHQ�GR�FRQÁLFW�ZLWK�RQH�

DQRWKHU��7KH�DGYDQFHPHQW�RI�NQRZOHGJH�LV�XVXDOO\�EHVW�

VHUYHG�E\�VKDULQJ�LGHDV�ZLWK�FROOHDJXHV��SXWWLQJ�PDQ\�

PLQGV�WR�ZRUN�RQ�WKH�VDPH�SUREOHP��%XW�SHUVRQDO�JDLQ�LV�

VRPHWLPHV�EHVW�VHUYHG�E\�NHHSLQJ�LGHDV�WR�RQHVHOI�XQWLO�WKH\�

DUH�IXOO\�GHYHORSHG�DQG�WKHQ�SURWHFWHG�WKURXJK�SDWHQWV��

FRS\ULJKWV��RU�SXEOLFDWLRQV��/HJLWLPDWH�UHVHDUFK�LQWHUHVWV�

FDQ�FUHDWH�FRPSHWLQJ�UHVSRQVLELOLWLHV�DQG�OHDG�WR�ZKDW�LV�

FRPPRQO\�FDOOHG�FRQÁLFWV�RI�LQWHUHVW�

,W�LV�LPSRUWDQW�WR�XQGHUVWDQG�WKDW�FRQÁLFWV�RI�LQWHUHVW�

DUH�QRW�LQKHUHQWO\�ZURQJ��7KH�FRPSOH[�DQG�GHPDQGLQJ�

QDWXUH�RI�UHVHDUFK�WRGD\�LQHYLWDEO\�JLYHV�ULVH�WR�FRPSHWLQJ�

REOLJDWLRQV�DQG�LQWHUHVWV��5HVHDUFKHUV�DUH�H[SHFWHG�WR�VHUYH�

RQ�FRPPLWWHHV��WR�WUDLQ�\RXQJ�UHVHDUFKHUV��WR�WHDFK��DQG�

WR�UHYLHZ�JUDQWV�DQG�PDQXVFULSWV�DW�WKH�VDPH�WLPH�WKH\�

SXUVXH�WKHLU�RZQ�UHVHDUFK��&RQÁLFWV�RI�LQWHUHVW�FDQQRW�DQG�

QHHG�QRW�EH�DYRLGHG��+RZHYHU��LQ�WKUHH�FUXFLDO�DUHDV�

3 financial gain,

3 work commitments, and

3 intellectual and personal matters,

VSHFLDO�VWHSV�DUH�QHHGHG�WR�DVVXUH�WKDW�FRQÁLFWV�GR�QRW�

LQWHUIHUH�ZLWK�WKH�UHVSRQVLEOH�SUDFWLFH�RI�UHVHDUFK�

5a. Financial conflicts

3HUVRQDO�LQWHUHVWV�DQG�WKH�SURVSHFW�RI�ÀQDQFLDO�JDLQ�VKRXOG 

QRW��EXW�XQIRUWXQDWHO\�FDQ��LPSURSHUO\�LQÁXHQFH�D�UHVHDUFKHU·V�

IXQGDPHQWDO�REOLJDWLRQ�WR�WUXWK�DQG�KRQHVW\��$OWKRXJK� 

UHVHDUFKHUV�VKRXOG�QRW��WKH\�FDQ�ÀQG�ZD\V�WR�GHOD\� 

XQIDLUO\�D�FRPSHWLWRU·V�ZRUN�LQ�RUGHU�WR�VHFXUH�D�SDWHQW�RU�

VRPH�RWKHU�ÀQDQFLDO�DGYDQWDJH�IRU�WKHPVHOYHV��)LQDQFLDO�

LQWHUHVWV�FDQ�SURYLGH�D�VWURQJ�LQFHQWLYH�WR�RYHUHPSKDVL]H�

L
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RU�XQGHUHPSKDVL]H�UHVHDUFK�ÀQGLQJV�RU�HYHQ�WR�HQJDJH�

LQ�UHVHDUFK�PLVFRQGXFW��&KDSWHU�����)LQDQFLDO�FRQÁLFWV�

of interest�DUH�VLWXDWLRQV�WKDW�FUHDWH�SHUFHLYHG�RU�DFWXDO�

WHQVLRQV�EHWZHHQ�SHUVRQDO�ÀQDQFLDO�JDLQ�DQG�DGKHUHQFH�WR�

WKH�IXQGDPHQWDO�YDOXHV�RI�KRQHVW\��DFFXUDF\��HIÀFLHQF\��DQG�

REMHFWLYLW\��6HFWLRQ�,��

)LQDQFLDO�LQWHUHVWV�DUH�QRW�LQKHUHQWO\�ZURQJ��5HVHDUFKHUV�

DUH�SHUPLWWHG�WR�EHQHÀW�ÀQDQFLDOO\�IURP�WKHLU�ZRUN��$������

&RQJUHVVLRQDO�ODZ�NQRZQ�DV�WKH�%D\K�'ROH�$FW�HQFRXUDJHV�

UHVHDUFKHUV�DQG�UHVHDUFK�LQVWLWXWLRQV�WR�XVH�FRS\ULJKWV��

SDWHQWV��DQG�OLFHQVHV�WR�SXW�UHVHDUFK�LGHDV�WR�XVH�IRU�WKH�

JRRG�RI�WKH�SXEOLF��3ULRU�WR�WKLV�WLPH��WKHUH�ZHUH�QR�XQLIRUP�

SROLFLHV�UHJXODWLQJ�WKH�RZQHUVKLS�RI�LGHDV�GHYHORSHG�ZLWK�

SXEOLF�IXQGLQJ��%D\K�'ROH�HVVHQWLDOO\�JLYHV�WKDW�RZQHUVKLS�WR�

UHVHDUFK�LQVWLWXWLRQV�DV�DQ�LQFHQWLYH�WR�SXW�LGHDV�WR�ZRUN�IRU�

WKH�RYHUDOO�JRRG�RI�VRFLHW\��,W�QRW�RQO\�DSSURYHV�RI�EXW� 

LQ�IDFW��VWURQJO\�HQFRXUDJHV�UHVHDUFKHUV�DQG�UHVHDUFK�

LQVWLWXWLRQV�WR�KDYH�ÀQDQFLDO�LQWHUHVWV�DV�D�ZD\�RI�HQVXULQJ�

WKDW�WKH�SXEOLF·V�LQYHVWPHQW�LQ�UHVHDUFK�LV�XVHG�WR�VWLPXODWH�

HFRQRPLF�JURZWK�

:KLOH�ÀQDQFLDO�LQWHUHVWV�VKRXOG�QRW�DQG�LQ�PRVW�LQVWDQFHV�

GR�QRW�FRPSURPLVH�LQWHOOHFWXDO�KRQHVW\��WKH\�FHUWDLQO\�FDQ��

HVSHFLDOO\�LI�WKH�ÀQDQFLDO�LQWHUHVWV�DUH�VLJQLÀFDQW�� 

 Bayh-Dole Act (Public Law: 96-517) 
Policy and Objective 
35 USC Part II, Chapter 18, Section 200

It is the policy and objective of the Congress to use the patent system to promote the utilization 
of inventions arising from federally supported research and development efforts; to promote 
collaboration between commercial concerns and nonprofit organizations, including universities; 
to ensure that inventions made by nonprofit organizations and small business firms are used in a 
manner to promote free competition and enterprise without unduly encumbering future research 
and discovery; to promote the commercialization and public availability of inventions made in the 
United States by United States industry and labor; to ensure that the Government obtains sufficient 
rights in federally supported inventions to meet the needs of the Government and protect the 
public against nonuse or unreasonable use of inventions; and to minimize the costs of administering 
policies in this area.

http://www.law.cornell.edu/uscode/html/uscode35/usc_sup_01_35_10_II_20_18.html

Chapter 5: Conflicts of Interest
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8QLYHUVLWLHV�DUH�FXUUHQWO\�VWDUWLQJ�KXQGUHGV�RI�QHZ� 

EXVLQHVVHV�EDVHG�RQ�UHVHDUFKHUV·�LGHDV��6RPH�RI�WKHVH�

EXVLQHVVHV�ZLOO�JHQHUDWH�VLJQLÀFDQW�SURÀWV��KXQGUHGV�RI�

WKRXVDQGV�WR�PLOOLRQV�RI�GROODUV�HDFK�\HDU���,I�WKH�GLIIHUHQFH� 

EHWZHHQ�FRPPHUFLDO�VXFFHVV�DQG�IDLOXUH�UHVWV�RQ�RQH�NH\�

SXEOLFDWLRQ��WKH�SUHVVXUH�WR�SXW�WKH�EHVW�IDFH�RQ�WKDW� 

SXEOLFDWLRQ�FDQ�EH�FRQVLGHUDEOH�

)LQDQFLDO�FRQÁLFWV�DOVR�DULVH�IURP�WKH�HYHU�SUHVHQW�

SUHVVXUH�UHVHDUFKHUV�KDYH�WR�VHFXUH�IXQGV�WR�VXSSRUW�WKHLU�

UHVHDUFK��$�SULYDWH�VSRQVRU�PLJKW�ZLWKGUDZ�VXSSRUW�IURP�D�

SURMHFW�LI�LW�GRHV�QRW�SURGXFH�WKH�´ULJKWµ�UHVXOWV��6XFFHVV�LQ�

WKH�VWLII�FRPSHWLWLRQ�IRU�UHVHDUFK�JUDQWV�FDQ�UHVW�RQ�KDYLQJ�

WKH�´ULJKWµ�SUHOLPLQDU\�UHVXOWV��5HVHDUFK�LV�H[SHQVLYH�� 

IXQGLQJ�RIWHQ�LQ�VKRUW�VXSSO\��7KH�SUHVVXUH�VLPSO\�WR�

VXUYLYH��PXFK�OHVV�SURÀW�SHUVRQDOO\��FDQ�DQG�GRHV�FUHDWH�

ÀQDQFLDO�FRQÁLFWV�RI�LQWHUHVW�

Federal policies.�&RQFHUQV�DERXW�WKH�DFWXDO�RU�SRWHQWLDO�

DGYHUVH�HIIHFW�RI�ÀQDQFLDO�LQWHUHVWV�RQ�UHVHDUFK�SURPSWHG�

WKH�3XEOLF�+HDOWK�6HUYLFH��3+6��DQG�WKH�1DWLRQDO�6FLHQFH�

)RXQGDWLRQ��16)��WR�DGRSW�FRQÁLFW�RI�LQWHUHVW�SROLFLHV�LQ�WKH�

PLG�����·V��7KHVH�SROLFLHV�UHTXLUH�UHVHDUFK�LQVWLWXWLRQV�WR�

HVWDEOLVK�DGPLQLVWUDWLYH�SURFHGXUHV�IRU�

3 reporting significant conflicts before any research is 
undertaken;

3 managing, reducing, or eliminating significant financial 
conflicts of interest; and

3 providing subsequent information on how the conflicts were 
handled.

6LJQLÀFDQW�ÀQDQFLDO�FRQÁLFW�LV�GHÀQHG�DV�

3 additional earnings in excess of $10,000 a year, or

3 equity interests in excess of 5 percent in an entity that stands 
to benefit from the research.

7KH�ÀQDQFLDO�LQWHUHVWV�RI�DOO�LPPHGLDWH�IDPLO\�PHPEHUV�DUH�

LQFOXGHG�LQ�WKHVH�ÀJXUHV�
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State and local policies.�$OWKRXJK�WKH�)HGHUDO� 

UHTXLUHPHQWV�DSSO\�RQO\�WR�3+6��DQG�16)�IXQGHG�UHVHDUFK��

PDQ\�UHVHDUFK�LQVWLWXWLRQV�KDYH�DGRSWHG�JOREDO�SROLFLHV�

WKDW�DSSO\�WR�DOO�UHVHDUFKHUV��0DQ\�DOVR�XVH�GLIIHUHQW�YDOXHV�

IRU�GHÀQLQJ�VLJQLÀFDQW��WR�DV�ORZ�DV�DQ\�ÀQDQFLDO�LQWHUHVW��

5HVHDUFKHUV�WKHUHIRUH�VKRXOG�FKHFN�WKHLU�ORFDO�FRQÁLFW�RI�

LQWHUHVW�SROLF\�WR�ÀQG�RXW�ZKHQ�DQG�ZKDW�WKH\�DUH�UHTXLUHG�

WR�UHSRUW��7KH\�DOVR�QHHG�WR�NHHS�LQ�PLQG�WKDW�PDQ\�VWDWHV�

KDYH�WKHLU�RZQ�FRQÁLFW�RI�LQWHUHVW�SROLFLHV��ZKLFK�DSSO\�WR�

DOO�VWDWH�SDLG�HPSOR\HHV�

 

Department of Health and Human Services
Conflict of Interest Definitions
45 CFR 94.3

Significant Financial Interest means anything of monetary value, including but not limited 
to, salary or other payments for services (e.g., consulting fees or honoraria); equity interests 
(e.g., stocks, stock options or other ownership interests); and intellectual property rights (e.g., 
patents, copyrights and royalties from such rights). The term does not include:

(1) Salary, royalties, or other remuneration from the applicant institution;

(2) Any ownership interests in the institution, if the institution is an applicant under the 
SBIR program;

(3) Income from seminars, lectures, or teaching engagements sponsored by public or 
nonprofit entities;

(4) Income from service on advisory committees or review panels for public or nonprofit entities;

(5) An equity interest that when aggregated for the Investigator and the Investigator’s 
spouse and dependent children, meets both of the following tests: Does not exceed 
$10,000 in value as determined through reference to public prices or other reasonable 
measures of fair market value, and does not represent more than a five percent owner-
ship  interest in any single entity; or

(6) Salary, royalties or other payments that when aggregated for the investigator and the 
investigator’s spouse and dependent children over the next twelve months, are not 
reasonably expected to exceed $10,000.  

http://a257.g.akamaitech.net/7/257/2422/14mar20010800/edocket.access.gpo.gov/cfr_2002/octqtr/45cfr94.3.htm

L
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New England Journal of Medicine
Conflict of Interest Policy 
June 13, 2002

[B]eginning with this issue of the Journal, we have modified the statement in Information for 
Authors to read as follows: 

Because the essence of reviews and editorials is selection and interpretation of 
the literature, the Journal expects that authors of such articles will not have any 
significant financial interest in a company (or its competitor) that makes a product 
discussed in the article.

The addition of the word “significant” acknowledges that not all financial associations are 
the same. Some, such as the receipt of honorariums for occasional educational lectures 
sponsored by biomedical companies, may be appropriately viewed as minor and unlikely 
to influence an author’s judgment. Others, such as ownership of substantial equity in a 
company, are of greater concern. It is our intent to focus on the financial relationships that, 
in our judgment, could produce bias, or the perception of bias, in an article.

http://content.nejm.org/cgi/content/full/346/24/1901

 

AAMC Task Force Recommendations
Financial Conflicts of Interest in Clinical Research
(December 2001)

B. In the event of compelling circumstances, an individual holding significant financial 
interests in human subjects research may be permitted to conduct the research. Whether 
the circumstances are deemed compelling will depend in each case upon the nature of the 
science, the nature of the interest, how closely the interest is related to the research, and 
the degree to which the interest may be affected by the research….

C. Institutional policies should require full prior reporting of each covered individual’s 
significant financial interests that would reasonably appear to be affected by the 
individual’s research, updated reporting of any relevant change in financial circumstances, 
and review of any significant financial interests in a research project by the institution’s 
COI committee prior to final IRB approval of the research. COI committee findings and 
determinations should inform the IRB’s review of any research protocol or proposal, 
although the IRB may require additional safeguards or demand reduction or elimination of 
the financial interest….

http://www.aamc.org/research/coi/firstreport.pdf
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Professional societies and journal policies.  

$�QXPEHU�RI�SURIHVVLRQDO�VRFLHWLHV�KDYH�LVVXHG�UHSRUWV�

RU�PDGH��UHFRPPHQGDWLRQV�RQ�DSSURSULDWH�ZD\V�WR�KDQGOH�

FRQÁLFWV�RI�LQWHUHVW��6LPLODUO\��PRUH�DQG�PRUH�MRXUQDOV�QRZ�

UHTXLUH�UHVHDUFKHUV�WR�GLVFORVH�UHDO�RU�SRWHQWLDO�ÀQDQFLDO�

FRQÁLFWV��6RPHWLPHV�GLVFORVXUH�PXVW�EH�PDGH�WR�WKH�MRXUQDO�

HGLWRU��ZKR�GHFLGHV�ZKDW��LI�DQ\��DFWLRQ�LV�QHHGHG��6RPHWLPHV� 

GLVFORVXUHV�PXVW�EH�LQFOXGHG�LQ�WKH�SXEOLFDWLRQ�LWVHOI��%HIRUH�

VXEPLWWLQJ�DQ�DUWLFOH�WR�D�MRXUQDO�IRU�SXEOLFDWLRQ��UHVHDUFKHUV�

VKRXOG�FDUHIXOO\�FKHFN�DQG�PDNH�VXUH�WKH\�KDYH�IROORZHG�

WKDW�SXEOLFDWLRQ·V�FRQÁLFW�RI�LQWHUHVW�SROLFLHV�

5b. Conflicts of commitment

&RQÁLFWV�RI�FRPPLWPHQW�DULVH�IURP�VLWXDWLRQV�WKDW�SODFH�

FRPSHWLQJ�GHPDQGV�RQ�UHVHDUFKHUV·�WLPH�DQG�OR\DOWLHV��$W�

DQ\�WLPH��D�UHVHDUFKHU�PLJKW�EH�

3 working on one or more funded projects;

3 preparing to submit a request for a new project;

3 teaching and advising students;

3 attending professional meetings and giving lectures;

3 serving as a peer reviewer;

3 sitting on advisory boards; or

3 working as a paid consultant, officer, or employee in a private 
company.

(DFK�RI�WKHVH�DFWLYLWLHV�UHTXLUHV�WLPH�DQG�PDNHV�GHPDQGV�

RQ�D�UHVHDUFKHU·V�LQVWLWXWLRQDO�FRPPLWPHQWV��&DUH�QHHGV� 

WR�EH�WDNHQ�WR�DVVXUH�WKDW�WKHVH�FRPPLWPHQWV�GR�QRW� 

LQDSSURSULDWHO\�LQWHUIHUH�ZLWK�RQH�DQRWKHU�

Allocation of time.�5HVHDUFKHUV�PXVW�EH�FDUHIXO�WR�

IROORZ�UXOHV�IRU�WKH�DOORFDWLRQ�RI�WLPH��)HGHUDOO\�IXQGHG�

UHVHDUFKHUV�PXVW�IROORZ�WKH�UXOHV�IRU�FRVW�DFFRXQWLQJ� 

SXEOLVKHG�E\�WKH�2IÀFH�RI�0DQDJHPHQW�DQG�%XGJHW�

LQ�D�GRFXPHQW�NQRZQ�DV�Circular A-21��0RVW�UHVHDUFK�

L
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�LQVWLWXWLRQV�DOVR�KDYH�UXOHV�IRU�KRZ�UHVHDUFKHUV�VSHQG�WKHLU�

WLPH��SDUWLFXODUO\�WLPH�VHUYLQJ�DV�SDLG�FRQVXOWDQWV��JLYLQJ�SDLG�

OHFWXUHV��RU�ZRUNLQJ�DV�DQ�HPSOR\HH�LQ�D�SULYDWH�FRPSDQ\��

$W�D�PLQLPXP��WKHVH�UXOHV�UHTXLUH�WKDW�UHVHDUFKHUV�

3 honor time commitments they have made, such as devoting a 
specified percentage of time to a grant or contract;

3 refrain from charging two sources of funding for the same 
time; and

3 seek advice if they are unsure whether a particular 
commitment of time is allowed under an institution’s or the 
Federal Government’s policies.

$OWKRXJK�UHVHDUFKHUV�ZLOO�IUHTXHQWO\�ZRUN�RQ�VHYHUDO�

SURMHFWV�DW�WKH�VDPH�WLPH��LQ�WKH�ÀQDO�DQDO\VLV�SULPDU\�

ZRUN�REOLJDWLRQV�PXVW�EH�PHW��,Q�DGGLWLRQ��WKH�WLPH�GHYRWHG�

WR�RQH�SURMHFW�RUGLQDULO\�FDQQRW�EH�ELOOHG�WR�DQRWKHU�

Relationships with students.�$FDGHPLF�UHVHDUFKHUV�

LQYROYHG�LQ�VWDUW�XS�YHQWXUHV�RIWHQ�KDYH�RSSRUWXQLWLHV�WR�

KLUH�VWXGHQWV��7KLV�SXWV�WKHP�LQ�D�VLWXDWLRQ�ZKHUH�WKH\�FDQ�

KLUH�WKHLU�RZQ�VWXGHQWV��$V�PHQWRUV��WKH\�KDYH�D�SULPDU\�

REOLJDWLRQ�WR�KHOS�VWXGHQWV�GHYHORS�LQWR�LQGHSHQGHQW�

UHVHDUFKHUV��$V�KHDGV�RI�VWDUW�XS�FRPSDQLHV��WKHLU�SULPDU\�

REOLJDWLRQ�LV�WR�VHH�SURPLVLQJ�LGHDV�FRPPHUFLDOL]HG��:KLOH�

WKH�WZR�UHVSRQVLELOLWLHV�FDQ�FRPSOHPHQW�RQH�DQRWKHU��WKH\�

FDQ�DOVR�EH�LQ�FRQÁLFW��6KRXOG�DQ�LQGLYLGXDO�ZKR�LV�ERWK�WKH�

UHVHDUFKHU·V�VWXGHQW�DQG�HPSOR\HH�EH�DGYLVHG�WR�GHYHORS�

D�SURPLVLQJ�LGHD�WKDW�FRXOG�OHDG�WR�DQ�LQGHSHQGHQW�FDUHHU�

RU�WR�ZRUN�RQ�D�PRUH�URXWLQH�SUREOHP�WKDW�ZLOO�EHQHÀW�WKH�

VWDUW�XS�FRPSDQ\"�6LWXDWLRQV�VXFK�DV�WKHVH�FUHDWH�FRQÁLFWV�

DQG�VKRXOG�EH�DYRLGHG�RU�DSSURSULDWHO\�PDQDJHG�

Use of resources.�(TXLSPHQW�DQG�VXSSOLHV�SXUFKDVHG�

ZLWK�SXEOLF�IXQGV�FDQ�HDVLO\�EH�XVHG�WR�DGYDQFH�SULYDWH�

UHVHDUFK�LQWHUHVWV��:KLOH�WKLV�PLJKW�VHHP�OLNH�D�KDUPOHVV�

SUDFWLFH��SDUWLFXODUO\�LI�WKH�HTXLSPHQW�LV�QRW�LQ�FRQVWDQW�

XVH��XQOHVV�D�UHVHDUFKHU�KDV�SHUPLVVLRQ�WR�XVH�WKH� 

HTXLSPHQW�WR�VXSSRUW�SULYDWH�UHVHDUFK��WKLV�SUDFWLFH�LV�QRW�

L
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DSSURSULDWH��7KH�HTXLSPHQW�FDQ�EH�XVHG�IRU�RWKHU�XQLYHUVLW\�

ZRUN�VLQFH�WKLV�LV�DOORZHG�E\�WKH�JRYHUQPHQW��%XW�LW�FDQQRW�

EH�XVHG�IRU�D�SHUVRQDO�SURMHFW�ZLWKRXW�SHUPLVVLRQ��,W�DOVR�

FDQQRW�EH�XVHG�IRU�UHVHDUFK�WKDW�LV�H[SOLFLWO\�SURKLELWHG�E\�

WKH�)HGHUDO�JRYHUQPHQW��VXFK�DV�VWHP�FHOO�UHVHDUFK�XVLQJ�

OLQHV�QRW�DXWKRUL]HG�E\�WKH�3UHVLGHQW·V�SROLF\�

'LVFORVXUH�RI�DIÀOLDWLRQV��,W�LV�ZLGHO\�DJUHHG�WKDW�

RXWVLGH�DIÀOLDWLRQV�WKDW�FUHDWH�FRQÁLFWV�RI�LQWHUHVW�VKRXOG�

EH�OLVWHG�RQ�DFDGHPLF�SXEOLFDWLRQV��EXW�VKRXOG�UHVHDUFKHUV�

OLVW�WKHLU�DFDGHPLF�DIÀOLDWLRQV�RQ�RWKHU�SXEOLFDWLRQV"�$V�

SUHVLGHQW�RU�&(2�RI�D�QHZ�FRPSDQ\��LV�LW�DSSURSULDWH�IRU�

D�UHVHDUFKHU�WR�DOVR�QRWH�LQ�WKH�HQG�RI�WKH�\HDU�ÀQDQFLDO�

UHSRUW�WKDW�VKH�RU�KH�LV�DOVR�D�IXOO�SURIHVVRU�DW�D�SUHVWLJLRXV�

XQLYHUVLW\"�6KRXOG�UHVHDUFKHUV�ZKR�VHUYH�RQ�SULYDWH�ERDUGV�

OLVW�WKHLU�DFDGHPLF�DIÀOLDWLRQ"�5HVHDUFKHUV�PXVW�EH�FDUHIXO�

WR�VHSDUDWH�WKHLU�DFDGHPLF�RU�LQVWLWXWLRQDO�ZRUN�IURP�WKHLU�

 

Stanford University
Conflict of Commitment Policy

1. Outside consulting privileges are not normally available to Academic Staff. They may 
consult only with permission, as noted below. Under no circumstances may any Academic 
Staff member’s outside consulting work exceed the limits imposed by the faculty consulting 
policy, i.e., 13 days per calendar quarter (that is, one day in seven) on a full-time 
equivalent basis…. Academic Staff may not use University resources, including facilities, 
personnel, equipment, or confidential information, except in a purely incidental way, as 
part of any outside consulting activities nor for any other purposes that are unrelated to 
the mission of the University.

2. Academic Staff must maintain a significant presence on campus (main or overseas) 
throughout each quarter in which they are employed by Stanford, consistent with the 
scope of their appointment.

3. Academic Staff must not allow other professional activities to detract from their primary 
allegiance to Stanford. For example, Academic Staff employed on a full-time basis must 
not have significant outside managerial responsibilities nor act as a principal investigator 
on sponsored projects that could be conducted at Stanford University but instead are 
submitted and managed through another institution.

http://www.stanford.edu/dept/DoR/rph/4-4.html

L
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SULYDWH�ZRUN��,Q�SDUWLFXODU��WKH\�VKRXOG�QRW�LQDSSURSULDWHO\�

XVH�WKHLU�LQVWLWXWLRQDO�UHVHDUFK�DIÀOLDWLRQ�WR�DGYDQFH�WKHLU�

SULYDWH�LQWHUHVWV�E\�LPSO\LQJ��IRU�H[DPSOH��WKDW�SULYDWH�ZRUN�

KDV�WKH�VXSSRUW�RI�WKHLU�UHVHDUFK�LQVWLWXWLRQ�LI�LW�GRHV�QRW�

Representing outside entities.�7KH�UHVXOWV�UHVHDUFKHUV� 

FRPPHUFLDOL]H�LQ�SULYDWH�YHQWXUHV��VXFK�DV�GUXJV�XVHG�

LQ�D�XQLYHUVLW\�KRVSLWDO��D�VRIWZDUH�SURJUDP�XVHG�LQ�DQ�

DFFRXQWLQJ�RIÀFH��RU�D�FRQVXOWDWLRQ�VHUYLFH�IRU�HPSOR\HHV��

PLJKW�EH�XVHG�E\�WKHLU�SULPDU\�HPSOR\HU��,Q�WKHVH�FDVHV��

WKH�UHVHDUFKHU�FRXOG�EH�WKH�UHVLGHQW�H[SHUW�RQ�WKH�JRRGV�DQG�

VHUYLFHV�LQ�TXHVWLRQ��(DFK�HPSOR\HU�LQ�WKLV�FDVH�SUHVXPDEO\�

ZDQWV�WKH�EHVW�GHDO�RQ�WKH�JRRGV�DQG�VHUYLFHV��ZKHUHDV�WKH�

UHVHDUFKHU�LV�DOVR�LQWHUHVWHG�LQ�SHUVRQDO�SURÀWV��FUHDWLQJ�D�

FRQÁLFW�RI�FRPPLWPHQW�

6LQFH�WKH�VLWXDWLRQV�GHVFULEHG�DERYH�DUH�RIWHQ�QRW� 

VXEMHFW�WR�VSHFLÀF�SROLFLHV�RU�JXLGDQFH��MXGJPHQWV�DERXW�

UHVSRQVLEOH�FRQGXFW�RIWHQ�UHVW�ZLWK�WKH�UHVHDUFKHU��,Q�PDNLQJ�

MXGJPHQWV�DERXW�WKH�EHVW�ZD\�WR�GHDO�ZLWK�LQVWLWXWLRQDO�

FRQÁLFWV��LW�LV�KHOSIXO�WR�WDNH�LQWR�FRQVLGHUDWLRQ�

3 how others will view your commitments and

3 the judgment of someone who has no stake in the outcome.

,Q�DGGLWLRQ��LW�LV�DOZD\V�D�JRRG�LGHD��HYHQ�LI�LW�LV�QRW 

UHTXLUHG��WR�VHHN�DGYLFH�IURP�DQ�LQVWLWXWLRQDO�RIÀFLDO�

5c. Personal and intellectual conflicts

5HVHDUFKHUV�DUH�DOVR�H[SHFWHG�WR�DYRLG�ELDV�LQ�SURSRVLQJ��

FRQGXFWLQJ��UHSRUWLQJ��DQG�UHYLHZLQJ�UHVHDUFK��7KH\�

WKHUHIRUH�VKRXOG�EH�FDUHIXO�WR�DYRLG�PDNLQJ�MXGJPHQWV�RU�

SUHVHQWLQJ�FRQFOXVLRQV�EDVHG�VROHO\�RQ�SHUVRQDO�RSLQLRQ�RU�

DIÀOLDWLRQV�UDWKHU�WKDQ�RQ�VFLHQWLÀF�HYLGHQFH�

3HUVRQDO�FRQÁLFWV�DUH�XVXDOO\�WKH�HDVLHVW�WR�LGHQWLI\�

DQG�UHVROYH��5HVHDUFKHUV�JHQHUDOO\�VKRXOG�QRW�VHUYH�DV�

UHYLHZHUV�IRU�JUDQWV�DQG�SXEOLFDWLRQV�VXEPLWWHG�E\�FORVH�

FROOHDJXHV�DQG�VWXGHQWV��7KHLU�SUHVXPHG�interest�LQ�VHHLQJ�

L
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Federal Advisory Committee Act
Public Disclosure Requirements Applicable to the 
National Academy of Sciences
January 5, 1997

The Academy shall determine and provide public notice of the names and brief biographies of 
individuals that the Academy appoints or intends to appoint to serve on the committee. The 
Academy shall determine and provide a reasonable opportunity for the public to comment on 
such appointments before they are made or, if the Academy determines such prior comment 
is not practicable, in the period immediately following the appointments. The Academy shall 
make its best efforts to ensure that (A) no individual appointed to serve on the committee has 
a conflict of interest that is relevant to the functions to be performed, unless such conflict is 
promptly and publicly disclosed and the Academy determines that the conflict is unavoidable, (B)  
the committee membership is fairly balanced as determined by the Academy to be appropriate 
for the functions to be performed, and (C) the final report of the Academy will be the result 
of the Academy’s independent judgment. The Academy shall require that individuals that the 
Academy appoints or intends to appoint to serve on the committee inform the Academy of the 
individual’s conflicts of interest that are relevant to the functions to be performed.

http://www.nasonline.org/site/PageServer?pagename=ABOUT_FACA

WKHLU�FROOHDJXHV�DQG�VWXGHQWV�VXFFHHG�FRXOG�FRQÁLFW�ZLWK�

WKHLU�REOLJDWLRQ�WR�PDNHV�MXGJPHQWV�EDVHG�VROHO\�RQ�WKH�

HYLGHQFH�DW�KDQG��0RVW�JUDQWLQJ�DJHQFLHV�UHTXLUH�UHYLHZHUV 

WR�GLVFORVH�FRQÁLFWV�RI�LQWHUHVW��LQFOXGLQJ�SHUVRQDO�FRQÁLFWV��

DV�D�FRQGLWLRQ�RI�VHUYLFH�

,QWHOOHFWXDO�FRQÁLFWV�DUH�PRUH�GLIÀFXOW�WR�LGHQWLI\��EXW�DUH�

QRQHWKHOHVV�LPSRUWDQW��,I�D�UHVHDUFKHU�KROGV�VWURQJ�SHUVRQDO�

YLHZV�RQ�WKH�LPSRUWDQFH�RI�D�SDUWLFXODU�DUHD�RI�UHVHDUFK�

RU�VHW�RI�UHVHDUFK�ÀQGLQJV��WKRVH�YLHZV�VKRXOG�EH�GLVFORVHG�

VR�WKDW�RWKHUV�FDQ�WDNH�WKHP�LQWR�FRQVLGHUDWLRQ�ZKHQ�

MXGJLQJ�WKH�UHVHDUFKHU·V�VWDWHPHQWV��7KH�VDPH�LV�WUXH�RI�

VWURQJ�PRUDO�FRQYLFWLRQV�WKDW�FRXOG�LQÁXHQFH�D�UHVHDUFKHU·V�

VFLHQWLÀF�RSLQLRQV��7KLV�LV�SDUWLFXODUO\�WUXH�ZKHQ�UHVHDUFKHUV�

VHUYH�DV�H[SHUW�ZLWQHVVHV�RU�DGYLVRUV��,W�LV�IRU�SUHFLVHO\�WKLV�

UHDVRQ�WKDW�WKH�1DWLRQDO�$FDGHP\�RI�6FLHQFHV��ZKLFK�KDV�

SURYLGHG�HVVHQWLDO�VFLHQFH�DGYLFH�WR�WKH�)HGHUDO�*RYHUQPHQW�

VLQFH�WKH�&LYLO�:DU��FDUHIXOO\�FRQVLGHUV�DOO�FRQÁLFWV�RI� 

LQWHUHVW�ZKHQ�LW�VHWV�XS�DGYLVRU\�SDQHOV��VHH�ER[��EHORZ��

Chapter 5: Conflicts of Interest
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5d. Reporting and managing significant conflicts

,I�D�UHVHDUFKHU�KDV�D�VLJQLÀFDQW�FRQÁLFW�RI�LQWHUHVW��DV�

GHÀQHG�E\�)HGHUDO��VWDWH��LQVWLWXWLRQDO��MRXUQDO��RU�RWKHU�

SROLFLHV��LW�PXVW�EH�UHSRUWHG�DQG�PDQDJHG�RU�HOLPLQDWHG��

´0DQDJLQJµ�D�FRQÁLFW�PHDQV�ÀQGLQJ�D�ZD\�WR�DVVXUH�WKDW�

WKH�LQWHUHVWV�GR�QRW�DGYHUVHO\�LQÁXHQFH�WKH�UHVHDUFK��6RPH�

RSWLRQV�IRU�PDQDJLQJ�FRQÁLFWV�RI�LQWHUHVW�LQFOXGH�

3 requiring full disclosure of all interests so that others are 
aware of potential conflicts and can act accordingly;

3 monitoring the research or checking research results for 
accuracy and objectivity; or

3 removing the person with the conflict from crucial steps in 
the research process, such as the interpretation of data or 
participating in a particular review decision.

