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STARTING A TRIBAL IRB 

1. Obtaining Tribal IRB Approval

2. Naming Your Tribal IRB

3. Developing Policies and Procedures

4. Selection and Recruitment of IRB Members

5. Orientation and Training of IRB Members
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3. IRB Registration and FWA
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• 6/,%)'+&(#'B!+7!B+,'0'/(!%&4!B.+0/4*./(!)+!).'3%,!,%2!

• E)%)/9/&)!%3+*)!./1'('+&!+7!)#/!4+0*9/&)!:/;8;!FA#'(!4+0*9/&)!2',,!3/!./1'/2/4!
%&&*%,,$!%&4!*B4%)/4!%(!4//9/4!&/0/((%.$!)+!./7,/0)!&/2!).'3%,<!&%)'+&%,<!
%&4-+.!'&)/.&%)'+&%,!()%&4%.4(!'&!#*9%&!(*3J/0)(!./(/%.0#!B.+)/0)'+&(!%&4!
0+99*&')$!B.+)/0)'+&(!'&!./(/%.0#;G@!

• K/.)'&/&)!4/7'&')'+&(!:./(/%.0#<!#*9%&!(*3J/0)<!9'&'9%,!.'(L@!

"C#!! '1?32!789!'320182;@;?;A;32!
!"#$! %&'(&&')*+,-.),/)!012,3415)6&.7-,87494:415)!

• I)/9'M/!2#%)!2',,!7%,,!*&4/.!)#/!3+%.4G(!%*)#+.')$!7+.!./1'/2!+.!9+&')+.'&8!:/;8;!
#*9%&!(*3J/0)(!./(/%.0#<!/0+&+9'0!./(/%.0#<!/&1'.+&9/&)%,!./(/%.0#<!0*,)*.%,!
./(/%.0#<!#'()+.'0%,!./(/%.0#@!

• N'()!)#/!./(B+&('3',')'/(!)#/!3+%.4!2',,!%((*9/!

!"#;! <.=:12)>,??411..)!012,3415)6)&.7-,87494:415))
:O.!+)#/.!./,/1%&)!4/B%.)9/&)!+.!).'3%,!'&()')*)'+&-+.8%&'M%)'+&!2#+(/!./(B+&('3',')$!
+1/.,%B(!2')#!)#%)!+7!)#/!3+%.4<!+.!*&4/.!2#+(/!%*)#+.')$!+.!+1/.#/%4!)#/!3+%.4!
+B/.%)/(@!
!

!"#"! @348+4-=:)%8A.714B=1,3(&.7.=3+2.3)!012,3415)6)&.7-,87494:415)
• O1/.1'/2!+7!)#/!./P*'./9/&)(!+7!./(/%.0#/.(!2'(#'&8!)+!0+&4*0)!./(/%.0#!+&!

).'3%,!,%&4)
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• E#+*,4!./(/%.0#/.(!3/!%1%',%3,/!)+!)#/!3+%.4!%)!9//)'&8(!2#/&!)#/'.!./(/%.0#!'(!
3/'&8!./1'/2/45!I7!$/(<!#+2!(#+*,4!)#/$!3/!%1%',%3,/5!:/;8;!/9%',<!)/,/B#+&/<!
1'4/+!0+&7/./&0/<!'&!B/.(+&@)

• F6/(/%.0#/.(!9*()!./B+.)!%,,!B.+B+(/4!0#%&8/(!'&!%!./(/%.0#!%0)'1')$!)+!)#/!
'&()')*)'+&%,-./(/%.0#!./1'/2!3+%.4!%&4!(%'4!0#%&8/(!9%$!&+)!3/!'&')'%)/4!
2')#+*)!./1'/2!%&4!%BB.+1%,;G)

• F6/(/%.0#/.(!9*()!./B+.)!%&$!*&%&)'0'B%)/4!B.+3,/9(!'&1+,1'&8!.'(L(!)+!
B%.)'0'B%&)(!+.!+)#/.(<!+.!%&$!&+&Q0+9B,'%&0/!2')#!)#/!B+,'0'/(!+7!)#/!
'&()')*)'+&%,-./(/%.0#!./1'/2!3+%.4;G)

• 6/(/%.0#/.(!9%$!&+)!()%.)!./(/%.0#!'&1+,1'&8!#*9%&!(*3J/0)(-B%.)'0'B%&)(<!/1/&!
'&!%!9/4'0%,!/9/.8/&0$!2')#+*)!B.'+.!'&()')*)'+&%,-./(/%.0#!./1'/2!3+%.4!
%BB.+1%,)

• 6/(/%.0#/.(!9*()!+&,$!4'().'3*)/!'&7+.9/4!0+&(/&)!7+.9(!2')#!0*../&)!I6H!
%BB.+1%,!4%)/(!+&!)#/9)

• E)%)/9/&)!%3+*)!./(/%.0#!./(B+&('3',')$!)+!(#%./!./(*,)(!+7!)#/'.!./(/%.0#!2')#!
)#/!A.'3/<!#+2!%&4!2#/&!)#/$!(#+*,4!4+!(+!R/;8;!B./,'9'&%.$!%&4!7'&%,!./(*,)(!+7!
./(/%.0#!'&!%!,%$Q9%&G(!(*99%.$!'&0,*4'&8!%@(*99%.$!+7!2+.L!4+&/<!3@!2#$!')!
2%(!4+&/<!%&4!0@!)#/!B+)/&)'%,!1%,*/!+7!)#/!./(*,)(S)

!
=# +(:-(5$&$(%!"%)!"--($%&:D%&!(E!$'=F''=!
=,#! :3G@3/!&B032!789!'320182;@;?;A;32!!

• T*'4/,'&/(!7+.!3+%.4!9/93/.(#'B<!#+2!9%&$!9/93/.(<!/UB/.)'(/!+7!9/93/.(<!
8/&4/.<!%77','%)'+&(<!./B./(/&)%)'+&!:/;8;!A.'3/(!9%$!/,/0)!)+!#%1/!./B./(/&)%)'+&!
7.+9!(B/0'7'0!4'().'0)(!+.!0+99*&')'/(!+.!7.+9!(B/0'7'0!
4/B%.)9/&)(-+.8%&'M%)'+&(!2')#'&!)#/!A.'3/@!

• V/(0.'B)'+&!+7!.+,/(!%&4!./(B+&('3',')'/(!2')#'&!3+%.4!9/93/.(#'B!!
:/;8;!0#%'.<!0++.4'&%)+.<!(/0./)%.$<!)./%(*./.@!

• V/0'4/!'7!)#/./!2',,!3/!3+)#!FB.'9%.$!9/93/.(G!%&4!F%,)/.&%)/!9/93/.(G!2#+!0%&!
./B,%0/!FB.'9%.$!9/93/.(G!2#/&!)#/$!%./!*&%3,/!)+!9%L/!%!9//)'&8!/;8;!
T*'4/,'&/(!B.+1'4/4!3$!)#/!O77'0/!7+.!W*9%&!6/(/%.0#!K.+)/0)'+&(!:OW6K@<!XY!
>?6!XZ;[\]!I6H!
^/93/.(#'B_#))B_--222;##(;8+1-+#.B-#*9%&(*3J/0)(-8*'4%&0/-XY07.XZ;#)9,`
XZ;[\]!I&!3.'/7_!
%@ =)!,/%()!Y!9/93/.(<!2')#!1%.$'&8!3%0L8.+*&4(!)+!B.+9+)/!0+9B,/)/!%&4!

%4/P*%)/!./1'/2!+7!./(/%.0#!%0)'1')'/(!0+99+&,$!0+&4*0)/4!3$!)#/!
'&()')*)'+&;A#/!I6H!(#+*,4!3/!(*77'0'/&),$!P*%,'7'/4!)#.+*8#!)#/!/UB/.'/&0/!
%&4!/UB/.)'(/!+7!')(!9/93/.(<!)#/!4'1/.(')$!+7!')(!9/93/.(<!'&0,*4'&8!
0+&('4/.%)'+&!+7!.%0/<!8/&4/.<!%&4!0*,)*.%,!3%0L8.+*&4(!%&4!(/&(')'1')$!)+!

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.107
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!

(*0#!'((*/(!%(!0+99*&')$!%))')*4/(<!)+!B.+9+)/!./(B/0)!7+.!'(!%41'0/!%&4!
0+*&(/,;aA#/!I6H!(#+*,4!3/!%3,/!)+!%(0/.)%'&!)#/!%00/B)%3',')$!+7!B.+B+(/4!
./(/%.0#!'&!)/.9(!+7!'&()')*)'+&%,!0+99')9/&)(!%&4!./8*,%)'+&(<!%&4!
%BB,'0%3,/!,%2;!

3@ "',,!&+)!0+&('()!+7!/&)'./,$!9/&!+.!/&)'./,$!+7!2+9/&b!2',,!&+)!0+&('()!+7!
'&4'1'4*%,(!/&)'./,$!+7!+&/!B.+7/(('+&;!

0@ c%0#!I6H!(#%,,!'&0,*4/!%)!,/%()!+&/!9/93/.!2#+(/!B.'9%.$!0+&0/.&(!%./!'&!
(0'/&)'7'0!%./%(!%&4!%)!,/%()!+&/!9/93/.!2#+(/!B.'9%.$!0+&0/.&(!%./!'&!
&+&(0'/&)'7'0!%./%(;!

4@ c%0#!I6H!(#%,,!'&0,*4/!%)!,/%()!+&/!9/93/.!2#+!'(!&+)!+)#/.2'(/!%77','%)/4!
2')#!)#/!'&()')*)'+&!%&4!2#+!'(!&+)!B%.)!+7!)#/!'99/4'%)/!7%9',$!+7!%!B/.(+&!
2#+!'(!%77','%)/4!2')#!)#/!'&()')*)'+&;!aa!

/@ C+!9/93/.!9%$!#%1/!%!9/93/.!B%.)'0'B%)/!'&!)#/!'&')'%,!+.!0+&)'&*'&8!
./1'/2!+7!%&$!B.+J/0)!'&!2#'0#!)#/!9/93/.!#%(!0+&7,'0)'&8!'&)/./()!