7KHVH�DQG�RWKHU�RSWLRQV�DUH�HLWKHU�ZRUNHG�RXW�E\�D�FRQÁLFW�

RI�LQWHUHVW�UHYLHZ�FRPPLWWHH�RU�DQ�DGPLQLVWUDWRU�FKDUJHG�

ZLWK�RYHUVHHLQJ�FRQÁLFWV�RI�LQWHUHVW�

,I�WKH�FRQÁLFWV�FDQQRW�EH�PDQDJHG�DQG�FRXOG�KDYH�DQ� 

DGYHUVH�LPSDFW�RQ�WKH�UHVHDUFK��WKHQ�WKH\�PXVW�EH� 

HOLPLQDWHG��E\�GLYHVWLQJ�HTXLW\��UHGXFLQJ�WKH�LQFRPH�

UHFHLYHG�IURP�WKH�UHVHDUFK��DVVLJQLQJ�VXSHUYLVRU\� 

UHVSRQVLELOLWLHV�WR�VRPHRQH�HOVH��VWHSSLQJ�RXW�RI�WKH�URRP�

ZKHQ�D�SDUWLFXODU�SURSRVDO�LV�GLVFXVVHG��RU�VRPH�RWKHU�DFWLRQ�

)LQDOO\��LW�LV�LPSRUWDQW�WR�QRWH�WKDW�UHVHDUFK�DGPLQLV�

WUDWRUV��IXQGLQJ�DJHQFLHV��MRXUQDO�HGLWRUV��DQG�FRQÁLFW�RI�

LQWHUHVW�FRPPLWWHHV��QRW�WKH�UHVHDUFKHU��VKRXOG�PDNH�ÀQDO�

GHFLVLRQV�DERXW�WKH�PDQDJHPHQW�RI�FRQÁLFWV�RI�LQWHUHVW��7KLV�

SURWHFWV�WKH�UHVHDUFKHU�IURP�FKDUJHV�RI�DFWLQJ�LQ�KHU�RU�KLV�

RZQ�LQWHUHVW�DQG�KHOSV�DVVXUH�WKDW�WKH�PRVW�UHVSRQVLEOH�

GHFLVLRQV�DUH�PDGH�

L
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Questions for discussion

   1  Is $10,000 or a 5 percent equity stake an appropriate level  
for raising concerns about possible conflicts of interest or  
should other values be used?

   
2  Should researchers be allowed/encouraged to profit personally 

from their research apart from their normal compensation?

   3  What are appropriate mechanisms for managing financial conflicts 

of interest?

   4  What are appropriate mechanisms for protecting students  
from a mentor’s conflict of commitment?

   5  What are appropriate mechanisms for managing intellectual  
and personal conflicts of interest?

Chapter 5: Conflicts of Interest
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Resources

Policies, Reports, and Policy Statements

$VVRFLDWLRQ�RI�$PHULFDQ�0HGLFDO�&ROOHJHV��Guidelines for Dealing 
ZLWK�)DFXOW\�&RQÁLFWV�RI�&RPPLWPHQW�DQG�&RQÁLFWV�RI�,QWHUHVW�LQ�
Research��:DVKLQJWRQ��'&��$$0&���������DYDLODEOH�DW�� 
KWWS���ZZZ�LLW�HGX�GHSDUWPHQWV�FVHS�FRGHV�FRH�DVVRF�DPHU�PHGLFDO�
FROOHJHV�JXLGHOLQHV�KWPO�

BBBBB���Protecting Subjects, Preserving Trust, Promoting Progress II: 
Principles and Recommendations for Oversight of an Institution’s 
Financial Interests in Human Subjects Research��:DVKLQJWRQ��
'&��$$0&���������DYDLODEOH�DW��KWWS���ZZZ�DDPF�RUJ�UHVHDUFK�FRL�
VWDUW�KWP�

$VVRFLDWLRQ�RI�$PHULFDQ�0HGLFDO�&ROOHJHV��7DVN�)RUFH�RQ�)LQDQFLDO�
&RQÁLFWV�RI�,QWHUHVW�LQ�&OLQLFDO�5HVHDUFK��Protecting Subjects, 
Preserving Trust, Promoting Progress–Policy and Guidelines for 
Oversight of Individual Financial Interests in Human Subjects 
Research��:DVKLQJWRQ��'&��$$0&���������DYDLODEOH�DW���KWWS���
ZZZ�DDPF�RUJ�UHVHDUFK�FRL�VWDUW�KWP�

$VVRFLDWLRQ�RI�$PHULFDQ�8QLYHUVLWLHV��Report on Individual and 
,QVWLWXWLRQDO�)LQDQFLDO�&RQÁLFW�RI�,QWHUHVW��:DVKLQJWRQ��'&��$$8��
�������DYDLODEOH�DW��KWWS���ZZZ�DDX�HGX�UHVHDUFK�&2,����SGI�

&RXQFLO�RQ�*RYHUQPHQW�5HODWLRQV��Recognizing and Managing 
3HUVRQDO�&RQÁLFWV�RI�,QWHUHVW��:DVKLQJWRQ��'&��&2*5��������
�DYDLODEOH�DW��KWWS���ZZZ�FRJU�HGX�GRFV�&2,)LQDO�SGI�

'HSDUWPHQW�RI�+HDOWK�DQG�+XPDQ�6HUYLFHV��Final Guidance 
Document: Financial Relationships and Interests in Research 
Involving Human Subjects: Guidance for Human Subject 
Protection��:DVKLQJWRQ��'&��++6���������DYDLODEOH�DW��KWWS���ZZZ�
KKV�JRY�RKUS�KXPDQVXEMHFWV�ÀQUHOWQ�IJXLG�SGI�

'UD]HQ��-0��&XUIPDQ��*'��´)LQDQFLDO�$VVRFLDWLRQV�RI�$XWKRUV�µ� 
The New England Journal of Medicine����������������������������
�DYDLODEOH�DW��KWWS���FRQWHQW�QHMP�RUJ�FJL�FRQWHQW�IXOO��������������

)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ��Guidance: Financial Disclosure by 
Clinical Investigators��:DVKLQJWRQ��'&��)'$���������DYDLODEOH�DW��
KWWS���ZZZ�IGD�JRY�RF�JXLGDQFH�ÀQDQFLDOGLV�KWPO�

,QVWLWXWH�RI�0HGLFLQH��1DWLRQDO�$FDGHPLHV�RI�6FLHQFH��Study Conduct��
%LDV�DQG�&RQÁLFW�RI�,QWHUHVW��:DVKLQJWRQ��'&��,20��QG� 
�DYDLODEOH�DW��KWWS���ZZZ�LRP�HGX�VXESDJH�DVS"LG ������'�

1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��´2EMHFWLYLW\�LQ�5HVHDUFK�µ�Federal 
Register�������������������������������DYDLODEOH�DW�� 
KWWS���JUDQWV��QLK�JRY�JUDQWV�JXLGH�QRWLFH�ÀOHV�QRW�������KWPO�

1DWLRQDO�6FLHQFH�)RXQGDWLRQ��´,QYHVWLJDWRU�)LQDQFLDO�'LVFORVXUH�
3ROLF\�µ�Federal Register�������������������������DYDLODEOH�DW�� 
KWWS���ZZZ�QVI�JRY�SXEV�VWLV�����LLQ����LLQ����W[W�

2IÀFH�RI�0DQDJHPHQW�DQG�%XGJHW��Circular A-21��:DVKLQJWRQ��
'&��20%���������DYDLODEOH�DW��KWWS���ZZZ�ZKLWHKRXVH�JRY�RPE�
FLUFXODUV�D����D����KWPO�
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8QLWHG�6WDWHV��&RQJUHVV�����WK�&RQJUHVV��)LUVW�6HVVLRQ��Federal 
Advisory Committee Act Amendments of 1997��3/�����������������
�DYDLODEOH�DW��KWWS���ZZZ�QDVRQOLQH�RUJ�VLWH�3DJH6HUYHU"SDJHQDP
H $%287B)$&$�

General Information Web Sites

$VVRFLDWLRQ�RI�$PHULFDQ�8QLYHUVLWLHV��&RQÁLFW�RI�,QWHUHVW�DQG� 
Misconduct��KWWS���ZZZ�DDX�HGX�UHVHDUFK�FRQÁLFW�FIP

$VVRFLDWLRQ�RI�8QLYHUVLW\�7HFKQRORJ\�0DQDJHUV��Home Page�� 
KWWS���ZZZ�DXWP�QHW�LQGH[BLH�KWPO

1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��2IÀFH�RI�([WUDPXUDO�5HVHDUFK�� 
&RQÁLFW�RI�,QWHUHVW��KWWS���JUDQWV��QLK�JRY�JUDQWV�SROLF\�FRL�

Additional Reading

%R\G��($��%HUR��/$��´$VVHVVLQJ�)DFXOW\�)LQDQFLDO�5HODWLRQVKLSV�
:LWK�,QGXVWU\��$�&DVH�6WXG\�µ�Journal of the American Medical 
Association�����������������������

&DPSEHOO��7,'��´8QGHUVWDQGLQJ�WKH�3RWHQWLDO�IRU�0LVFRQGXFW�LQ�
8QLYHUVLW\�LQGXVWU\�5HODWLRQVKLSV��$Q�(PSLULFDO�6WXG\�µ�,Q�
Perspectives on Scholarly Misconduct in the Sciences��HGLWHG�E\�
-RKQ�0��%UD[WRQ�����������&ROXPEXV��2+��2KLR�6WDWH�8QLYHUVLW\�
3UHVV�������

&KR��0.��6KRKDUD��5��6FKLVVHO��$��5HQQLH��'��´3ROLFLHV�RQ�)DFXOW\�
&RQÁLFWV�RI�,QWHUHVW�DW�86�8QLYHUVLWLHV�µ�Journal of the American 
Medical Association�����������������������

-HIIHUVRQ��7��6PLWK��5��<HH��<��'UXPPRQG��0��3UDWW��0��*DOH��5��
´(YDOXDWLQJ�WKH�%0-�*XLGHOLQHV�IRU�(FRQRPLF�6XEPLVVLRQV��
3URVSHFWLYH�$XGLW�RI�(FRQRPLF�6XEPLVVLRQV�WR�%0-�DQG�7KH�
/DQFHW�µ�Journal of the American Medical Association��������
����������������

1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��)LQDQFLDO�&RQÁLFW�RI�,QWHUHVW�DQG�
Research Objectivity: Issues for Investigators and Institutional 
Review Boards��:DVKLQJWRQ��'&��1,+���������DYDLODEOH�DW��KWWS���
JUDQWV��QLK�JRY�JUDQWV�JXLGH�QRWLFH�ÀOHV�127�2'��������KWPO�

6KDPRR��$(��´5ROH�RI�&RQÁLFW�RI�,QWHUHVW�LQ�6FLHQWLÀF�2EMHFWLYLW\��
$�&DVH�RI�D�1REHO�3UL]H�:RUN�µ�Accountability in Research������
��������������

8QLWHG�6WDWHV��&RQJUHVV��+RXVH��&RPPLWWHH�RQ�*RYHUQPHQW�
2SHUDWLRQV��+XPDQ�5HVRXUFHV�DQG�,QWHUJRYHUQPHQWDO�5HODWLRQV�
6XEFRPPLWWHH��Federal Response to Misconduct in Science, Are 
&RQÁLFWV�RI�,QWHUHVW�+D]DUGRXV�WR�RXU�+HDOWK"��+HDULQJ�EHIRUH�D�
Subcommittee of the Committee on Government Operations, House 
of Representatives, One Hundredth Congress, second session, 
September 29, 1988��:DVKLQJWRQ��8�6��*�3�2��������

Chapter 5: Conflicts of Interest



Part III.



&RQGXFWLQJ�
5HVHDUFK



84

ORI Introduction to the Responsible Conduct of Research

3DUW�,,,� &RQGXFWLQJ�
5HVHDUFK

21&(�3/$11,1*�,6�&203/(7(��5(6($5&+(56�&$1 

ÀQDOO\�JHW�RQ�ZLWK�WKH�ZRUN�WKH\�SUHVXPDEO\�

HQMR\�PRVW³FRQGXFWLQJ�UHVHDUFK��7KLV�LV�ZKHQ�

K\SRWKHVHV�DQG�QHZ�WHFKQLTXHV�DUH�

ÀQDOO\�WHVWHG��ZKHQ�HIIRUWV�JHW�

XQGHUZD\�WR�VROYH�SUREOHPV�DQG�

SXW�QHZ�LQIRUPDWLRQ�WR�XVH��$W�WKLV�VWDJH�LQ�

DQ\�UHVHDUFK�SURMHFW��WKUHH�DGGLWLRQDO�DUHDV 

RI�UHVSRQVLELOLW\�EHFRPH�LPSRUWDQW�
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Chapter 6, Data Management Practices��GLVFXVVHV�KRZ�

UHVHDUFKHUV�VKRXOG�FROOHFW��VWRUH��SURWHFW��DQG�VKDUH�GDWD��

PLQGIXO�RI�WKH�QHHG�WR�PDLQWDLQ�LWV�LQWHJULW\��YDOLGLW\��DQG�

DFFXUDF\��2ZQHUVKLS�LVVXHV�PXVW�EH�FRQVLGHUHG��6RPH� 

GDWD�PXVW�EH�VKDUHG�ZLWK�FROOHDJXHV��RWKHU�GDWD�PXVW�

EH�SURWHFWHG�IURP�XQDSSURYHG�XVH��6RPH�GDWD�PXVW�EH�

SUHVHUYHG�IRU�VSHFLÀHG�SHULRGV�RI�WLPH��VRPH�GHVWUR\HG�WR�

SURWHFW�FRQÀGHQWLDOLW\�

Chapter 7, Mentor and Trainee  Responsibilities,�FRYHUV�

WKH�UROH�RI�WKH�UHVHDUFKHU�DV�WHDFKHU��7KH�FRQWLQXHG�JURZWK�

RI�UHVHDUFK�LQ�DOO�ÀHOGV�LV�YLWDOO\�GHSHQGHQW�XSRQ�D�FRQVWDQW�

VXSSO\�RI�ZHOO�WUDLQHG�UHVHDUFKHUV��1HZ�UHVHDUFKHUV�OHDUQ�

PDQ\�RI�WKH�WHFKQLTXHV�RI�WKHLU�SURIHVVLRQ�DV�WKH\�ZRUN� 

VLGH�E\�VLGH�ZLWK�HVWDEOLVKHG�UHVHDUFKHUV��(VWDEOLVKHG�

UHVHDUFKHUV�WKHUHIRUH�VKRXOG�WDNH�WKHLU�UHVSRQVLELOLWLHV�DV�

PHQWRUV�VHULRXVO\�

Chapter 8, Collaborative Research,�H[SORUHV�VSHFLDO�

UHVSRQVLELOLWLHV�WKDW�DULVH�ZKHQ�UHVHDUFKHUV�ZRUN�ZLWK�

FROOHDJXHV��ZKHWKHU�LQ�WKHLU�RZQ�GLVFLSOLQH�RU�LQ�RWKHU�

GLVFLSOLQHV��DW�RWKHU�LQVWLWXWLRQV��DQG�LQ�RWKHU�FRXQWULHV��

:KHQ�FROODERUDWLQJ�ZLWK�FROOHDJXHV��KRZ�VKRXOG�LQWHOOHFWXDO�

SURSHUW\�DJUHHPHQWV�EH�ZRUNHG�RXW"�:KLFK�FRXQWU\�RU�

LQVWLWXWLRQ·V�UHVHDUFK�SROLFLHV�VKRXOG�EH�IROORZHG"�+RZ�VKRXOG�

SURMHFW�IXQGV�DQG�SURMHFW�UHVSRQVLELOLWLHV�EH�PDQDJHG"

Part III: Conducting Research
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Case Study

Dr. Marion W. long ago learned that good data management practices are essential to 
responsible research. She therefore carefully supervises the work of her assistants and 

students, checking notebooks, backing up computer files, and from time to time verifing results 
for herself. 

As she is wrapping up work on one project before starting another, the technology transfer 
officer at her university calls. A graduate student who previously worked in her laboratory has 
moved to another university and filed a patent for work that may have been done in Dr. W.’s 
laboratory on her research funds? If this is the case, the graduate student may not be able to 
lay claim to the patent.

What records will Dr. W. need to prove that the work was done in her laboratory?

Who owns and controls the data collected in her laboratory? 

Do computer records pose any unique problems in this case?

6. Data Management Practices

R HVHDUFKHUV�VSHQG�PXFK�RI�WKHLU�WLPH�FROOHFWLQJ�GDWD��

'DWD�DUH�XVHG�WR�FRQÀUP�RU�UHMHFW�K\SRWKHVHV��WR�LGHQWLI\�

QHZ�DUHDV�RI�LQYHVWLJDWLRQ��WR�JXLGH�WKH�GHYHORSPHQW� 

RI�QHZ�LQYHVWLJDWLYH�WHFKQLTXHV��DQG�PRUH��:H�ODXQFK�

VSDFH�SUREHV�WR�FROOHFW�GDWD�WKDW�KHOS�XV�XQGHUVWDQG�WKH�

RULJLQV�RI�WKH�XQLYHUVH�DQG�XVH�JHQH�GDWDEDVHV�DV�WRROV�IRU�

XQGHUVWDQGLQJ�DQG�FXULQJ�GLVHDVH��6FLHQFH�DV�ZH�NQRZ�DQG�

SUDFWLFH�LW�WRGD\�FDQQRW�H[LVW�ZLWKRXW�GDWD�

'DWD�PDQDJHPHQW�SUDFWLFHV�DUH�EHFRPLQJ�LQFUHDVLQJO\�

FRPSOH[�DQG�VKRXOG�EH�DGGUHVVHG�EHIRUH�DQ\�GDWD�DUH�FRO�

OHFWHG�E\�WDNLQJ�LQWR�FRQVLGHUDWLRQ�IRXU�LPSRUWDQW�LVVXHV�

3 ownership,

3 collection,

3 storage, and

3 sharing.

7KH�LQWHJULW\�RI�GDWD�DQG��E\�LPSOLFDWLRQ��WKH�XVHIXOQHVV�RI�

WKH�UHVHDUFK�LW�VXSSRUWV��GHSHQGV�RQ�FDUHIXO�DWWHQWLRQ�WR�

GHWDLO��IURP�LQLWLDO�SODQQLQJ�WKURXJK�ÀQDO�SXEOLFDWLRQ�

Chapter 6: Data Management Practices
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6a. Data ownership

5HVHDUFK�SURGXFHV�GDWD��$V�D�SURGXFW��FRPPRQ�VHQVH�PLJKW�

VXJJHVW�WKDW�WKH�SHUVRQ�ZKR�FRQGXFWV�WKH�UHVHDUFK�VKRXOG�

RZQ�WKH�SURGXFW³WKH�GDWD��,Q�IDFW��FRQGLWLRQV�LPSRVHG�E\�

IXQGHUV��UHVHDUFK�LQVWLWXWLRQV��DQG�GDWD�VRXUFHV�PD\�GLFWDWH�

RWKHUZLVH�

Funders.�)XQGHUV�SURYLGH�VXSSRUW�IRU�UHVHDUFK�IRU� 

GLIIHUHQW�UHDVRQV��*RYHUQPHQW�LV�LQWHUHVWHG�LQ�LPSURYLQJ�

WKH�JHQHUDO�KHDOWK�DQG�ZHOIDUH�RI�VRFLHW\��3ULYDWH�FRPSDQLHV�

DUH�LQWHUHVWHG�LQ�SURÀWV��DORQJ�ZLWK�EHQHÀWV�WR�VRFLHW\��

3KLODQWKURSLF�RUJDQL]DWLRQV�DUH�LQWHUHVWHG�LQ�DGYDQFLQJ�

SDUWLFXODU�FDXVHV��7KHVH�GLIIHUHQW�LQWHUHVWV�WUDQVODWH�LQWR�

GLIIHUHQW�RZQHUVKLS�FODLPV��7\SLFDOO\�

3 Government gives research institutions the right to use data 
collected with public funds as an incentive to put research to 
use for the public good (see the discussion of the  
Bayh-Dole Act, Chapter 5).

3 Private companies seek to retain the right to the  
commercial use of data.

3 Philanthropic organizations retain or give away ownership 
rights depending on their interests.

6LQFH�WKH�FODLPV�RI�IXQGHUV�FDQ�DQG�GR�YDU\�FRQVLGHUDEO\��

UHVHDUFKHUV�PXVW�EH�DZDUH�RI�WKHLU�REOLJDWLRQV�WR�WKHP�

EHIRUH�WKH\�EHJLQ�FROOHFWLQJ�GDWD�

:LWK�JRYHUQPHQW�IXQGLQJ��LW�LV�LPSRUWDQW�WR�GLVWLQJXLVK�

EHWZHHQ�JUDQWV�DQG�FRQWUDFWV��8QGHU�JUDQWV��UHVHDUFK�

HUV�PXVW�FDUU\�RXW�WKH�UHVHDUFK�DV�SODQQHG�DQG�VXEPLW�

UHSRUWV��EXW�FRQWURO�RI�WKH�GDWD�UHPDLQV�ZLWK�WKH�LQVWLWXWLRQ�

WKDW�UHFHLYHG�WKH�IXQGV��VHH�EHORZ���&RQWUDFWV�UHTXLUH�WKH�

UHVHDUFKHU�WR�GHOLYHU�D�SURGXFW�RU�VHUYLFH��ZKLFK�LV�WKHQ�

XVXDOO\�RZQHG�DQG�FRQWUROOHG�E\�WKH�JRYHUQPHQW��,I�\RXU� 

UHVHDUFK�LV�VXSSRUWHG�ZLWK�JRYHUQPHQW�IXQGV��PDNH�VXUH�

\RX�NQRZ�ZKHWKHU�\RX�DUH�ZRUNLQJ�XQGHU�D�JUDQW�RU�D�

FRQWUDFW��7KH�GLIIHUHQFH�LV�VLJQLÀFDQW�DQG�FRXOG�GHWHUPLQH�

ZKR�KDV�WKH�ULJKW�WR�SXEOLVK�DQG�XVH�\RXU�UHVXOWV�

L

L
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Research institutions.�6XSSRUW�IRU�UHVHDUFK�LV 

W\SLFDOO\�DZDUGHG�WR�UHVHDUFK�LQVWLWXWLRQV��QRW�WR�LQGLYLGXDO�

UHVHDUFKHUV��$V�WKH�UHFLSLHQWV�RI�UHVHDUFK�IXQGV��UHVHDUFK�

LQVWLWXWLRQV�KDYH�UHVSRQVLELOLWLHV�IRU�EXGJHWV��UHJXODWRU\�

FRPSOLDQFH��FRQWUDFWXDO�REOLJDWLRQV��DQG�GDWD�PDQDJHPHQW��

7R�DVVXUH�WKDW�WKH\�DUH�DEOH�WR�PHHW�WKHVH�UHVSRQVLELOLWLHV��

UHVHDUFK�LQVWLWXWLRQV�FODLP�RZQHUVKLS�ULJKWV�RYHU�GDWD� 

FROOHFWHG�ZLWK�IXQGV�JLYHQ�WR�WKH�LQVWLWXWLRQ��7KLV�PHDQV�

WKDW�UHVHDUFKHUV�FDQQRW�DXWRPDWLFDOO\�DVVXPH�WKDW�WKH\�FDQ�

WDNH�WKHLU�GDWD�ZLWK�WKHP�LI�WKH\�PRYH�WR�DQRWKHU�LQVWLWXWLRQ�� 

7KH�UHVHDUFK�LQVWLWXWLRQ�WKDW�UHFHLYHG�WKH�IXQGV�PD\�KDYH�

ULJKWV�DQG�REOLJDWLRQV�WR�UHWDLQ�FRQWURO�RYHU�WKH�GDWD�

 

University of Pittsburgh
Guidelines on Data Retention and Access

Data Ownership and Access to Data

Both the principal investigator and the University have responsibilities, and hence, rights 
concerning access to, use of, and maintenance of original research data. Research data belongs 
to the University of Pittsburgh, which can be held accountable for the integrity of the data 
even after the researchers have left the University. Although the primary data should remain in 
the laboratory where it originated (and hence at the University),  consistent with the precepts 
of academic freedom and intellectual integrity, the investigator may be allowed to retain 
the research records and materials created by him/her. In the event that the investigator 
leaves the University, an Agreement on Disposition of Research Data may be negotiated by 
the investigator and the Department Chair or Dean to allow transfer of research records. 
However, consistent with the same precepts, it should be specified in the agreement that the 
University has the right of access to all research records and materials for a reasonable cause 
after reasonable prior notice regardless of the location of the responsible investigator....

Some circumstances may warrant an exception, requiring that the primary data be retained 
by the University....

Split of collaborative team: When a collaborative team is dissolved, University of Pittsburgh 
policy states that each member of the team should have continuing access to the data 
and materials with which he/she had been working, unless some other agreement was 
established at the outset. The unique materials prepared in the course of the research should 
be available/accessible under negotiated terms of a transfer agreement.

http://www.pitt.edu/~provost/retention.html

Chapter 6: Data Management Practices
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Data sources.�,QFUHDVLQJO\�UHVHDUFK�VXEMHFWV�DQG�

RWKHU�HQWLWLHV�WKDW�DUH�WKH�VRXUFH�RI�GDWD�DUH�VHHNLQJ�VRPH�

FRQWURO�RYHU�GDWD�GHULYHG�IURP�WKHP��&RXQWULHV�ZLWK�XQLTXH�

UHVRXUFHV��VXFK�DV�WURSLFDO�UDLQ�IRUHVWV��LQGLYLGXDOV�ZLWK�

UDUH�PHGLFDO�FRQGLWLRQV��DQG�HQWLWLHV�ZLWK�XQLTXH�GDWDEDVHV��

KDYH�DW�RQH�WLPH�RU�DQRWKHU�FODLPHG�RZQHUVKLS�RI�UHVHDUFK�

UHVXOWV�EDVHG�RQ�WKHLU�GDWD��5HVHDUFK�VXEMHFWV�DQG�HQWLWLHV�

WKDW�KDYH�RU�FDQ�EH�WKH�VRXUFH�RI�LPSRUWDQW�GDWD�PD\�QR�

ORQJHU�EH�ZLOOLQJ�WR�SURYLGH�RU�EH�WKH�VRXUFH�RI�GDWD�ZLWKRXW�

VRPH�RZQHUVKLS�VWDNH�LQ�WKH�HQG�UHVXOWV�

:HOO�EHIRUH�DQ\�GDWD�DUH�FROOHFWHG��RZQHUVKLS�LVVXHV�DQG�

WKH�UHVSRQVLELOLWLHV�WKDW�FRPH�ZLWK�WKHP�QHHG�WR�EH�FDUHIXOO\�

ZRUNHG�RXW��%HIRUH�XQGHUWDNLQJ�DQ\�ZRUN��PDNH�VXUH�\RX�

FDQ�DQVZHU�WKH�IROORZLQJ�TXHVWLRQV�

3 Who owns the data I am collecting?

3 What rights do I have to publish the data?

3 Does collecting these data impose any obligations on me?

,I�\RX�GR�QRW�KDYH�ÀUP�DQVZHUV�IRU�HDFK�RI�WKHVH�TXHVWLRQV��

SUHIHUDEO\�LQ�ZULWLQJ�ZKHQ�ÀQDQFLDO�LQWHUHVWV�DUH�LQYROYHG��

\RX�DUH�QRW�UHDG\�WR�EHJLQ�\RXU�UHVHDUFK�

,W�LV�DOVR�LPSRUWDQW�WR�QRWH�WKDW�LQ�PRVW�FDVHV�RZQHUVKLS�

SURYLVLRQV�PXVW�EH�DSSURYHG�E\�WKH�LQVWLWXWLRQ�WKDW�UHFHLYHV�

DQG�LV�UHVSRQVLEOH�IRU�WKH�DGPLQLVWUDWLRQ�RI�UHVHDUFK�IXQGV��

5HVHDUFKHUV�WKHUHIRUH�VKRXOG�QRW�HQWHU�LQWR�DJUHHPHQWV�

WKDW�DIIHFW�WKH�FRQWURO�DQG�XVH�RI�GDWD�ZLWKRXW�JHWWLQJ�

LQVWLWXWLRQDO�DSSURYDO��7KH�UHVXOWV�FRXOG�EH�GLVDVWURXV�DQG�

H[SHQVLYH�LI�RZQHUVKLS�LV�GLVSXWHG�ODWHU�

6b. Data collection

7KHUH�LV�QR�RQH�EHVW�ZD\�WR�FROOHFW�GDWD��'LIIHUHQW�W\SHV� 

RI�UHVHDUFK�FDOO�IRU�GLIIHUHQW�FROOHFWLRQ�WHFKQLTXHV��7KHUH�

DUH��KRZHYHU��IRXU�LPSRUWDQW�FRQVLGHUDWLRQV�WKDW�DSSO\�WR� 

DOO�GDWD�FROOHFWLRQ�DQG�WKDW�ZLOO�KHOS�HQVXUH�WKH�RYHUDOO�

LQWHJULW\�RI�ERWK�WKH�SURFHVV�DQG�WKH�LQIRUPDWLRQ�FROOHFWHG�

L
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Appropriate methods.�5HOLDEOH�GDWD�DUH�YLWDOO\� 

GHSHQGHQW�RQ�UHOLDEOH�PHWKRGV��,I�\RX�XVH�D�WHVW�WKDW�FDQ�

GHWHFW�DQ�HIIHFW�LQ�RQH�RI�HYHU\�����VDPSOHV�WR�ÀQG�DQ�HIIHFW�

WKDW�PD\�QRW�RFFXU�PRUH�IUHTXHQWO\�WKDQ���LQ�HYHU\�������

FDVHV��\RXU�UHVXOWV�ZLOO�QRW�EH�UHOLDEOH��)DLOXUH�WR�ÀQG�WKH�

HIIHFW�FRXOG�EH�GXH�WR�HLWKHU�\RXU�H[SHULPHQWDO�GHVLJQ�RU�

WKH�ODFN�RI�DQ�HIIHFW��EXW�\RX�ZLOO�QRW�NQRZ�ZKLFK�LV�WUXH��

7KH�FRPPRQ�VD\LQJ��´JDUEDJH�LQ��JDUEDJH�RXW�µ�DSSOLHV�WR�

UHVHDUFK�PHWKRGV�

$OWKRXJK�WKH�QHHG�IRU�DSSURSULDWH�PHWKRGV�PLJKW�VHHP�

REYLRXV��VWXGLHV�KDYH�VXJJHVWHG�WKDW�UHVHDUFKHUV�VRPHWLPHV�

XVH�LQDSSURSULDWH�VWDWLVWLFDO�WHVWV�WR�HYDOXDWH�WKHLU�UHVXOWV�

�VHH�DUWLFOHV�E\�'H0HWV�DQG�*DUGQHU��$GGLWLRQDO�5HDGLQJ���

0HWKRGV�FDQ�DOVR�EH�FRPSURPLVHG�E\�ELDV³FKRRVLQJ�RQH�

PHWKRG�RU�VHW�RI�H[SHULPHQWDO�FRQGLWLRQV�VR�WKDW�D�SDUWLFXODU�

FRQFOXVLRQ�FDQ�EH�GUDZQ³RU�VORSS\�WHFKQLTXH��:KDWHYHU�

WKH�RULJLQ��WKH�XVH�RI�LQDSSURSULDWH�PHWKRGV�LQ�UHVHDUFK�

FRPSURPLVHV�WKH�LQWHJULW\�RI�UHVHDUFK�GDWD�DQG�VKRXOG�EH�

DYRLGHG��5HVSRQVLEOH�UHVHDUFK�LV�UHVHDUFK�FRQGXFWHG�XVLQJ�

DSSURSULDWH��UHOLDEOH�PHWKRGV�

Attention to detail.�4XDOLW\�UHVHDUFK�UHTXLUHV�DWWHQWLRQ� 

WR�GHWDLO��([SHULPHQWV�PXVW�EH�VHW�XS�SURSHUO\�DQG�WKH�UHVXOWV 

DFFXUDWHO\�UHFRUGHG��LQWHUSUHWHG��DQG�SXEOLVKHG��$�IDLOXUH�WR� 

SD\�DWWHQWLRQ�WR�GHWDLO�FDQ�UHVXOW�LQ�PLVWDNHV�WKDW�ZLOO�ODWHU�

KDYH�WR�EH�FRUUHFWHG�DQG�UHSRUWHG��&RUUHFWLQJ�WKH�UHFRUG�WDNHV� 

WLPH�DQG�UHVRXUFHV�WKDW�DUH�EHWWHU�VSHQW�RQ�WKH�UHVHDUFK�LWVHOI�

2EYLRXVO\��LW�LV�QRW�SRVVLEOH�WR�DYRLG�DOO�PLVWDNHV�LQ�

UHVHDUFK��+RZHYHU��WDNH�D�ORRN�DW�WKH�HUUDWD�VHFWLRQ�RI�

DQ\�VFLHQWLÀF�MRXUQDO�DQG�DVN�\RXUVHOI�KRZ�WKH�PLVWDNHV�

UHSRUWHG�FRXOG�KDYH�EHHQ�DYRLGHG��'LG�WKH�DXWKRUV�FKHFN�WR�

PDNH�VXUH�WKDW�HDFK�ÀJXUH�ZDV�FRUUHFWO\�ODEHOHG"�:HUH�WKH�

FDOFXODWLRQV�GRXEOH�FKHFNHG"�'LG�VRPHRQH�FKHFN�WR�PDNH�

VXUH�WKH�DXWKRUV�ZHUH�SURSHUO\�OLVWHG"�6LQFH�RWKHUV�UHO\�RQ�

WKHLU�ZRUN��UHVHDUFKHUV�KDYH�D�UHVSRQVLELOLW\�WR�PDNH�VXUH�

WKHLU�ZRUN�LV�FDUHIXOO\�XQGHUWDNHQ�DQG�UHSRUWHG��6ORSS\�

UHVHDUFK�ZDVWHV�IXQGV�DQG�VKRXOG�EH�DYRLGHG�

L

L
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Authorized.�0DQ\�W\SHV�RI�GDWD�FROOHFWLRQ�QHHG�WR�EH�

DXWKRUL]HG�EHIRUH�WKH\�FDQ�SURFHHG��7\SLFDOO\�SHUPLVVLRQ�LV�

QHHGHG�WR�XVH�

3 human and animal subjects in research;

3 hazardous materials and biological agents;

3 information contained in some libraries, databases, and 
archives;

3 information posted on some Web sites;

3 published photographs and other published information; and

3 other copyrighted or patented processes or materials.