7@ I7!)#/!I6H!'&1')/(!%&!/U)/.&%,!0+&(*,)%&)!)+!%(('()!2')#!./1'/2!+7!%!B%.)'0*,%.!
./(/%.0#!()*4$<!)#%)!'&4'1'4*%,!9%$!&+)!1+)/!2')#!)#/!I6H;!

a^%&$!).'3%,!I6H(!/,/0)!)+!#%1/!3+%.4!9/93/.(!3/!%,,!'&4'1'4*%,(!2#+!./('4/!+&!)#/!./(/.1%)'+&;!I&!)#'(!0%(/!4'1/.(')$!+7!.%0/!%&4!

0*,)*./!0%&!3/!*&4/.()++4!2')#'&!)#%)!/U'()'&8!+&!)#/!./(/.1%)'+&;!

aaI)/9!:4@!'(!)+!'&(*./!'9B%.)'%,')$!2')#!./8%.4(!)+!)#/!'&)/./()(!+7!)#/!F'&()')*)'+&G;!I7!%3'4'&8!3$!OW6K!9/93/.(#'B!8*'4/,'&/(<!)#/!

).'3%,!I6H!9*()!4/)/.9'&/!#+2!')!2',,!'&)/.B./)!F'&()')*)'+&G!%&4!2.')/!)#'(!'&!)#/!K+,'0$!%&4!K.+0/4*./!4+0*9/&);!=!./0+99/&4%)'+&!
3$!V.;!"',,'%9!?.//9%&!'&!#'(!d\\]!B*3,'0%)'+&<!F*1=3148B)=8)%87141014,8=:)&.A4.C)',=3D)E%&'FG)*0BB.714,87)/,3)H349.7I)H349=:)>,::.B.7I)
=8D)>,??08414.7Gb!'(!)+!'&)/.B./)!F'&()')*)'+&G!)+!9/%&!A.'3%,!8+1/.&9/&);!W/!./0+99/&4(!)#%)!/%0#!).'3%,!I6H!0+&('()!+7!+&/!
9/93/.!2#+!'(!&+)!/9B,+$/4!3$!)#/!A.'3/<!&+.!#%(!'99/4'%)/!7%9',$!/9B,+$/4!3$!)#/!A.'3/;!I7!)#/!I6H!'(!3/'&8!.*&!+*)!+7!%!
4/B%.)9/&)!+.!+.8%&'M%)'+&!2')#'&!)#/!A.'3/<!/U%9B,/!)#/!0+,,/8/!+.!#/%,)#!4/B%.)9/&)<!F'&()')*)'+&G!0+*,4!%,(+!./7/.!)+!)#%)!
'&()')*)'+&!+.!4/B%.)9/&);!

=>#! "001;8AG38A!1/!D?36A;18!1<!:3G@3/2!
• V/(0.'B)'+&!+7!B.+0/((!2#/./3$!'&4'1'4*%,(!%./!8.%&)/4!9/93/.(#'B!+&!)#/!

3+%.4!
• "',,!)#/$!3/!%BB+'&)/4!+.!/,/0)/45!I7!/')#/.<!#+25!

• "',,!)#/./!3/!./0.*')9/&)!+7!'&4'1'4*%,(5!"',,!)#/!+BB+.)*&')$!)+!(/.1/!3/!
B*3,'0,$!B+()/45!
!

=C#! &3/G2!1<!:3G@3/2H;0!I!+1GG;AG38A!
• "#%)!'(!%&!'&4'1'4*%,G(!0+99')9/&)!+7!)'9/!%(!9/93/.!+7!)#/!3+%.45!:9+&)#,$<!

$/%.,$@!

• V/(0.'3/!2#%)!'&4'1'4*%,(!0+99')!)+!4+'&8<!'&!(/.1'0/!%(!9/93/.(!+7!)#/!3+%.45!
• I(!)#/./!%&!%))/&4%&0/!B+,'0$5!

• =./!)#/./!+B)'+&(!7+.!%))/&4%&0/5!:'&!B/.(+&<!1'4/+!0+&7/./&0/<!)/,/B#+&/@!

• ^*()!9/93/.(!(/.1/!7+.!%!(B/0'7'0!,/&8)#!+7!)'9/5!
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!

• =!F,/))/.!+7!0+99')9/&)G!+*),'&'&8!)#/!)/.9(!+7!9/93/.(#'B!7+.!'&4'1'4*%,(!)+!
('8&!

=J#! $'=!:3G@3/!&/7;8;8K!
• V/(0.'B)'+&!+7!#+2!'&4'1'4*%,(!(/.1'&8!+&!)#/!3+%.4!2',,!3/!).%'&/4!7+.!)#/'.!.+,/!!

=L#! :3G@3/!'32;K87A;18!
• V/(0.'B)'+&!+7!B.+0/((!3$!2#'0#!%!3+%.4!9/93/.!2',,!3/!%(L/4!)+!./('8&!:/;8;!

+*),'&/!)#/!)$B/(!+7!3/#%1'+.!)#%)!2',,!,/%4!)+!%!./('8&%)'+&@!
• V/(0.'B)'+&!+7!B.+0/((!3$!2#'0#!%!3+%.4!9/93/.!0%&!/,/0)!)+!./('8&!!

• "#+!2',,!9%L/!)#/!7'&%,!4/0'('+&!./8%.4'&8!./('8&%)'+&!+7!3+%.4!9/93/.(5!
:'&0,*4'&8!(B/0'7'0!9/93/.(!(*0#!%(!0#%'.@!

• "#%)!'(!)#/!)'9/!7.%9/!'&!2#'0#!%!./('8&%)'+&!(#+*,4!3/!(*39'))/45!:>+&('4/.!
)#/!)'9/!&//4/4!)+!7'&4!%!./B,%0/9/&)!7+.!'&4'1'4*%,!./('8&'&8;@!
!

+# $'=F''=!'3M;3N!-/16322!
+,#) (M3/M;3N!1<!AH3!/3M;3N!0/16322)
>$#$) J.8.3=:)K.7+34-14,8)

• I&0,*4/!()%)/9/&)!4/(0.'3'&8!(*39'(('+&!4/%4,'&/!($()/9!+.!+)#/.!($()/9!7+.!
B,%0/9/&)!+&!3+%.4!9//)'&8!%8/&4%(!

• W+2!2',,!')!3/!4/)/.9'&/4!'7!%&!%0)'1')$!7%,,(!2')#'&!)#/!3+%.4G(!J*.'(4'0)'+&!7+.!
./1'/25!"#+!2',,!3/!./(B+&('3,/!7+.!9%L'&8!)#%)!4/)/.9'&%)'+&5!

• V/(0.'3/!)#/!($()/9!+7!./1'/2;!"',,!)#/./!3/!%!FB.'9%.$!./1'/2/.G!($()/9<!';/;!2',,!
'&4'1'4*%,!B.+)+0+,(!3/!%(('8&/4!)+![!+.!d!3+%.4!9/93/.(!7+.!'&!4/B)#!./1'/2!)+!
./4*0/!)#/!3*.4/&!+7!./1'/2!7+.!/%0#!9/93/.5!"',,!%,,!3+%.4!9/93/.(!3/!
./P*'./4!)+!B/.7+.9!%&!'&!4/B)#!./1'/2!+7!/1/.$!B.+)+0+,5!

• K.+1'4/!%!)'9/!2'&4+2!'&!2#'0#!4+0*9/&)(!2',,!3/!4'().'3*)/4!)+!3+%.4!
9/93/.(!B.'+.!)+!9//)'&8(!:/;8;![!2//L<!d!2//L(@!

• V/(0.'3/!#+2!3+%.4!F%0)'+&(G!+.!4/0'('+&(<!./P*/()(<!%&4!+)#/.!0+../(B+&4/&0/!
2')#!./(/%.0#/.(!2',,!+00*.!

• V/(0.'B)'+&!+7!2#%)!'(!./P*'./4!7+.!3+%.4!%BB.+1%,!+7!./(/%.0#!:/;8;!&+!9+./!)#%&!
9'&'9%,!.'(L!)+!)#/!B%.)'0'B%&)(!%&4!)+!)#/!0+99*&')$<!9%U'9'M/4!3/&/7')(!)+!
)#/!A.'3/<!&+!0+/.0'+&<!1+,*&)%.$!B%.)'0'B%)'+&<!7*,,$!'&7+.9/4!0+&(/&)<!
B/.9'(('+&(!7.+9!%BB.+B.'%)/!4/B%.)9/&)(!2')#'&!)#/!A.'3/;!

>$#;) >,8/4D.814=:415)
• O*),'&/!B+,'0$!./8%.4'&8!3+%.4!9/93/.!4'(0,+(*./!+7!'&7+.9%)'+&<!

%0)'1')'/(-./(/%.0#!B.+J/0)(!./1'/2/4!'&!)#/!0+*.(/!+7!(/.1'0/!+&!)#/!3+%.4!
!
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!

>$#") %&')?.?9.3)>,8/:4+1),/)%81.3.71))
• H+%.4!9/93/.(!%./!./(B+&('3,/!7+.!4'(0,+('&8!0+&7,'0)!+7!'&)/./()!B.'+.!)+!

B%.)'0'B%)'&8!'&!)#/!./1'/2!+7!./(/%.0#!
• V/(0.'3/!)#/!)/.9(!*&4/.!2#'0#!%!3+%.4!9/93/.!9%$!&+)!3/!%,,+2/4!)+!./1'/2!

./(/%.0#!3/0%*(/!)#/$!2',,!&+)!3/!%3,/!)+!./9%'&!'9B%.)'%,;!
• F>+&7,'0)!+7!'&)/./()G!./7/.(!)+!(')*%)'+&(!2#/./!7'&%&0'%,!+.!+)#/.!B/.(+&%,!

0+&('4/.%)'+&(!9%$!0+9B.+9'(/!+.!%BB/%.!)+!0+9B.+9'(/!%!3+%.4!9/93/.G(!
B.+7/(('+&%,!J*489/&)!+.!+3J/0)'1')$!'&!./1'/2'&8!%!./(/%.0#!B.+J/0);!

• V/)/.9'&/!'7!F0+&7,'0)!+7!'&)/./()G!'&0,*4/(!7'&%&0'%,!%&4-+.!B/.(+&%,!'&)/./()(!+7!
3+%.4!9/93/.!%&4!(B/0'7'0!7%9',$!9/93/.(!:/;8;!(B+*(/!%&4!0#',4./&@!

• H+%.4!9/93/.(!(#+*,4!./9+1/!)#/9(/,1/(!7.+9!)#/!9//)'&8!.++9!2#/&!
./(/%.0#!'(!3/'&8!./1'/2/4!7+.!2#'0#!)#/$!#%1/!%!0+&7,'0)!+7!'&)/./()<!%&4!)#/'.!
%3(/&0/!%&4!./%(+&!7+.!%3(/&0/!(#+*,4!3/!&+)/4!'&!)#/!9//)'&8!9'&*)/(;!

>[;X! K+,'0$!./8%.4'&8!D&4*/!I&7,*/&0/!+&!I6H!!
• V/(0.'3/!)#/!3+%.4G(!8+%,!2')#!./(B/0)!)+!+3J/0)'1/!%&4!'9B%.)'%,!./1'/2!%&4!

%0)'+&!
• V/(0.'3/!'&()')*)'+&%,-./(/%.0#!./1'/2!3+%.4!B+,'0$!./8%.4'&8!B./((*./!+.!8'7)(!)+!

7%1+.!+.!4'(7%1+.!(B/0'7'0!./(/%.0#!B.+J/0)(<!./(/%.0#/.(<!+.!'&()')*)'+&!

+>#! :33A;8K2!
>;#$) )L3.M0.8+5I)!B.8D=I)*+2.D0:48B)!

• W+2!+7)/&!2',,!9//)'&8(!3/!#/,45!"#+!2',,!(0#/4*,/!)#/95!:F=(!&//4/4G!
9//)'&8(!%./!%,(+!%&!+B)'+&!7+.!3+%.4(!2')#+*)!%!0+&()%&)!7,+2!+7!./(/%.0#!
B.+)+0+,(!)+!./1'/2@!

• "#+!2',,!3/!./(B+&('3,/!7+.!B./B%.'&8!%&4!4'().'3*)'&8!9//)'&8!%8/&4%(!%&4!
9%)/.'%,(!7+.!9//)'&8(!

• W+2!2',,!./(/%.0#!B.+J/0)(!3/!B,%0/4!+&!%!9//)'&8!%8/&4%5!I&!+.4/.!+7!
(*39'(('+&5!I)/9(!7.+9!B./1'+*(!9//)'&8!7'.()5!"#/./!2',,!&/2!'&')'%,!./1'/2(!
%&4!0+&)'&*%)'+&(!7%,,5!

• "',,!9//)'&8(!.*&!7+.!%!B./Q4/)/.9'&/4!,/&8)#!+7!)'9/5!O.!2',,!9//)'&8(!.*&!*&)',!
/1/.$!')/9!+&!%&!%8/&4%!#%(!3//&!./1'/2/45!

>;#;) )N0,30?)
• E)%)/!2#/&!P*+.*9!'(!./P*'./4!:/;8;!7+.!7*,,!3+%.4!./1'/2!%(!+BB+(/4!)+!

F/UB/4')/4!./1'/2G@!
• E)%)/!#+2!9%&$!'&4'1'4*%,(!9*()!3/!B./(/&)!'&!+.4/.!)+!9%L/!P*+.*9;!:O77'0/!+7!

W*9%&!6/(/%.0#!K.+)/0)'+&(!./P*'./(!+&/!9+./!)#%&!#%,7!)#/!&*93/.!+7!B.'9%.$!
3+%.4!9/93/.(;@!
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• >+&('4/.!2#/)#/.!+.!&+)!)#/./!'(!/U'()'&8!).'3%,!B+,'0$!./8%.4'&8!3+%.4!9//)'&8(!

• ".')/!%!()%)/9/&)!./8%.4'&8!&+&Q3+%.4!9/93/.(!%)!9//)'&8(!:/U;!0+&(*,)%&)(<!
./(/%.0#/.(<!0+99*&')$!9/93/.(<!%&4!+)#/.!'&)/./()/4!'&4'1'4*%,(@;!"',,!
9//)'&8(!3/!F+B/&G!+.!F0,+(/4G<!+.!F+B/&!)+!8*/()(!2')#!B/.9'(('+&(G5!

>;#") O4801.7))
• "#/&!2',,!9'&*)/(!3/!)%L/&5!:./0+99/&4/4!)#/$!3/!)%L/&!%)!/1/.$!9//)'&8@!

• V/(0.'3/!./P*'./4!/,/9/&)(!+7!9//)'&8!9'&*)/(!
A#/!O77'0/!7+.!W*9%&!6/(/%.0#!K.+)/0)'+&(!./0+99/&4(!)#%)!9'&*)/(!'&0,*4/_!'@!
%0)'+&(!%&4!1+)/(!7+.!/%0#!B.+)+0+,!*&4/.8+'&8!./1'/2<!''@1+)/(!+&!%,,!3+%.4!
%0)'+&(<!'&0,*4'&8!)#/!&*93/.!1+)'&8!7+.<!%8%'&()<!%&4!%3()%'&'&8<!'''@!.%)'+&%,/!7+.!
0#%&8/(!./P*/()/4!+7!)#/!./(/%.0#/.!3$!)#/!3+%.4<!'1@!4+0*9/&)%)'+&!+7!)#/!
0+&)'&*%,!/U'()/&0/!+7!%!P*+.*9!

• "#+!2',,!#%1/!%00/((!)+!9//)'&8!9'&*)/(5!

+C#! $8;A;7?!'3M;3NO!+18M3839!$'=!P<.??!@17/9!/3M;3NQ!!

• ".')/!4/(0.'B)'+&!+7!2#%)!F7*,,!3+%.4!./1'/2G!9/%&(!
• V/(0.'3/!#+2!)#/!./1'/2!2',,!)%L/!B,%0/!

• ".')/!%!(#+.)!,'()!+7!'&()')*)'+&%,-./(/%.0#!./1'/2!3+%.4!F%0)'+&G!)/.9(!%&4!
4/7'&')'+&(!:/;8;!F%BB.+1/G<!F%3()%'&G<!F4'(%BB.+1/G<!F)%3,/G<!F(*(B/&4G@!

• I&0,*4/!()%)/9/&)!)#%)!'&0,*4/(!)#/!7+,,+2'&8_!FA#/!'&()')*)'+&%,-./(/%.0#!./1'/2!
3+%.4!./P*'./(!B.+9B)!./B+.)'&8!+7!B.+B+(/4!0#%&8/(!)+!%&!%BB.+1/4!./(/%.0#!
%0)'1')$;!>#%&8/(!9%$!&+)!3/!'&')'%)/4!2')#+*)!3+%.4!./1'/2!%&4!%BB.+1%,<!
/U0/B)!2#/&!&/0/((%.$!)+!/,'9'&%)/!'99/4'%)/!#%M%.4(!)+!)#/!B%.)'0'B%&)(!+.!
+)#/.(;G!

• N'()!)#/!4+0*9/&)(!)#%)!2',,!3/!B.+1'4/4!)+!./1'/2/.(!7+.!7*,,!./1'/2!:/;8;!'&')'%,!
./1'/2!%BB,'0%)'+&!7+.9!%&4!%00+9B%&$'&8!4+0*9/&)(!'&0,*4'&8!./(/%.0#!
B.+)+0+,<!0+&(/&)!7+.9<!%&4!%&$!./0.*')9/&)!9%)/.'%,(<!+.!8.%&)!%BB,'0%)'+&(!Q!'7!
%BB,'0%3,/@!

>e;[;! L0::)',=3D)&.A4.C)@3,1,+,:)!--3,A=:)@3,+.77))
• V/(0.'3/!%BB.+1%,!B.+0/((<!'&0,*4'&8!)#/!9'&'9*9!./P*'./4!7+.!%BB.+1%,!)+!3/!

8.%&)/4<!%&4!)#/!&*93/.!+7!1+)/(!./P*'./4!7+.!%&!%BB.+1%,;!I&0,*4/!)#/!)/.9!
(/,/0)/4!)+!4/(0.'3/!)#'(!)$B/!+7!3+%.4!F%0)'+&G!:!/;8;!%!B.+)+0+,!'(!F%BB.+1/4G!
2#/&!%!9%J+.')$!+7!)#/!P*+.*9!1+)/(!F%BB.+1/G<!+.!'&!7%1+.!+7!8.%&)'&8!
B/.9'(('+&!7+.!)#/!./(/%.0#!)+!3/!0+&4*0)/4@)

• I7!)#/./!'(!)+!3/!%BB.+1%,!2')#!0+&)'&8/&0'/(<!+.!%BB.+1%,!8.%&)/4!+&!%!0+&4')'+&!
)#%)!)#/!./(/%.0#/.!0+9B,/)/!0/.)%'&!./P*/()(!9%4/!3$!)#/!3+%.4<!4/(0.'3/!)#/!
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B.+0/((;!!I&0,*4/!)#/!)/.9!)+!4/(0.'3/!)#'(!)$B/!+7!3+%.4!F%0)'+&G;!c;8;!F0+&4')'+&%,!
%BB.+1%,G<!F0+&)'&8/&)!%BB.+1%,G)

• V/(0.'3/!7+.9!+7!%BB.+1%,!0+99*&'0%)'+&!)+!./(/%.0#/.!:/;8;!%BB.+1%,!,/))/.<!
4%)/(!+7!I6H!%BB.+1%,!+&!'&7+.9%)'+&!0+&(/&)!4+0*9/&)%)'+&<!./0.*')9/&)!
7,$/.(@)

>"#;)) L0::)',=3D)&.A4.C)&.M0.7148B)&.A474,87)/3,?)%8A.714B=1,37)=8D)PH=9:48BQ)&.A4.C)

• "#%)!2',,!3/!)#/!7+.9%)!7+.!0+99*&'0%)'+&!2')#!'&1/()'8%)+.(!./8%.4'&8!
./P*/()(!7+.!./1'('+&(!+.!%44')'+&(!)+!B.+J/0)(!(*39'))/4!7+.!./1'/2)

• V/(0.'3/!)#/!B.+0/((!7+.!B+()B+&'&8!./1'/2;!=&!+B)'+&%,!3+%.4!4/)/.9'&%)'+&!
)/.9!)#%)!0%&!3/!*(/4!'(!F)%3,/G)

• I&0,*4/!.%)'+&%,/!7+.!B+()B+&'&8!./1'/2!%&4!#+2!)#'(!2',,!3/!0+99*&'0%)/4!)+!
./,/1%&)!./(/%.0#/.:(@!)