5HVHDUFKHUV�KDYH�D�UHVSRQVLELOLW\�WR�NQRZ�ZKHQ�SHUPLVVLRQ�

LV�QHHGHG�WR�FROOHFW�RU�XVH�VSHFLÀF�GDWD�LQ�WKHLU�UHVHDUFK��,I�

\RX�DUH�QRW�VXUH�ZKHWKHU�SHUPLVVLRQ�LV�QHHGHG��FKHFN�EHIRUH�

SURFHHGLQJ�ZLWK�GDWD�FROOHFWLRQ�

Recording.�7KH�ÀQDO�VWHS�LQ�GDWD�FROOHFWLRQ�LV�WKH�SK\VLFDO�

SURFHVV�RI�UHFRUGLQJ�WKH�GDWD�LQ�VRPH�W\SH�RI�QRWHERRN��KDUG�

FRS\���FRPSXWHU�ÀOH��HOHFWURQLF�FRS\���RU�RWKHU�SHUPDQHQW�

´UHFRUGµ�RI�WKH�ZRUN�GRQH��7KH�SK\VLFDO�IRUPDWV�IRU�UHFRUGLQJ�

GDWD�YDU\�FRQVLGHUDEO\��IURP�PHDVXUHPHQWV�RU�REVHUYDWLRQV� 

WR�SKRWRJUDSKV�RU�LQWHUYLHZ�WDSHV��+RZHYHU�GDWD�DUH�

UHFRUGHG��LW�LV�LPSRUWDQW�WR�NHHS�LQ�PLQG�WKDW�WKH�SXUSRVH� 

RI�DQ\�UHFRUG�LV�WR�GRFXPHQW�ZKDW�ZDV�DFWXDOO\�GRQH�DQG� 

WKH�UHVXOWV�WKDW�ZHUH�DFKLHYHG�

,Q�UHFRUGLQJ�GDWD��NHHS�WZR�VLPSOH�UXOHV�LQ�PLQG�WR� 

DYRLG�SUREOHPV�ODWHU��VKRXOG�VRPHRQH�DVN�DERXW�RU� 

TXHVWLRQ�\RXU�ZRUN�

3 Hard-copy evidence should be entered into a numbered, 
bound notebook so that there is no question later about the 
date the experiment was run, the order in which the data 
were collected, or the results achieved. Do not use loose-leaf 
notebooks or simply collect pages of evidence in a file. Do not 
change records in a bound notebook without noting the date 
and reasons for the change.

L
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3 Electronic evidence should be validated in some way to 
assure that it was actually recorded on a particular date 
and not changed at some later date. It is easy to change 
dates on computers and thereby alter the date a particular 
file seems to have been created. If you collect your data 
electronically, you must be able to demonstrate that they 
are valid and have not been changed.

$V�\RX�UHFRUG�\RXU�GDWD��LW�PD\�EH�KHOSIXO�WR�WKLQN�DERXW�

WKHP�DV�WKH�OHJDO�WHQGHU�RI�UHVHDUFK³WKH�FXUUHQF\�UHVHDUFKHUV� 

FDVK�LQ�ZKHQ�WKH\�DSSO\�IRU�JUDQWV��SXEOLVK��DUH�FRQVLGHUHG�

IRU�SURPRWLRQ��DQG�HQWHU�LQWR�EXVLQHVV�YHQWXUHV��7R�KDYH�DQG�

KROG�WKHLU�YDOXH��UHVHDUFK�GDWD�PXVW�EH�SURSHUO\�UHFRUGHG�

6c. Data protection

2QFH�FROOHFWHG��GDWD�PXVW�EH�SURSHUO\�SURWHFWHG��7KH\�PD\�

EH�QHHGHG�ODWHU�

3 to confirm research findings,

3 to establish priority, or

3 to be reanalyzed by other researchers.

2YHU�WLPH��GDWD��DV�WKH�FXUUHQF\�RI�UHVHDUFK��EHFRPH�DQ� 

LQYHVWPHQW�LQ�UHVHDUFK��,I�WKH�GDWD�DUH�QRW�SURSHUO\� 

SURWHFWHG��WKH�LQYHVWPHQW��ZKHWKHU�SXEOLF�RU�SULYDWH��FRXOG�

EHFRPH�ZRUWKOHVV�

Data storage.�7KH�UHVSRQVLEOH�KDQGOLQJ�RI�GDWD�EHJLQV�

ZLWK�SURSHU�VWRUDJH�DQG�SURWHFWLRQ�IURP�DFFLGHQWDO�GDPDJH��

ORVV��RU�WKHIW�

3 Lab notebooks should be stored in a safe place.

3 Computer files should be backed up and the backup data 
saved in a secure place that is physically removed from the 
original data.

3 Samples should be appropriately saved so that they will not 
degrade over time.

3 Care should be taken to reduce the risk of fire, flood, and other 
catastrophic events.

3URSHUO\�VWRUH�DQG�SURWHFW�\RXU�GDWD��7KH\�DUH�YDOXDEOH�

L
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&RQÀGHQWLDOLW\��6RPH�GDWD�DUH�FROOHFWHG�ZLWK�WKH�

XQGHUVWDQGLQJ�WKDW�RQO\�DXWKRUL]HG�LQGLYLGXDOV�ZLOO�XVH�

WKHP�IRU�VSHFLÀF�SXUSRVHV��,Q�VXFK�FDVHV��FDUH�QHHGV�WR�EH�

WDNHQ�WR�DVVXUH�WKDW�SULYDF\�DJUHHPHQWV�DUH�KRQRUHG��7KLV�

LV�SDUWLFXODUO\�WUXH�RI�GDWD�WKDW�FRQWDLQ�SHUVRQDO�LQIRUPDWLRQ� 

WKDW�FDQ�EH�OLQNHG�WR�VSHFLÀF�LQGLYLGXDOV��,W�LV�DOVR�WUXH�

RI�FRQÀGHQWLDO�LQIRUPDWLRQ�DERXW�SURWHFWHG�SURFHVVHV�DQG�

PDWHULDOV��,I�D�FRPSDQ\�VKDUHV�FRQÀGHQWLDO�GDWD�DERXW�D�

SURFHVV�ZLWK�D�UHVHDUFKHU�SULRU�WR�VHHNLQJ�D�SDWHQW�RQ�WKDW�

SURFHVV��WKH�UHVHDUFKHU�PXVW�WDNH�FDUH�WR�PDNH�VXUH�WKH�

GDWD�DUH�NHSW�FRQÀGHQWLDO�

'DWD�WKDW�DUH�VXEMHFW�WR�SULYDF\�UHVWULFWLRQV�PXVW�EH�

VWRUHG�LQ�D�VDIH�SODFH�WKDW�LV�DFFHVVLEOH�RQO\�WR�DXWKRUL]HG�

SHUVRQQHO��8VLQJ�UDQGRP�FRGHV�WR�LGHQWLI\�LQGLYLGXDO�

VXEMHFWV��UDWKHU�WKDQ�QDPHV�RU�VRFLDO�VHFXULW\�QXPEHUV�� 

FDQ�DOVR�IXUWKHU�SURWHFW�SULYDWH�LQIRUPDWLRQ��$FFHVV�WR� 

WKHVH�FRGHV�FDQ�WKHQ�EH�UHVWULFWHG�WR�SURYLGH�D�GRXEOH�OD\HU�

RI�SURWHFWLRQ��:KDWHYHU�WKH�PHWKRG�XVHG�WR�SURWHFW�SULYDWH� 

RU�FRQÀGHQWLDO�LQIRUPDWLRQ��WKH�UHVHDUFKHU�ZKR�FROOHFWV�RU�

XVHV�WKH�LQIRUPDWLRQ�KDV�WKH�SULPDU\�UHVSRQVLELOLW\�IRU� 

LWV�SURWHFWLRQ�

Period of retention.�'DWD�VKRXOG�EH�UHWDLQHG�IRU�D�

UHDVRQDEOH�SHULRG�RI�WLPH�WR�DOORZ�RWKHU�UHVHDUFKHUV�WR� 

FKHFN�UHVXOWV�RU�WR�XVH�WKH�GDWD�IRU�RWKHU�SXUSRVHV��7KHUH�

LV��KRZHYHU��QR�FRPPRQ�GHÀQLWLRQ�RI�D�reasonable period 

of time.�1,+�JHQHUDOO\�UHTXLUHV�WKDW�GDWD�EH�UHWDLQHG�IRU���

\HDUV�IROORZLQJ�WKH�VXEPLVVLRQ�RI�WKH�ÀQDO�ÀQDQFLDO�UHSRUW��

6RPH�JRYHUQPHQW�SURJUDPV�UHTXLUH�UHWHQWLRQ�IRU�XS�WR���

\HDUV��$�IHZ�XQLYHUVLWLHV�KDYH�DGRSWHG�GDWD�UHWHQWLRQ� 

SROLFLHV�WKDW�VHW�VSHFLÀF�WLPH�SHULRGV�LQ�WKH�VDPH�UDQJH��

WKDW�LV��EHWZHHQ���DQG���\HDUV��$VLGH�IURP�WKHVH�VSHFLÀF�

JXLGHOLQHV��KRZHYHU��WKHUH�LV�QR�FRPSUHKHQVLYH�UXOH�IRU� 

GDWD�UHWHQWLRQ�RU��ZKHQ�FDOOHG�IRU��GDWD�GHVWUXFWLRQ�

,W�LV�GLIÀFXOW�WR�SUHGLFW�ZKHQ�GDWD�FROOHFWHG�VRPHWLPH�LQ�

WKH�SDVW�FRXOG�EH�XVHIXO��:KHQ�D�QHZ�GLVHDVH�HPHUJHV��VXFK�
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DV�$,'6��UHVHDUFKHUV�XVH�VWRUHG�VDPSOHV�GDWD�WR�SLQSRLQW�

ÀUVW�RFFXUUHQFHV�DQG�WKH�OLNHO\�FRXUVH�RI�GHYHORSPHQW�RI�WKH�

GLVHDVH��$OWKRXJK�WKH�RULJLQDO�GDWD�ZHUH�QRW�VWRUHG�IRU�WKLV�

SXUSRVH��WKH\�QRQHWKHOHVV�FDQ�EH�XVHIXO�IRU�WUDFNLQJ�GLVHDVHV�

\HDUV�ODWHU��6WRUHG�GDWD�DUH�DOVR�XVHIXO�IRU�XQGHUVWDQGLQJ�

VRFLDO�TXHVWLRQV��7KH�'HSDUWPHQW�RI�(QHUJ\�FRPPLWWHH�WKDW�

PDGH�UHFRPPHQGDWLRQV�RQ�DSSURSULDWH�FRPSHQVDWLRQ�IRU�

LPSURSHU�KXPDQ�UDGLDWLRQ�H[SHULPHQWV�FRQGXFWHG�GXULQJ�

WKH�&ROG�:DU�SXOOHG�WRJHWKHU�GDWD�FROOHFWHG�DV�IDU�EDFN�DV�

WKH�����·V��5HVHDUFKHUV�DOVR�FDQQRW�SUHGLFW�ZKHQ�VRPHRQH�

ZLOO�FKDOOHQJH�WKHLU�ZRUN�DQG�DVN�WR�VHH�WKH�RULJLQDO�GDWD�

*LYHQ�WKH�GLIIHUHQW�UHDVRQV�GDWD�FRXOG�EH�XVHIXO�RYHU�ORQJ�

SHULRGV�RI�WLPH��UHVHDUFKHUV�VKRXOG�JLYH�VRPH�WKRXJKW�WR� 

UHWDLQLQJ�GDWD�ORQJHU�WKDQ�VRPH�PLQLPXP�SHULRG�UHTXLUHG�

E\�VSHFLÀF�UHJXODWLRQV��+RZ�ORQJ�LV�UHDVRQDEOH�ZLOO�YDU\�

IURP�ÀHOG�WR�ÀHOG�DQG�LQVWLWXWLRQ�WR�LQVWLWXWLRQ��1HYHUWKHOHVV�� 

LW�LV�LPSRUWDQW�WR�KDYH�D�FOHDU�UHWHQWLRQ�SROLF\�WKDW�EDODQFHV�

WKH�EHVW�LQWHUHVWV�RI�VRFLHW\�ZLWK�WKRVH�RI�WKH�UHVHDUFK�

LQVWLWXWLRQ�DQG�WKH�LQGLYLGXDO�UHVHDUFKHU��%HIRUH�WKURZLQJ�

RXW�QRWHERRNV��FOHDQLQJ�RXW�ÀOHV��RU�HUDVLQJ�\RXU�FRPSXWHU�

PHPRU\��JLYH�FDUHIXO�FRQVLGHUDWLRQ�WR�ZKR�PLJKW�EHQHÀW�

IURP�RU�DVN�WR�VHH�\RXU�GDWD�LQ�WKH�IXWXUH�

6d. Data Sharing

,W�LV�ZLGHO\�DJUHHG�WKDW�UHVHDUFK�GDWD�VKRXOG�EH�VKDUHG��EXW�

GHFLGLQJ�ZKHQ�DQG�ZLWK�ZKRP�UDLVHV�TXHVWLRQV�WKDW�DUH�

VRPHWLPHV�GLIÀFXOW�WR�DQVZHU�

5HVHDUFKHUV�DUH�QRW�H[SHFWHG�WR�DQG�LQ�PRVW�LQVWDQFHV�

VKRXOG�QRW�UHOHDVH�SUHOLPLQDU\�GDWD��WKDW�LV��GDWD�WKDW�KDYH�

QRW�EHHQ�FDUHIXOO\�FKHFNHG�DQG�YDOLGDWHG��7KH�RQH�H[FHSWLRQ�

WR�WKLV�UXOH�ZRXOG�EH�SUHOLPLQDU\�GDWD�WKDW�FRXOG�SRWHQWLDOO\�

EHQHÀW�WKH�SXEOLF��$�UHVHDUFKHU�ZKR�KDV�VWURQJ�SUHOLPLQDU\� 

LQGLFDWLRQV�RI�D�PDMRU�WKUHDW�WR�SXEOLF�KHDOWK��VXFK�DV�

XQH[SHFWHG�VLGH�HIIHFWV�IURP�D�GUXJ�RU�DQ�XQUHFRJQL]HG�

HQYLURQPHQWDO�KHDOWK�SUREOHP��PD\�KDYH�JRRG�UHDVRQ�WR�

L

Chapter 6: Data Management Practices
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VKDUH�WKLV�LQIRUPDWLRQ�ZLWK�WKH�SXEOLF�DQG�RWKHU�UHVHDUFKHUV�

EHIRUH�LW�LV�IXOO\�YDOLGDWHG��'DWD�WKDW�KDYH�QR�LPPHGLDWH�

SXEOLF�EHQHÀW��VXFK�DV�WKH�GLVFRYHU\�RI�D�EDVLF�VFLHQWLÀF�

SURFHVV�WKDW�FRXOG�HYHQWXDOO\�OHDG�WR�SXEOLF�EHQHÀWV��LQ�PRVW�

LQVWDQFHV�LV�EHVW�KHOG�XQWLO�WKH�UHVHDUFKHU�LV�FRQÀGHQW�WKDW�

WKH�UHVXOWV�ZLOO�VWDQG�

5HVHDUFKHUV�FDQ�ZLWKKROG�FRQÀUPHG�RU�YDOLGDWHG�GDWD�

XQWLO�WKH\�KDYH�KDG�WLPH�WR�HVWDEOLVK�WKHLU�SULRULW\�IRU� 

WKHLU�ZRUN�WKURXJK�SXEOLFDWLRQ�RU��LQ�UDUH�FDVHV��D�SXEOLF�

DQQRXQFHPHQW��7KH\�GR�QRW�KDYH�WR�UHOHDVH�GDWD�RQ�D� 

GD\�WR�GD\�RU�H[SHULPHQW�WR�H[SHULPHQW�EDVLV�IRU�RWKHU� 

UHVHDUFKHUV�WR�XVH��HYHQ�WKRXJK�WKLV�PLJKW�VSHHG�WKH�

DGYDQFH�RI�NQRZOHGJH��3URYLGHG�QR�DJUHHPHQWV�KDYH�EHHQ�

PDGH�WR�WKH�FRQWUDU\��NHHSLQJ�GDWD�FRQÀGHQWLDO�SULRU�WR�

 

NIH Data Sharing Policy and Implementation Guidance
(Updated: March 5, 2003)

Goals of Sharing Data

Data sharing promotes many goals of the NIH research endeavor. It is particularly important 
for unique data that cannot be readily replicated. Data sharing allows scientists to expedite 
the translation of research results into knowledge, products, and procedures to improve 
human health.

There are many reasons to share data from NIH-supported studies. Sharing data reinforces 
open scientific inquiry, encourages diversity of analysis and opinion, promotes new research, 
makes possible the testing of new or alternative hypotheses and methods of analysis,  
supports studies on data collection methods and measurement, facilitates the education of 
new researchers, enables the exploration of topics not envisioned by the initial investigators, 
and permits the creation of new datasets when data from multiple sources are combined. 

In NIH’s view, all data should be considered for data sharing. Data should be made as 
widely and freely available as possible while safeguarding the privacy of  
participants, and protecting confidential and proprietary data. To facilitate data 
sharing, investigators submitting a research application requesting $500,000 or more of direct 
costs in any single year to NIH on or after October 1, 2003, are expected to include a plan for 
sharing final research data for research purposes, or state why data sharing is not possible.

http://grants1.nih.gov/grants/policy/data_sharing/data_sharing_guidance.htm
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SXEOLFDWLRQ�LV�D�FRPPRQO\�DFFHSWHG�SUDFWLFH�WKDW�PRVW�

UHVHDUFKHUV�DQG�IXQGLQJ�DJHQFLHV�DFFHSW�

2QFH�D�UHVHDUFKHU�KDV�SXEOLVKHG�WKH�UHVXOWV�RI�DQ� 

H[SHULPHQW��LW�LV�JHQHUDOO\�H[SHFWHG�WKDW�DOO�WKH�LQIRUPDWLRQ�

DERXW�WKDW�H[SHULPHQW��LQFOXGLQJ�WKH�ÀQDO�GDWD��VKRXOG�EH�

IUHHO\�DYDLODEOH�IRU�RWKHU�UHVHDUFKHUV�WR�FKHFN�DQG�XVH��6RPH�

MRXUQDOV�IRUPDOO\�UHTXLUH�WKDW�WKH�GDWD�SXEOLVKHG�LQ�DUWLFOHV�

EH�DYDLODEOH�WR�RWKHU�UHVHDUFKHUV�XSRQ�UHTXHVW�RU�VWRUHG�LQ�

SXEOLF�GDWDEDVHV��,Q�WKH�VSHFLÀF�FDVH�RI�IHGHUDOO\�IXQGHG�

UHVHDUFK�WKDW�LV�XVHG�LQ�VHWWLQJ�SROLFLHV�WKDW�KDYH�WKH�HIIHFW�

RI�ODZ��UHVHDUFK�GDWD�PXVW�EH�PDGH�DYDLODEOH�LQ�UHVSRQVH� 

WR�)UHHGRP�RI�,QIRUPDWLRQ�$FW��)2,$��UHTXHVWV��20%��

&LUFXODU�$�������7KHUH�LV��LQ�RWKHU�ZRUGV��FRQVLGHUDEOH� 

VXSSRUW�IRU�VKDULQJ�GDWD�ZLWK�RWKHU�UHVHDUFKHUV�DQG�WKH�

SXEOLF�XQOHVV�WKHUH�DUH�FRPSHOOLQJ�UHDVRQV�IRU�FRQÀGHQWLDOLW\�

6e. Future considerations

7KH�FRQWLQXHG�HYROXWLRQ�RI�GDWD�SROLFLHV�ZLOO�OLNHO\�EH�GULYHQ�

E\�D�QXPEHU�RI�GLIIHUHQW�LVVXHV��LQFOXGLQJ�WKH�JURZLQJ�

FRPSOH[LW\�RI�GDWD�DQG�GHEDWHV�DERXW�SURSHU�FRQWURO�

Complexity.�2XU�FDSDFLW\�WR�JHQHUDWH�GDWD�VRPHWLPHV�

RXWVWULSV�RXU�FDSDFLW\�WR�VWRUH�DQG�VKDUH�LW��'DWD�VWRUDJH�

DQG�VKDULQJ�ZHUH�PDMRU�SUREOHPV�GXULQJ�WKH�HDUO\�\HDUV�RI�

WKH�+XPDQ�*HQRPH�SURMHFW��7KH\�FRQWLQXH�WR�SRVH�SUREOHPV�

IRU�DQ\�UHVHDUFK�DUHD�WKDW�LV�DEOH�WR�JHQHUDWH�PDVVLYH�

DPRXQWV�RI�LQIRUPDWLRQ�HIÀFLHQWO\�DQG�LQH[SHQVLYHO\��'1$�

PLFURDUUD\�FKLSV�FDQ�JHQHUDWH��������ELWV�RI�LQIRUPDWLRQ�

ZLWK�D�VLQJOH��HDVLO\�FRQGXFWHG�WHVW��7KH�ORJLVWLFV�RI�VWRULQJ� 

DQG�VKDULQJ�WKLV�LQIRUPDWLRQ�SUHVHQWV�D�PRQXPHQWDO�

FKDOOHQJH�IRU�HYHU\RQH�HQJDJHG�LQ�UHVHDUFK��(YHQ�ZKHQ�

UHVHDUFKHUV�ZDQW�WR��LW�LV�QRW�DOZD\V�FOHDU�KRZ�WKH\�VKRXOG�

JR�DERXW�FROOHFWLQJ��VWRULQJ��DQG�VKDULQJ�GDWD�UHVSRQVLEO\�

Control.�,Q�ODUJH�SURMHFWV��TXHVWLRQV�IUHTXHQWO\�DULVH�DERXW�

WKH�FRQWURO�RI�GDWD��SDUWLFXODUO\�ZKHQ�ÀQDQFLDO�LQWHUHVWV�

DUH�DW�VWDNH��6KRXOG�UHVHDUFKHUV�SDUWLFLSDWLQJ�LQ�ODUJH��

Chapter 6: Data Management Practices
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PXOWL�VLWH�FOLQLFDO�WULDOV�KDYH�WKH�ULJKW�WR�SXEOLVK�WKHLU�RZQ�

ÀQGLQJV��WKDW�LV��UHWDLQ�VRPH�FRQWURO�RYHU�WKHLU�RZQ�GDWD�� 

RU�VKRXOG�WKH�FROOHFWLRQ��VWRUDJH��DQG�LQWHUSUHWDWLRQ�EH� 

FHQWUDOL]HG"�7KLV�LVVXH�LV�FXUUHQWO\�XQUHVROYHG�DQG�WKH�

VXEMHFW�RI�LQWHQVH�SXEOLF�GHEDWH�

National security.�5HFHQW�HYHQWV�KDYH�KHLJKWHQHG�

FRQFHUQV�DERXW�WKH�SRVVLEOH�XVH�RI�GDWD�IURP�SXEOLFO\� 

VXSSRUWHG�UHVHDUFK�E\�WHUURULVWV�DQG�QDWLRQV�WKDW�FRXOG�

SRVH�D�WKUHDW�WR�QDWLRQDO�VHFXULW\��(IIRUWV�DUH�XQGHUZD\�WR�

DGGUHVV�WKHVH�FRQFHUQV�WKURXJK�YROXQWDU\�SROLFLHV�DQG�QHZ�

 

Research Committee, Society for Academic Emergency Medicine
Guidelines for Clinical Investigator Involvement in 
Industry-sponsored Clinical Trials

IV.  Trial Data Management

1. The industry sponsor and the investigators should have a firm commitment to thorough 
monitoring of the trial at every step.

2. All data collected in the trial should be open to scrutiny by both the investigators and the 
industry sponsor.

3. Clinical investigators should have substantial input into the initial analytic plan and also 
any subsequent amendments that occur during the trial period.

4. When possible, statistical analysis of the data should be conducted by an entity 
independent of the researchers and the sponsor. For trials using interim analysis, use 
of an independent entity is particularly important. Decisions to prematurely stop a trial 
should be based upon predetermined criteria.

5. Consideration should be given to the use of an unbiased, blinded “clinical evaluation 
committee” for trials that involve assessment of potentially subjective endpoints.

6. The industry sponsors must share the results of all data analyses with the principal 
investigators. Selective withholding or incomplete reporting of data analyses to the 
principal investigators is unacceptable.

7. Trial results and data analysis should be shared with the principal investigators as soon as 
they become available. Delays by the industry sponsors for marketing or related purposes 
are unacceptable. 

http://www.saem.org/download/edward.pdf
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)HGHUDO�UHJXODWLRQV��H�J���86$�3DWULRW�$FW�RI�������WKDW�

ZLOO�DVVXUH�UHDVRQDEOH�FRQWURO�ZLWKRXW�XQGXO\�UHVWULFWLQJ�

WKH�DELOLW\�RI�UHVHDUFKHUV�WR�VKDUH�WKHLU�ZRUN�DQG�LGHDV�

IUHHO\�ZLWK�RQH�DQRWKHU��VHH�WKH�UHFHQW�UHSRUW��Biological 

Threats and Terrorism,�$GGLWLRQDO�5HDGLQJ���5HVHDUFKHUV�

ZKRVH�ZRUN�FRXOG�EH�DIIHFWHG�E\�WKHVH�FRQFHUQV�VKRXOG�NHHS�

DEUHDVW�RI�RQJRLQJ�SROLF\�GHYHORSPHQW�DQG�UHJXODWLRQ�

+RZHYHU�WKHVH�LVVXHV�DUH�UHVROYHG��UHVHDUFKHUV�KDYH� 

EHHQ�WKH�PRVW�LPSRUWDQW�FRPSRQHQW�RI�UHVSRQVLEOH�GDWD�

PDQDJHPHQW�SUDFWLFHV�LQ�WKH�SDVW�DQG�ZLOO�OLNHO\�UHPDLQ�VR�

DV�ORQJ�DV�WKH�SXEOLF�IHHOV�WKH�PDMRULW\�RI�UHVHDUFKHUV�FDQ�

EH�WUXVWHG��:LWK�WKLV�LQ�PLQG��DVN�\RXUVHOI�KRZ�VRPHRQH�

IXQGLQJ�\RXU�UHVHDUFK�ZRXOG�IHHO�LI�KH�RU�VKH�KDG�D�FKDQFH�

WR�WDNH�D�FORVH�ORRN�DW�\RXU�GDWD�PDQDJHPHQW�SUDFWLFHV�

Questions for discussion

   1  Should research data belong to researchers rather than to 
research institutions?

   2  Should data recording practices be standardized to facilitate 
sharing and monitoring? What recording practices could be 
standardized? 

   
3  What interpretation practices could be standardized? How  

does your laboratory verify the accuracy and validity of data  
before its disclosure or use in grant proposals and publications?

   
4  Who should pay the cost of sharing data? Who should have 

access to the data?

   5  How long should researchers be able to withhold data to allow 
time to protect ownership claims? How long should research 
data be stored?