• W+2!2',,!B.+J/0)(!3/!B,%0/4!+&!%!7*)*./!3+%.4!9//)'&8!%8/&4%5)

>e;e! L0::)',=3D)&.A4.C)@3,+.77)/,3)K.8548B)!--3,A=:)

• V/(0.'3/!)#/!.%)'+&%,/!%&4!B.+0/((!7+.!4/&$'&8!%BB.+1%,;!I&0,*4/!)#/!3+%.4!
4/)/.9'&%)'+&!)/.9!)#%)!2',,!3/!*(/4!:!/;8;!F4/&$G<!F4'(%BB.+1/G@)

• V/(0.'3/!)#/!1+)'&8!B.+0/((!7+.!)#'(!3+%.4!4/)/.9'&%)'+&!:!/;8;!4/&'%,!+7!%BB.+1%,!
./P*'./(!%!F4'(%BB.+1/G!1+)/!7.+9!)#/!9%J+.')$!+7!P*+.*9@)

• I&0,*4/!4/(0.'B)'+&!+7!%&!%BB/%,!B.+0/((<!'7!./(/%.0#/.(!2',,!3/!8'1/&!)#/!+B)'+&!
)+!%BB/%,!%!4/0'('+&!9%4/!3$!)#/!3+%.4;!

>"#R) L0::)&.A4.C)@3,+.77)/,3)3.A4.C),/)=?.8D?.817)1,)-3,1,+,:7I)08=814+4-=1.D)=8D)
=DA.37.).A.817)
• V/(0.'3/!./1'/2!B.+0/((!7+.!/%0#!+7!)#/(/!')/9(;!"#'0#!2',,!3/!7*,,!./1'/25!

"#'0#!2',,!3/!/UB/4')/4!./1'/25!"#'0#!2',,!./P*'./!%!(B/0'7'0!)$B/!+7!./1'/2!
($()/95!

• =9/&49/&)(!)+!B.+)+0+,(!%&4!'&7+.9/4!0+&(/&)!4+0*9/&)(!(#+*,4!3/!
(*39'))/4!2')#'&!)#/!/&)'./!B.+)+0+,!4+0*9/&)!%&4!0%&!3/!4/&+)/4!2')#!
4'77/./&)!0+,+.!'&L<!).%0L!0#%&8/(!+.!#'8#,'8#)'&8;!

+J#! $8;A;7?!'3M;3NO!DR039;A39!'3M;3N!
• V/)/.9'&/!'7!)#/./!2',,!3/!%&!F/UB/4')/4!./1'/2!B.+0/((G<!%!./1'/2!B.+0/((!

8/&/.%,,$!0+&4*0)/4!3$!+&,$!+&/!+.!%!7/2!9/93/.(!+7!)#/!3+%.4!%&4!./(*,)'&8!'&!
+&/!+7!)#/!7+,,+2'&8!F4/)/.9'&%)'+&(G!Q!%BB.+1%,<!./1'('+&(!./P*'./4!+.!(/&)!)+!7*,,!
3+%.4!./1'/2;!K.+)+0+,(!0%&&+)!3/!4'(%BB.+1/4!3$!%&!/UB/4')/4!./1'/2;!
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• "#+!2',,!4/('8&%)/!)#/!'&4'1'4*%,:(@!)+!0+&4*0)!F/UB/4')/4!./1'/2G!+.!2',,!')!
%,2%$(!3/!)#/!(%9/!'&4'1'4*%,5!:/;8;!0#%'.!+.!0++.4'&%)+.<!%!B%.)'0*,%.!3+%.4!
9/93/.@!

• "#'0#!')/9(!2',,!.+*)'&/,$!*&4/.8+!/UB/4')/4!./1'/25!:c;8;!B+()/.!B./(/&)%)'+&(<!
0/.)%'&!)$B/(!+7!%9/&49/&)(<!9%&*(0.'B)(<!%&4!F,/))/.(!+7!(*BB+.)G!7+.!8.%&)!
B.+B+(%,(;@!A#/!0%)/8+.'/(!7+.!/UB/4')/4!./1'/2!,'()/4!3$!)#/!O77'0/!7+.!W*9%&!
6/(/%.0#!K.+)/0)'+&(!0%&!%,(+!3/!'&0,*4/4_!
#))B_--222;##(;8+1-+#.B-B+,'0$-/UB/4')/4fg;#)9,@!!

• "#%)!9*()!3/!(*39'))/4!2')#!/%0#!+7!)#/(/!')/9(!)+!*&4/.8+!/UB/4')/4!./1'/25!
:/;8;!,%$9%&G(!(*99%.$<!(B/0'7'0!()%)/9/&)(!)+!3/!'&0,*4/4!'&!F,/))/.(!+7!
(*BB+.)G@!

• V/(0.'3/!#+2!)#/!F4/)/.9'&%)'+&(G!+.!4/0'('+&(!./(*,)'&8!7.+9!%&!/UB/4')/4!
./1'/2!2',,!3/!0+99*&'0%)/4!)+!)#/!./()!+7!)#/!3+%.4!:%,,!9/93/.(@;!

>R#$!! ST-.D41.D)&.A4.C)@3,1,+,:)!--3,A=:)@3,+.77))
• V/(0.'3/!)#/!B.+0/((<!&*93/.!+7!1+)/()

• V/(0.'3/!%BB.+1%,!0+99*&'0%)'+&!)+!./(/%.0#/.!:/;8;!%BB.+1%,!,/))/.<!4%)/(!+7!
I6H!%BB.+1%,!+&!'&7+.9%)'+&!0+&(/&)!4+0*9/&)%)'+&<!./0.*')9/&)!7,$/.(@)

>R#;) ST-.D41.D)&.A4.CI)&.M0.717)/,3)&.A474,87I)UH=9:48BV)@3,+.77I)@3,+.77),/)O,A48B)1,)
UL0::)&.A4.CV)
• V/(0.'3/!B.+0/((:/(@!2#/./3$!'&4'1'4*%,:(@!0+&4*0)'&8!/UB/4')/4!./1'/2!9%$!

./P*/()!9+./!'&7+.9%)'+&!7.+9!%!./(/%.0#/.<!B+()B+&/!./1'/2<!+.!./P*'./!)#%)!
)#/!./(/%.0#!()*4$!9+1/!)+!%!h7*,,!./1'/2i!B.+0/((!'&1+,1'&8!%,,!)#/!9/93/.(!+7!
)#/!3+%.4;)

>X;e! ST-.D41.D)&.A4.C)@3,+.77)/,3)K.8548B)!--3,A=:)

• V/(0.'3/!B.+0/((<!&*93/.!+7!1+)/()

+L#! +18A;8.;8K!'3M;3NO!E.??!'3M;3N!
• V/(0.'3/!#+2!+7)/&!0+&)'&*%)'+&!+.!./&/2%,!%BB.+1%,!9*()!3/!8.%&)/4!:O77'0/!

7+.!W*9%&!6/(/%.0#!K.+)/0)'+&(!./P*'./(!)#%)!2#',/!%!./(/%.0#!()*4$!./9%'&(!
%0)'1/<!')!3/!./1'/2/4!%!,/%()!+&/!)'9/!B/.!$/%.<!3/7+./!)#/!%&&'1/.(%.$!+7!)#/!
4%)/!+7!'&')'%,!%BB.+1%,;!A#/!3+%.4!%,(+!#%(!)#/!+B)'+&!)+!./P*'./!9+./!7./P*/&)!
./1'/2!+&!%!0%(/!3$!0%(/!3%('(;!I7!3+%.4!4/0'4/(!)+!./1'/2!9+./!7./P*/&),$!)#%&!
+&/!$/%.<!4/)%',/4!0.')/.'%!7+.!9%L'&8!)#%)!4/)/.9'&%)'+&!9*()!3/!'&0,*4/4;@)

• V/(0.'3/!B.+0/4*./(!)#%)!)#/!3+%.4!2',,!7+,,+2!(#+*,4!')!&//4!)+!+3)%'&!
'&7+.9%)'+&!7.+9!%!(+*.0/<!+)#/.!)#%&!)#/!./(/%.0#!'&1/()'8%)+.<!./8%.4'&8!
0#%&8/(!)+!)#/!B.+)+0+,!('&0/!)#/!B./1'+*(!%BB.+1%,!:/;8;!7+.!B.+J/0)(!)#%)!%./!

http://www.hhs.gov/ohrp/policy/expedited98.html
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#'8#!.'(L!+.!0+9B,/U<!7+.!B.+J/0)(!0+&4*0)/4!3$!'&1/()'8%)+.(!2')#!#'()+.$!+7!&+&Q
0+9B,'%&0/@)

• N'()!)#/!4+0*9/&)(!)#%)!2',,!3/!B.+1'4/4!)+!./1'/2/.(!7+.!7*,,!./1'/2!:/;8;!
0+&)'&*%)'+&-./&/2%,!%BB,'0%)'+&!7+.9!%&4-+.!B.+8./((!./B+.)!+&!)#/!./(/%.0#!
B.+J/0)<!%&4!%00+9B%&$'&8!4+0*9/&)(!'&0,*4'&8!%&!%9/&49/&)!7+.9<!'7!
%BB,'0%3,/<!%&4!%&$!4+0*9/&)(!+&!2#'0#!0#%&8/(!%./!3/'&8!B.+B+(/4<!(*0#!%(!
B.+)+0+,<!0+&(/&)<!%&4!./0.*')9/&)!9%)/.'%,(@!

• I&0,*4/!()%)/9/&)!)#%)!F0+&)'&*'&8!./1'/2G!2',,!3/!(0#/4*,/4!(*0#!)#%)!)#/./!2',,!
3/!)'9/!7+.!)#/!I6H!)+!./1'/2!)#/!./(/%.0#!B.+J/0)!%&4!0+99*&'0%)/!%!4/0'('+&!
)+!)#/!./,/1%&)!./(/%.0#/.<!B.'+.!)+!)#/!/UB'.%)'+&!4%)/!+7!)#/!0*../&)!
'&()')*)'+&%,-./(/%.0#!./1'/2!3+%.4!%BB.+1%,!

>Y;[;!! >,81480=14,8)&.A4.C)!--3,A=:)@3,+.77)
• V/(0.'3/!%BB.+1%,!B.+0/((<!'&0,*4'&8!)#/!9'&'9*9!./P*'./4!7+.!%BB.+1%,!)+!3/!

8.%&)/4<!%&4!)#/!&*93/.!+7!1+)/(!./P*'./4!7+.!%&!%BB.+1%,;)
• V/(0.'3/!%BB.+1%,!0+99*&'0%)'+&!)+!./(/%.0#/.!:/;8;!%BB.+1%,!,/))/.<!4%)/(!+7!

I6H!%BB.+1%,!+&!'&7+.9%)'+&!0+&(/&)!4+0*9/&)%)'+&<!./0.*')9/&)!7,$/.(@)

>W#;#) >,81480=14,8)&.A4.C)@3,+.77)/,3)&.M0.7148B)&.A474,87)/3,?)%8A.714B=1,37)=8D)
PH=9:48BQ)&.A4.C)

• "#%)!2',,!3/!)#/!7+.9%)!7+.!0+99*&'0%)'+&!2')#!'&1/()'8%)+.(!./8%.4'&8!
./P*/()(!7+.!./1'('+&(!+.!%44')'+&(!)+!./(/%.0#!B.+J/0)(!(*39'))/4!7+.!./1'/25)

• V/(0.'3/!)#/!B.+0/((!7+.!B+()B+&'&8!+.!F)%3,'&8G!./1'/2;!V/(0.'3/!2#/&!./(/%.0#!
B.+J/0)(!2',,!3/!%,,+2/4!)+!0+&)'&*/!2#',/!)%3,/4!%&4!%2%')'&8!0+&)'&*%)'+&!
%BB.+1%,<!+.!*&4/.!2#%)!0'.0*9()%&0/(!)#/$!2',,!#%1/!)+!#%,);)

• I&0,*4/!(%9B,/!.%)'+&%,/!7+.!B+()B+&'&8!./1'/2!%&4!#+2!)#'(!2',,!3/!
0+99*&'0%)/4!)+!./,/1%&)!./(/%.0#/.-(!)

• W+2!2',,!B.+J/0)(!3/!B,%0/4!+&!%!7*)*./!3+%.4!9//)'&8!%8/&4%5)

>W#") >,81480=14,8)&.A4.C!@3,+.77)/,3)D.8548B)+,81480=14,8),/)=)3.7.=3+2)-3,X.+1)
• V/(0.'3/!(%9B,/!.%)'+&%,/!7+.!4/&$'&8!0+&)'&*%)'+&!+7!%!./(/%.0#!B.+J/0)<!

&*93/.!%&4!)$B/!+7!1+)/(!
• I&0,*4/!4/(0.'B)'+&!+7!%&!%BB/%,!B.+0/((<!'7!./(/%.0#/.(!2',,!3/!8'1/&!)#/!+B)'+&!

)+!%BB/%,!%!4/0'('+&!9%4/!3$!)#/!3+%.4;!

+S#! +18A;8.;8K!'3M;3NO!DR039;A39!'3M;3N!
• V/(0.'3/!2#/&!%&!/UB/4')/4!0+&)'&*%)'+&!./1'/2!9%$!3/!%BB,'0%3,/!!
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• =00+.4'&8!)+!)#/!O77'0/!7+.!W*9%&!6/(/%.0#!K.+)/0)'+&(<!%&!F/UB/4')/4!./1'/2G!'(!
8/&/.%,,$!&+)!%BB.+B.'%)/!7+.!0+&)'&*%)'+&!./1'/2!'7!'&')'%,!./1'/2!+.!B./1'+*(!
./1'/2!2%(!%!F7*,,!./1'/2G!

• A#/!(B/0'7'0!0%)/8+.'/(!7+.!/UB/4')/4!./1'/2!,'()/4!3$!)#/!O77'0/!7+.!W*9%&!
6/(/%.0#!K.+)/0)'+&(_!#))B_--222;##(;8+1-+#.B-B+,'0$-/UB/4')/4fg;#)9,!!

>Y#$#) ST-.D41.D)&.A4.C)@3,1,+,:)!--3,A=:)@3,+.77))
• V/(0.'3/!)#/!.%)'+&%,/!7+.!8.%&)'&8!0+&)'&*%)'+&!%&4!)#/!B.+0/((<!'&0,*4'&8!)#/!

&*93/.!+7!1+)/()

>Z;d!! ST-.D41.D)&.A4.C)&.M0.717)/,3)&.A474,87I)UH=9:48BV)@3,+.77I)@3,+.77),/)O,A48B)1,)
UL0::)&.A4.CV)
• V/(0.'3/!B.+0/((:/(@!2#/./3$!'&4'1'4*%,:(@!0+&4*0)'&8!/UB/4')/4!./1'/2!9%$!

./P*/()!9+./!'&7+.9%)'+&!7.+9!%!./(/%.0#/.<!B+()B+&/!./1'/2<!+.!./P*'./!)#%)!
)#/!./(/%.0#!()*4$!9+1/!)+!%!h7*,,!./1'/2i!B.+0/((;)

>Y#"#) ST-.D41.D)&.A4.C)@3,+.77)/,3)K.8548B)!--3,A=:)

• V/(0.'3/!B.+0/((<!&*93/.!+7!1+)/(!%&4!./%(+&(!2#/./3$!%!./(/%.0#!B.+J/0)!9%$!
3/!4/&'/4!0+&)'&*%)'+&)

• I&0,*4/!4/(0.'B)'+&!+7!%&!%BB/%,!B.+0/((<!'7!./(/%.0#/.(!2',,!3/!8'1/&!)#/!+B)'+&!
)+!%BB/%,!%!4/0'('+&!9%4/!3$!)#/!3+%.4;!

+T#! '3M;3N!1<!+1G0?3A39!/3237/6H!0/1U36AF!-/1U36A!38939!0/;1/!A1!61G0?3A;18!

• V/(0.'3/!./1'/2!+7!B.+J/0)!)/.9'&%)'+&-0+9B,/)'+&!./B+.)!7.+9!./(/%.0#/.!
• V/(0.'3/!)#/!3+%.4G(!B.+0/((/(!7+.!/&(*.'&8!)#%)!4%)%!%&4!./(*,)(!7.+9!)#/!

B.+J/0)(<!'&0,*4'&8!B*3,'0%)'+&(<!%./!./)*.&/4!!

• I&0,*4/!,%&8*%8/!%3+*)!)#/!3+%.4G(!.'8#)!)+!./P*/()!%44')'+&%,!'&7+.9%)'+&!7.+9!
'&1/()'8%)+.(!

+V#! '3M;3N!1<!'3237/6H!-/19.6A2)

• V/(0.'3/!2#'0#!:'7!%&$@!B.+4*0)(!2',,!3/!*&4/.!)#/!3+%.4(!J*.'(4'0)'+&!7+.!./1'/2!
:/;8;!9%&*(0.'B)(<!+.%,!%&4!B+()/.!B./(/&)%)'+&(@)

• V/)%',!)#/!./1'/2!B.+0/((!%&4!)#/!B+(('3,/!3+%.4!F4/)/.9'&%)'+&(G!*B+&!./1'/2b!
+.!./7/.!)+!%&!%BB,'0%3,/!./1'/2!B.+0/((!%,./%4$!4/(0.'3/4!'&!)#/!4+0*9/&)!:/;8;!
'&')'%,!./1'/2Q7*,,!./1'/2!+.!'&')'%,!./1'/2Q!/UB/4')/4!./1'/2@)

)
)# 'DW"&D)!&(!5-D+$E$+!&X-D5!(E!'D5D"'+Y!!
A#'(!(/0)'+&!'(!+B)'+&%,!%&4!0%&!3/!'&0,*4/4!'&!)#'(!4+0*9/&)!%(!)#/!&//4!%.'(/(<!%&4!
4/B/&4'&8!+&!)#/!)$B/!+7!./(/%.0#!0+99+&,$!0+&4*0)/4!+&!).'3%,!,%&4;!

http://www.hhs.gov/ohrp/policy/expedited98.html
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!

V[;!6/(/%.0#!'&!c4*0%)'+&%,!I&()')*)'+&(!

Vd;!j*,&/.%3,/!K+B*,%)'+&(!:B./8&%&)!2+9/&<!#*9%&!7/)*(/(!+.!&/+&%)/(b!B.'(+&/.(b!
0#',4./&@!

Ve;!6/(/%.0#!*('&8!H'+(B/0'9/&(!%&4-+.!H'+(B/0'9/&!./B+(')+.'/(!

VX;!I&1/()'8%)'+&%,!V.*8(!

VY;!I&)/.&/)!6/(/%.0#!

VZ;!6/(/%.0#!*('&8!V/0/B)'1/!V'(0,+(*./!+.!I&0+9B,/)/!V'(0,+(*./!

V];!6/(/%.0#!*('&8!T/&/)'0!^%)/.'%,(!

Vg;!W/%,)#!6/0+.4!6/(/%.0#!

Vf;!6/(/%.0#!2')#!E/0+&4%.$!V%)%!

V[\;!c&1'.+&9/&)%,!6/(/%.0#!

D# $'=F''=!'D+(')!ZDD-$%[!
• N'()!+7!./0+.4(!)+!3/!./)%'&/4<!,/&8)#!+7!)'9/<!%&4!B+,'0$!%.+*&4!(/0*.')$!%&4!

%00/((!)+!./0+.4(!:O77'0/!7+.!W*9%&!6/(/%.0#!K.+)/0)'+&(!%00+.4'&8!)+!XY!
>?6XZ;[[Y<!./P*'./(!)#%)!./8'()/./4!'&()')*)'+&%,!./1'/2!3+%.4(!L//B!./0+.4(!+7!
)#/!7+,,+2'&8!7+.!%!9'&'9*9!+7!e!$/%.(!%7)/.!0+9B,/)'+&!+7!%!./(/%.0#!()*4$@_!
o %,,!./(/%.0#!B.+B+(%,(!./1'/2/4<!
o %BB.+1/4!(%9B,/!0+&(/&)!4+0*9/&)(<!
o B.+8./((!./B+.)(<!
o *&%&)'0'B%)/4!B.+3,/9!%&4!'&0'4/&)!./B+.)(<!
o 0+&)'&*%)'+&!%BB.+1%,(<!!
o 3+%.4!9//)'&8!9'&*)/(<!
o 0+../(B+&4/&0/!3/)2//&!)#/!3+%.4!%&4!'&1/()'8%)+.(<!
o %!.+()/.!+7!I6H!9/93/.(<!
o !%,,!1/.('+&(!+7!B+,'0'/(!%&4!B.+0/4*./(!7+.!)#/!3+%.4<!
o 6/0+.4QL//B'&8!(B/0'7'0!)+!7//!3',,'&8!%&4!0+,,/0)'+&!