Chapter 6: Data Management Practices



100

ORI Introduction to the Responsible Conduct of Research

Resources

Policies, Reports, and Policy Statements

$PHULFDQ�6WDWLVWLFDO�$VVRFLDWLRQ��Ethical Guidelines for Statistical  
Practice��$OH[DQGULD��9$��$PHULFDQ�6WDWLVWLFDO�$VVRFLDWLRQ��������
�DYDLODEOH�DW��KWWS���ZZZ�DPVWDW�RUJ�SURIHVVLRQ�LQGH[�FIP"IXVHDFWL
RQ HWKLFDOVWDWLVWLFV��

&RXQFLO�RQ�*RYHUQPHQW�5HODWLRQV��Policy Considerations: Access to 
and Retention of Research Data��:DVKLQJWRQ��'�&��������� 
�DYDLODEOH�DW��KWWS�����������������GRFV�
'DWD5HWHQWLRQ,QWURGXFWLRQ�KWP�

)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ��Good Laboratory Practices for  
Designing Toxicology Studies for Petition Submissions and 
1RWLÀFDWLRQV�����&)5�3DUW�������������DYDLODEOH�DW��KWWS���ZZZ�
FIVDQ�IGD�JRY�aGPV�RSD�SW���KWPO�

+DUYDUG�8QLYHUVLW\��2IÀFH�RI�7HFKQRORJ\�/LFHQVLQJ�� 
Record-Keeping Procedures���������DYDLODEOH�DW��KWWS���ZZZ�RWG�
KDUYDUG�HGX�LQYHQWLRQV�LS�SDWHQWV�UHFRUGNHHSLQJ��

1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��NIH Data Sharing Policy and  
Implementation Guidance���������DYDLODEOH�DW��KWWS���JUDQWV��QLK�
JRY�JUDQWV�SROLF\�GDWDBVKDULQJ�GDWDBVKDULQJBJXLGDQFH�KWP�

6RFLHW\�IRU�&OLQLFDO�'DWD�0DQDJHPHQW��Good Clinical Data  
Management Practices��9HUVLRQ����+LOOVERURXJK��1-��6RFLHW\�IRU�
&OLQLFDO�'DWD�0DQDJHPHQW���������DYDLODEOH�DW��KWWSV���ZZZ�VFGP�
RUJ�*&'03�'HIDXOW�DVS�

8QLWHG�6WDWHV��&RQJUHVV��USA Patriot Act of 2001��3/���������������
�DYDLODEOH�DW��KWWS���IUZHEJDWH�DFFHVV�JSR�JRY�FJL�ELQ�JHWGRF�
FJL"GEQDPH ���BFRQJBSXEOLFBODZV	GRFLG I�SXEO��������SGI�

8QLYHUVLW\�RI�3LWWVEXUJK��Guidelines on Data Retention and Access��
3LWWVEXUJK��3$��8QLYHUVLW\�RI�3LWWVEXUJK���������DYDLODEOH�DW��
KWWS���ZZZ�SLWW�HGX�aSURYRVW�UHWHQWLRQ�KWPO�

General Information Web Sites

1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��2IÀFH�RI�([WUDPXUDO�5HVHDUFK��NIH 
Data Sharing Policy��:DVKLQJWRQ��'&��1DWLRQDO�,QVWLWXWHV�RI�
+HDOWK��KWWS���JUDQWV�QLK�JRY�JUDQWV�SROLF\�GDWDBVKDULQJ�

6RFLHW\�IRU�&OLQLFDO�'DWD�0DQDJHPHQW��Home Page��KWWS���ZZZ�VFGP�
RUJ�
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Additional Reading

&DPSEHOO��(*��&ODUULGJH��%5��*RNKDOH��0��%LUHQEDXP��/��+LOJDUWQHU��
6��+ROW]PDQ��1$��%OXPHQWKDO��'��´'DWD�:LWKKROGLQJ�LQ�$FDGHPLF�
*HQHWLFV��(YLGHQFH�IURP�D�1DWLRQDO�6XUYH\�µ�Journal of the 
American Medical Association �����������������������

&RXQFLO�RQ�*RYHUQPHQW�5HODWLRQV��Materials Transfer in Academia��
:DVKLQJWRQ��'&��&RXQFLO�RQ�*RYHUQPHQW�5HODWLRQV�������� 
'H0HWV��'/��´6WDWLVWLFV�DQG�(WKLFV�LQ�0HGLFDO�5HVHDUFK�µ�Science 
and Engineering Ethics���������������������

*DUGQHU��0-��´$Q�([SORUDWRU\�6WXG\�RI�6WDWLVWLFDO�$VVHVVPHQW�RI�
3DSHUV�3XEOLVKHG�LQ�WKH�%ULWLVK�0HGLFDO�-RXUQDO�µ�Journal of the 
American Medical Association������0DUFK����������������������

.DQDUH��+0��Writing the Laboratory Notebook��:DVKLQJWRQ��'&��
$PHULFDQ�&KHPLFDO�6RFLHW\�������

.QREOHU��6/��0DKPRXG��$$)��3UD\��/$��HGV��Biological Threats  
and Terrorism: Assessing the Science and Response Capabilities: 
Workshop Summary��:DVKLQJWRQ��'&��1DWLRQDO�$FDGHP\�3UHVV��
�����

6WHYHQV��$5��Ownership and Retention of Data��:DVKLQJWRQ��'&��
1DWLRQDO�$VVRFLDWLRQ�RI�&ROOHJH�DQG�8QLYHUVLW\�$WWRUQH\V��������

Chapter 6: Data Management Practices
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7. Mentor and Trainee Responsibilities

Case Study

At a recent meeting, several faculty in a large, research-oriented science department raised 
concerns about their mentoring program.  While mindful of the many demands they all faced, 

they wondered whether changes were needed in the way the department assigned, trained, and 
oversaw mentors. The ensuing discussion raised some potentially good suggestions, which most 
agreed were best referred to a special committee for further discussion and recommendations. With 
a little arm twisting, Susan D., an advanced graduate student; Dr. Linda L., a postdoc; and Dr. Bill K., 
an established researcher, were recruited to serve.

At their first meeting, the three colleagues quickly agreed to tackle first the question of goals. If  
they knew what mentoring was expected to achieve, they could then assess the strengths and  
weaknesses of their current program and make suggestions for change. With this settled, they 
decided to spend some time talking with their peers and then get back together to compare notes. 
When they met the next time:          

What goals would you expect each member of the committee to recommend?

Why might different members of the committee recommend different goals? 

Assuming they came to the conclusion that some improvements were needed, what avenues are 
open to change the way mentors and trainees interact?

* The term “trainee” is used in this chapter to refer to anyone learning to be a  researcher under an 
established researcher’s supervision. This includes principally graduate students and postdoctoral 
fellows (postdocs), but may also include undergraduate and high school students working on 
research projects or junior research faculty, research scientists, and research staff.

WKLOH�FRQGXFWLQJ�LQYHVWLJDWLRQV��UHVHDUFKHUV�RIWHQ�

DVVXPH�WKH�DGGHG�UROH�RI�PHQWRUV�WR�WUDLQHHV�
�7KH�

PHQWRU�WUDLQHH�UHODWLRQVKLS�LV�FRPSOH[�DQG�EULQJV�LQWR�SOD\�

SRWHQWLDO�FRQÁLFWV��+RZ�PXFK�WLPH³WUDLQLQJ�WLPH�IRU�WKH�

PHQWRU��UHVHDUFK�WLPH�IRU�WKH�WUDLQHH³VKRXOG�HDFK�GHYRWH�WR�

WKH�RWKHU"�:KR�JHWV�FUHGLW�IRU�LGHDV�WKDW�WDNH�VKDSH�GXULQJ�

WKH�FRXUVH�RI�D�VKDUHG�H[SHULPHQW"�:KR�owns�WKH�UHVXOWV"�

:KHQ�GRHV�D�WUDLQHH�EHFRPH�DQ�LQGHSHQGHQW�UHVHDUFKHU"

7KH�HVVHQWLDO�HOHPHQWV�RI�D�SURGXFWLYH�PHQWRU�WUDLQHH�

UHODWLRQVKLS�DUH�GLIÀFXOW�WR�FRGLI\�LQWR�UXOHV�RU�JXLGHOLQHV��

Chapter 7: Mentor and Trainee Responsibilities
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OHDYLQJ�PRVW�RI�WKH�GHFLVLRQV�DERXW�UHVSRQVLEOH�PHQWRULQJ�WR�

WKH�LQGLYLGXDOV�LQYROYHG��&RPPRQ�VHQVH�VXJJHVWV�WKDW�JRRG�

PHQWRULQJ�VKRXOG�EHJLQ�ZLWK�

3 a clear understanding of mutual responsibilities,

3 a commitment to maintain a productive and supportive 
research environment,

3 proper supervision and review, and

3 an understanding that the main purpose of the relationship is 
to prepare trainees to become successful researchers.

8QGHUVWDQGLQJV�DQG�DJUHHPHQWV��KRZHYHU��ZLOO�FRXQW�IRU�

OLWWOH�LI�WKH\�DUH�QRW�EDFNHG�XS�E\�ÀUP�FRPPLWPHQWV�WR�

PDNH�D�UHODWLRQVKLS�ZRUN�

.QRZLQJ�WKH�LPSRUWDQFH�RI�SHUVRQDO�FRPPLWPHQWV��

UHVHDUFKHUV�VKRXOG�FDUHIXOO\�FRQVLGHU�ZKDW�UHVSRQVLELOLWLHV�

WKH\�KDYH�WR�WUDLQHHV�EHIRUH�WKH\�WDNH�RQ�WKH�HVVHQWLDO�WDVN�

RI�WUDLQLQJ�QHZ�UHVHDUFKHUV��7UDLQHHV��LQ�WXUQ��VKRXOG�EH�ZH�

DZDUH�RI�WKHLU�UHVSRQVLELOLWLHV�WR�PHQWRUV�EHIRUH�DFFHSWLQJ�D�

SRVLWLRQ�LQ�D�ODERUDWRU\�RU�SURJUDP�

7a. Basic responsibilities

0HQWRU�WUDLQHH�UHODWLRQVKLSV�EHJLQ�ZKHQ�DQ�H[SHULHQFHG�

DQG�DQ�LQH[SHULHQFHG�UHVHDUFKHU�DJUHH�WR�ZRUN�WRJHWKHU��

(DFK�EULQJV�VRPHWKLQJ�WR�WKH�WDEOH�XQGHU�VXFK�DQ� 

DUUDQJHPHQW��7KH�H[SHULHQFHG�UHVHDUFKHU�KDV�NQRZOHGJH�

DQG�VNLOOV�WKDW�WKH�LQH[SHULHQFHG�UHVHDUFKHU�QHHGV�WR�

OHDUQ��6KH�RU�KH�PD\�DOVR�SURYLGH�VXSSRUW�IRU�WKH�WUDLQHH·V�

UHVHDUFK�DQG�HGXFDWLRQ��,QH[SHULHQFHG�UHVHDUFKHUV��

ZKHWKHU�JUDGXDWH�VWXGHQW��SRVWGRFWRUDO�VWXGHQW��SRVWGRF���

UHVHDUFK�VWDII��RU�MXQLRU�UHVHDUFKHU��SURYLGH�ODERU�DQG�

IUHVK�LGHDV��8QGHU�D�SURGXFWLYH�UHODWLRQVKLS��WKH�WZR�ZRUN�

WRJHWKHU�WR�DGYDQFH�NQRZOHGJH�DQG�SXW�LGHDV�WR�ZRUN��

:KHQ�WKH�UHODWLRQVKLS�EUHDNV�GRZQ��LW�LV�RIWHQ�EHFDXVH�RQH�

RI�WKH�SDUWLHV�LV�QRW�JHWWLQJ�IURP�WKH�UHODWLRQVKLS�ZKDW�VKH�

RU�KH�H[SHFWHG�

L
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National Academy of Sciences 
On Being a Mentor to Students in Science and Engineering 

What is a Mentor? 

In the broad sense intended here, a mentor is someone who takes a special interest in  
helping another person develop into a successful professional. Some students, particularly 
those working in large laboratories and institutions, find it difficult to develop a close 
relationship with their faculty adviser or laboratory director. They might have to find their 
mentor elsewhere—perhaps a fellow student, another faculty member, a wise friend, or 
another person with experience who offers continuing guidance and support. 

In the realm of science and engineering, we might say that a good mentor seeks to help 
a student optimize an educational experience, to assist the student’s socialization into a 
disciplinary culture, and to help the student find suitable employment. These obligations can 
extend well beyond formal schooling and continue into or through the student’s career.

http://www.nap.edu/readingroom/books/mentor/

2QH�ZD\�WR�DYRLG�SUREOHPV�LV�WR�HVWDEOLVK�EDVLF�XQGHU�

VWDQGLQJV�DERXW�LPSRUWDQW�LVVXHV�HDUO\�LQ�WKH�UHODWLRQVKLS��

7UDLQHHV�QHHG�WR�NQRZ�

3 how much time they will be expected to spend on their 
mentor’s research;

3 the criteria that will be used for judging performance and 
form the basis of letters of recommendation;

3 how responsibilities are shared or divided in the research 
setting;

3 standard operating procedures, such as the way data are 
recorded and interpreted; and, most importantly,

3 how credit is assigned, that is, how authorship and ownership 
are established.

&ODULI\LQJ�WKHVH�LVVXHV�HDUO\�LQ�D�PHQWRU�WUDLQHH�UHODWLRQVKLS�

FDQ�SUHYHQW�SUREOHPV�IURP�DULVLQJ�ODWHU�

7KH�QHHG�IRU�HDUO\�XQGHUVWDQGLQJ�LV�QRW�RQH�VLGHG�� 

0HQWRUV�QHHG�WR�NQRZ�WKDW�D�WUDLQHH�ZLOO�

Chapter 7: Mentor and Trainee Responsibilities
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3 do assigned work in a conscientious way,

3 respect the authority of others working in the research 
setting,

3 follow research regulations and research protocols, and

3 live by agreements established for authorship and 
 ownership.

0HQWRUV�LQYHVW�WLPH�DQG�UHVRXUFHV�LQ�WUDLQHHV��7UDLQHHV�

VKRXOG�UHVSHFW�WKLV�WLPH�DQG�XVH�UHVRXUFHV�UHVSRQVLEO\��

NHHSLQJ�WKHLU�PHQWRUV�LQIRUPHG�DERXW�FKDQJLQJ�UHVHDUFK�

LQWHUHVWV�RU�RWKHU�FLUFXPVWDQFHV�WKDW�FRXOG�DIIHFW�WKHLU�ZRUN�

 

A Guide to Training and Mentoring in the 
Intramural Research Program at NIH

A mentor is a person who has achieved career success and counsels and guides another for 
the purpose of helping him or her achieve like success. Research supervisors should always 
be mentors; they have the responsibility to discuss with and advise a trainee on aspects 
of his or her work and professional development. The trainee may find additional mentors 
informally—or the training institution may designate them. They are very important in the 
overall experience of the trainee and may contribute to research productivity as well....

Training in the skills of mentorship itself is important, especially for those who plan careers 
in research or teaching. Postdoctoral trainees should learn to train and guide others, for 
example, by working with more junior individuals, supervising technical staff, or training 
students. The characteristics considered important by a fellow in selecting a supervisor 
and other mentors—interest in contributing to the career development of another scientist, 
research accomplishments, professional networking, accessibility, and past success cultivating 
the professional development of fellows—are characteristics that trainees may eventually 
strive to emulate in their own careers.

Although this Section has emphasized the responsibilities of supervisors and others in 
research institutions to provide mentoring to trainees to facilitate their professional 
development, trainees also have responsibilities. Collaborative research frequently requires 
productive interactions among fellows themselves as well as recognition of their roles as part 
of a team effort. In addition, fellows must have a commitment to the work of the laboratory 
and Institute and to the achievement of their goals. They cannot be passive participants in 
their training; they should appropriately make known their satisfactions, dissatisfactions, and 
needs clearly and often.

http://www1.od.nih.gov/oir/sourcebook/ethic-conduct/mentor-guide.htm
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$UULYLQJ�DW�EDVLF�XQGHUVWDQGLQJV�HDUO\�LQ�D�PHQWRU�

WUDLQHH�UHODWLRQVKLS�LV�QRW�HDV\��JLYHQ�WKH�XQHTXDO�SRZHU�

UHODWLRQVKLS�EHWZHHQ�WKHP��0HQWRUV�DUH�LQ�D�SRVLWLRQ�WR�OD\�

RXW�H[SHFWDWLRQV��EXW�LW�FDQ�EH�GLIÀFXOW�IRU�D�WUDLQHH�WR�UDLVH�

TXHVWLRQV�HDUO\�LQ�D�UHODWLRQVKLS�DERXW�FUHGLW�DQG�DXWKRUVKLS�

SUDFWLFHV��7R�DYRLG�SXWWLQJ�WUDLQHHV�LQ�WKH�DZNZDUG�SRVLWLRQ�

RI�KDYLQJ�WR�UDLVH�WKHVH�LVVXHV��PHQWRUV�VKRXOG�EH�SUHSDUHG�

WR�WDNH�WKH�OHDG�LQ�UDLVLQJ�LVVXHV�WKDW�DUH�RI�FRQFHUQ�WR�WKH�

WUDLQHH�DV�ZHOO�DV�WKRVH�WKDW�DUH�RI�LQWHUHVW�WR�WKH�PHQWRU��

'HYHORSLQJ�ZULWWHQ�JXLGDQFH�RQ�D�ODERUDWRU\·V�DXWKRUVKLS�

DQG�SXEOLFDWLRQ�SUDFWLFHV�VKRXOG�DOVR�EH�FRQVLGHUHG�

7b. Research environment

'LIIHUHQW�PHQWRUV�HVWDEOLVK�GLIIHUHQW�UHVHDUFK�HQYLURQPHQWV�� 

6RPH�ODERUDWRULHV�DUH�KLJKO\�FRPSHWLWLYH��RWKHUV�HPSKDVL]H�

FRRSHUDWLRQ��6RPH�PHQWRUV�DUH�LQWLPDWHO\�LQYROYHG�LQ�DOO� 

DVSHFWV�RI�WKH�SURMHFWV�WKH\�VXSHUYLVH��RWKHUV�GHOHJDWH�

DXWKRULW\��6LPLODUO\��GLIIHUHQW�UHVHDUFKHUV�OLNH�WR�ZRUN�LQ�

GLIIHUHQW�HQYLURQPHQWV��6RPH�HQMR\�LQGHSHQGHQFH��RWKHUV�

OLNH�WR�KDYH�FORVH�ZRUNLQJ�UHODWLRQVKLSV�ZLWK�FROOHDJXHV��

6RPH�WKULYH�LQ�FRPSHWLWLYH�HQYLURQPHQWV��RWKHUV�SUHIHU�

FRRSHUDWLYH�ZRUNLQJ�UHODWLRQVKLSV��$OWKRXJK�WKHUH�LV�QR�

VLQJOH�IRUPXOD�IRU�D�´JRRGµ�UHVHDUFK�HQYLURQPHQW��WKHUH�DUH�

VRPH�IXQGDPHQWDOV�WKDW�PHQWRUV�DQG�WUDLQHHV�VKRXOG�NHHS�

LQ�PLQG�

Equal treatment.�5HVHDUFK�DELOLW\�LV�QRW�WLHG�WR�UDFH��

JHQGHU��HWKQLFLW\��RU�VH[XDO�RULHQWDWLRQ��7KHVH�IDFWRUV�KDYH�

QR�EHDULQJ�RQ�RQH·V�VXFFHVV�DV�D�UHVHDUFKHU��7KHUHIRUH��

UHVHDUFK�HQYLURQPHQWV�VKRXOG�QRW�SXW�VRPHRQH�DW�D� 

GLVDGYDQWDJH�EDVHG�RQ�ZKR�WKH\�DUH��,I�FRPSHWLWLRQ�LV�

HQFRXUDJHG�LQ�D�ZD\�WKDW�SXWV�DQ\�GLVWLQJXLVKDEOH�JURXS� 

DW�D�VLJQLÀFDQW�GLVDGYDQWDJH��LW�LV�QRW�DFFHSWDEOH��$OO�

VWXGHQWV�VKRXOG�EH�VXEMHFW�WR�WKH�VDPH�OHYHO�RI�VXSHUYLVLRQ�

DQG�VFUXWLQ\��$VLGH�IURP�OHJDO�REOLJDWLRQV�WR�DYRLG� 

GLVFULPLQDWLRQ�LQ�WKH�ZRUNSODFH��UHVHDUFKHUV�KDYH�D� 

L

L
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SURIHVVLRQDO�REOLJDWLRQ�WR�ZRUN�WR�DVVXUH�HTXDO�DFFHVV�WR�WKHLU�

SURIHVVLRQ��SDUWLFXODUO\�LI�WKHLU�ZRUN�LV�SXEOLFO\�VXSSRUWHG�

Professional practice.�5HVHDUFKHUV�VKRXOG�PDLQWDLQ� 

UHVHDUFK�HQYLURQPHQWV�WKDW�UHVSHFW�DFFHSWHG�SUDFWLFHV�

IRU�WKH�UHVSRQVLEOH�FRQGXFW�RI�UHVHDUFK��7UDLQHHV�OHDUQ�

E\�H[DPSOH�DV�ZHOO�DV�IRUPDO�WUDLQLQJ��7KH\�DVVXPH��QRW�

XQUHDVRQDEO\��WKDW�WKH�SUDFWLFHV�WKH\�REVHUYH�DUH� 

appropriate�SUDFWLFHV��0HQWRUV�WKHUHIRUH�KDYH�DQ�REOLJDWLRQ�

WR�PDLQWDLQ�UHVHDUFK�HQYLURQPHQWV�WKDW�VHW�DSSURSULDWH�

H[DPSOHV��7KH\�VKRXOG�QRW�WKHPVHOYHV�PDNH�XQUHDVRQDEOH�

DXWKRUVKLS�GHPDQGV��IDLO�WR�KRQRU�DJUHHPHQWV�PDGH�ZLWK�

 
University of Michigan
Mentoring within a Diverse Community

Need for Role Models 

Students from historically underrepresented or marginalized groups have a harder time 
finding faculty role models who might have had experiences similar to their own. As some 
students say, they want to find “someone who looks like me;” “someone who immediately 
understands my experiences and perspectives;” “someone whose very presence lets me know 
I, too, can make it in the academy.”

Feelings of Isolation

Students from historically underrepresented groups can feel particularly isolated or alienated 
from other students in their departments, especially if the composition of a program is highly 
homogenous.

Burden of Being a Spokesperson

Students from underrepresented groups often expend a lot of time and energy speaking up 
when issues such as race, class, gender, or sexual orientation arise or are being ignored. These 
students point out how most of their peers have an advantage in not carrying such a burden.

Seeking Balance

Students observe that professors need to devote large parts of their lives to their work in 
order to be successful in the academy. Students from all disciplines tell us that they feel 
faculty expect them to spend every waking minute on their work. This perception of faculty 
expectations, accurate or not, is of grave concern to students who have children or wish to, 
as well as for those who want to balance their lives with their other interests.

http://www.rackham.umich.edu/StudentInfo/Publications/FacultyMentoring/contents.html
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WUDLQHHV��LQDSSURSULDWHO\�FXW�FRUQHUV�LQ�UHVHDUFK��RU�HQJDJH�

LQ�RWKHU�SUDFWLFHV�WKDW�UXQ�FRXQWHU�WR�DFFHSWHG�SUDFWLFHV�IRU�

WKH�UHVSRQVLEOH�FRQGXFW�RI�UHVHDUFK�

Training in the responsible conduct of research. 

%HJLQQLQJ�LQ������DQG�LQ�OLQH�ZLWK�UHFRPPHQGDWLRQV�PDGH�

E\�WKH�,QVWLWXWH�RI�0HGLFLQH��,20���������WKH�1DWLRQDO�

,QVWLWXWHV�RI�+HDOWK��1,+��UHTXLUHG�UHFLSLHQWV�RI�1DWLRQDO�

5HVHDUFK�6HUYLFH�,QVWLWXWLRQDO�7UDLQLQJ�3URJUDP�DZDUGV�

�WUDLQLQJ�JUDQWV��WR�RIIHU�LQVWUXFWLRQ�LQ�WKH�UHVSRQVLEOH� 

FRQGXFW�RI�UHVHDUFK��5&5���7KH�1DWLRQDO�6FLHQFH�)RXQGDWLRQ� 

�16)��KDV�D�VLPLODU�UHTXLUHPHQW�IRU�UHFLSLHQWV�RI�LWV�

,QWHJUDWLYH�*UDGXDWH�(GXFDWLRQ�DQG�5HVHDUFK�7UDLQHHVKLS�

�,*(57��3URJUDP�DZDUGV��/DWHU�UHSRUWV��QRWDEO\�E\�WKH������ 

&RPPLVVLRQ�RQ�5HVHDUFK�,QWHJULW\��FDOOHG�IRU�EURDGHQLQJ�

WKLV�UHTXLUHPHQW�WR�DOO�3+6�IXQGHG�UHVHDUFK��EXW�VXFK�D� 

UHTXLUHPHQW�KDV�QRW�EHHQ�LPSOHPHQWHG��1RQHWKHOHVV��WKHUH�

LV�ZLGHVSUHDG�DJUHHPHQW�WKDW�5&5�WUDLQLQJ�VKRXOG�EH�

LQWHJUDO�WR�WKH�UHVHDUFK�HQYLURQPHQW��ZLWK�KHDY\�HPSKDVLV�

JLYHQ�WR�WKH�UROH�WKH�PHQWRU�SOD\V�LQ�SURYLGLQJ�WKLV�WUDLQLQJ�

7c. Supervision and review

:KHQ�PHQWRUV�DFFHSW�WUDLQHHV��WKH\�DVVXPH�UHVSRQVLELOLW\� 

IRU�DVVXULQJ�WKDW�WKH�SHUVRQV�XQGHU�WKHLU�VXSHUYLVLRQ�DUH�

DSSURSULDWHO\�DQG�SURSHUO\�WUDLQHG��7KLV�UHVSRQVLELOLW\�

LV�SDUWLFXODUO\�LPSRUWDQW�LQ�UHVHDUFK�VLQFH�IRU�WKH�PRVW�

SDUW�WKHUH�DUH�QR�RWKHU�FKHFNV�RQ�WKH�TXDOLÀFDWLRQV�RI�QHZ�

UHVHDUFKHUV��5HVHDUFKHUV�GR�QRW�WDNH�OLFHQVLQJ�H[DPV��7KH\�

DUH�MXGJHG�SULPDULO\�E\�WKH�TXDOLW\�RI�WKHLU�UHVHDUFK��ZKLFK�

VKRXOG�EH�EHVW�NQRZQ�WR�WKH�SHUVRQ�GLUHFWO\�VXSHUYLVLQJ�

WKHLU�ZRUN��WKDW�LV��WR�WKHLU�PHQWRU�

3URSHU�VXSHUYLVLRQ�RI�D�WUDLQHH�WDNHV�WLPH��,Q�RQH�ZD\�RU�

DQRWKHU�D�PHQWRU�QHHGV�WR�

3 assure proper instruction in research methods,

3 foster the intellectual development of the trainee,

Chapter 7: Mentor and Trainee Responsibilities
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3 impart an understanding of responsible research practices, 
and

3 routinely check to make sure the trainee develops into a 
responsible researcher.

0HQWRUV�GR�QRW�QHHG�WR�FKHFN�DOO�DVSHFWV�RI�D�WUDLQHH·V�ZRUN�

GLUHFWO\��,Q�ODUJH�ODERUDWRULHV��SRVWGRFV�RIWHQ�VXSHUYLVH� 

JUDGXDWH�VWXGHQWV�DQG�ODERUDWRU\�WHFKQLFLDQV�PLJKW�WHDFK�

VSHFLÀF�ODERUDWRU\�VNLOOV��7UDLQLQJ�LQ�WKH�UHVSRQVLEOH�XVH�

RI�DQLPDOV�LV�RIWHQ�GRQH�WKURXJK�DQ�DQLPDO�FDUH�SURJUDP��

+RZHYHU��WKH�XOWLPDWH�UHVSRQVLELOLW\�IRU�WUDLQLQJ�UHVWV�ZLWK�

WKH�PHQWRU�

3URSHU�VXSHUYLVLRQ�DQG�UHYLHZ�SOD\�DQ�LPSRUWDQW�UROH�LQ�

TXDOLW\�FRQWURO��7UDLQHHV�FDQ�PDNH�PLVWDNHV��6RPH�KDYH�

GHOLEHUDWHO\�IDOVLÀHG�RU�IDEULFDWHG�GDWD��0HQWRUV�VKRXOG�

UHYLHZ�ZRUN�GRQH�XQGHU�WKHLU�VXSHUYLVLRQ�FDUHIXOO\�HQRXJK�

WR�DVVXUH�WKDW�LW�LV�ZHOO�GRQH�DQG�DFFXUDWH��7KLV�FDQ�EH�

DFFRPSOLVKHG�E\�

 

Emory University School of Medicine
Policy for Postdoctoral Fellows

Mentor Obligations 

Postdoctoral research opportunities at Emory University School of Medicine are intended to foster 
the training of basic and clinical research scientists. Included within this goal is the concept that 
postdoctoral fellows, with the guidance of their mentors, will develop a scientific project that  
utilizes the creativity and independence of the fellow. In this spirit, the mentor will provide 
adequate facilities, funds, and the appropriate guidance to achieve the agreed-upon goals of the 
project. In addition, mentors should provide guidance in critical review of scientific information, 
grant writing, manuscript writing and preparation, presentation of scientific information, and 
in the art of performing research. Mentors should also advise and as possible, aid fellows in 
decisions regarding future employment potential and career paths. Mentor review of fellow 
performance and career development should be conducted at least once per year. A member(s) of 
the departmental senior faculty should be designated to serve as liaison with departmental post-
doctoral fellows, faculty, and the Office of Postdoctoral Education and its advisory committees. 

http://www.med.emory.edu/POSTDOC/Web%20Forms/Adobe%20Forms/Policy%20for%20Post
doctoral%20Fellows%207.1.05-1.pdf

L
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3 reviewing laboratory notebooks and other compilations of 
data;

3 reading manuscripts prepared by trainees carefully to  
assure that they are accurate, well-reasoned, and give 
proper credit to others;

3 meeting with trainees on a regular basis to keep in touch with 
the work they are doing; and

3 encouraging trainees to present and discuss data at  
laboratory meetings.

6RPH�RI�WKLV�UHVSRQVLELOLW\�FDQ�EH�GHOHJDWHG�WR�RWKHUV��EXW�

DV�ZLWK�DOO�RWKHU�PDWWHUV�UHJDUGLQJ�WUDLQLQJ��WKH�PHQWRU�

VKRXOG�DVVXPH�XOWLPDWH�UHVSRQVLELOLW\�

7d. Transition to independent researcher

7KH�XOWLPDWH�JRDO�RI�UHVHDUFK�WUDLQLQJ�LV�WR�SURGXFH� 

LQGHSHQGHQW�UHVHDUFKHUV�ZKR�FDQ�HVWDEOLVK�WKHLU�RZQ� 

UHVHDUFK�SURJUDPV��WDNH�RQ�WUDLQHHV��DQG�KHOS�UHVHDUFK�

GHSHQGHQW�GLVFLSOLQHV�JURZ��7KLV�PHDQV�WKDW�WKH�PHQWRU·V�

ÀQDO�UHVSRQVLELOLW\�WR�WUDLQHHV�LV�WR�KHOS�WKHP�JHW� 

HVWDEOLVKHG�DV�LQGHSHQGHQW�UHVHDUFKHUV�

+LVWRU\�KDV�UHSHDWHGO\�VKRZQ�WKDW�H[SHULHQFHG� 

UHVHDUFKHUV�RIWHQ�GR�QRW�JLYH�RYHU�FRQWURO�WR�WKH�QH[W� 

JHQHUDWLRQ�HDVLO\��7KH\�KDYH�D�GLIÀFXOW�WLPH�VHHLQJ�LGHDV�

WKH\�SODQWHG�JURZ�LQ�DQRWKHU�SHUVRQ�RU�KDYLQJ�VRPHRQH�

WKH\�WUDLQHG�KHDG�RXW�LQ�QHZ�GLUHFWLRQV��$QG�\HW�LQ�PDQ\�

ÀHOGV��LW�LV�ZHOO�GRFXPHQWHG�WKDW�UHVHDUFKHUV�DUH�PRVW� 

SURGXFWLYH�HDUO\�LQ�WKHLU�FDUHHUV��ZKHQ�WKH\�DUH�ÀUVW� 

PDNLQJ�WKHLU�ZD\�DV�LQGHSHQGHQW�UHVHDUFKHUV�

7KH�SUREOHP�RI�WUDLQHH�YHUVXV�LQGHSHQGHQW�UHVHDUFKHU�LV�

PRVW�DSSDUHQW�LQ�SRVWGRFWRUDO�WUDLQLQJ��3RVWGRFV��DV�WKH\�DUH� 

FRPPRQO\�NQRZQ��DUH�XVXDOO\�ZHOO�SUHSDUHG�WR�XQGHUWDNH�

LQGHSHQGHQW�ZRUN��DQG�\HW�WKH\�DUH�VWLOO�ZRUNLQJ�XQGHU�

VRPHRQH�HOVH·V�VXSHUYLVLRQ��7KH�IDFW�WKDW�WKH\�DUH�QHLWKHU�

RIÀFLDO�VWXGHQWV�QRU�RIÀFLDO�IDFXOW\�JLYHV�WKHP�IHZ�ULJKWV�

DQG�SURWHFWLRQV��7KH�IDFW�WKDW�WKH\�DUH�XVXDOO\�VXSSRUWHG�E\�

L
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L

VRPHRQH�HOVH·V�IXQGLQJ�OHDYHV�WKHP�RSHQ�WR�H[SORLWDWLRQ�� 

7R�SURWHFW�DJDLQVW�VXFK�H[SORLWDWLRQ��D�QHZ�RUJDQL]DWLRQ��

WKH�1DWLRQDO�3RVWGRFWRUDO�$VVRFLDWLRQ��KDV�UHFHQWO\�EHHQ�

HVWDEOLVKHG�´WR�DGGUHVV�QDWLRQDO�LVVXHV�UHOHYDQW�WR�SRVWGRFV�

DQG�IRFXV�SXEOLF�GHEDWH�RQ�KRZ�WR�LPSURYH�WKH�OLYHV�RI�

SRVWGRFV�DW�DOO�OHYHOV�µ

5HVHDUFKHUV�ZKR�VXSHUYLVH�SRVWGRFV�VKRXOG�FDUHIXOO\�

ZRUN�RXW�WKHLU�UHODWLRQVKLS�ZLWK�WKLV�XQLTXH�DQG�LPSRUWDQW�

JURXS�RI�UHVHDUFKHUV�LQ�WUDLQLQJ��6RPH�VXSHUYLVLRQ�LV�VWLOO� 

QHFHVVDU\��EXW�QRW�DV�PXFK�DV�IRU�JUDGXDWH�VWXGHQWV��3RVW�

GRFV�PD\�KDYH�WKHLU�RZQ�IXQGLQJ�DQG�DVVXPH�DOO�WKH�GXWLHV�

RI�D�SULQFLSDO�LQYHVWLJDWRU��HYHQ�LI�IRU�DGPLQLVWUDWLYH� 

SXUSRVHV�WKHLU�IXQGLQJ�FRPHV�WKURXJK�WKHLU�PHQWRU��7KH\�

PD\�GHVHUYH�ÀUVW�DXWKRUVKLS�RQ�DOO�RI�WKHLU�SDSHUV��HYHQ�

WKRXJK�WKH�PHQWRU�ZDV�LQYROYHG�LQ�WKH�UHVHDUFK��0RVW�

LPSRUWDQWO\��WKH\�VKRXOG�EH�HQFRXUDJHG�WR�GHYHORS�WKH�

LQGHSHQGHQFH�DQG�UHFRUG�QHHGHG�WR�JHW�D�UHJXODU�UHVHDUFK�

DSSRLQWPHQW��WKHUHE\�SD\LQJ�EDFN�VRFLHW\·V�LQYHVWPHQW�LQ�

\HDUV�RI�UHVHDUFK�WUDLQLQJ�DQG�WKH�VWXGHQW·V�LQYHVWPHQW�LQ�

KHU�RU�KLV�RZQ�FDUHHU�
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Questions for discussion

   1  Can elements of the mentor-trainee relationship be reduced  
to a written agreement that both parties would sign at the 
beginning of the relationship?