!
E# [*$)DW$%D5!E('!$%\D5&$["&('5!5*=:$&&$%[!:"&D'$"W5!E('!'D\$D]!

• I)/9'M/!'&1/()'8%)+.(!(*39'(('+&!./P*'./9/&)(!7+.!/%0#!)$B/!+7!(*39'(('+&!:/;8;!
'&')'%,!./1'/2<!0+&)'&*%)'+&<!%9/&49/&)(<!B*3,'0%)'+&(!%&4!B./(/&)%)'+&(<!
B.+J/0)!)/.9'&%)'+&!+.!0+9B,/)'+&(!./B+.)(@<!+.!./7/.!)+!(B/0'7'0!(*39'(('+&!
7+.9(!)+!3/!0+9B,/)/4<!+.!/U)/.&%,!4+0*9/&)!+*),'&'&8!)#'(!'&7+.9%)'+&!



14

!

[# EDD!5+YD)*WD!
• V/)/.9'&/!'7!)#/./!2',,!3/!'&')'%,!./1'/2!7//(<!0+&)'&*'&8!./1'/2!7//(<!7//(!B.+0/((!

7+.!()*4'/(!2')#!0+9B+&/&)(!B%.)(<!7//(!7+.!I6H!0+99/&)!%&4!./1'/2<!7//!
2%'1/.(<!()*4/&)!7//(!

• =!7//!)%3,/!'(!+7)/&!%&!/%($!)+!*&4/.()%&4!7+.9%)!:'&0,*4'&8!')/9(!7+.!2#'0#!
)#/./!'(!&+!0#%.8/@!

!
Y# 'D-('&$%[!'D^*$'D:D%&5!"%)!-'(+D)*'D5!
Y,#! $8M32A;K7A1/!'301/A;8K!'3_.;/3G38A2!!

• I)/9'M/!2#%)!./(/%.0#/.(!9*()!./B+.)!)+!)#/!3+%.4!%&4!#+2!:/;8;<!0#%&8/(!)+!
B.+)+0+,<!*&%&)'0'B%)/4!/1/&)(<!%41/.(/!/1/&)(<!B%.)'0'B%&)!0+9B,%'&)(<!()*4$!
0+9B,/)'+&!+.!4'(0+&)'&*%)'+&<!B*3,'0%)'+&@!

Y>#! $'=F''=!'301/A;8K!'3_.;/3G38A2!789!-/1639./32!!
• O*),'&/!2#%)!4/B%.)9/&)(<!'&()')*)'+&(<!%8/&0'/(!)#/!3+%.4!9*()!./B+.)!)+;!

I&0,*4/!2#%)!9*()!3/!./B+.)/4<!:/;8;!./B+.)!+7!I6H!%0)'1')$<!%0)'+&(@!#+2!')!2',,!3/!
./B+.)/4<!%&4!2#/&<!+.!#+2!+7)/&!:/;8;!W/%,)#!>+99'))//<!A.'3%,!>+*&0',<!O77'0/!
7+.!W*9%&!6/(/%.0#!K.+)/0)'+&(@!

• A#/!3+%.4!9*()!./B+.)!')/9(!,'L/!*&%&)'0'B%)/4!B.+3,/9(!'&1+,1'&8!.'(L!)+!
(*3J/0)(!%&4!+)#/.(<!(/.'+*(!+.!0+&)'&*'&8!&+&Q0+9B,'%&0/<!F(*(B/&('+&G!+.!
F)/.9'&%)'+&G!+7!'&()')*)'+&%,-./(/%.0#!./1'/2!3+%.4!%BB.+1%,;!I&0,*4/!)#/!)'9/!
7.%9/!./P*'./4!7+.!)#/!./B+.)'&8!+7!)#/(/!')/9(;!

• I7!%BB,'0%3,/<!'&0,*4/!%!4/(0.'B)'+&!+7!%!B.+0/((!7+.!7*.)#/.!./1'/2!%&4!%BB.+1%,!
:/;8;!A.'3%,!>+*&0',!%BB.+1%,!7+,,+2'&8!3+%.4!%BB.+1%,@!

!



FAQs on IRB FEES
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!

!

!
!

!

!"#!!!!"!!!"#!!!"#$!!"#$%&!!"#$#%#$&!'()!!"#!$!!!"#$%!

!"#$ %&'()*$+,-./)$0123$4&/,56$76638$$
#$%&'('()!*+,!'(-./0&%'.(!&$.1%!/+2+&/34!31//+(%5,!$+'()!6.(+!.(!,.1/!/+2+/7&%'.(!2134!
&2!%4+!81&(%'%,9!%,:+9!&(6!2.1/3+2!.-!/+2+&/34!;'55!4+5:!'(-./0!6+3'2'.(!0&*'()<!!!

o =::/.>'0&%+5,!4.;!0&(,!/+2+&/34!:/.:.2&52!6.+2!,.1/!$.&/6!/+7'+;!./!'2!
+>:+3%+6!%.!/+7'+;!'(!&!,+&/?!!

o @4.!'2!5+&6'()!%4+!0&A./'%,!.-!%4+!/+2+&/34!:/.A+3%2?!B+C)C!6+:&/%0+(%2!;'%4'(!
%4+!D/'$+9!+>%+/(&5!&3&6+0'3!'(2%'%1%'.(29!0+6'3&5!'(2%'%1%'.(29!3.00+/3'&5!
&)+(3'+29!2%16+(%!/+2+&/34+/2E!

o @4&%!&/+!%4+!:/'0&/,!-1(6'()!2.1/3+2!-./!%4+!/+2+&/34!&::5'3&%'.(2!21$0'%%+6!-./!
/+7'+;?!!

o F2%'0&%+!.:+/&%'.(&5!3.2%2!-./!,.1/!GHIC!GHI!-++2!3&(!4+5:!.--2+%!2.0+!.-!%4+!
.:+/&%'.(&5!3.2%2!B!+C)C!2:&3+9!:+/2.((+5!&(6!.%4+/!/+2.1/3+2!-./!GHI!3../6'(&%'.(!
&3%'7'%'+2!2134!&2!:/'(%'()9!2%./&)+!.-!/+2+&/34!:/.%.3.52!3.0:+(2&%'.(!-./!
/+7'+;+/2E!
!

!9#$ 03$:&6,6$-;<',=/:-';$';$<663$>&/,56*$.?$':&6,$@=6,->/;$0;*-/;$A@0B$
+,-./)$01238$$$

#(5,!&!4&(6-15!GHI!4&7+!0&6+!%4+'/!-++!'(-./0&%'.(!:1$5'3!&7&'5&$5+!-++!'(-./0&%'.(!-./!
%4+!-.55.;'()!D/'$&5!GHIJ2!'2!&7&'5&$5+!.(5'(+<!

o K.1%4;+2%!D/'$&5!GHI!4&2!-++!'(-./0&%'.(!;/'%%+(!'(%.!%4+'/!GHI!:.5'3'+2!&(6!
:/.3+61/+2<!
4%%:<LL;;;C0,(&/34C(+%L1:5.&62LM'5+N'(*2LOPQ&"RS-"T6"TUPS$"&P++66RQ+TVW
QTLHFXYK@YD/'$&5YGHIY:.5'3'+2YM+$YPW"TC:6-!!

o M./%!Z+3*!GHI!4&2!-++!'(-./0&%'.(!&7&'5&$5+!.(!%4+'/!;+$2'%+<!
4%%:<LL;;;C-:33C+61L'/$[4.0+C:4:!

\&(,!&3&6+0'3!0+6'3&5!3+(%+/2!B=\]2E!&(6!1('7+/2'%'+2!34&/)+!&!-++!&(6!0&*+!%4+'/!GHI!
-++!234+615+2!:1$5'35,!&7&'5&$5+!.(!%4+!'(%+/(+%C!

o ^(:1$5'24+6!21/7+,2!3.(613%+6!'(!PWWW!'(6'3&%+6!%4&%!=\]!GHI2!34&/)+6!
$+%;++(!_VWW!&(6!_P9WWW!-./!'('%'&5!/+7'+;9!;'%4!&(!&7+/&)+!-++!.-!_"9!"QWC!
B=061/!`!I&(*+/%!PWWVE!

o GHI!-++!:/.3+22!24.156!$+!6+2')(+6!%.!+(3.1/&)+!/+2+&/34!&(6!(.%!6+%+/!
/+2+&/34C!

$

http://www.mynarch.net/uploads/FileLinks/723a189f14d14629b1a2eedd83e45034/REV_SW_Tribal_IRB_policies_Feb_2014.pdf
http://www.fpcc.edu/irb-home.php
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!

!

!
!

!

!C#$$ %&'()*$:&6,6$.6$/$D')->?$<',$.-))-;5$/;*$>'))6>:-';$'<$012$<6638$
a+7+5.:'()!&!2,2%+0!&(6!;/'%%+(!:.5'3,!-./!4.;!-++2!;'55!$+!$'55+6!&(6!3.55+3%+6!
'(3516'()!4&(65'()!.-!5&%+!:&,0+(%!.-!-++2b!'2!+22+(%'&5!&(6!24.156!$+!&!:&/%!.-!%4+!GHI!
:.5'3'+2!&(6!:/.3+61/+2C!B=061/!&(6!I&(*+/%!PWWVEC!K.0+!'(2%'%1%'.(2!3.55+3%!1:!-/.(%9!
:/'./!%.!/+7'+;b!.%4+/2!3.55+3%!:/'./!%.!-'(&5!&::/.7&5!6+3'2'.(!'2!)/&(%+6!B=061/!&(6!
I&(*+/%!PWWVEC!!
!

!E#$ %&'()*$0123$>&/,56$<',$F-;-:-/)$,6G-6HIJ$F>';:-;(-;5$,6G-6H3IJ$/;*$
F/=6;*=6;:$,6G-6HI8$$$

o c+(+/&55,!%4+!'('%'&5!/+7'+;!-++!'2!%4+!4')4+2%!-++!34&/)+6!$,!'(2%'%1%'.(&5!
/+7'+;!$.&/62!

o K.0+!'(2%'%1%'.(2!.(5,!34&/)+!-./!'('%'&5!/+7'+;b!.%4+/2!34&/)+!-./!3.(%'(1'()!
/+7'+;!&(6!&0+(60+(%2!&2!;+55C!B=061/!`!I&(*+/%!PWWVE!

o GHI2!0&,!3.(2'6+/!34&/)'()!&!5.;+/!-++!-./!2%16'+2!'(!;4'34!+(/.550+(%!4&2!
$++(!3.0:5+%+6!&(6!.(5,!6&%&!&(&5,2'2!/+0&'(2C!
!

!K#$ 4/;$,636/,>&$-;G63:-5/:',3$(36$5,/;:$<(;*3$<',$012$<6638$
M./!d&%'.(&5!G(2%'%1%+2!.-!e+&5%4!BdGeE!-1(6+6!2%16'+29!'(2%'%1%'.(2!3&((.%!34&/)+!3.2%2!
&22.3'&%+6!;'%4!GHI!/+7'+;!&2!6'/+3%!3.2%2C!!].2%2!&22.3'&%+6!;'%4!GHI!H+7'+;!24.156!$+!
3.7+/+6!$,!'(6'/+3%!3.2%2!B'(2%'%1%'.(J2!-&3'5'%'+2!&(6!&60'('2%/&%'7+!/&%+EC!!M./!0./+!
'(-./0&%'.(!:5+&2+!2++!dGe!c/&(%2!Z.5'3,!K%&%+0+(%C!!!
!

!L#$ %&'()*$:&6,6$.6$H/-G6,3$',$,6*(>:-';3$'<$,6G-6H$<6638$$
@&'7+/2!./!-++!/+613%'.(2!3.156!$+!)/&(%+6!'(!3+/%&'(!%,:+2!.-!/+2+&/34<!!

o K%16'+2!;'%4!5'0'%+6!-1(6'()!!
o K%16+(%!/+2+&/34!
o D/'$&5!'(7+2%')&%./!'('%'&%+6!/+2+&/34!
o H+2+&/34!/+81+2%+6!!$,!D/'$+$

!

!

!

!

!

H+-+/+(3+2$

=061/9!HC!I&(*+/%9!FC!BPWWVEC!G(2%'%1%'.(&5!H+7'+;!I.&/6!\&(&)+0+(%!&(6!M1(3%'.(C!K+3.(6!F6'%'.(C$

http://grants.nih.gov/grants/policy/nihgps/index.htm
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!"#$%&'(')*+,(%'+*,'-.)'(/'01('
20*.3$./)%4'(!5.&'3$.!)+#/!6'

!
!"#$ %&'($)*$'$+,-,.'/$%)-,$0**1.'23,4!
"!#$%$&'(!)*%$!"++,&'-.$!/#)"0!*+!%1.,2$-3!34'3!'-!*-+3*3,3*1-!+,52*3+!31!34$!677*.$!17!
8,2'-!9$+$'&.4!:&13$.3*1-+!/689:0;!<3!*+!'!=&*33$-!.122*32$-3!31!.12>(?!=*34!34$!7$%$&'(!
&$@,('3*1-+!71&!34$!>&13$.3*1-!17!4,2'-!+,5A$.3+;!B,&&$-3(?!34$!#)"!*+!34$!1-(?!3?>$!17!
'++,&'-.$!'..$>3$%!5?!689:;!
!
!5#$ %&6$78(')2$'2$+%04$!
"-!#)"!2'C$+!'-!*-+3*3,3*1-!$(*@*5($!31!'>>(?!71&D!'-%!5$!'!%*&$.3!&$.*>*$-3!17!7$%$&'(!7,-%*-@!
71&!4,2'-!+,5A$.3+!&$+$'&.4;!!<3!*+!&$E,*&$%!71&!*-+3*3,3*1-+!34'3!'&$!*-!F$-@'@$%GH!*-!/-1-I
$J$2>3H0!&$+$'&.4!*-K1(K*-@!4,2'-!>'&3*.*>'-3+!I!34'3!*+!.1-%,.3$%!1&!+,>>1&3$%!5?!34$!L;M;!
N$>'&32$-3!17!8$'(34!'-%!8,2'-!M$&K*.$+;!
!
!9#$ :7;$-7,*$+%0$'<<,3($(.)8'/$/';*$=7>,.2)2=$.,*,'.3&4$!
8'K*-@!'-!#)"!2$'-+!34'3!34$!O&*5$!*+!'@&$$*-@!31!.12>(?!=*34!'-%!$-71&.$!7$%$&'(!4,2'-!
+,5A$.3+G!>&13$.3*1-+!&$@,('3*1-+!'+!'!2*-*2,2;!O&*5$+!'-%!'((!*-+3*3,3*1-+!34'3!.411+$!31!153'*-!
'-!#)"!4'K$!34$!&*@43!31!$+3'5(*+4!&$@,('3*1-+!*-!'%%*3*1-!31!34$!$J*+3*-@!7$%$&'(!&$@,('3*1-+!
>&13$.3*-@!4,2'-!+,5A$.3+;!#1&!$J'2>($D!O&*5$+!.'-!*-.1&>1&'3$!7$%$&'(!4,2'-!+,5A$.3+G!
>&13$.3*1-+!&$@,('3*1-+!*-31!34$*&!1=-!>1(*.?!&$@'&%*-@!&$+$'&.4!.1-%,.3$%!1-!O&*5'(!('-%;!!
!
!?#$ @'2$'$(.)8,$8,$'2$A)2*()(1()72B$'*$-,<)2,-$86$(&,$C<<)3,$<7.$:1D'2$E18F,3(*$G.7(,3()72*4$!
!P$+;!O&*5$+!'&$!173$-!3&$'3$%!'+!Q>,5(*.!$-3*3*$+R!1&!&$7$&&$%!31!'+!Q3&*5'(!$-3*3*$+R;H!#1&!341+$!
=41!.1-+*%$&!'!O&*5$!1&!O&*5'(!%$>'&32$-3!31!5$!'!-1-IL;M;!*-+3*3,3*1-D!34$!689:!@,*%$(*-$+!
&$@'&%*-@!-1-IL;M;!*-+3*3,3*1-+!'&$!'+!71((1=+S!QT)4$-$K$&!-1-IL;M;!*-+3*3,3*1-+!'&$!$-@'@$%!*-!
-1-I$J$2>3!88MI+,>>1&3$%!1&!I.1-%,.3$%!4,2'-!+,5A$.3+!&$+$'&.4D!34$!&$@,('3*1-+!'>>(?;RHH!!
!
!H#$ I7,*$'2$)2*()(1()72$'JJ/6)2=$<7.$'2$+%0$2,,-$(7$&'>,$)(*$7;2$KLM4$!
U1;!"-!*-+3*3,3*1-!.'-!(*+3!'-!$J3$&-'(!<9V!&$@*+3$&$%!=*34!689:!/'-%!34$*&!<9V!&$@*+3&'3*1-!
-,25$&0!1-!*3+!#)"!'>>(*.'3*1-;!81=$K$&D!5134!1&@'-*W'3*1-+!2,+3!5$!'@&$$!1-!34*+!
&$('3*1-+4*>D!'-%!.1-7*&2!34$!&$('3*1-+4*>!31!689:!=*34!'!=&*33$-!F<9V!',341&*W'3*1-!'@&$$2$-3G!
/+$$!B9B"<8!X(1++'&?0!5$3=$$-!*-+3*3,3*1-+;!!
!
!N#$ C1.$(.)8,$-7,*$27($&'>,$'2$KLM#$%&'($'.,$71.$7J()72*4!
O&*5$+!34'3!%1!-13!4'K$!'-!<9V!.'-!'>>(?!71&!'-!#)";!O&*5$+!4'K$!34$!1>3*1-!17!$+3'5(*+4*-@!'-!
<9V!',341&*W'3*1-!'@&$$2$-3!*-!1-$!17!34$!71((1=*-@!='?+S!!

o )*34!'-134$&!O&*5$!34'3!4'+!'-!<9V!
o )*34!'!(1.'(!O&*5'(!B1-+1&3*,2!<9V!!
o )*34!&$@*1-'(!<8M!<9VD!O&*5'(!B1(($@$!<9V!1&!134$&!*-+3*3,3*1-'(!<9V!

!
$
$
$
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$
!O#$ %&'($)*$(&,$3722,3()72$8,(;,,2$78(')2)2=$'2$+%0$'2-$A.,=)*(,.)2=$671.$KLMB4$!
O4$+$!'&$!3=1!+$>'&'3$!>&1.$++$+;!81=$K$&D!*-!1&%$&!31!153'*-!'-!#)"D!'-!F*-+3*3,3*1-G!2,+3!
%$+*@-'3$!'!F&$@*+3$&$%G!<9V!34'3!*+!%$+*@-'3$%!71&!34$!&$K*$=!17!&$+$'&.4!71&!34'3!*-+3*3,3*1-;!
"-!*-+3*3,3*1-!2'?!$*34$&!F&$@*+3$&G!*3+!1=-!<9V!1&!(*+3!'-134$&!*-+3*3,3*1-G+!&$@*+3$&$%!<9VD!'-%!
+,52*3!'!71&2'(!<9V!',341&*W'3*1-!'@&$$2$-3!31!689:;!!
!
!P#$ %&6$.,=)*(,.$'2$KLM4$!
• "!F&$@*+3$&$%G!<9V!.'-!5$!(*+3$%!1-!'-!*-+3*3,3*1-G+!#$%$&'(!)*%$!"++,&'-.$!/#)"0!

'>>(*.'3*1-;!!
• "-!*-+3*3,3*1-!34'3!&$@*+3$&+!*3+!1=-!<9V!.'-!C$$>!34$!&$K*$=!17!&$+$'&.4!Q*-!41,+$R!!!
• 9$@*+3&'3*1-!.'-!'(+1!5$!'!='?!31!%$21-+3&'3$!34'3!'-!*-+3*3,3*1-G+!<9V!1>$&'3$+!*-!