   
2  What are the qualities of a good mentor? A good trainee?

   3  What are the qualities of a good research environment and  
how can they be fostered?

   4  What is the purpose of postdoctoral training and how long 
should it last?

   5  Can good mentoring be taught, monitored, and evaluated?

Chapter 7: Mentor and Trainee Responsibilities
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Resources

Policies, Reports, and Policy Statements

&RPPLVVLRQ�RQ�5HVHDUFK�,QWHJULW\��Integrity and Misconduct in 
Research: Report of the Commission on Research Integrity�� 
:DVKLQJWRQ��'&��+HDOWK�DQG�+XPDQ�6HUYLFHV���������DYDLODEOH�DW���
KWWS���RUL�KKV�JRY�GRFXPHQWV�UHSRUWBFRPPLVVLRQ�SGI�

*RWWHVPDQ��00��A Guide to Training and Mentoring in the  
Intramural Research Program at NIH��%HWKHVGD��0'��1DWLRQDO�
,QVWLWXWHV�RI�+HDOWK���������DYDLODEOH�DW��KWWS���ZZZ��RG�QLK�
JRY�RLU�VRXUFHERRN�HWKLF�FRQGXFW�PHQWRU�JXLGH�KWP�

,QVWLWXWH�RI�0HGLFLQH��The Responsible Conduct of Research in the 
Health Sciences,�:DVKLQJWRQ��'&��1DWLRQDO�$FDGHPLHV�RI� 
6FLHQFH���������DYDLODEOH�DW��KWWS���VHDUFK�QDS�HGX�
ERRNV������������KWPO��

1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��$OFRKRO��'UXJ��DQG�0HQWDO�+HDOWK�
$GPLQLVWUDWLRQ��´5HTXLUHPHQW�IRU�3URJUDPV�RQ�WKH�5HVSRQVLEOH�
&RQGXFW�RI�5HVHDUFK�LQ�1DWLRQDO�5HVHDUFK�6HUYLFH�$ZDUG� 
,QVWLWXWLRQDO�7UDLQLQJ�3URJUDPV�µ�NIH Guide for Grants and 
Contracts����������������DYDLODEOH�DW��KWWS���JUDQWV�QLK�JRY�JUDQWV�
JXLGH�KLVWRULFDO�����B��B��B9ROB��B1RB���SGI�

1DWLRQDO�6FLHQFH�)RXQGDWLRQ��Integrative Graduate Education and 
Research Traineeship (IGERT) Program��:DVKLQJWRQ��'&��16)��
�������DYDLODEOH�DW��KWWS���ZZZ�QVI�JRY�SXEV������QVI������
QVI������SGI�

General Information Web Sites

$VVRFLDWLRQ�IRU�:RPHQ�LQ�6FLHQFH��Home Page��KWWS���ZZZ�DZLV�RUJ�

0HQWRU1HW��The E-Mentoring Network for Women in Engineering and 
Science��KWWS���ZZZ�PHQWRUQHW�QHW�

1DWLRQDO�3RVWGRFWRUDO�$VVRFLDWLRQ��+RPH�3DJH���DYDLODEOH�DW��KWWS���
ZZZ�QDWLRQDOSRVWGRF�RUJ�VLWH�F�HR-0,:2%,U+�E���������N�
'%%(�13$B+RPH�KWP��
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Additional Reading

$VVRFLDWLRQ�IRU�:RPHQ�LQ�6FLHQFH��Mentoring Means Future  
Scientists��:DVKLQJWRQ��'&��$VVRFLDWLRQ�IRU�:RPHQ�LQ�6FLHQFH��
�����

*DGOLQ��+��-HVVDU��.��´3UHHPSWLQJ�'LVFRUG��3UHQXSWLDO�$JUHHPHQWV�
IRU�6FLHQWLVWV�µ�The NIH Catalyst��0D\�-XQH����������DYDLODEOH�DW��
KWWS���RUL�KKV�JRY�HGXFDWLRQ�SUHHPSWLQJBGLVFRUG�VKWPO�

1DWLRQDO�$FDGHP\�RI�6FLHQFHV��1DWLRQDO�$FDGHP\�RI�(QJLQHHULQJ��
,QVWLWXWH�RI�0HGLFLQH��Adviser, Teacher, Role Model, Friend:  
On Being a Mentor to Students in Science and Engineering��
:DVKLQJWRQ��'&��1DWLRQDO�$FDGHP\�3UHVV���������DYDLODEOH�DW��
KWWS���ZZZ�QDS�HGX�UHDGLQJURRP�ERRNV�PHQWRU��

8QLYHUVLW\�RI�0LFKLJDQ��+RUDFH�+��5DFNKDP�6FKRRO�RI�*UDGXDWH�
6WXGLHV��How to Mentor Graduate Students: A Guide for Faculty 
in a Diverse University��$QQ�$UERU��0,��8QLYHUVLW\�RI�0LFKLJDQ��
�������DYDLODEOH�DW��KWWS���ZZZ�UDFNKDP�XPLFK�HGX�6WXGHQW,QIR�
3XEOLFDWLRQV�)DFXOW\0HQWRULQJ�FRQWHQWV�KWPO�

Chapter 7: Mentor and Trainee Responsibilities
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8. Collaborative Research

R HVHDUFKHUV�LQFUHDVLQJO\�FROODERUDWH�ZLWK�FROOHDJXHV� 

ZKR�KDYH�WKH�H[SHUWLVH�DQG�RU�UHVRXUFHV�QHHGHG�WR�

FDUU\�RXW�D�SDUWLFXODU�SURMHFW��&ROODERUDWLRQV�FDQ�EH�DV�

VLPSOH�DV�RQH�UHVHDUFKHU�VKDULQJ�UHDJHQWV�RU�WHFKQLTXHV�

ZLWK�DQRWKHU�UHVHDUFKHU��7KH\�FDQ�EH�DV�FRPSOH[�DV�PXOWL�

FHQWHUHG�FOLQLFDO�WULDOV�WKDW�LQYROYH�DFDGHPLF�UHVHDUFK�

FHQWHUV��SULYDWH�KRVSLWDOV��DQG�IRU�SURÀW�FRPSDQLHV�VWXG\LQJ�

WKRXVDQGV�RI�SDWLHQWV�LQ�GLIIHUHQW�VWDWHV�RU�HYHQ�FRXQWULHV�

$Q\�SURMHFW�WKDW�KDV�PRUH�WKDQ�RQH�SHUVRQ�ZRUNLQJ�RQ�LW�

UHTXLUHV�VRPH�FROODERUDWLRQ��L�H���ZRUNLQJ�WRJHWKHU��,Q�PRVW�

SURMHFWV��KRZHYHU��RQH�SHUVRQ��FRPPRQO\�FDOOHG�WKH� 

´SULQFLSDO�LQYHVWLJDWRUµ�RU�3,��LV�LQ�FKDUJH��2WKHUV�ZRUN�

XQGHU�WKH�3,·V�GLUHFWLRQ��,Q�WKLV�FKDSWHU��WKH�IRFXV�ZLOO�EH� 

RQ�JURXSV�RI�UHVHDUFKHUV�ZKR�DUH�DOO�PRUH�RU�OHVV�HTXDO�

SDUWQHUV�ZRUNLQJ�RQ�D�FRPPRQ��´FROODERUDWLYHµ�SURMHFW�

,Q�FROODERUDWLYH�SURMHFWV��UHVHDUFKHUV�FRQWLQXH�WR�KDYH�WKH�

UHVSRQVLELOLWLHV�GLVFXVVHG�LQ�RWKHU�FKDSWHUV�LQ�WKH�ORI  

Case Study

Sharon, Ben, and Terra met during a late-night discussion at a professional meeting. They share 
a common interest in learning disorders but come from different scientific backgrounds.  Sharon 

works at the cutting edge of brain imaging technology. Ben is an educational psychologist 
interested in pre-school children in inner cities. Terra has been putting her knowledge as a  
physiologist to work exploring the effects of alternative medicines.  

As late night turns to early morning, the newly met trio begins to see benefits from working 
together and starts sketching out a grant proposal. The scientific ideas quickly fall into place, but 
some of the logistics  raise questions that need answers.   

Who should submit the proposal, through which university?

Do all three need to get IRB approval to work on the project? 

What will happen if their work has practical applications?

How should they go about answering these questions? Are there other important questions that 
should be asked as well?

Chapter 8: Collaborative Research
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Introduction to RCR,�EXW�WKH\�DVVXPH�VRPH�DGGLWLRQDO�

UHVSRQVLELOLWLHV�VWHPPLQJ�IURP�FROODERUDWLYH�UHODWLRQVKLSV��

7KHVH�DGGLWLRQDO�UHVSRQVLELOLWLHV�DULVH�IURP�WKH�DGGHG�

EXUGHQV�RI�

3 the increasingly complex roles and relationships;

3 common, but not necessarily identical, interests;

3 management requirements; and

3 cultural differences

LQKHUHQW�LQ�DQ\�ODUJH�SURMHFW�EXW�HVSHFLDOO\�LQ�FROODERUDWLYH�

SURMHFWV��6SHFLDO�DWWHQWLRQ�WR�WKHVH�DGGHG�EXUGHQV�FDQ�KHOS�

NHHS�FROODERUDWLYH�SURMHFWV�UXQQLQJ�VPRRWKO\�

8a. Roles and relationships

(IIHFWLYH�FROODERUDWLRQ�EHJLQV�ZLWK�D�FOHDU�XQGHUVWDQGLQJ�

RI�UROHV�DQG�UHODWLRQVKLSV��ZKLFK�VKRXOG�EHJLQ�WKH�GD\�WKH�

FROODERUDWLRQ�LV�HVWDEOLVKHG�E\�GLVFXVVLQJ�DQG�UHDFKLQJ�

DJUHHPHQW�RQ�WKH�GHWDLOV�RI�WKH�FROODERUDWLYH�UHODWLRQV�� 

%HIRUH�DQ\�ZRUN�LV�XQGHUWDNHQ��WKHUH�VKRXOG�EH�VRPH� 

FRPPRQ�XQGHUVWDQGLQJ�RI�

3 the goals of the project and anticipated outcomes;

3 the role each partner in the collaboration will play;

3 how data will be collected, stored, and shared;

3 how changes in the research design will be made;

3 who will be responsible for drafting publications;

3 the criteria that will be used to identify and rank  
contributing authors;

3 who will be responsible for submitting reports and meeting 
other requirements;

3 who will be responsible for or have the authority to speak 
publicly for the collaboration;

3 how intellectual property rights and ownership issues will be 
resolved; and

L
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3 how the collaboration can be changed and when it will come 
to an end.

&OHDU�XQGHUVWDQGLQJV�LQ�DGYDQFH�DUH�WKH�EHVW�ZD\�WR�DYRLG�

FRPSOLFDWLRQV�DQG�GLVDJUHHPHQWV�ODWHU�LQ�D�FROODERUDWLRQ�

2EYLRXVO\��VLWXDWLRQV�FDQ�DULVH�GXULQJ�D�FROODERUDWLRQ�

WKDW�FRXOG�QRW�KDYH�EHHQ�DQWLFLSDWHG�LQ�DGYDQFH��)RU�WKLV�

UHDVRQ��LW�LV�LPSRUWDQW�IRU�HIIHFWLYH�FRPPXQLFDWLRQ�WR�

FRQWLQXH�WKURXJKRXW�DQ\�FROODERUDWLYH�SURMHFW��&ROODERUDWRUV�

VKRXOG�

3 share findings with colleagues in the collaboration and pay 
attention to what others are doing;

3 report and discuss problems as well as findings;

3 make other collaborators aware of any important changes, 
such as changes in key personnel; and

3 share related news and developments so that everyone in 
the collaboration is equally knowledgeable about important 
information.

$OO�RI�WKHVH�SRLQWV�PD\�VHHP�REYLRXV��EXW�WKH\�FDQ�HDVLO\�JHW�

ORVW�LQ�WKH�GD\�WR�GD\�GHWDLOV�RI�GRLQJ�UHVHDUFK��+RZHYHU��LI�

\RX�DUH�ZRUNLQJ�ZLWK�FROODERUDWRUV��NHHS�LQ�WRXFK��:LWKRXW�

HIIHFWLYH�FRPPXQLFDWLRQ��FROODERUDWLRQV�FDQ�HDVLO\�UXQ�LQWR�

SUREOHPV�DQG�GLVVROYH�

8b. Management

,Q�DGGLWLRQ�WR�HIIHFWLYH�FRPPXQLFDWLRQ��FROODERUDWLYH�

SURMHFWV�VKRXOG�KDYH�HIIHFWLYH�PDQDJHPHQW�SODQV�WKDW�FRYHU�

3 financial issues,

3 training and supervision,

3 formal agreements, and

3 compliance.

:KHQ�D�3,�LV�LQ�FKDUJH�RI�DOO�RI�WKH�ZRUN�GRQH�RQ�D�SURMHFW��

WKH�OLQHV�RI�UHVSRQVLELOLW\�DUH�FOHDU��7KH�3,�LV�XOWLPDWHO\�

UHVSRQVLEOH�IRU�DOO�DVSHFWV�RI�WKH�SURMHFW��IURP�ÀQDQFLDO�

L
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H[SHQGLWXUHV�WR�VWDII�WUDLQLQJ��GDWD�FROOHFWLRQ��UHSRUWLQJ��

DQG�ZUDSSLQJ�XS�WKH�SURMHFW��,Q�FROODERUDWLYH�UHVHDUFK��WKH�

SDUWQHUV�LQ�WKH�FROODERUDWLRQ�VKDUH�UHVSRQVLELOLWLHV��8QGHU�

WKHVH�FLUFXPVWDQFHV��DQ�HIIHFWLYH�PDQDJHPHQW�SODQ�LV�

HVVHQWLDO�

Financial management.�7KH�H[SHQGLWXUH�RI�)HGHUDO�

UHVHDUFK�IXQGV�LV�VXEMHFW�WR�ÀQDQFLDO�PDQDJHPHQW�UXOHV�

LVVXHG�E\�WKH�2IÀFH�RI�0DQDJHPHQW�DQG�%XGJHW�LQ�&LUFXODUV�

$����DQG�$������VHH�ER[HV��EHORZ�DQG�QH[W�SDJH���$����FRYHUV� 

DOO�DVSHFWV�RI�ÀQDQFLDO�PDQDJHPHQW��IURP�DFFRXQWLQJ� 

SURFHGXUHV�WR�UHSRUWLQJ�UHTXLUHPHQWV��)RU�H[DPSOH��RQH� 

VHFWLRQ�FDUHIXOO\�GHVFULEHV��LQ�IDLUO\�WHFKQLFDO�WHUPV� 

DOORZDEOH�DQG�XQDOORZDEOH�H[SHQVHV��6RPH�WUDYHO�FRVWV�DUH�

DOORZHG��RWKHUV�DUH�QRW��$�����VHWV�RXW�UXOHV�IRU�LVVXLQJ�

JRYHUQPHQW�JUDQWV�DQG�FRQWUDFWV��,W�H[SODLQV�KRZ�HTXLSPHQW�

VKRXOG�EH�SXUFKDVHG�DQG�XVHG��HYHQ�DIWHU�WKH�SURMHFW�KDV�

FRPH�WR�DQ�HQG�
 

Office of Management and Budget 
Circular A-21

48. Travel costs.

a. General. Travel costs are the expenses for transportation, lodging, subsistence, and 
related items incurred by employees who are in travel status on official business of the 
institution. Such costs may be charged on an actual basis, on a per diem or mileage basis 
in lieu of actual costs incurred, or on a combination of the two, provided the method 
used is applied to an entire trip and not to selected days of the trip, results in reasonable 
charges, and is in accordance with the institution’s travel policy and practices consistently 
applied to all institutional travel activities. 

b. Lodging and subsistence. Costs incurred by employees and officers for travel, including 
costs of lodging, other subsistence, and incidental expenses, shall be considered reasonable 
and allowable only to the extent such costs do not exceed charges normally allowed 
by the institution in its regular operations as a result of an institutional policy and the 
amounts claimed under sponsored agreements represent reasonable and allocable costs. 

c. Commercial air travel. Airfare costs in excess of the lowest available commercial 
discount airfare….

http://www.whitehouse.gov/omb/circulars/a021/a021.html
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(YHU\�IHGHUDOO\�IXQGHG�UHVHDUFK�SURMHFW�PXVW�DGKHUH�WR�

WKH�UXOHV�VHW�RXW�LQ�$����DQG�$������7KHUHIRUH��FROODERUDWLYH� 

SURMHFWV�PXVW�EH�PDQDJHG�LQ�ZD\V�WKDW�DVVXUH�WKDW�DOO�

H[SHQGLWXUHV�DUH�LQ�FRPSOLDQFH��IURP�WKRVH�LQFXUUHG�E\�WKH�

SULPDU\�LQYHVWLJDWRUV�ZRUNLQJ�DW�PDMRU�UHVHDUFK�LQVWLWXWLRQV� 

WR�VXUYH\�ZRUNHUV�RU�FOLQLFLDQV�ZRUNLQJ�LQ�WKH�ÀHOG�

Training and supervision.�:KHUHYHU�WKH\�ZRUN��

UHVHDUFK�VWDII�VKRXOG�EH�SURSHUO\�WUDLQHG�DQG�VXSHUYLVHG��

,Q�VRPH�LQVWDQFHV�WKH�WUDLQLQJ�LV�PDQGDWRU\��$Q\RQH�ZKR�

ZRUNV�ZLWK�UHVHDUFK�DQLPDOV�RU�KXPDQ�VXEMHFWV�PXVW�KDYH�

IRUPDO�WUDLQLQJ��7KH�VDPH�LV�WUXH�RI�VWDII�ZKR�ZRUN�ZLWK�

KD]DUGRXV�VXEVWDQFHV�RU�ELRKD]DUGV��7KHVH�UHTXLUHPHQWV�

H[WHQG�WR�HYHU\RQH�ZRUNLQJ�RQ�D�FROODERUDWLYH�SURMHFW��

ZKHWKHU�WKH\�DUH�DW�D�GLIIHUHQW�LQVWLWXWLRQ��LQ�DQRWKHU� 

VWDWH��RU�HYHQ�DQRWKHU�FRXQWU\��0DQDJHPHQW�SODQV�IRU� 

FROODERUDWLYH�SURMHFWV�WKHUHIRUH�VKRXOG�LQFOXGH�WKH�WUDLQLQJ�

DQG�VXSHUYLVLRQ�RI�DOO�UHVHDUFKHUV�DQG�VWDII�ZRUNLQJ�RQ� 

WKH�SURMHFW�

Formal agreements.�6RPH�DVSHFWV�RI�FROODERUDWLYH� 

SURMHFWV�PXVW�EH�ZRUNHG�RXW�LQ�DGYDQFH�LQ�IRUPDO� 

DJUHHPHQWV��)RU�H[DPSOH��ZKHQ�UHVHDUFK�LV�FDUULHG�RXW�LQ�

PRUH�WKDQ�RQH�SODFH��LW�LV�VRPHWLPHV�QHFHVVDU\�WR�WUDQVIHU�

 

Office of Management and Budget 
Circular A-110

34.  Equipment.

(c) The recipient shall use the equipment in the project or program for which it was acquired 
as long as needed, whether or not the project or program continues to be supported 
by Federal funds and shall not encumber the property without approval of the Federal 
awarding agency. When no longer needed for the original project or program, the recipient 
shall use the equipment in connection with its other federally-sponsored activities, in the 
following order of priority: (i) Activities sponsored by the Federal awarding agency  
which funded the original project, then (ii) activities sponsored by other Federal  
awarding agencies. 

http://www.whitehouse.gov/omb/circulars/a110/a110.html

L
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PDWHULDOV�IURP�RQH�LQVWLWXWLRQ�WR�DQRWKHU��6LQFH�PDQ\�

PDWHULDOV�DUH�FDUHIXOO\�FRQWUROOHG��WR�SURWHFW�HLWKHU�VDIHW\�RU�

RZQHUVKLS��WKH�WHUPV�RI�WUDQVIHU�VKRXOG�EH�FDUHIXOO\�VSHOOHG�

RXW��LQFOXGLQJ��VHH�1,+�UHFRPPHQGHG�SURYLVLRQV�EHORZ��

3 who owns the materials,

3 the use to which they can be put, and

3 proper acknowledgment of the source.

7KHVH�DJUHHPHQWV�KHOS�SURWHFW�WKH�LQWHUHVWV�RI�WKH� 

FROODERUDWRUV�E\�DVVXULQJ�WKDW�RZQHUVKLS�ZLOO�EH�UHVSHFWHG�

DQG�WKDW�WKH�PDWHULDOV�ZLOO�EH�SURSHUO\�XVHG�

Compliance.�,QFUHDVLQJO\��UHVHDUFK�LQVWLWXWLRQV�PXVW�LQ�

RQH�ZD\�RU�DQRWKHU�FHUWLI\�WKDW�WKH\�DUH�LQ�FRPSOLDQFH�ZLWK�

VSHFLÀF�UHVHDUFK�UHJXODWLRQV��:KHQ�UHVHDUFK�LQVWLWXWLRQV�

DUH�LQYROYHG�LQ�FROODERUDWLYH�SURMHFWV��DQ�LQVWLWXWLRQ·V� 

UHVSRQVLELOLW\�IRU�FRPSOLDQFH�FDQ�H[WHQG�WR�RWKHU�LQVWLWXWLRQV�� 

,I�WKH�RWKHU�LQVWLWXWLRQ�LV�D�8�6��XQLYHUVLW\�ZLWK�D�ODUJH�

 

National Institutes of Health
Recommended Provisions for a Materials Transfer Letter 

1.  The [supplied] MATERIAL is the property of the PROVIDER and is made available as a 
service to the research community. 

2.  THIS MATERIAL IS NOT FOR USE IN HUMAN SUBJECTS. 

3.  The MATERIAL will be used for teaching or not-for-profit research purposes only. 

4.  The MATERIAL will not be further distributed to others without the PROVIDER’s written 
consent.…

6.  Any MATERIAL delivered pursuant to this Agreement is understood to be experimental in 
nature and may have hazardous properties.…

7.  The RECIPIENT agrees to use the MATERIAL in compliance with all applicable statutes 
and regulations. 

8.  The MATERIAL is provided at no cost, or with an optional transmittal fee solely to 
reimburse the PROVIDER for its preparation and distribution costs. If a fee is requested, 
the amount will be indicated here: [insert fee]

http://www.ott.nih.gov/pdfs/MTA.pdf
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UHVHDUFK�SRUWIROLR��WKDW�LQVWLWXWLRQ�PRVW�OLNHO\�DOUHDG\�KDV�D�

FRPSOLDQFH�SODQ�LQ�SODFH��+RZHYHU��LI�WKH�RWKHU�LQVWLWXWLRQ�

GRHV�QRW�GR�D�JUHDW�GHDO�RI�UHVHDUFK�RU�LV�ORFDWHG�LQ�DQRWKHU�

FRXQWU\��LW�PD\�QRW�KDYH�WKRXJKW�DERXW�LWV�FRPSOLDQFH� 

UHVSRQVLELOLWLHV��0DQDJHPHQW�SODQV�IRU�FROODERUDWLYH�SURMHFWV� 

PXVW�WDNH�LQWR�DFFRXQW�WKH�QHHG�IRU�PHHWLQJ�FRPSOLDQFH�

UHVSRQVLELOLWLHV�WKURXJKRXW�WKH�SURMHFW�VLWHV�DQG�QRW�MXVW�DW�

RQH�LQVWLWXWLRQ�

8c. Different research settings

0RVW�UHVHDUFKHUV�GHYRWH�WKHLU�FDUHHUV�WR�RQH�ÀHOG�RI�

UHVHDUFK�DQG�VSHQG�WKHLU�WLPH�WDONLQJ�ZLWK�FROOHDJXHV�ZLWK�

VLPLODU�LQWHUHVWV��+RZHYHU��VFLHQFH�LV�LQFUHDVLQJO\�EHVW�

VHUYHG�ZKHQ�UHVHDUFKHUV�ZRUN�ZLWK�FROOHDJXHV�LQ�RWKHU�

ÀHOGV��3K\VLFLDQV�DQG�HQJLQHHUV�KDYH�WHDPHG�WRJHWKHU� 

WR�GHYHORS�PLQLDWXUH�ZLUHOHVV�GHYLFHV�WKDW�FDQ�JDWKHU� 

LQIRUPDWLRQ�ZKLOH�SDVVLQJ�QRUPDOO\�WKURXJK�WKH�ERG\��

&RPSXWHU�VFLHQWLVWV�DUH�ZRUNLQJ�ZLWK�RUJDQLF�FKHPLVWV� 

DQG�ELRORJLVWV�WR�GHYHORS�IDVWHU�FRPSXWHUV�DQG�PRUH�ÁH[LEOH�

GLVSOD\�GHYLFHV��&ROODERUDWLYH�SURMHFWV�HQFRXUDJH�UHVHDUFKHUV�

WR�SXUVXH�LQWHUGLVFLSOLQDU\�UHVHDUFK�

)RU�WKH�PRVW�SDUW��LQWHUGLVFLSOLQDU\�UHVHDUFK�IROORZV�WKH�

VDPH�UXOHV�DQG�SUDFWLFHV�DV�GLVFLSOLQDU\�UHVHDUFK��7KHUH�DUH�

WLPHV��KRZHYHU��ZKHQ�UHVHDUFKHUV�LQ�GLIIHUHQW�ÀHOGV�EULQJ�

GLIIHUHQW�SUDFWLFHV�RU�H[SHFWDWLRQV�WR�D�SURMHFW��:KHQ�WKLV�

KDSSHQV��UHVHDUFKHUV�PLJKW�WKLQN�RI�DGRSWLQJ�WZR�FRPPRQ�

VHQVH�UXOHV�

3 do not ignore any responsibilities, and

3 when there are choices about appropriate action, select the 
most demanding option.

:KHQ�LQ�GRXEW��LW�PDNHV�VHQVH�WR�VHHN�WKH�KLJKHVW�UDWKHU�

WKDQ�WKH�ORZHVW�GHQRPLQDWRU�

'LIIHUHQW�H[SHFWDWLRQV�FDQ�HQWHU�D�SURMHFW�LQ�D�QXPEHU�

RI�ZD\V��HVSHFLDOO\�ZKHQ�MXGJPHQWV�DERXW�UHVSRQVLEOH�

SUDFWLFH�DUH�LQYROYHG��7KH�JRYHUQPHQW�DQG�VRPH�UHVHDUFK�

L

L
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LQVWLWXWLRQV�DOORZ�UHVHDUFKHUV�WR�HDUQ�XS�WR���������WKURXJK�

FRQVXOWLQJ�RU�RWKHU�RXWVLGH�HPSOR\PHQW�EHIRUH�WKH\�KDYH�WR�

GHFODUH�D�SRWHQWLDO�FRQÁLFW�RI�LQWHUHVW��GLVFXVVHG�LQ�&KDSWHU�

����2WKHUV�LQVWLWXWLRQV�XVH�ORZHU�WKUHVKROGV��LQ�VRPH�FDVHV�

UHTXLULQJ�UHVHDUFKHUV�WR�UHSRUW�FRQÁLFWV�RI�LQWHUHVW�LI�WKH\�

KDYH�DQ\�RXWVLGH�ÀQDQFLDO�LQWHUHVWV��'LIIHUHQW�LQVWLWXWLRQV�

DOVR�PDQDJH�FRQÁLFWV�RI�LQWHUHVW�LQ�GLIIHUHQW�ZD\V��IURP�

VXSHUYLVLRQ�RU�UHSRUWLQJ�WR�RXWULJKW�SURKLELWLRQ��:KHQ�WKHUH�

DUH�GLIIHUHQFHV�LQ�UHSRUWLQJ�SROLF\��WKH�SUXGHQW�FRXUVH�RI�

DFWLRQ�LV�WR�JR�ZLWK�WKH�ORZHVW�ÀQDQFLDO�WKUHVKROG�DQG�DFFHSW�

WKH�PRVW�VWULQJHQW�PDQDJHPHQW�SODQ��HYHQ�WKRXJK�VRPH�

UHVHDUFKHUV�ZRUNLQJ�RQ�WKH�FROODERUDWLYH�SURMHFW�PD\�QRW�EH�

UHTXLUHG�WR�GR�VR�

2ZQHUVKLS�LVVXHV�DOVR�UDLVH�TXHVWLRQV�DERXW�ZKLFK� 

UXOHV�WR�IROORZ��2QH�SDUW\�WR�D�FROODERUDWLRQ�PD\�KDYH�QR�

LQWHUHVW�LQ�UHSRUWLQJ�D�SURPLVLQJ�LGHD�IRU�GHYHORSPHQW�� 

DQRWKHU�PD\�IHHO�XQGHU�DQ�REOLJDWLRQ�WR�GR�VR��IROORZLQJ�

HLWKHU�D�XQLYHUVLW\·V�RU�)HGHUDO�SROLF\��7KHUH�PD\�DOVR�EH�

GLIIHUHQW�XQGHUVWDQGLQJV�DPRQJ�WKH�GLIIHUHQW�LQVWLWXWLRQV�

WKDW�DUH�SDUW�RI�D�FROODERUDWLRQ�DERXW�ZKDW�FRQVWLWXWHV�

GLVFORVDEOH�LQIRUPDWLRQ�DQG�ZKR�RZQV�WKH�LQIRUPDWLRQ� 

RQFH�LW�LV�GLVFORVHG��*LYHQ�WKH�FRQVHTXHQFHV�RI�GLVSXWHV�

WKDW�FDQ�HUXSW�LQ�WKHVH�VLWXDWLRQV��LW�LV�HVVHQWLDO�WKDW�HYHU\�

FROODERUDWLYH�SURMHFW�VHWWOH�GLVFORVXUH�DQG�RZQHUVKLS�LVVXHV�

HDUO\�LQ�WKH�SURMHFW�EHIRUH�GLVSXWHV�DULVH��:DLWLQJ�ORQJHU�

RSHQV�WKH�GRRU�IRU�PLVXQGHUVWDQGLQJV�DQG�GLVSXWHG�FODLPV�

ZKHQ�RQH�RI�WKH�SDUWLHV�LQ�WKH�FROODERUDWLRQ�PDNHV�D� 

YDOXDEOH�GLVFRYHU\�

)LQDOO\��WKHUH�DUH�VLJQLÀFDQW�GLIIHUHQFHV�LQ�WKH�ZD\� 

UHVHDUFKHUV�LQ�GLIIHUHQW�ÀHOGV�DQG�HYHQ�GLIIHUHQW�ODERUDWRULHV� 

FDUU\�RXW�WKH�URXWLQH�EXVLQHVV�RI�FROOHFWLQJ�GDWD�DQG� 

SXEOLVKLQJ�UHVXOWV��6RPH�VWLOO�FROOHFW�GDWD�LQ�ERXQG�ODERUDWRU\� 

QRWHERRNV��RWKHUV�XVH�FRPSXWHUV��,Q�VRPH�ÀHOGV��LW�LV�

FRPPRQ�SUDFWLFH�WR�FLUFXODWH�HDUO\�UHVXOWV�LQ�QHZVOHWWHUV�

DQG�RU�DEVWUDFWV��LQ�RWKHU�ÀHOGV��MRXUQDO�SXEOLFDWLRQV�DUH�

WKH�SUHIHUUHG�PRGH�RI�FRPPXQLFDWLRQ��'LIIHUHQW�ÀHOGV�KDYH�

L
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GLIIHUHQW�ZD\V�DQG�VWDQGDUGV�IRU�OLVWLQJ�DXWKRUV��7KHVH�DQG�

RWKHU�GLIIHUHQFHV�VKRXOG�EH�DGGUHVVHG�RSHQO\�DQG�HDUO\�LQ�

DQ\�FROODERUDWLRQ�WR�DVVXUH�WKDW�PLVXQGHUVWDQGLQJV�GR�QRW�

DULVH�ODWHU�RYHU�GDWD�FROOHFWLRQ�DQG�SXEOLFDWLRQ�

Questions for discussion

   1  Why should collaborative research be encouraged?

   2  When should research collaborations be formalized?

   3  Are there any drawbacks to collaborative research? What 
problems can they raise?

   4  Which country’s rules should be used in collaborative projects 
that are carried out in different countries?

   5  What steps should be taken when a collaborative project  
comes to an end or a collaboration is dissolved?

L
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Resources

Policies, Reports, and Policy Statements

1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��´3ULQFLSOHV�$QG�*XLGHOLQHV�IRU�
5HFLSLHQWV�RI�1,+�5HVHDUFK�*UDQWV�DQG�&RQWUDFWV�RQ�2EWDLQLQJ�
DQG�'LVVHPLQDWLQJ�%LRPHGLFDO�5HVHDUFK�5HVRXUFHV��)LQDO�
1RWLFH�µ�64 FR 72090����������DYDLODEOH�DW��KWWS���ZZZ�RWW�QLK�JRY�
SGIV���)5������SGI�

2IÀFH�RI�0DQDJHPHQW�DQG�%XGJHW��OMB Circular A-110, Uniform 
Administrative Requirements for Grants and Other Agreements 
with Institutions of Higher Education, Hospitals and Other  
1RQ�3URÀW�2UJDQL]DWLRQV��:DVKLQJWRQ��'&��20%�������� 
�DYDLODEOH�DW��KWWS���ZZZ�ZKLWHKRXVH�JRY�RPE�FLUFXODUV�D����D����
KWPO�

³³³��Circular A-21: Cost Principles for Educational Institutions�� 
:DVKLQJWRQ��'&��20%���������DYDLODEOH�DW�KWWS���ZZZ�
ZKLWHKRXVH�JRY�RPE�FLUFXODUV�D����D����KWPO�

Additional Reading

'DYLV��73��HG��Management of Biomedical Research Laboratories: 
Proceedings of a National Conference��7XFVRQ��$=��8QLYHUVLW\�
RI�$UL]RQD���������DYDLODEOH�DW��KWWS���RUL�KKV�JRY�FRQIHUHQFHV�
SDVWBFRQI�VKWPO�

*DGOLQ��+��-HVVDU��.��´3UHHPSWLQJ�'LVFRUG��3UHQXSWLDO�$JUHHPHQWV�
IRU�6FLHQWLVWV�µ The NIH Catalyst��0D\�-XQH����������DYDLODEOH�DW��
KWWS���RUL�KKV�JRY�HGXFDWLRQ�SUHHPSWBGLVFRUG�VKWPO�



127

*RWWHVPDQ��00��Funding of Intramural Research Program/ 
Extramural Research Program Collaborations���������DYDLODEOH�DW��
KWWS���ZZZ��RG�QLK�JRY�RLU�VRXUFHERRN�HWKLF�FRQGXFW�IXQG�LUS�HUS�
�����KWP�

*RYHUQPHQW�8QLYHUVLW\�,QGXVWU\�5HVHDUFK�5RXQGWDEOH��1HW/LEUDU\�
,QF��Overcoming Barriers to Collaborative Research: Report of a 
Workshop��:DVKLQJWRQ��'&��1DWLRQDO�$FDGHP\�3UHVV�������

0DFULQD��)/��'\QDPLF�,VVXHV�LQ�6FLHQWLÀF�,QWHJULW\��&ROODERUDWLYH�
Research��:DVKLQJWRQ��'&��$PHULFDQ�6RFLHW\�IRU�0LFURELRORJ\�� 
�������DYDLODEOH�DW��KWWS���ZZZ�DVP�RUJ�$60�ÀOHV�
&&/,%5$5<),/(6�),/(1$0(������������UHVHDUFK�SGI�

6FKZDUW]��-��Silence is not Golden: Making Collaborations Work��
%HWKHVGD��0'��1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��QG���DYDLODEOH�DW��
KWWS���RUL�KKV�JRY�HGXFDWLRQ�VFLHQFHBQRWBJROGHQ�VKWPO�

9RQRUWDV��16��+DPGL��0��United Nations Conference on Trade 
and Development��Partnerships and Networking in Science and 
Technology for Development��1HZ�<RUN��8QLWHG�1DWLRQV�������

:DJQHU��&6��8QLWHG�6WDWHV��2IÀFH�RI�6FLHQFH�DQG�7HFKQRORJ\�3ROLF\��
6FLHQFH�DQG�7HFKQRORJ\�3ROLF\�,QVWLWXWH��5DQG�&RUSRUDWLRQ��� 
Linking Effectively: Learning Lessons from Successful  
Collaboration in Science and Technology��6DQWD�0RQLFD��&$��
5DQG�������

Chapter 8: Collaborative Research
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3DUW�,9� 5HSRUWLQJ�
DQG�5HYLHZLQJ�
5HVHDUFK

5(6($5&+�+$6�12�9$/8(�,)�,7�,6�127�0$'(�

SXEOLF��5HVXOWV�DUH�VKDUHG�ZLWK�FROOHDJXHV�

VR�WKH\�FDQ�EH�WHVWHG��XVHG�WR�DGYDQFH�

NQRZOHGJH��DQG�SXW�WR�ZRUN��7KH\�

DUH�VKDUHG�ZLWK�WKH�SXEOLF�DQG�SROL�

F\PDNHUV�VR�WKDW�WKH\�FDQ�EH�XVHG�WR�

PDNH�GHFLVLRQV�DERXW�IXQGLQJ�DQG�SUDFWLFDO�

DSSOLFDWLRQ��
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:KLOH�UHVHDUFKHUV�PLJKW�HQJDJH�LQ�UHVHDUFK�VLPSO\�IRU�WKHLU�

RZQ�VDWLVIDFWLRQ��LI�WKHLU�ZRUN�UHFHLYHV�SXEOLF�VXSSRUW��WKH\�

KDYH�D�UHVSRQVLELOLW\�WR�VKDUH�WKDW�ZRUN�ZLWK�RWKHUV�

Chapter 9, Authorship and Publication,�FRYHUV�WKH� 

UHVSRQVLELOLWLHV�UHVHDUFKHUV�KDYH�ZKHQ�WKH\�VKDUH� 

UHVXOWV�ZLWK�RWKHUV�WKURXJK�LQIRUPDO�FRPPXQLFDWLRQV�� 

RUDO�SUHVHQWDWLRQV��VFKRODUO\�SXEOLFDWLRQV��DQG�SXEOLF�

VWDWHPHQWV��:KDWHYHU�PHFKDQLVP�LV�XVHG��UHVHDUFK�UHVXOWV�

VKRXOG�EH�VKDUHG�KRQHVWO\��HIÀFLHQWO\��DQG�ZLWKRXW�ELDV��

'LVKRQHVW\�DQG�ELDV�XQGHUPLQH�WKH�XVHIXOQHVV�RI�UHVHDUFK�

SXEOLFDWLRQV��LQHIÀFLHQF\��SXEOLVKLQJ�WKH�VDPH�UHVHDUFK�

VHYHUDO�WLPHV��ZDVWHV�SXEOLF�IXQGV�DQG�WKH�YDOXDEOH�WLPH�RI�

UHYLHZHUV�DQG�MRXUQDO�HGLWRUV�

Chapter 10, Peer Review,�GHVFULEHV�WKH�UHVSRQVLELOLWLHV�

UHVHDUFKHUV�KDYH�ZKHQ�WKH\�UHYLHZ�WKH�ZRUN�RI�RWKHU�

UHVHDUFKHUV��1RQ�SHHUV³LQGLYLGXDOV�ZKR�GR�QRW�KDYH�HTXDO�

WUDLQLQJ�DQG�NQRZOHGJH³FDQQRW�HYDOXDWH�WKH�TXDOLW\�DQG�

LPSRUWDQFH�RI�UHVHDUFK��3HHUV�FDQ�DQG�WKHUHIRUH�SOD\�D�

FUXFLDO�UROH�LQ�PDQ\�LPSRUWDQW�GHFLVLRQV�DERXW�WKH�IXQGLQJ��

SXEOLFDWLRQ��DQG�XVH�RI�UHVHDUFK�

Part IV: Reporting and Reviewing Research
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9. Authorship and Publication

R HVHDUFKHUV�VKDUH�WKH�UHVXOWV�RI�WKHLU�ZRUNV�ZLWK�

FROOHDJXHV�DQG�WKH�SXEOLF�LQ�D�YDULHW\�RI�ZD\V��(DUO\�

UHVXOWV�DUH�XVXDOO\�VKDUHG�GXULQJ�ODERUDWRU\�PHHWLQJV��LQ�

VHPLQDUV��DQG�DW�SURIHVVLRQDO�PHHWLQJV��)LQDO�UHVXOWV�DUH�

XVXDOO\�FRPPXQLFDWHG�WR�RWKHUV�WKURXJK�VFKRODUO\�DUWLFOHV�

DQG�ERRNV��3XEOLF�FRPPXQLFDWLRQ�WDNHV�SODFH�WKURXJK�SUHVV�

UHOHDVHV��SXEOLF�DQQRXQFHPHQWV��QHZVSDSHU�DUWLFOHV��DQG�

SXEOLF�WHVWLPRQ\��6RPH�RI�WKHVH�ZD\V�RI�FRPPXQLFDWLQJ�

UHVHDUFK�UHVXOWV��L�H���RI�SXEOLFDWLRQ��DUH�ZHOO�VWUXFWXUHG�DQG�

FRQWUROOHG��RWKHUV�DUH�LQIRUPDO�DQG�KDYH�IHZ�FRQWUROV�

Case Study

As his first major grant is coming to an end, several important elements of Dr. Sanjay K.’s 
research suddenly fall into place. The last series of experiments his graduate student ran clearly 

link the gene they are studying to a particular type of cancer. His postdoc’s work on the proteins 
associated with this gene could pave the way for possible cures. With these results in hand, he is 
finally ready to make a strong case for continued support and, happily, his pending promotion. All 
he has to do now is publish the results.    

A week later, Sanjay’s optimism starts to fade. As might have been expected, his department chair 
was delighted with his progress, but then suggested that the first paper announcing the results 
come out under her name to give it broader circulation. Meanwhile, his postdoc and graduate 
student have gotten into a heated debate about the order their names should appear on the paper; 
the university’s public affairs office has asked for a summary of the results for a press release; and 
the technology transfer office has called telling him to hold all publications until they can evaluate 
the commercial potential of his work.

What should Sanjay do?

Which of these problems should Sanjay tackle first?

Is there anything he could have done to assure that things went more smoothly
when he was ready to publish his results?

:KHWKHU�VWUXFWXUHG�RU�LQIRUPDO��FRQWUROOHG�RU�IUHH�UDQJLQJ��

UHVSRQVLEOH�SXEOLFDWLRQ�LQ�UHVHDUFK�VKRXOG�LGHDOO\�PHHW�VRPH�

PLQLPXP�VWDQGDUGV��$OO�IRUPV�RI�SXEOLFDWLRQ�VKRXOG�SUHVHQW�

Chapter 9: Authorship and Publication
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3 a full and fair description of the work undertaken,

3 an accurate report of the results, and

3 an honest and open assessment of the findings.

,Q�DVVHVVLQJ�WKH�FRPSOHWHQHVV�RI�DQ\�SXEOLFDWLRQV�� 

UHVHDUFKHUV�VKRXOG�DVN�ZKHWKHU�WKH\�KDYH�GHVFULEHG�

3 what they did (methods),

3 what they discovered (results), and

3 what they make of their discovery (discussion).

,W�LV��KRZHYHU��QRW�DV�HDV\�DV�RQH�PLJKW�DQWLFLSDWH�WR�PHHW�

WKHVH�H[SHFWDWLRQV�

9a. Authorship

7KH�QDPHV�WKDW�DSSHDU�DW�WKH�EHJLQQLQJ�RI�D�SDSHU�VHUYH�

RQH�LPSRUWDQW�SXUSRVH��7KH\�OHW�RWKHUV�NQRZ�ZKR�FRQGXFWHG�

WKH�UHVHDUFK�DQG�VKRXOG�JHW�FUHGLW�IRU�LW��,W�LV�LPSRUWDQW�WR�

NQRZ�ZKR�FRQGXFWHG�WKH�UHVHDUFK�LQ�FDVH�WKHUH�DUH�TXHVWLRQV� 

DERXW�PHWKRGV��GDWD��DQG�WKH�LQWHUSUHWDWLRQ�RI�UHVXOWV��

/LNHZLVH��WKH�FUHGLW�GHULYHG�IURP�SXEOLFDWLRQV�LV�XVHG�WR�

GHWHUPLQH�D�UHVHDUFKHU·V�ZRUWK��5HVHDUFKHUV�DUH�YDOXHG�

DQG�SURPRWHG�LQ�DFFRUGDQFH�ZLWK�WKH�TXDOLW\�DQG�TXDQWLW\�

RI�WKHLU�UHVHDUFK�SXEOLFDWLRQV��&RQVHTXHQWO\��WKH�DXWKRUV�

OLVWHG�RQ�SDSHUV�VKRXOG�IDLUO\�DQG�DFFXUDWHO\�UHSUHVHQW�WKH�

SHUVRQ�RU�SHUVRQV�UHVSRQVLEOH�IRU�WKH�ZRUN�LQ�TXHVWLRQ�

Contribution. Authorship LV�JHQHUDOO\�OLPLWHG�WR� 

LQGLYLGXDOV�ZKR�PDNH�VLJQLÀFDQW�FRQWULEXWLRQV�WR�WKH�ZRUN�

WKDW�LV�UHSRUWHG��7KLV�LQFOXGHV�DQ\RQH�ZKR�

3 was intimately involved in the conception and design of the 
research,

3 assumed responsibility for data collection and interpretation,

3 participated in drafting the publication, and

3 approved the final version of the publication.

7KHUH�LV�GLVDJUHHPHQW��KRZHYHU��RYHU�ZKHWKHU�DXWKRUVKLS�

VKRXOG�EH�OLPLWHG�WR�LQGLYLGXDOV�ZKR�FRQWULEXWH�WR�DOO�SKDVHV�
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RI�D�SXEOLFDWLRQ�RU�ZKHWKHU�LQGLYLGXDOV�ZKR�PDGH�PRUH�

OLPLWHG�FRQWULEXWLRQV�GHVHUYH�DXWKRUVKLS�FUHGLW�

7KH�ZLGHO\�DFFHSWHG�Uniform Requirements for  

Manuscripts Submitted to Biomedical Journals��DXWKRUHG�E\�

WKH�,QWHUQDWLRQDO�&RPPLWWHH�RI�0HGLFDO�-RXUQDO�(GLWRUV� 

�,&0-(���VHWV�D�KLJK�VWDQGDUG�IRU�DXWKRUVKLS��,W�UHFRPPHQGV� 

OLPLWLQJ�DXWKRUVKLS�WR�SHUVRQV�ZKR�FRQWULEXWH�WR�WKH�

FRQFHSWLRQ�DQG�GHVLJQ�RI�WKH�ZRUN�RU�WR�GDWD�FROOHFWLRQ�DQG�

LQWHUSUHWDWLRQ�DQG��LQ�DGGLWLRQ��SOD\�DQ�LPSRUWDQW�UROH�LQ�

GUDIWLQJ�DQG�DSSURYLQJ�WKH�ÀQDO�SXEOLFDWLRQ��$Q\RQH�ZKR�

SOD\V�D�OHVVHU�UROH�FDQ�EH�OLVWHG�XQGHU�acknowledgments�EXW�

QRW�DW�WKH�EHJLQQLQJ�RI�WKH�SDSHU�DV�DQ�author.

$V�LQÁXHQWLDO�DV�WKH\�DUH��WKH�,&0-(�UHFRPPHQGDWLRQV�

RQ�DXWKRUVKLS�DUH�QRW�XQLIRUPO\�IROORZHG��HYHQ�LQ�MRXUQDOV�

WKDW�VXEVFULEH�WR�WKH�,&0-(�Requirements��3UDFWLFHV�IRU�

GHWHUPLQLQJ�DXWKRUV�YDU\�FRQVLGHUDEO\�E\�GLVFLSOLQH�DQG�

HYHQ�IURP�ODERUDWRU\�WR�ODERUDWRU\��7KLV�SODFHV�PRVW�RI�

WKH�UHVSRQVLELOLW\�IRU�GHFLVLRQV�DERXW�DXWKRUVKLS�RQ�WKH�

UHVHDUFKHUV�ZKR�SDUWLFLSDWHG�LQ�WKH�ZRUN�UHSRUWHG�LQ�HDFK�

L

 

ICJME Statement on Authorship 

An “author” is generally considered to be someone who has made 
substantive intellectual contributions to a published study... .

Authorship credit should be based on 1) substantial contributions to 
conception and design, or acquisition of data, or analysis and interpre-
tation of data; 2) drafting the article or revising it critically for important 
intellectual content; and 3) final approval of the version to be pub-
lished. Authors should meet conditions 1, 2, and 3.

All persons designated as authors should qualify for authorship, and all those who qualify 
should be listed.

Each author should have participated sufficiently in the work to take public responsibility for 
appropriate portions of the content.

http://www.icmje.org/

Chapter 9: Authorship and Publication
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SXEOLFDWLRQ��7KHVH�GHFLVLRQV�DUH�EHVW�PDGH�HDUO\�LQ�DQ\�

SURMHFW��WR�DYRLG�PLVXQGHUVWDQGLQJV�DQG�ODWHU�GLVSXWHV�

DERXW�DXWKRUVKLS�

Importance.�$XWKRUV�DUH�XVXDOO\�OLVWHG�LQ�WKHLU�RUGHU�

RI�LPSRUWDQFH��ZLWK�WKH�GHVLJQDWLRQ�ÀUVW�RU�last author 

FDUU\LQJ�VSHFLDO�ZHLJKW��DOWKRXJK�SUDFWLFHV�DJDLQ�YDU\�E\�

GLVFLSOLQH��$FDGHPLF�LQVWLWXWLRQV�XVXDOO\�ZLOO�QRW�SURPRWH�

UHVHDUFKHUV�WR�WKH�UDQN�RI�WHQXUHG�IDFXOW\�XQWLO�WKH\�KDYH�

EHHQ�OLVWHG�DV�ÀUVW�RU�ODVW�DXWKRU�RQ�RQH�RU�PRUH�SDSHUV�

$V�ZLWK�WKH�SULQFLSOH�RI�FRQWULEXWLRQ��KRZHYHU��WKHUH�DUH�

QR�FOHDU�UXOHV�IRU�GHWHUPLQLQJ�ZKR�VKRXOG�EH�OLVWHG�DV�ÀUVW�

DXWKRU�RU�WKH�RUGHU�LQ�ZKLFK�RWKHU�DXWKRUV�VKRXOG�EH�OLVWHG��

7KH�,&0-(�Requirements�VLPSO\�QRWH�WKDW�

 7KH�RUGHU�RI�DXWKRUVKLS�RQ�WKH�E\OLQH�VKRXOG�EH�D�MRLQW 
GHFLVLRQ�RI�WKH�FRDXWKRUV��$XWKRUV�VKRXOG�EH�SUHSDUHG 

WR�H[SODLQ�WKH�RUGHU�LQ�ZKLFK�DXWKRUV�DUH�OLVWHG�

6RPH�MRXUQDOV�KDYH�VSHFLÀF�UXOHV�IRU�OLVWLQJ�DXWKRUV�� 

RWKHUV�GR�QRW��DJDLQ�SODFLQJ�PRVW�RI�WKH�UHVSRQVLELOLW\�IRU�

WKLV�GHFLVLRQ�RQ�WKH�DXWKRUV�WKHPVHOYHV�

Corresponding or primary author.�0DQ\�MRXUQDOV� 

QRZ�UHTXLUH�RQH�DXWKRU��FDOOHG�WKH�corresponding�RU� 

primary�DXWKRU��WR�DVVXPH�UHVSRQVLELOLW\�IRU�DOO�DVSHFWV�RI�D�

SXEOLFDWLRQ��LQFOXGLQJ�

3 the accuracy of the data,

3 the names listed as authors (all deserve authorship and no 
one has been neglected),

3 approval of the final draft by all authors, and

3 handling all correspondence and responding to inquiries.

,Q�DFFHSWLQJ�WKLV�UHVSRQVLELOLW\��corresponding authors 

VKRXOG�WDNH�VSHFLDO�QRWH�RI�WKH�IDFW�WKDW�WKH\�DUH�DFWLQJ�RQ�

EHKDOI�RI�WKHLU�FROOHDJXHV��$Q\�PLVWDNHV�WKH\�PDNH�RU�IDLO�WR� 

FDWFK�ZLOO�DIIHFW�WKHLU�FROOHDJXHV·�DV�ZHOO�DV�WKHLU�RZQ�FDUHHUV�

L
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Standards for Reporting Research Results
The CONSORT Statement

Abstract

To comprehend the results of a randomized controlled trial (RCT), readers must understand 
its design, conduct, analysis, and interpretation. That goal can be achieved only through 
complete transparency from authors. Despite several decades of educational efforts, the 
reporting of RCTs needs improvement. Investigators and editors developed the original 
CONSORT (Consolidated Standards of Reporting Trials) statement to help authors improve 
reporting by using a checklist and flow diagram. The revised CONSORT statement presented 
here incorporates new evidence and addresses some criticisms of the original statement. 

The checklist items pertain to the content of the Title, Abstract, Introduction, Methods, 
Results, and Discussion. The revised checklist includes 22 items selected because empirical 
evidence indicates that not reporting the information is associated with biased estimates of 
treatment effect, or because the information is essential to judge the reliability or relevance 
of the findings. We intended the flow diagram to depict the passage of participants through 
an RCT. The revised flow diagram depicts information from four stages of a trial (enrollment, 
intervention allocation, follow-up, and analysis). The diagram explicitly shows the number of 
participants, for each intervention group, included in the primary data analysis. Inclusion of 
these numbers allows the reader to judge whether the authors have done an intention-to-
treat analysis.

http://www.consort-statement.org/Statement/revisedstatement.htm

9b. Elements of a responsible publication

(DFK�HOHPHQW�RI�D�SXEOLFDWLRQ�VHUYHV�DQ�LPSRUWDQW� 

SXUSRVH�DQG�PXVW�EH�FDUHIXOO\�SUHSDUHG�WR�PDNH�VXUH�LW�

VHUYHV�WKDW�SXUSRVH�

Abstracts.�$EVWUDFWV�VXPPDUL]H�WKH�FRQWHQW�RI�SXEOLFD�

WLRQV�LQ�VXIÀFLHQW�GHWDLO�WR�DOORZ�RWKHU�UHVHDUFKHUV�WR�DVVHVV��

UHOHYDQFH�WR�WKHLU�RZQ�ZRUN��$EVWUDFWV��WKHUHIRUH��VKRXOG�

QHLWKHU�XQGHUVWDWH�QRU�RYHUVWDWH�WKH�LPSRUWDQFH�RI�ÀQGLQJV��

1HJDWLYH�UHVXOWV�WKDW�PLJKW�EH�LPSRUWDQW�WR�RWKHU�UHVHDUFK�

HUV�RU�WKH�SXEOLF�VKRXOG�EH�PHQWLRQHG��7KH�GDWD�SUHVHQWHG�

LQ�WKH�DEVWUDFW�VKRXOG�EH�WKH�VDPH�DV�WKH�GDWD�SUHVHQWHG�LQ�

WKH�ERG\�RI�WKH�SXEOLFDWLRQ³DQ�REYLRXV�UHTXLUHPHQW��EXW�

RQH�WKDW�VWXGLHV�RI�SXEOLFDWLRQ�SUDFWLFHV�VKRZ�VRPH�DXWKRUV�

GR�QRW�IROORZ��VHH�3LWNLQ��$GGLWLRQDO�5HDGLQJ��

Chapter 9: Authorship and Publication



138

ORI Introduction to the Responsible Conduct of Research

7R�HQVXUH�FRPSOHWHQHVV�DQG�DFFXUDF\��PDQ\�MRXUQDOV�

QRZ�XVH�structured�DEVWUDFWV��7KLV�DVVXUHV�WKDW�DOO�RI�WKH�

NH\�HOHPHQWV�RI�WKH�SXEOLFDWLRQ�DUH�PHQWLRQHG�DQG�HDVLO\�

LGHQWLÀHG��:LWK�VFLHQWLÀF�SXEOLFDWLRQV�QRZ�UXQQLQJ�LQ�WKH�

PLOOLRQV�SHU�\HDU�LQ�ZHOO�RYHU���������MRXUQDOV��UHVHDUFKHUV�

FDQQRW�UHDG�DOO�VHHPLQJO\�UHOHYDQW�SXEOLFDWLRQV�LQ�GHWDLO��

7KH\�PXVW�UHO\�RQ�DEVWUDFWV�WR�SRLQW�WKHP�WR�LPSRUWDQW�

GHYHORSPHQWV�DQG�ÀQGLQJV�

Methods.�5HVHDUFKHUV�FDQQRW�FKHFN�DQG�EXLOG�RQ�WKH�

ZRUN�RI�RWKHUV�ZLWKRXW�NQRZLQJ�KRZ�LW�ZDV�FRQGXFWHG��

0HWKRGV�WKHUHIRUH�VKRXOG�EH�GHVFULEHG�LQ�VXIÀFLHQW�GHWDLO�WR�

DOORZ�RWKHU�UHVHDUFKHUV�WR�UHSOLFDWH�WKHP��:KHQ�UHVHDUFKHUV�

XVH�ZHOO�HVWDEOLVKHG�PHWKRGV��WKLV�VHFWLRQ�RI�D�SXEOLFDWLRQ�

FDQ�EH�VKRUWHQHG��SURYLGHG�DSSURSULDWH�UHIHUHQFHV�DUH�JLYHQ�

WR�D�IXOO�GHVFULSWLRQ�RI�WKH�PHWKRGV�DORQJ�ZLWK�DQ\�FKDQJHV�

WKDW�KDYH�EHHQ�PDGH��1HZ�RU�XQLTXH�PHWKRGV�VKRXOG�EH� 

GHVFULEHG�LQ�PRUH�GHWDLO�WR�DOORZ�RWKHU�UHVHDUFKHUV�WR�

UHSOLFDWH�WKH�ZRUN�

Results.�5HVHDUFK�UHVXOWV�VKRXOG�EH�UHSRUWHG�LQ� 

VXIÀFLHQW�GHWDLO�WR�DOORZ�RWKHU�UHVHDUFKHUV�WR�GUDZ�WKHLU�RZQ�

FRQFOXVLRQV�DERXW�WKH�ZRUN��7KLV�GRHV�QRW�PHDQ�WKDW�HYHU\�

SLHFH�RI�UHFRUGHG�GDWD�VKRXOG�EH�UHSRUWHG��5HVHDUFKHUV�FDQ�

DQG�PXVW�SURFHVV�WKHLU�UDZ�GDWD�EHIRUH�SXEOLFDWLRQ��WR�NHHS�

SXEOLFDWLRQV�WR�D�UHDVRQDEOH�VL]H�LI�IRU�QR�RWKHU�UHDVRQ���

+RZHYHU��UHVXOWV�VKRXOG�QRW�EH�OHIW�RXW�MXVW�EHFDXVH�WKH\�

GR�QRW�DJUHH�ZLWK�WKH�FRQFOXVLRQV�WKH�DXWKRUV�ZRXOG�OLNH�WR�

UHDFK��7KH�UHVXOWV�VHFWLRQ�VKRXOG�UHSUHVHQW�D�FRPSOHWH� 

VXPPDU\�RI�ZKDW�ZDV�GLVFRYHUHG��OHDYLQJ�LQWHUSUHWDWLRQV�

IRU�WKH�FORVLQJ�GLVFXVVLRQ�

Discussion.�5HVHDUFKHUV�FDQ�DQG�VKRXOG�HYDOXDWH�WKH�

VLJQLÀFDQFH�RI�WKHLU�ÀQGLQJV�XQGHU�discussion³DOVR�FDOOHG�

conclusion�RU�summary��7KLV�SRUWLRQ�RI�D�SXEOLFDWLRQ�KHOSV�

WKRVH�ZKR�DUH�OHVV�IDPLOLDU�ZLWK�WKH�ÀHOG�XQGHUVWDQG�WKH�

LPSRUWDQFH�RI�WKH�ÀQGLQJV��,W�DOVR�SURYLGHV�D�YHQXH�IRU�

LGHQWLI\LQJ�XQUHVROYHG�SUREOHPV�DQG�IXWXUH�UHVHDUFK�QHHGV�

L

L
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6LQFH�WKH�discussion�LV�UHDG�E\�LQGLYLGXDOV�ZKR�PD\�QRW�

EH�DEOH�WR�HYDOXDWH�LWV�YDOLGLW\��LW�LV�SDUWLFXODUO\�LPSRUWDQW�

WKDW�DXWKRUV�DYRLG�ELDV�DQG�RQH�VLGHG�UHSRUWLQJ�LQ�WKLV�

VHFWLRQ��&DXWLRQV�DQG�RWKHU�LQWHUSUHWDWLRQV�VKRXOG�EH�

PHQWLRQHG�DORQJ�ZLWK�WKH�OLPLWDWLRQV�RI�WKH�VWXG\�WR�SURYLGH�

D�EDODQFHG�YLHZ�RI�WKH�UHSRUWHG�UHVXOWV��5HYLHZ�DUWLFOHV�

�DUWLFOHV�WKDW�VXUYH\�UHVHDUFK�ÀQGLQJV�LQ�SDUWLFXODU�DUHDV��

VKRXOG�PDNH�DQ�KRQHVW�HIIRUW�WR�FRYHU�DOO�UHOHYDQW�ZRUN��

,W�LV�QRW�DOZD\V�HDV\�WR�UHFRJQL]H�RQH·V�RZQ�ELDVHV��ZKLFK�

LV�D�JRRG�UHDVRQ�WR�DVN�FROOHDJXHV�WR�UHDG�DQG�FRPPHQW�RQ�

PDQXVFULSWV�EHIRUH�WKH\�DUH�VXEPLWWHG�IRU�SXEOLFDWLRQ�

Notes, bibliography, and acknowledgments. Notes, 

bibliography, and acknowledgments�VKRXOG�EH�XVHG�WR�SODFH�

SXEOLFDWLRQV�LQ�FRQWH[W�DQG�WR�JLYH�FUHGLW�WR�RWKHUV�IRU�WKHLU�

LGHDV��VXSSRUW��DQG�ZRUN��7KH\�VHUYH�WR�

3 provide support for important statements of fact or  
assumptions,

3 document the work of others used in the publication,

3 point to additional reading and resources, and

3 recognize the support of funding agencies or colleagues  
and staff who do not qualify as authors.

6LQFH�RWKHUV�UHO\�RQ�DQG�WUXVW�WKLV�LQIRUPDWLRQ��LW��DORQJ�

ZLWK�HYHU\�RWKHU�HOHPHQW�RI�D�UHVSRQVLEOH�SXEOLFDWLRQ��

VKRXOG�EH�IDLU�DQG�DFFXUDWH�

9c. Practices that should be avoided

&RPSHWLWLRQ�LQ�UHVHDUFK�IRU�IXQGLQJ�DQG�UHFRJQLWLRQ�SODFHV�

FRQVLGHUDEOH�SUHVVXUH�RQ�UHVHDUFKHUV�WR�SXEOLVK��,GHDOO\��

TXDOLW\�VKRXOG�PDWWHU�PRUH�WKDQ�TXDQWLW\��EXW�LQ�UHDOLW\�

TXDQWLW\³WKH�QXPEHU�RI�DUWLFOHV�SXEOLVKHG³LV�RIWHQ�XVHG�

DV�D�PHDVXUH�RI�SURGXFWLYLW\�DQG�DELOLW\��+RZHYHU��QR� 

PDWWHU�KRZ�LPSRUWDQW�LW�PD\�EH�WR�SXEOLVK��VRPH� 

SXEOLFDWLRQ�SUDFWLFHV�VKRXOG�EH�DYRLGHG�

L
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Honorary authorship.�7KH�SUDFWLFH�RI�OLVWLQJ� 

XQGHVHUYLQJ�DXWKRUV�RQ�SXEOLFDWLRQV��FDOOHG�´KRQRUDU\µ�

DXWKRUVKLS��LV�ZLGHO\�FRQGHPQHG�DQG�LQ�WKH�H[WUHPH� 

FRQVLGHUHG�E\�VRPH�WR�FRQVWLWXWH�D�IRUP�RI�UHVHDUFK� 

PLVFRQGXFW��+RZHYHU��FRPPRQ�DJUHHPHQW�QRWZLWKVWDQGLQJ��

KRQRUDU\�DXWKRUVKLS�LV�D�VLJQLÀFDQW�SUREOHP�LQ�UHVHDUFK�

SXEOLFDWLRQ�WRGD\��VHH�DUWLFOHV�E\�'UHQWK�DQG�)ODQDJLQ��

$GGLWLRQDO�5HDGLQJ���5HVHDUFKHUV�DUH�OLVWHG�RQ�SXEOLFDWLRQV�

EHFDXVH�WKH\�

3 are the chair of the department or program in which the 
research was conducted,

3 provided funding for the research,

3 are the leading researcher in the area,

3 provided reagents, or

3 served as a mentor to the primary author.

 

The Council of Science Editors
A New Standard for Authorship (1998 proposal) 
Paul J. Friedman, MD

Publication has become the essential achievement for academic advancement for 
both clinical and basic scientists, although the type and number of publications 
demanded may vary widely. Despite a recent increased emphasis on teaching as a 
meritorious activity, faculty and trainees realistically feel intense pressure to publish. 
One unfortunate result has been a proliferation of papers and journals and a variety 
of abuses of trainees, junior colleagues, and patients, and of integrity.

To help restore a sense of proportion and confidence in the validity of biomedical 
publication, this conference proposes a new step in the evolution of the con-
cept of authorship. We propose to publish the contributions of the individuals 
associated with a manuscript. The information will be solicited on a modified 
copyright form, which will be filled out and signed by all the authors. We propose 
a check-off list, such as the following: 

Concept   Data collection and/or processing
Design  Analysis and/or interpretation     
Supervision  Literature search 
Writing  Critical review
Resources  Material   

http://www.councilscienceeditors.org/services/friedman_article.cfm
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3HUVRQV�LQ�WKHVH�SRVLWLRQV�FDQ�PDNH�VLJQLÀFDQW�FRQWULEXWLRQV� 

�VHH�OHIW��WR�D�SXEOLFDWLRQ�DQG�PD\�GHVHUYH�UHFRJQLWLRQ��

+RZHYHU��WKH\�VKRXOG�QRW�EH�OLVWHG�LI�WKHVH�DUH�WKH�RQO\�

FRQWULEXWLRQV�WKH\�PDGH�

Salami publication. Salami publication��VRPHWLPHV�

FDOOHG�ERORJQD�RU�WULYLDO�SXEOLFDWLRQ��LV�WKH�SUDFWLFH�RI�

GLYLGLQJ�RQH�VLJQLÀFDQW�SLHFH�RI�UHVHDUFK�LQWR�D�QXPEHU�RI�

VPDOO�H[SHULPHQWV��OHDVW�SXEOLVKDEOH�XQLWV�RU�/38V���VLPSO\�

WR�LQFUHDVH�WKH�QXPEHU�RI�SXEOLFDWLRQV��7KLV�SUDFWLFH�PD\�

GLVWRUW�WKH�YDOXH�RI�WKH�ZRUN�E\�LQFUHDVLQJ�WKH�QXPEHU�RI�

VWXGLHV�WKDW�DSSHDU�WR�VXSSRUW�LW��,W�DOVR�ZDVWHV�YDOXDEOH�

WLPH�DQG�UHVRXUFHV��%HIRUH�DQ�DUWLFOH�LV�SXEOLVKHG�LW�LV�

UHYLHZHG��HGLWHG��DQG�LQ�RQH�IRUP�RU�DQRWKHU�SUHSDUHG�IRU�

SXEOLFDWLRQ��$IWHU�SXEOLFDWLRQ�LW�LV�HQWHUHG�LQWR�LQGH[HV�

DQG�GDWDEDVHV��VXFK�DV�WKH�1DWLRQDO�/LEUDU\�RI�0HGLFLQH·V�

PubMed®��/LEUDULHV�DQG�LQGLYLGXDOV�SXUFKDVH�WKH�MRXUQDO�

LQ�ZKLFK�LW�LV�SXEOLVKHG��,I�WKH�VDPH�LQIRUPDWLRQ�FRXOG�EH�

VXPPDUL]HG�LQ�RQH�DUWLFOH�DV�RSSRVHG�WR�WZR��WKUHH��RU�PRUH��

HYHU\RQH�LQYROYHG��IURP�WKH�SXEOLVKHUV�WR�OLEUDULHV�DQG�WKH�

UHVHDUFKHUV�ZKR�KDYH�WR�NHHS�XS�WR�GDWH�RQ�FXUUHQW� 

LQIRUPDWLRQ��EHQHÀWV��5HVHDUFKHUV�WKHUHIRUH�VKRXOG�DYRLG�

WULYLDO�RU�VDODPL�SXEOLFDWLRQ�

Duplicate publication.�'XSOLFDWH�SXEOLFDWLRQ�LV�WKH�

SUDFWLFH�RI�SXEOLVKLQJ�WKH�VDPH�LQIRUPDWLRQ�D�VHFRQG�WLPH�

ZLWKRXW�DFNQRZOHGJLQJ�WKH�ÀUVW�SXEOLFDWLRQ��7KLV�SUDFWLFH�

QRW�RQO\�ZDVWHV�WLPH�DQG�UHVRXUFHV�EXW�FDQ�DOVR�GLVWRUW�WKH�

UHVHDUFK�UHFRUG�DQG�HQGDQJHU�SXEOLF�KHDOWK�

5HVHDUFKHUV�UHO\�RQ�PHWD�DQDO\VHV��DQDO\VHV�RI�D�JURXS�RI�

VLPLODU�H[SHULPHQWV�RU�studies of studies��WR�LPSURYH�WKHLU�

XQGHUVWDQGLQJ�RI�GLIÀFXOW�SUREOHPV��2QH�FOLQLFDO�WULDO�RU�

HSLGHPLRORJLFDO�VWXG\�PD\�QRW�SURGXFH�FOHDU�HYLGHQFH��EXW�

WKH�SRROHG�UHVXOWV�RI�PDQ\�UHODWHG�VWXGLHV�FDQ��+RZHYHU��LI�

VRPH�RI�WKH�VWXGLHV�LQ�WKH�SRROHG�VWXG\��PHWD�DQDO\VLV��KDYH�

EHHQ�SXEOLVKHG�WZR�RU�PRUH�WLPHV�ZLWKRXW�SURSHU�QRWLFH��WKH�

UHVXOWV�RI�WKH�PHWD�DQDO\VLV�ZLOO�EH�XQIDLUO\�ZHLJKWHG�LQ�WKH�
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GLUHFWLRQ�RI�WKH�GXSOLFDWH�SXEOLFDWLRQ��7KHUHIRUH��GXSOLFDWH�

SXEOLFDWLRQ�LV�QRW�RQO\�GHFHSWLYH�EXW�SRVHV�UHDO�GDQJHUV�

WR�SXEOLF�KHDOWK�DQG�VDIHW\��VHH�DUWLFOHV�E\�-HIIHUVRQ�DQG�

7UDPHU��$GGLWLRQDO�5HDGLQJ��

Premature public statements.�$FDGHPLF�RU�VFKRODUO\�

SXEOLFDWLRQ�SUDFWLFHV�DUH�GHVLJQHG�WR�DVVXUH�WKDW�WKH�

LQIRUPDWLRQ�FRQYH\HG�WR�EURDGHU�DXGLHQFHV�WKURXJK�WKHVH�

SUDFWLFHV�LV�DFFXUDWH�DQG�IDLUO\�SUHVHQWHG��:KLOH�WKH�V\VWHP�

LV�QRW�IRROSURRI�DQG�HUURQHRXV�RU�ELDVHG�LQIRUPDWLRQ�LV�IURP�

WLPH�WR�WLPH�SXEOLVKHG��VWDQGDUG�SXEOLFDWLRQ�SUDFWLFHV�

GR�VHUYH�DQ�LPSRUWDQW�TXDOLW\�FRQWURO�UROH�LQ�UHVHDUFK��

$FFRUGLQJO\��UHVHDUFKHUV�VKRXOG�IROORZ�VWDQGDUG�SXEOLFD�

WLRQ�SUDFWLFHV�ZKHQ�PDNLQJ�UHVHDUFK�UHVXOWV�SXEOLF�DQG�

QRW�LVVXH�SUHPDWXUH�SXEOLF�VWDWHPHQWV�DERXW�WKHLU�ZRUN�

EHIRUH�LW�KDV�EHHQ�UHYLHZHG��)URP�WLPH�WR�WLPH�WKHUH�PD\�

EH�RYHUULGLQJ�FLUFXPVWDQFHV��VXFK�DV�HDUO\�LQGLFDWLRQV�RI�

D�VLJQLÀFDQW�WKUHDW�WR�SXEOLF�KHDOWK�RU�VDIHW\��EXW�IRU�WKH�

PRVW�SDUW�UHVHDUFK�UHVXOWV�VKRXOG�EH�PDGH�SXEOLF�RQO\�DIWHU�

WKH\�KDYH�EHHQ�FDUHIXOO\�UHYLHZHG�DQG�SURSHUO\�SUHSDUHG�

IRU�SXEOLFDWLRQ�
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Questions for discussion

   1  What are the accepted criteria for authorship in your field of 
research? If there are none, what should they be?

   2  Should researchers be allowed to omit some details from the 
methods section of their publications until they have had  
time to patent their methods?

   
3  What should a researcher do if the journal that has accepted  

a publication will not let the researcher publish the method or  
results in as much detail as the researcher feels is necessary?

   
4  What should a researcher do if an undeserving author in a 

position of some authority demands authorship status on a 
paper?

   
5  What factors should be considered when making a decision 

to publish the results of a study in one article versus several 
articles?

Chapter 9: Authorship and Publication
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Resources

Policies, Reports, and Policy Statements

&RXQFLO�RI�%LRORJ\�(GLWRUV��6FLHQWLÀF�6W\OH�DQG�)RUPDW��&%(��������
�DYDLODEOH�DW��KWWS���ZZZ�FRXQFLOVFLHQFHHGLWRUV�RUJ�SXEOLFDWLRQV�
VW\OH�FIP�

,QWHUQDWLRQDO�&RPPLWWHH�RI�0HGLFDO�-RXUQDO�(GLWRUV��Uniform 
Requirements for Manuscripts Submitted to Biomedical Journals��
�������DYDLODEOH�DW��KWWS���ZZZ�LFPMH�RUJ��

0LFKLJDQ�6WDWH�8QLYHUVLW\��Michigan State University Guidelines on 
Authorship��(DVW�/DQVLQJ��0,��068���������DYDLODEOH�DW��KWWS���
ZZZ�PVX�HGX�XQLW�YSUJV�DXWKRUVKLSJXLGHOLQHV�KWP�

6RFLHW\�IRU�1HXURVFLHQFH��5HVSRQVLEOH�&RQGXFW�5HJDUGLQJ�6FLHQWLÀF�
Communication��61���������DYDLODEOH�DW��KWWS���ZZZ�VIQ�RUJ�LQGH[�
FIP"SDJHQDPH UHVSRQVLEOH&RQGXFW	VHFWLRQ SXEOLFDWLRQV�

Additional Reading

%HJJ��&��&KR��0.��(DVWZRRG��6��+RUWRQ��5��0RKHU��'��2NLQJ��,�� 
3LWNLQ��50��5HQQLH��'��6FKXO]��.)��6LPHO��'��6WURXS��'��´,PSURYLQJ� 
WKH�4XDOLW\�RI�5HSRUWLQJ�RI�5DQGRPL]HG�&RQWUROOHG�7ULDOV��7KH�
&216257�6WDWHPHQW�µ�Journal of the American Medical  
Association���������������������

%ORHPHQNDPS��'*0��:DOYRRUW��+&��+DUW��:��2YHUEHNH��$-30�� 
´>'XSOLFDWH�SXEOLFDWLRQ�RI�DUWLFOHV�LQ�WKH�'XWFK�-RXUQDO�RI�
0HGLFLQH�LQ�����@�µ�Nederlands Tijdschrift voor Geneeskunde������
���������������������

%XGG��-0��6LHYHUW��0��6FKXOW]��75��´3KHQRPHQD�RI�5HWUDFWLRQ��
5HDVRQV�IRU�5HWUDFWLRQ�DQG�&LWDWLRQV�WR�WKH�3XEOLFDWLRQV�µ�Journal 
of the American Medical Association������������������������

%XGG��-0��6LHYHUW��0��6FKXOW]��75��6FRYLOOH��&��´(IIHFWV�RI�$UWLFOH�
5HWUDFWLRQ�RQ�&LWDWLRQ�DQG�3UDFWLFH�LQ�0HGLFLQH�µ�Bulletin of the 
Medical Libraries Association�����������������������

'UHQWK��-3��´0XOWLSOH�$XWKRUVKLS��7KH�&RQWULEXWLRQ�RI�6HQLRU�
$XWKRUV�µ�Journal of the American Medical Association��������
����������������

)ODQDJLQ��$��&DUH\��/$��)RQWDQDURVD��3%��3KLOOLSV��6*��3DFH��%3��
/XQGEHUJ��*'��5HQQLH��'��´3UHYDOHQFH�RI�$UWLFOHV�ZLWK�+RQRUDU\�
$XWKRUV�DQG�*KRVW�$XWKRUV�LQ�3HHU�UHYLHZHG�0HGLFDO�-RXUQDOV�µ�
Journal of the American Medical Association��������������������
����

+RHQ��:3��:DOYRRUW��+&��2YHUEHNH��$-��´:KDW�DUH�WKH�)DFWRUV�
'HWHUPLQLQJ�$XWKRUVKLS�DQG�WKH�2UGHU�RI�WKH�$XWKRUV·�1DPHV"�
$�6WXG\�$PRQJ�$XWKRUV�RI�WKH�1HGHUODQGV�7LMGVFKULIW�YRRU�
*HQHHVNXQGH��'XWFK�-RXUQDO�RI�0HGLFLQH��µ�Journal of the 
American Medical Association������������������������
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-DGDG��$5��&RRN��'-��-RQHV��$��.ODVVHQ��73��7XJZHOO��3��0RKHU��0��
0RKHU��'��´0HWKRGRORJ\�DQG�5HSRUWV�RI�6\VWHPDWLF�5HYLHZV�DQG�
0HWD�DQDO\VHV��$�&RPSDULVRQ�RI�&RFKUDQH�5HYLHZV�ZLWK�$UWLFOHV�
3XEOLVKHG�LQ�3DSHU�EDVHG�-RXUQDOV�µ�Journal of the American 
Medical Association������������������������

-HIIHUVRQ��7��´5HGXQGDQW�3XEOLFDWLRQ�LQ�%LRPHGLFDO�6FLHQFHV��
6FLHQWLÀF�0LVFRQGXFW�RU�1HFHVVLW\"µ�Science and Engineering 
Ethics����������������������

-RQHV��$+��0F/HOODQ��)��Ethical Issues in Biomedical Publication��
%DOWLPRUH��-RKQV�+RSNLQV�8QLYHUVLW\�3UHVV�������

3LWNLQ��50��%UDQDJDQ��0$��´&DQ�WKH�$FFXUDF\�RI�$EVWUDFWV�EH�
,PSURYHG�E\�3URYLGLQJ�6SHFLÀF�,QVWUXFWLRQV"�$�5DQGRPL]HG�
&RQWUROOHG�7ULDO�µ�Journal of the American Medical Association 
�����������������������

3LWNLQ��50��%UDQDJDQ��0$��%XUPHLVWHU��/)��´$FFXUDF\�RI�'DWD�LQ� 
$EVWUDFWV�RI�3XEOLVKHG�5HVHDUFK�$UWLFOHV�µ�Journal of the  
American Medical Association���������������������������

6FKHUHU��5:��&UDZOH\��%��´5HSRUWLQJ�RI�5DQGRPL]HG�&OLQLFDO�7ULDO�
'HVFULSWRUV�DQG�8VH�RI�6WUXFWXUHG�$EVWUDFWV�µ�Journal of the 
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10. Peer Review

P HHU�UHYLHZ³HYDOXDWLRQ�E\�FROOHDJXHV�ZLWK�VLPLODU�

NQRZOHGJH�DQG�H[SHULHQFH³LV�DQ�HVVHQWLDO�FRPSRQHQW�

RI�UHVHDUFK�DQG�WKH�VHOI�UHJXODWLRQ�RI�SURIHVVLRQV��7KH�

DYHUDJH�SHUVRQ�GRHV�QRW�KDYH�WKH�NQRZOHGJH�DQG�H[SHULHQFH�

QHHGHG�WR�DVVHVV�WKH�TXDOLW\�DQG�LPSRUWDQFH�RI�UHVHDUFK��

3HHUV�GR��7KHUHIRUH�PDQ\�LPSRUWDQW�GHFLVLRQV�DERXW�

UHVHDUFK�GHSHQG�RQ�DGYLFH�IURP�SHHUV��LQFOXGLQJ�

3 which projects to fund (grant reviews),

3 which research findings to publish (manuscript reviews),

3 which scholars to hire and promote (personnel reviews), and

3 which research is reliable (literature reviews and expert 
testimony).

7KH�TXDOLW\�RI�WKH�GHFLVLRQV�PDGH�LQ�HDFK�FDVH�GHSHQGV�

KHDYLO\�RQ�WKH�TXDOLW\�RI�SHHU�UHYLHZ�

Case Study

Dr. Sung L. is struggling with the decision whether to agree to review the work of an advanced 
graduate student at another university for publication in the major journal in his field. He is 

familiar with the student's work and attended a session several months ago at which she presented 
a brief report on her work. It clearly overlaps with his research in a number of ways, which is one 
reason he has been asked to serve as a reviewer.  

Dr. L. knows he is qualified to do the review and is confident he can provide an objective, constructive 
judgment of the students's work. However, since his students are working on similar problems, 
he is concerned about the appearance of a conflict of interest. In addition, he is not sure he wants 
to learn more about the work in question until he publishes his own work, to avoid later charges 
that he unfairly used some of the student’s ideas. Finally, there is the matter of yet another lost 
weekend doing the review, when his department chair has already told him to cut down on unpaid 
professional service.

Should Dr. L. agree to do the review?

If he is uncertain about his responsibilities, where can he get advice?

Would the situation be different if he had been asked to review the student’s work for an
appointment or promotion decision?

Chapter 10: Peer Review
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3HHU�UHYLHZ�FDQ�PDNH�RU�EUHDN�SURIHVVLRQDO�FDUHHUV�DQG�

GLUHFWO\�LQÁXHQFH�SXEOLF�SROLF\��7KH�IDWH�RI�HQWLUH�UHVHDUFK�

SURJUDPV��KHDOWK�LQLWLDWLYHV��RU�HQYLURQPHQWDO�DQG�VDIHW\�

UHJXODWLRQV�FDQ�UHVW�RQ�SHHU�DVVHVVPHQW�RI�SURSRVHG�RU�

FRPSOHWHG�UHVHDUFK�SURMHFWV��)RU�SHHU�UHYLHZ�WR�ZRUN��LW�

PXVW�EH�

3 timely,

3 thorough,

3�constructive,

3 free from personal bias, and

3 respectful of the need for confidentiality.

5HVHDUFKHUV�ZKR�VHUYH�DV�SHHU�UHYLHZHUV�VKRXOG�EH�PLQGIXO�

RI�WKH�SXEOLF�DV�ZHOO�DV�WKH�SURIHVVLRQDO�FRQVHTXHQFHV�RI�

WKHLU�HYDOXDWLRQV�DQG�H[HUFLVH�VSHFLDO�FDUH�ZKHQ�PDNLQJ�

WKHVH�HYDOXDWLRQV�

10a. Meeting deadlines

7KH�HIIRUW�UHVHDUFKHUV�SXW�LQWR�SHHU�UHYLHZ�LV�IRU�WKH� 

PRVW�SDUW�QRW�FRPSHQVDWHG��5HVHDUFKHUV�PD\�UHFHLYH� 

UHLPEXUVHPHQW�IRU�WUDYHO�DQG�SHU�GLHP�ZKHQ�WKH\�DWWHQG�

VSHFLDO�JUDQW�UHYLHZ�VHVVLRQV�DQG�RFFDVLRQDOO\�DUH�SDLG�D�

EDVLF�GDLO\�VWLSHQG��EXW�WKLV�VHOGRP�FRYHUV�WKH�WUXH�FRVW�RI�

UHYLHZLQJ�D�PDQXVFULSW�RU�D�VWDFN�RI�JUDQW�DSSOLFDWLRQV��$V�

XQFRPSHQVDWHG�HIIRUW��WKH�WLPH�UHVHDUFKHUV�GHYRWH�WR�SHHU�

UHYLHZ�FDQ�HDVLO\�WDNH�VHFRQG�SODFH�WR�RWKHU�REOLJDWLRQV�� 

5XQQLQJ�D�FUXFLDO�H[SHULPHQW�RU�VXEPLWWLQJ�D�JUDQW� 

DSSOLFDWLRQ�RQ�WLPH�XQGHUVWDQGDEO\�LV�PRUH�LPSRUWDQW�WKDQ�

UHYLHZLQJ�VRPHRQH�HOVH·V�ZRUN�

+RZHYHU�SUHVVHG�\RX�DUH�IRU�WLPH��LI�\RX�DJUHH�WR�GR�D�

UHYLHZ��\RX�VKRXOG�ÀQG�WKH�WLPH�WR�PHHW�\RXU�REOLJDWLRQ�LQ�

D�WLPHO\�PDQQHU��5HVHDUFK�LV�FRPSHWLWLYH��5HVHDUFKHUV�DUH�

UHZDUGHG�IRU�GLVFRYHULHV��7KH\�VKRXOG�QRW�ORVH�WKHLU�SULRULW\�

IRU�D�GLVFRYHU\�GXH�WR�WKH�WDUGLQHVV�RI�D�UHYLHZHU�VHQGLQJ�

FRPPHQWV�RQ�D�PDQXVFULSW��5HVHDUFK�LV�DOVR�XVHIXO��7KH� 



149

DQQRXQFHPHQW�RI�GLVFRYHULHV�WKDW�FDQ�EHQHÀW�WKH�SXEOLF�

VKRXOG�QRW�EH�GHOD\HG�EHFDXVH�VRPHRQH�ZKR�DJUHHG�WR� 

UHYLHZ�D�PDQXVFULSW�GRHV�QRW�KDYH�WKH�WLPH�WR�GR�WKH�UHYLHZ�

(GLWRUV��SURJUDP�PDQDJHUV��DQG�RWKHUV�ZKR�UHO\�RQ�SHHU�

UHYLHZ�WR�PDNH�GHFLVLRQV�JHQHUDOO\�SURYLGH�D�GHDGOLQH�IRU�

JHWWLQJ�WKH�UHYLHZ�GRQH�ZKHQ�WKH\�ÀUVW�FRQWDFW�UHYLHZHUV��

$Q\RQH�ZKR�DJUHHV�WR�WDNH�RQ�D�SHHU�UHYLHZ�DVVLJQPHQW�

XQGHU�WKHVH�FRQGLWLRQV�VKRXOG�PHHW�WKH�SURSRVHG�GHDGOLQH��

,I�WKH�WLPH�IUDPH�LV�QRW�UHDVRQDEOH��HLWKHU�GHFOLQH�WR�GR�

WKH�UHYLHZ�RU�DVN�IRU�PRUH�WLPH�LQ�DGYDQFH��'R�QRW�GHOD\�

VRPHRQH�HOVH·V�ZRUN�MXVW�EHFDXVH�\RX�DUH�VKRUW�RQ�WLPH�

 

Editors of the Publications Division  
American Chemical Society

Ethical Obligations of Reviewers of Manuscripts

 1.  …every scientist has an obligation to do a fair share of reviewing.

 2.   A chosen reviewer who feels inadequately qualified to judge the research reported in a 
manuscript should return it promptly to the editor.

 3.   A reviewer (or referee) of a manuscript should judge objectively the quality of the 
manuscript, of its experimental and theoretical work, of its interpretations and its 
exposition, with due regard to the maintenance of high scientific and literary standards. 
A reviewer should respect the intellectual independence of the authors.

 4.   A reviewer should be sensitive to the appearance of a conflict of interest….
- - - - - - - - - - - - - - -

 6.   A reviewer should treat a manuscript sent for review as a confidential document....

 7.   Reviewers should explain and support their judgments adequately….

 8.   A reviewer should be alert to failure of authors to cite relevant work by other 
scientists,…

 9.   A reviewer should act promptly, submitting a report in a timely manner.

 10. Reviewers should not use or disclose unpublished information, arguments, or  
interpretations contained in a manuscript under consideration, except with the consent 
of the author….

http://pubs.acs.org/ethics/eg_ethic2000.pdf

L
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10b. Assessing quality

-RXUQDO�HGLWRUV��JUDQW�DGPLQLVWUDWRUV��DQG�RWKHUV�UHO\�

RQ�SHHUV�WR�DVVHVV�WKH�TXDOLW\�RI�SURSRVHG�DQG�SXEOLVKHG�

UHVHDUFK��6RPH�SDUWV�RI�DQ�DSSOLFDWLRQ�RU�PDQXVFULSW�FDQ�

EH�FKHFNHG�IDLUO\�HDVLO\��$UH�WKH�FDOFXODWLRQV�FRUUHFW"�,V�WKH�

PHWKRG�WKDW�KDV�EHHQ�XVHG�RU�SURSRVHG�DSSURSULDWH"�'R�

WKH�UHSRUWHG�UHVXOWV�VXSSRUW�WKH�FRQFOXVLRQV"�2WKHU�SDUWV�

DUH�PRUH�GLIÀFXOW�WR�FRQÀUP��+DYH�WKH�GDWD�EHHQ�DFFXUDWHO\�

UHFRUGHG�DQG�UHSRUWHG"�:HUH�WKH�H[SHULPHQWV�UXQ"�'LG�WKH�

VXEMHFWV�JLYH�FRQVHQW"�'R�WKH�DUWLFOHV�FLWHG�LQ�WKH�UHIHUHQFHV�

DQG�ELEOLRJUDSK\�FRQWDLQ�WKH�LQIRUPDWLRQ�WKH\�DUH�VDLG�WR�

FRQWDLQ"

3HHUV�ZKR�DUH�DVNHG�WR�PDNH�MXGJPHQWV�DERXW�WKH�TXDOLW\�

RI�D�SURSRVHG�RU�FRPSOHWHG�SURMHFW�PXVW�GR�WKHLU�EHVW�WR�

GHWHUPLQH�ZKHWKHU�WKH�ZRUN�WKH\�KDYH�EHHQ�DVNHG�WR�UHYLHZ�

LV�LQWHUQDOO\�FRQVLVWHQW�DQG�FRQIRUPV�WR�WKH�SUDFWLFHV�RI�

WKHLU�ÀHOG�RI�UHVHDUFK��7KLV�FHUWDLQO\�LQFOXGHV�

3 assessing whether the research methods are appropriate;

3 checking calculations and/or confirming the logic of  
important arguments;

3 making sure the conclusions are supported by the evidence 
presented; and

3 confirming that the relevant literature has been consulted and 
cited.

$W�WKH�YHU\�OHDVW��SHHU�UHYLHZHUV�VKRXOG�EH�H[SHFWHG�WR�

DVVHVV�ZKHWKHU�WKH�PDQXVFULSW�RU�SURSRVDO�XQGHU�UHYLHZ�

PDNHV�VHQVH�DQG�FRQIRUPV�WR�DFFHSWHG�SUDFWLFHV��EDVHG�RQ�

WKH�LQIRUPDWLRQ�SUHVHQWHG�

5HVHDUFK�WKDW�FRQIRUPV�WR�DFFHSWHG�SUDFWLFHV�FDQ�VWLOO�

KDYH�SUREOHPV��5HVHDUFK�TXDOLW\�FDQ�EH�FRPSURPLVHG�E\�

3 careless mistakes made in reporting data and/or listing 
citations;

3 the deliberate fabrication and falsification of data;

3 improper use of material by others (plagiarism);

L
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Society for Neuroscience
Responsible Conduct Regarding Scientific 
Communication (1998)

2. Reviewers of Manuscripts

2.1.  Thorough scientific review is in the interest of the scientific community.

2.2. A thorough review must include consideration of the ethical dimensions of a 
manuscript as well as its scientific merit.

2.3.  All scientists are encouraged to participate if possible when asked to review a 
manuscript.

2.4.  Anonymity of reviewers should be preserved unless otherwise stated in the guidelines 
for authors and for reviewers, or unless a reviewer requests disclosure.

2.5.  Reviewers should be chosen for their high qualifications and objectivity regarding a 
particular manuscript.

2.6.  Reviews should not contain harsh language or personal attacks.

2.7.  Reviews should be prompt as well as thorough.

2.8.  Reviewers must not use non-public information contained in a manuscript to advance 
their own research or financial interests.

2.9.  Information contained in a manuscript under review is confidential and must not be 
shared with others.

http://www.sfn.org/index.cfm?pagename=responsibleConduct_reviewersOfManuscripts/

3 inaccurate reporting of conflicts of interest, contributors/
authors; and

3 the failure to mention important prior work, either by others 
or by the researcher submitting a paper for publication.

+RZHYHU��KRZ�PXFK�SHHU�UHYLHZHUV�FDQ�RU�VKRXOG�GR�WR� 

GHWHFW�WKHVH�DQG�RWKHU�GHFHSWLYH�RU�VORSS\�SUDFWLFHV� 

UHPDLQV�VXEMHFW�WR�GHEDWH�

7KHUH�DUH�OLPLWV�WR�WKH�DPRXQW�RI�FKHFNLQJ�WKDW�LV�ERWK�

UHDVRQDEOH�DQG�SUDFWLFDO��8QOHVV�JLYHQ�SHUPLVVLRQ�WR�GR�VR��

UHYLHZHUV�VKRXOG�QRW�GLVFXVV�WKH�ZRUN�WKH\�DUH�UHYLHZLQJ�

ZLWK�WKH�DXWKRUV��,Q�PDQ\�FDVHV��UHYLHZV�DUH�´EOLQGµ��QR�

DXWKRU�LGHQWLÀFDWLRQ���VR�UHYLHZHUV�FRXOG�QRW�FKHFN�ZLWK�

Chapter 10: Peer Review
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DXWKRUV�HYHQ�LI�WKH\�ZDQWHG�WR��,Q�DGGLWLRQ��LW�LV�QRW� 

UHDVRQDEOH�WR�H[SHFW�UHYLHZHUV�WR�FKHFN�HYHU\�UHIHUHQFH�

DQG�GHWDLO��7KH�IDFW�UHPDLQV��KRZHYHU��WKDW�SHHU�UHYLHZHUV�

IUHTXHQWO\�PLVV�SUREOHPV�WKDW�PLJKW�KDYH�EHHQ�GHWHFWHG�

KDG�WKH�UHYLHZHU�FKHFNHG�D�OLWWOH�PRUH�FDUHIXOO\�

,I�\RX�DJUHH�WR�VHUYH�DV�D�SHHU�UHYLHZHU��UHPHPEHU�WKDW�

\RX�KDYH�HVVHQWLDOO\�EHHQ�DVNHG�WR�SURYLGH�\RXU�VWDPS�RI�

DSSURYDO�IRU�VRPHRQH�HOVH·V�ZRUN��,Q�VXFK�FLUFXPVWDQFHV��

LW�LV�ZLVH�WR�GR�\RXU�KRPHZRUN��'R�QRW�JLYH�\RXU�VWDPS�RI�

DSSURYDO�WRR�HDVLO\�

10c. Judging importance

,Q�DGGLWLRQ�WR�TXDOLW\��SHHU�UHYLHZHUV�DUH�DOVR�DVNHG�WR�PDNH�

MXGJPHQWV�DERXW�WKH�LPSRUWDQFH�RI�SURSRVHG�RU�SXEOLVKHG�

UHVHDUFK��7KH\�DUH�DVNHG�WR�DQVZHU�TXHVWLRQV�VXFK�DV�

3 Assuming a researcher could carry out a proposed research 
project, is it important to do so?

3 Are these research results important enough to publish?

3 Has a researcher made important contributions to a field of 
study?

3 Is this evidence important enough to be used in setting 
policy?

$ORQJ�ZLWK�TXDOLW\��MXGJPHQWV�DERXW�LPSRUWDQFH�HVVHQWLDOO\�

GHWHUPLQH�ZKLFK�UHVHDUFK�LV�IXQGHG�RU�SXEOLVKHG�DQG�ZKLFK�

UHVHDUFKHUV�DUH�KLUHG�DQG�UHOLHG�XSRQ�IRU�DGYLFH�

3HHU�UHYLHZHUV�GR�QRW�DOZD\V�PDNH�MXGJPHQWV�DERXW�

LPSRUWDQFH�ZLWK�DQ�RSHQ�PLQG��6WXGLHV�KDYH�VKRZQ�WKDW�

WKH\�FDQ�EH�VZD\HG�E\�

3 the stature of the researcher who conducted the research or 
the institution at which the research was conducted;

3 country of origin;

3 a preference for one research method over another, e.g., a 
clinical versus a laboratory approach; and

3 the outcome of the studies under review.

L
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)RU�WKH�PRVW�SDUW��WKHVH�IDFWRUV�VKRXOG�QRW�KDYH�D�EHDULQJ�

RQ�MXGJPHQWV�DERXW�LPSRUWDQFH�DQG�\HW�WKH\�GR��(DFK�KDV�

EHHQ�VKRZQ�WR�LQÁXHQFH�WKH�MXGJPHQWV�SHHU�UHYLHZHUV�PDNH�

DERXW�WKH�SXEOLFDWLRQ�RI�UHVHDUFK�UHVXOWV��VHH�DUWLFOHV�E\� 

&DOODKDP��&KR��'LFNHUVLQ��*RGOHH��-DGDG��DQG�/LQN�� 

$GGLWLRQDO�5HDGLQJ��

7KHUH�LV�QR�VLPSOH�VROXWLRQ�WR�WKH�SUREOHP�RI�ELDV�LQ�SHHU�

UHYLHZ��3HHUV�IUHTXHQWO\�DUH�QRW�RI�RQH�PLQG�DERXW�ZKDW�LV�

RU�LV�QRW�LPSRUWDQW��2QH�UHYLHZHU�PD\�IHHO�WKDW�D�ÀHOG�RI� 

UHVHDUFK�VKRXOG�PRYH�LQ�RQH�GLUHFWLRQ��D�VHFRQG�LQ�DQ� 

HQWLUHO\�GLIIHUHQW�GLUHFWLRQ��2IWHQ��LW�WDNHV�WLPH�DQG�PRUH�

UHVHDUFK�WR�ÀQG�RXW�ZKHWKHU�D�OLQH�RI�LQYHVWLJDWLRQ�RU�D�

SDUWLFXODU�VHW�RI�ÀQGLQJV�LV�important��1RQHWKHOHVV�� 

UHVHDUFKHUV�FDQ�WDNH�VWHSV�WR�OHVVHQ�WKH�LPSDFW�RI�ELDV�RQ�

WKHLU�MXGJPHQWV�DQG�WR�KHOS�RWKHUV�MXGJH�IRU�WKHPVHOYHV�

ZKHWKHU�D�UHVHDUFKHU�KDV�ELDVHV�

2QH�ZD\�WR�OHVVHQ�WKH�LPSDFW�RI�ELDV�LV�WR�ZULWH� 

transparent�UHYLHZV��%\�´WUDQVSDUHQWµ�LV�PHDQW�OD\LQJ�RXW�

FOHDUO\�IRU�DQ\RQH�UHDGLQJ�WKH�UHYLHZ�KRZ�LW�ZDV�SUHSDUHG��

WKH�OLWHUDWXUH�WKDW�ZDV�XVHG��DQG�WKH�UHYLHZHU·V�RZQ� 

SRVVLEOH�ELDVHV��,I�UHYLHZHUV�IXOO\�DQG�FDUHIXOO\�H[SODLQ�KRZ�

WKHLU�MXGJPHQWV�DERXW�LPSRUWDQFH�ZHUH�PDGH��RWKHUV�FDQ�

DVVHVV�ZKHWKHU�WKH\�ZDQW�WR�DFFHSW�WKRVH�MXGJPHQWV�

$�VHFRQG�ZD\�WKDW�KDV�EHHQ�SURSRVHG�WR�OHVVHQ�WKH�LPSDFW 

RI�ELDV�LV�WR�HOLPLQDWH�DQRQ\PRXV�UHYLHZV��6RPH�DUJXH�WKDW�

WKLV�ZRXOG�OHVVHQ�WKH�FDQGRU�DQG�ULJRU�RI�UHYLHZV��RWKHUV�

WKDW�LW�ZRXOG�PDNH�UHYLHZHUV�PRUH�DFFRXQWDEOH��)RU�WKH�

SUHVHQW��PRVW�UHYLHZV�DUH�DQRQ\PRXV��ZKLFK�SODFHV�WKH�

EXUGHQ�IRU�IDLUQHVV�RQ�WKH�UHYLHZHU��,I�\RX�KDYH�VWURQJ�

IHHOLQJV�DERXW�D�SHUVRQ�RU�SDUWLFXODU�OLQH�RI�LQYHVWLJDWLRQ��

WHOO�WKH�SHUVRQ�ZKR�DVNHG�\RX�WR�GR�WKH�UHYLHZ�DQG�FRQVLGHU�

ZKHWKHU�\RX�FDQ��LQ�IDFW��SURYLGH�DQ�LPSDUWLDO�DVVHVVPHQW�

L
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10d. Preserving confidentiality

6RPH�LQIRUPDWLRQ�WKDW�LV�VKDUHG�GXULQJ�SHHU�UHYLHZ�LV�

VKDUHG�FRQÀGHQWLDOO\��WKDW�LV��ZLWK�WKH�XQGHUVWDQGLQJ�WKDW�

LW�ZLOO�QRW�EH�VKDUHG�ZLWK�DQ\RQH�HOVH�ZLWKRXW�SHUPLVVLRQ��

&RQÀGHQWLDOLW\�LV�JHQHUDOO\�UHTXLUHG�GXULQJ�

3 grant reviews,

3 manuscript reviews, and

3 personnel reviews.

'XULQJ�JUDQW�DQG�PDQXVFULSW�UHYLHZV��FRQÀGHQWLDOLW\� 

KHOSV�SURWHFW�LGHDV�EHIRUH�WKH\�DUH�IXQGHG�RU�SXEOLVKHG��,Q�

SHUVRQQHO�UHYLHZV��FRQÀGHQWLDOLW\�LV�LPSRUWDQW�WR�SURWHFW�

SHUVRQDO�SULYDF\�

3HHU�UHYLHZHUV�KDYH�DQ�REOLJDWLRQ�WR�SUHVHUYH� 

FRQÀGHQWLDOLW\�GXULQJ�WKH�UHYLHZ�SURFHVV�LI�WKH\�KDYH�EHHQ�

DVNHG�WR�GR�VR��:KLOH�WKLV�REOLJDWLRQ�PLJKW�VHHP�REYLRXV��LW�

FDQ�EH�FRPSURPLVHG�LQ�VRPH�VHHPLQJO\�KDUPOHVV�DQG�RWKHU�

PRUH�KDUPIXO�ZD\V��)RU�H[DPSOH��DOWKRXJK�UHVHDUFKHUV�

VRPHWLPHV�GR��LW�LV�not acceptable�WR�GR�DQ\�RI�WKH�IROORZLQJ�

ZLWKRXW�JHWWLQJ�SHUPLVVLRQ�

3 ask students or anyone else to conduct a review you were 
asked to do;

3 use an idea or information contained in a grant proposal 
or unpublished manuscript before it becomes publicly 
available;

3 discuss grant proposals or manuscripts you are reviewing 
with colleagues in your department or at a professional 
meeting;

3 retain a copy of the reviewed material (generally manuscripts 
and grant proposals should be shredded or returned after the 
review is complete); and

3 discuss personnel and hiring decisions with colleagues who 
are not part of the review process.

7KHUH�PD\�EH�WLPHV�ZKHQ�VRPH�DGGHG�DGYLFH�GXULQJ�D�

UHYLHZ�PD\�EH�KHOSIXO��EXW�UHYLHZHUV�VKRXOG�QRW�VHHN�WKLV�
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DGYLFH�ZLWKRXW�JHWWLQJ�SHUPLVVLRQ��,W�PD\�DOVR�EH�WHPSWLQJ�WR� 

XVH�LQIRUPDWLRQ�LQ�D�JUDQW�DSSOLFDWLRQ�RU�PDQXVFULSW�WR�VSHHG 

XS�\RXU�RZQ�UHVHDUFK��EXW�XQWLO�LW�KDV�EHHQ�PDGH�SXEOLF��

FRQÀGHQWLDO�LQIRUPDWLRQ�LV�QRW�DYDLODEOH�IRU�XVH��HYHQ�WR�

UHYLHZHUV��,I�\RX�DUH�QRW�FRPIRUWDEOH�SURWHFWLQJ�FRQÀGHQWLDO�

LQIRUPDWLRQ��WKHQ�GR�QRW�DJUHH�WR�EH�D�SHHU�UHYLHZHU�

5HVHDUFKHUV�ZKR�DUH�LQ�D�SRVLWLRQ�WR�SDVV�MXGJPHQW�RQ�WKH�

ZRUN�RI�FROOHDJXHV�KDYH�VLJQLÀFDQW�SRZHU��7KH\�FDQ�KDVWHQ�RU 

VORZ�WKDW�ZRUN��FUHGLW�RU�GLVFUHGLW�LW��7KH\�KDYH�WKH�SRZHU�WR�

VKDSH�HQWLUH�ÀHOGV�RI�UHVHDUFK�DQG�WR�LQÁXHQFH�SXEOLF�SROLF\��

,I�\RX�KDYH�WKDW�SRZHU��PDNH�VXUH�\RX�XVH�LW�UHVSRQVLEO\�

DQG�ZLWK�VRPH�FRPSDVVLRQ��NQRZLQJ�WKDW�ZKDW�\RX�VD\�DQG�

GR�GLUHFWO\�DIIHFWV�WKH�FDUHHUV�RI�RWKHU�UHVHDUFKHUV�

Questions for discussion

1  What should researchers or students do if a colleague or 
mentor asks them to take a look at a manuscript they have 
not been authorized to review?

2  What information contained in a manuscript or proposal 
should reviewers be expected to check?

3  Should peer review be anonymous?

4  How can researchers who sit on committees that advise on 
research directions separate their own interests from the best 
interests of the field they are helping shape?

5  What would happen if the public lost confidence in peer 
review and looked for other mechanisms to judge the quality 
and importance of research?

L
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Resources

Policies, Reports, and Policy Statements

,QWHUQDWLRQDO�&RPPLWWHH�RI�0HGLFDO�-RXUQDO�(GLWRUV��Uniform 
Requirements for Manuscripts Submitted to Biomedical Journals��
�������DYDLODEOH�DW��KWWS���ZZZ�LFPMH�RUJ��

1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��NIH Guide – Objectivity in Research��
%HWKHVGD��0'��1,+���������DYDLODEOH�DW��KWWS���JUDQWV��QLK�JRY�
JUDQWV�JXLGH�QRWLFH�ÀOHV�QRW�������KWPO�

8QLYHUVLW\�RI�0LFKLJDQ�0HGLFDO�6FKRRO��Guidelines for the Responsible 
Conduct of Research: Right and Responsibilities of Peer Review��
$QQ�$UERU��0,��80���������DYDLODEOH�DW��KWWS���ZZZ�UHVSRQVLELOLW\�
UHVHDUFK�XPLFK�HGX�8006SHHU�KWPO�

General Information Web Sites

,QWHUQDWLRQDO�&RQJUHVV�RQ�3HHU�5HYLHZ�DQG�%LRPHGLFDO�3XEOLFDWLRQ��
Home Page��������KWWS���ZZZ�DPD�DVVQ�RUJ�SXEOLF�SHHU�SHHUKRPH�
KWP

2IÀFH�RI�([WUDPXUDO�5HVHDUFK��1DWLRQDO�,QVWLWXWHV�RI�+HDOWK��2(5��
Peer Review Policy and Issues��������KWWS���JUDQWV��QLK�JRY�JUDQWV�
SHHU�SHHU�KWP

Additional Reading

$UPVWURQJ��-6��´3HHU�5HYLHZ�IRU�-RXUQDOV��(YLGHQFH�RQ�4XDOLW\�
&RQWURO��)DLUQHVV��DQG�,QQRYDWLRQ�µ�Science and Engineering 
Ethics��������������������

%ODFN��1��YDQ�5RR\HQ��6��*RGOHH��)��6PLWK��5��(YDQV��6��´:KDW�
0DNHV�D�*RRG�5HYLHZHU�DQG�D�*RRG�5HYLHZ�IRU�D�*HQHUDO�0HGLFDO�
-RXUQDO"µ�Journal of the American Medical Association��������
����������������

&DOODKDP��0/��%D[W��:*��:DHFNHUOH��-)��:HDUV��5/��´5HOLDELOLW\�
RI�(GLWRUV·�6XEMHFWLYH�4XDOLW\�5DWLQJV�RI�3HHU�5HYLHZV�RI�
0DQXVFULSWV�µ�Journal of the American Medical Association��������
����������������

&DOODKDP��0/��:HDUV��5/��:HEHU��(-��%DUWRQ��&��<RXQJ��*��´3RVLWLYH�
RXWFRPH�%LDV�DQG�2WKHU�/LPLWDWLRQV�LQ�WKH�2XWFRPH�RI�5HVHDUFK�
$EVWUDFWV�6XEPLWWHG�WR�D�6FLHQWLÀF�0HHWLQJ�µ�Journal of the 
American Medical Association����������������������

&KR��0.��-XVWLFH��$&��:LQNHU��0$��%HUOLQ��-$��:DHFNHUOH��-)��
&DOODKDP��0/��5HQQLH��'��´0DVNLQJ�$XWKRU�,GHQWLW\�LQ�3HHU�
5HYLHZ��:KDW�)DFWRUV�,QÁXHQFH�0DVNLQJ�6XFFHVV"µ�Journal of the 
American Medical Association������������������������
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'LFNHUVLQ��.��´+RZ�,PSRUWDQW�LV�3XEOLFDWLRQ�%LDV"�$�6\QWKHVLV�RI�
$YDLODEOH�'DWD�µ�AIDS Education and Prevention������6XSSO�
��������������

'LFNHUVLQ��.��)UHGPDQ��/��)OHJDO��.0��6FRWW��-'��&UDZOH\��%��´,V�
7KHUH�D�6H[�%LDV�LQ�&KRRVLQJ�(GLWRUV"�(SLGHPLRORJ\�-RXUQDOV�DV�
DQ�([DPSOH�µ�Journal of the American Medical Association��������
����������������

(YDQV��$��0F1XWW��5��)OHWFKHU��6��)OHWFKHU��5��´7KH�&KDUDFWHULVWLFV�RI�
3HHU�5HYLHZHUV�:KR�3URGXFH�*RRG�TXDOLW\�5HYLHZV�µ�Journal of 
General Internal Medicine����$XJXVW�������������������

)OHWFKHU��5+��)OHWFKHU��6:��´(YLGHQFH�IRU�WKH�(IIHFWLYHQHVV�RI�3HHU�
5HYLHZ�µ�Science and Engineering Ethics��������������������

*RGOHH��)��*DOH��&5��0DUW\Q��&1��´(IIHFW�RQ�WKH�4XDOLW\�RI�3HHU�
5HYLHZ�RI�%OLQGLQJ�5HYLHZHUV�DQG�$VNLQJ�7KHP�WR�6LJQ�7KHLU�
5HSRUWV��$�5DQGRPL]HG�&RQWUROOHG�7ULDO�µ�Journal of the American 
Medical Association������������������������

-DGDG��$5��&RRN��'-��-RQHV��$��.ODVVHQ��73��7XJZHOO��3��0RKHU��0��
DQG�0RKHU��'��´0HWKRGRORJ\�DQG�5HSRUWV�RI�6\VWHPDWLF�5HYLHZV�
DQG�0HWD�$QDO\VHV��$�&RPSDULVRQ�RI�&RFKUDQH�5HYLHZV�ZLWK�
$UWLFOHV�3XEOLVKHG�LQ�3DSHU�%DVHG�-RXUQDOV�µ�Journal of the 
American Medical Association������������������������

-HIIHUVRQ��7��Peer Review in the Health Sciences��/RQGRQ��%ULWLVK�
0HGLFDO�-RXUQDO�%RRNV�������

-XVWLFH��$&��&KR��0.��:LQNHU��0$��%HUOLQ��-$��5HQQLH��'��´'RHV�
0DVNLQJ�$XWKRU�,GHQWLW\�,PSURYH�3HHU�5HYLHZ�4XDOLW\"�$�
5DQGRPL]HG�&RQWUROOHG�7ULDO�µ�Journal of the American Medical 
Association������������������������

/LQN��$0��´86�DQG�1RQ�86�6XEPLVVLRQV��$Q�$QDO\VLV�RI�5HYLHZHU�
%LDV�µ�Journal of the American Medical Association����������������
��������

3LWNLQ��50��%UDQDJDQ��0$��%XUPHLVWHU��/)��´(IIHFWLYHQHVV�RI�D�
-RXUQDO�,QWHUYHQWLRQ�WR�,PSURYH�$EVWUDFW�4XDOLW\�µ�Journal of the 
American Medical Association��������������������

YDQ�5RR\HQ��6��*RGOHH��)��(YDQV��6��%ODFN��1��6PLWK��5��´(IIHFW�RI�
2SHQ�3HHU�5HYLHZ�RQ�4XDOLW\�RI�5HYLHZV�DQG�RQ�5HYLHZHUV·�
5HFRPPHQGDWLRQV��$�5DQGRPLVHG�7ULDO�µ�British Medical Journal 
������������������������

YDQ�5RR\HQ��6��*RGOHH��)��(YDQV��6��6PLWK��5��%ODFN��1��´(IIHFW�
RI�%OLQGLQJ�DQG�8QPDVNLQJ�RQ�WKH�4XDOLW\�RI�3HHU�5HYLHZ��$�
5DQGRPL]HG�7ULDO�µ�Journal of the American Medical Association 
�����������������������

³³³��´(IIHFW�RI�%OLQGLQJ�DQG�8QPDVNLQJ�RQ�WKH�4XDOLW\�RI�3HHU�
5HYLHZ�µ�Journal of General Internal Medicine����������������
��������
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3DUW�9� 6DIH�'ULYLQJ�
DQG�5HVSRQVLEOH�
5HVHDUFK

,7�,6�127�($6<�72�*2�7+528*+�/,)(�'2,1*�

�HYHU\WKLQJ�ZH�PXVW�RU�VKRXOG�GR�DOO�RI�

WKH�WLPH��,W�VKRXOG�WKHUHIRUH�FRPH�

DV�QR�VXUSULVH�WKDW�LQ�PDQ\�

VPDOO�DQG�VRPH�VLJQLÀFDQW�

ZD\V��UHVHDUFKHUV�GR�QRW�DOZD\V�IROORZ�WKH�

UXOHV�RI�WKH�URDG�IRU�UHVSRQVLEOH�FRQGXFW�LQ�

UHVHDUFK��7KH\�UROO�WKURXJK�VWRS�VLJQV�ZKHQ�

WKH\�FOHDQ�XS�WKHLU�GDWD�PRUH�WKDQ�WKH\
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VKRXOG��DFFHSW�KRQRUDU\�DXWKRUVKLS��SXUFKDVH�VRPHWKLQJ�

ZLWK�JUDQW�IXQGV�WKDW�LV�QRW�VWULFWO\�DOORZHG��RU�JLYH� 

FROOHDJXHV�PRUH�IDYRUDEOH�UHYLHZV�WKDQ�WKH\�GHVHUYH��)URP�

WLPH�WR�WLPH��WKH\�GULYH�IDVWHU�WKDQ�WKH�SRVWHG�VSHHGV�WR�

DUULYH�DW�WKHLU�GHVWLQDWLRQ³D�JUDQW��D�SXEOLFDWLRQ��QHZ�

NQRZOHGJH³D�OLWWOH�PRUH�TXLFNO\�

:H�LJQRUH�musts and shoulds�LQ�OLIH�IRU�GLIIHUHQW�UHDVRQV��

)RU�RQH��VRFLHW\�VHQGV�PL[HG�PHVVDJHV�DERXW�REH\LQJ�UXOHV��

6KRXOG�\RX�WXUQ�LQ�VRPHRQH�IRU�FKHDWLQJ�RU�´PLQG�\RXU�

RZQ�EXVLQHVVµ"�5XOHV�DOVR�FDQ�FRQÁLFW�ZLWK�RQH�DQRWKHU��

6KRXOG�\RX�UHSRUW�PLVFRQGXFW�LI�GRLQJ�VR�SXWV�\RXU�FDUHHU�

DW�ULVN"�$QG�ÀQDOO\��ZH�DUH�DPD]LQJO\�DGHSW�DW�´EHQGLQJµ�RU�

´VWUHWFKLQJµ�WKH�UXOHV�E\�WKLQNLQJ�XS�JRRG�UHDVRQV�ZK\� 

D�TXHVWLRQDEOH�FRXUVH�RI�DFWLRQ�LV�DFFHSWDEOH�XQGHU�D�

SDUWLFXODU�VHW�RI�FLUFXPVWDQFHV��WKDW�LV��DW�MXVWLI\LQJ�RXU�

DFWLRQV��ZKDWHYHU�WKH\�DUH�

7KH�HDVH�ZLWK�ZKLFK�UXOHV�FDQ�EH�EHQW�RU�LJQRUHG�LV�

SDUWLFXODUO\�HYLGHQW�HDUO\�LQ�WKH�FDUHHU�WUDFN�WKH�PDMRULW\�RI�

UHVHDUFKHUV�WUDGLWLRQDOO\�IROORZV��6WXGLHV�FRQVLVWHQWO\� 

VXJJHVW�WKDW�ZHOO�RYHU�KDOI�DQG�SUREDEO\�FORVHU�WR�WKUHH�

TXDUWHUV�RI�FROOHJH�VWXGHQWV�FKHDW�GXULQJ�WKHLU�XQGHUJUDGXDWH 

\HDUV��,Q�WZR�VHSDUDWH�VWXGLHV����LQ����UHVHDUFK�WUDLQHHV�

UHSRUWHG�D�ZLOOLQJQHVV�WR�EUHDN�WKH�UXOHV�WR�JHW�JUDQWV�

IXQGHG�RU�SDSHUV�SXEOLVKHG��5RXJKO\�WKH�VDPH�QXPEHU�RI�

VWXGHQWV�DSSO\LQJ�IRU�UHVHDUFK�IHOORZVKLSV�DQG�UHVLGHQFLHV�

LQ�PHGLFLQH�VLJQLÀFDQWO\�PLVUHSUHVHQWV�WKHLU�UHVHDUFK�

SXEOLFDWLRQV�RQ�UpVXPpV��DV�FRQÀUPHG�LQ�VWXGLHV�FRQGXFWHG�
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LQ�VL[�PHGLFDO�VSHFLDOWLHV��3UHVXPDEO\�PRVW�LQGLYLGXDOV�ZKR�

FKHDW�RU�LQÁDWH�UpVXPpV�NQRZ�WKDW�LW�LV�ZURQJ�WR�GR�VR��EXW�

WKH\�QRQHWKHOHVV�ÀQG�UHDVRQ�IRU�HQJDJLQJ�LQ�WKHVH�SUDFWLFHV�

7KH�VDPH�SDWWHUQV�RI�EHKDYLRU�FDQ�HDVLO\�VSLOO�RYHU�LQWR�

RWKHU�DVSHFWV�RI�UHVHDUFK��7KH�SUHVVXUHV�WKDW�SURPSW�VWXGHQWV�

WR�EHQG�RU�LJQRUH�WKH�UXOHV�GR�QRW�GLVDSSHDU�DIWHU�JUDGXDWLRQ��

*HWWLQJ�LQWR�JRRG�VFKRROV�LV�UHSODFHG�E\�JHWWLQJ�D�JRRG�MRE�DQG�

SURPRWLRQV��&RPSHWLWLRQ�IRU�JUDGHV�LV�UHSODFHG�E\�FRPSHWLWLRQ�

WR�JHW�IXQGHG�DQG�SXEOLVKHG��7RR�OLWWOH�WLPH�WR�VWXG\�IRU�WHVWV�

LV�UHSODFHG�E\�WRR�OLWWOH�WLPH�WR�WHDFK��PHQWRU��SURYLGH�VHUYLFH��

DQG�GR�UHVHDUFK��7KH�VWDNHV�PD\�HYHQ�LQFUHDVH�ODWHU�LQ�FDUHHUV��

DV�IDPLO\�UHVSRQVLELOLWLHV�DUH�DGGHG�LQWR�WKH�PL[�DQG�SHUVRQDO�

DPELWLRQV�JURZ��PDNLQJ�LW�HYHQ�HDVLHU�WR�SXW�PRUH�SUHVVXUH�

RQ�WKH�DFFHOHUDWRU�WR�JHW�WR�\RXU�GHVWLQDWLRQ�D�OLWWOH�IDVWHU�

7KHUH�DUH�PDQ\�TXLFN�DQG�HDV\�UHDVRQV�WKDW�FDQ�EH�FDOOHG�

XS�WR�MXVWLI\�EHQGLQJ�RU�LJQRULQJ�VRPH�RI�WKH�UXOHV�RI�WKH�

URDG�IRU�UHVSRQVLEOH�UHVHDUFK� 

3 I already have enough information to know what the results 
will be, so there is no need to run the controls again, even 
though they did not give me the expected results the first 
time.

3 No one funds truly exploratory research, so the only way to 
test new ideas is to use funds from an existing grant, even 
though these funds are for other work.

3 If my bosses read my research papers rather than counting 
them, I wouldn’t have to publish the same research twice or 
chop it up into small, insignificant pieces.

3 Given the competition in this field, you cut your own throat if 
you share your methods and information with colleagues too 
freely.
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3 They will cut off my funds if I report these results, so for the 
good of my laboratory and staff I should sit on them for a 
while longer.

3 I know my research is not going to harm anyone, so why 
waste my time and the time of the IRB getting permission.

5XOHV�DUH�QRW�DOZD\V�UHDVRQDEOH�RU�UDWLRQDOO\�DSSOLHG��/LIH�

DQG�FROOHDJXHV�DUH�QRW�DOZD\V�IDLU��*RRG�JX\V�GR�VRPHWLPHV�

VHHP�WR�FRPH�LQ�ODVW�

+RZHYHU��WKH�SUREOHP�ZLWK�TXLFN�DQG�HDV\�MXVWLÀFDWLRQV�

DQG�FDWFK\�SKUDVHV�LV�WKH\�IDLO�WR�WDNH�LQWR�FRQVLGHUDWLRQ�WKH�

ODUJHU�FRQVHTXHQFHV�RI�RXU�DFWLRQV��:KDW�ZRXOG�KDSSHQ�LI�

HYHU\RQH�GHFLGHG��IRU�RQH�´JRRGµ�UHDVRQ�RU�DQRWKHU��WR�UXQ�

VWRS�VLJQV��GULYH�RQ�WKH�ZURQJ�VLGH�RI�WKH�URDG��RU�LJQRUH� 

WKH�VSHHG�OLPLW"�2EYLRXVO\��FKDRV�ZRXOG�TXLFNO\�HQVXH�

DQG�GULYLQJ�ZRXOG�QR�ORQJHU�EH�VDIH��RU�EHFRPH�HYHQ�PRUH�

KD]DUGRXV�WKDQ�LW�LV�DOUHDG\���7KH�VDPH�ZRXOG�EH�WUXH�

RI�UHVHDUFK�LI�UHVHDUFKHUV�URXWLQHO\�LJQRUHG�UHVSRQVLEOH�

UHVHDUFK�SUDFWLFHV�DQG�GLG�ZKDW�WKH\�WKRXJKW�ZDV�QHFHVVDU\�

VLPSO\�WR�DFKLHYH�VRPH�HQG��ZKHWKHU�WKH�GLVFRYHU\�RI�WUXWK��

WKH�GHYHORSPHQW�RI�VRPHWKLQJ�XVHIXO��RU�SHUVRQDO�VXFFHVV�

$V�VWDWHG�DW�WKH�EHJLQQLQJ�RI�WKH�ORI Introduction to 

RCR��WKHUH�LV�QR�RQH�EHVW�ZD\�WR�XQGHUWDNH�UHVHDUFK��QR�

XQLYHUVDO�PHWKRG�WKDW�DSSOLHV�WR�DOO�VFLHQWLÀF�LQYHVWLJDWLRQV��

$FFHSWHG�SUDFWLFHV�IRU�WKH�UHVSRQVLEOH�FRQGXFW�RI�UHVHDUFK�

FDQ�DQG�GR�YDU\�IURP�GLVFLSOLQH�WR�GLVFLSOLQH�DQG�HYHQ� 

ODERUDWRU\�WR�ODERUDWRU\��7KHUH�DUH��KRZHYHU��VRPH� 

LPSRUWDQW�VKDUHG�YDOXHV�IRU�WKH�UHVSRQVLEOH�FRQGXFW�RI�

UHVHDUFK�WKDW�ELQG�DOO�UHVHDUFKHUV�WRJHWKHU��LQFOXGLQJ�

KRQHVW\��DFFXUDF\��HIÀFLHQF\��DQG�REMHFWLYLW\��7KHUH�DUH�QR�

H[FXVHV�IRU�FRPSURPLVLQJ�WKHVH�YDOXHV��7KHLU�FHQWUDO�UROH�LQ�

UHVHDUFK�LV�WKH�UHVSRQVLELOLW\�RI�HDFK�DQG�HYHU\�UHVHDUFKHU��

'ULYH�VDIHO\�DQG�EH�D�UHVSRQVLEOH�UHVHDUFKHU�
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Resources

Additional Reading

%DNHU��'5��-DFNVRQ��93��´0LVUHSUHVHQWDWLRQ�RI�3XEOLFDWLRQV�E\�
5DGLRORJ\�5HVLGHQF\�$SSOLFDQWV�µ�Academic Radiology��������������
��������

%LOJH��$��6KXJHUPDQ��53��5REHUWVRQ��:2��´0LVUHSUHVHQWDWLRQ�RI�
$XWKRUVKLS�E\�$SSOLFDQWV�WR�3HGLDWULFV�7UDLQLQJ�3URJUDPV�µ�
Academic Medicine�����������������������

%URZQ��6��.DOLFKPDQ��0:��´(IIHFWV�RI�7UDLQLQJ�LQ�WKH�5HVSRQVLEOH�
&RQGXFW�RI�5HVHDUFK��$�6XUYH\�RI�*UDGXDWH�6WXGHQWV�LQ� 
([SHULPHQWDO�6FLHQFHV�µ�Science and Engineering Ethics������
����������������

'DOH��-$��6FKPLWW��&0��&URVE\��/$��´0LVUHSUHVHQWDWLRQ�RI�5HVHDUFK�
&ULWHULD�E\�2UWKRSDHGLF�5HVLGHQF\�$SSOLFDQWV�µ�Journal of Bone 
and Joint Surgery��������������������������

(DVWZRRG��6��'HULVK��3��/HDVK��(��2UGZD\��6��´(WKLFDO�,VVXHV�LQ�
%LRPHGLFDO�5HVHDUFK��3HUFHSWLRQV�DQG�3UDFWLFHV�RI�3RVWGRFWRUDO�
5HVHDUFK�)HOORZV�5HVSRQGLQJ�WR�D�6XUYH\�µ�Science and  
Engineering Ethics���������������������

*RH��/&��+HUUHUD��$0��0RZHU��:5��´0LVUHSUHVHQWDWLRQ�RI�5HVHDUFK�
&LWDWLRQV�DPRQJ�0HGLFDO�6FKRRO�)DFXOW\�$SSOLFDQWV�µ�Academic 
Medicine��������������������������

*URYHU��0��'KDUDPVKL��)��*RYHLD��&��´'HFHSWLRQ�E\�$SSOLFDQWV�WR�
)DPLO\�3UDFWLFH�5HVLGHQFLHV�µ�Family Medicine���������������
��������

*XUXGHYDQ��69��0RZHU��:5��´0LVUHSUHVHQWDWLRQ�RI�5HVHDUFK� 
3XEOLFDWLRQV�DPRQJ�(PHUJHQF\�0HGLFLQH�5HVLGHQF\�$SSOLFDQWV�µ�
Annals of Emergency Medicine�����������������������

.DOLFKPDQ��0:��)ULHGPDQ��3-��´$�3LORW�6WXG\�RI�%LRPHGLFDO� 
7UDLQHHV·�3HUFHSWLRQV�&RQFHUQLQJ�5HVHDUFK�(WKLFV�µ�Academic 
Medicine������������������������

0F$OLVWHU��:3��9HO\YLV��-+��8KO��5/��´0LVUHSUHVHQWDWLRQ�RI�5HVHDUFK�
&ULWHULD�E\�2UWKRSDHGLF�5HVLGHQF\�$SSOLFDQWV�µ�Journal of Bone 
and Joint Surgery����$�����������������������

3DQLFHN��'0��6FKZDUW]��/+��'HUVKDZ��''��(UFRODQL��0&�� 
&DVWHOOLQR��5$��´0LVUHSUHVHQWDWLRQ�RI�3XEOLFDWLRQV�E\�$SSOLFDQWV�
IRU�5DGLRORJ\�)HOORZVKLSV��,V�,W�D�3UREOHP"µ�American Journal of 
Roentgenology������������������������

3DWHO��09��3UDGKDQ��%%��0HDOV��5$��´0LVUHSUHVHQWDWLRQ�RI�5HVHDUFK�
3XEOLFDWLRQV�DPRQJ�2UWKRSHGLF�6XUJHU\�)HOORZVKLS�$SSOLFDQWV��
$�&RPSDULVRQ�ZLWK�'RFXPHQWHG�0LVUHSUHVHQWDWLRQV�LQ�2WKHU�
)LHOGV�µ�Spine������������������������GLVFXVVLRQ����

6HNDV��*��+XWVRQ��:5��´0LVUHSUHVHQWDWLRQ�RI�$FDGHPLF� 
$FFRPSOLVKPHQWV�E\�$SSOLFDQWV�IRU�*DVWURHQWHURORJ\� 
)HOORZVKLSV�µ�Annals of Internal Medicine����������������������
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