'..1&%'-.$!=*34!$+3'5(*+4$%!7$%$&'(!+3'-%'&%+;!!
!
!Q#$ :7;$-7,*$.,=)*(,.)2=$671.$KLM$;7.R4!
<9V+!4'K$!34$!1>3*1-!31!'>>(?!71&!F&$@*+3&'3*1-G!=*34!34$!L;M;!N$>'&32$-3!17!8$'(34!'-%!8,2'-!
M$&K*.$+!/88M0D!677*.$!17!8,2'-!9$+$'&.4!:&13$.3*1-+!/689:0!;L>1-!&$@*+3&'3*1-S!
• O4$!<9V!'-%!41+3*-@!*-+3*3,3*1-D!=4*.4!*+!&$7$&&$%!31!'+!F<69XG!5?!689:D!=*((!5$!>('.$%!*-!'-!

689:!%'3'5'+$!!
• O4$!*-+3*3,3*1-!'-%!%$+*@-'3$%!<9V!=*((!5$!'++*@-$%!'-!<9V!-,25$&!'-%!'-!<69X!-,25$&!

&$+>$.3*K$(?;!O4$+$!-,25$&+!'&$!'..$++*5($!31!34$!>,5(*.!'-%!.'-!5$!(*+3$%!*-!@&'-3!
'>>(*.'3*1-+!'-%!@&'-3!.1&&$+>1-%$-.$;!!

• "!&$@*+3$&$%!<9V!*+!+,5A$.3!31!',%*3+!7&12!689:!!
!
!"S#$ %&'($'.,$(&,$J.,.,T1)*)(,*$<7.$KLM$.,=)*(.'()724$
M,<7.,$671$8,=)2$671.$.,=)*(.'()72$J.73,**U$671$*&71/-$&'>,$(&,$<7//7;)2=$)2<7.D'()72$'($
&'2-V$
• <%$-3*7?!-,25$&!17!'.3*K$!&$+$'&.4!>&131.1(+!/1&!&$+$'&.4!+3,%*$+!F.,&&$-3G!1&!F*-!>&1.$++G0!*-!

34$!>'+3!?$'&;!$
• <%$-3*7?!-,25$&!17!'.3*K$!&$+$'&.4!>&131.1(+!.1-%,.3$%!1&!+,>>1&3$%!5?!34$!L;M;!

N$>'&32$-3!17!8$'(34!'-%!8,2'-!M$&K*.$+!/88M0;!$
• O4$!.1-3'.3!*-71&2'3*1-!71&!34$!71((1=*-@S!$

o 34$!*-+3*3,3*1-!!
o '!31>!*-+3*3,3*1-'(!1&!O&*5'(!177*.*'(!!
o <9V!B4'*&>$&+1-!!
o %$+*@-'3$%!.1-3'.3!>$&+1-!71&!34$!<9V!!

• "!&1+3$&!17!34$!<9V!2$25$&+4*>!'-%!$'.4!*-%*K*%,'(G+!&1($!1-!34$!<9V!I!*-!'..1&%'-.$!=*34!
7$%$&'(!@,*%$(*-$+!!

• #1&!134$&!&$E,*&$2$-3+D!'..$++!34$!$($.3&1-*.!'>>(*.'3*1-!4$&$S!
433>SYY14&>;.*3;-*4;@1KY$7*($YN$7',(3;'+>J!

!
H#1&!7,&34$&!*-71&2'3*1-!1-!F$-@'@$2$-3!17!*-+3*3,3*1-+GD!!'-%!F-1-I$J$2>3GD!!+$$!34$!3$&2+!F$-@'@$2$-3G!'-%!F$J$2>3G!*-!34$!
B9B"<8!X(1++'&?!17!8,2'-!M,5A$.3+!:&13$.3*1-+!O$&2+;!
9$7$&$-.$S!
#$%$&'(!)*%$!"++,&'-.$!71&!34$!:&13$.3*1-!17!8,2'-!M,5A$.3+!Z/.0;!"..$++$%![,(?!\]D!^_\`S!
===;44+;@1KY14&>Y'++,&'-.$+Y'++,&'-.$+Y7*('+,&3;432(a+$.3*1-5!!

http://ohrp.cit.nih.gov/efile/Default.aspx
http://crcaih.org/assets/Human_Subjects_Protections_Glossary.pdf
http://www.hhs.gov/ohrp/assurances/assurances/filasurt.html#sectionb
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http://crcaih.org/assets/Human_Subjects_Protections_Glossary.pdf
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o B&%'&()C$D,$!"#$)3-410$'&$2-%6-)&0$-:$*/$1&*)/$E$%&%'&()F$'-/3$%&,$*,0$
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*::.1.*/&0$G./3$/3&$.,)/./4/.-,7$

o 83&$/(.'*1$!"#$%4)/$0&/&(%.,&$3-G$./$G.11$.,/&(6(&/$/3&$/&(%$@.,)/./4/.-,A$*,0$
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'

()*(+$&#)!&'
D$(&2(4./%&,/$6(-2&))$%*+$*1)-$'&$.%61&%&,/&0$.,$G3.23$*,$!"#$%&%'&($6-)./.-,$
2*,$'&$'(-*01+$*0?&(/.)&0$/-$)-1.2./$*661.2*,/)$-($.,/&(&)/&0$.,0.?.04*1)7$<-)./.-,$-($
6-)./.-,)$2*,$'&$6-)/&0$.,$)6&2.:.2$0&6*(/%&,/)$-($-(5*,.R*/.-,)F$0.)/(.2/)$-($
5&-5(*63.2*1$1-2*/.-,)7$

! !:$)/*(/.,5$*$'-*(0$G./3$,-$%&%'&()F$*$%-(&$5&,&(*1$)-1.2./*/.-,$.)$
(&2-%%&,0&07$$'

! !:$1--H.,5$/-$:.11$/3&$6-)./.-,)$:-($-,&$-($/G-$%&%'&()$-,$/3&$'-*(0C'
o $S)&$9;"<$54.0&1.,&)$/-$.0&,/.:+$*,+$5*6)$.,$&P6&(/.)&$*,0$

&P6&(.&,2&$*,0$2-,042/&0$/*(5&/&0$(&2(4./%&,/7'
o D1)-$2-,).0&($/3&$/+6&$-:$(&)&*(23$/3*/$.)$$/+6.2*11+$(&?.&G&0$=$&757F$
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https://depts.washington.edu/ccph/pdf_files/Start_a_Tribal_IRB.pdf
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/+.$6$*+*(,!,$%.;%%$&)1!H'&7$,(,!5:!*#(!F(+6*#!I(%&;'.(%!+),!9('7$.(%!@,3$)$%*'+*$&)!
&/!*#(!J191!A(0+'*3()*!&/!F(+6*#!+),!F;3+)!9('7$.(%1!!

9' :;,%<#/0*0=43>%?$,>,=.%4,-%?5#-*8/0%&01*/0%@0#"A*8/>%B#+#/-8A%?63+#+C%
D#>*8*/%!8A/08A#%),1=#E%F"A*8+%G%H#A/I*,-%9J(9E%99KLE%MN(OMMM%
A;'+*$&)B!%(6/80+.(,!
@5%*'+.*!$).6;,(,!$)!*#(!(6(.*'&)$.!7('%$&)!&/!*#$%!*&&6K$*!
L+.$6$*+*(,!,$%.;%%$&)!&/!+'*$.6(!8!&;*6$)(%!*#(!#$%*&':!&/!;)(*#$.+6!3(,$.+6!+),!
'(%(+'.#!+.*$7$*$(%!$)7&67$)-!@3('$.+)!4),$+)%!%$).(!.&6&)$M+*$&)1!
!
N' PA/"%*+%/0%&BHQ%
A;'+*$&)B!N!3$);*(%!
#**0BEE===1:&;*;5(1.&3E=+*.#O7P)I#QR8.+FST!
U$(=$)-!/&66&=(,!5:!,$%.;%%$&)!&/!5'$(/!7$,(&!.'(+*(,!5:!+!H;',;(!J)$7('%$*:!%*;,()*!
0'&7$,$)-!+)!&7('7$(=!&/!*#(!/;).*$&)!&/!+)!4IV!/&'!@3('$.+)!4),$+)!"'$5+6!W+*$&)%!
+),!/&'!'(%(+'.#('%!=&'K$)-!$)!X4),$+)!Y&;)*':?1!

!
M' PA/"%R/>3#+%P*>>%S3*1#%@+Q%
A;'+*$&)B!%(6/!Z0+.(,!
#**0BEE-()(*$.%1).+$1&'-E=#$.#87+6;(%8=$668-;$,(8;%1./3!
A(7(6&0(,!5:!*#(!W+*$&)+6!Y&)-'(%%!&/!@3('$.+)!4),$+)%![WY@4\<!*#$%!'(%&;'.(!$%!
$)*(),(,!*&!0'&7$,(!@3('$.+)!4),$+)!W+*$&)%!=$*#!-;$,+).(!/&'!,(*('3$)$)-!=#$.#!
7+6;(%!3+:!,'$7(!*#($'!0'&.(%%!&/!'(%(+'.#!'(-;6+*$&)1!
!

!"#$%&&1!L&66&=$)-!*#(!$)*'&,;.*$&)!*&!#;3+)!%;5>(.*%?!0'&*(.*$&)%!*'+$)$)-<!0+'*$.$0+)*%!
%#&;6,!&5*+$)!+!#;3+)!%;5>(.*%!'(%(+'.#!.('*$/$.+*$&)!+),!.&306(*(!+,,$*$&)+6!*'+$)$)-%!
6$%*(,!5(6&=1!"#'&;-#!*#$%!(Q('.$%(<!0+'*$.$0+)*%!=$66!-+$)!$)8,(0*#!K)&=6(,-(!&/!#;3+)!
%;5>(.*%?!'(%(+'.#!0'&*(.*$&)%1!%

http://www.hrsa.gov/publichealth/clinical/HumanSubjects/
https://www.youtube.com/watch?v=nRhxq-caHXY
http://genetics.ncai.org/which-values-will-guide-us.cfm
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!

!
%
(' )35/0%!367#8"+%B#+#/-8A%T-/*0*0=%U#-"*4*8/"*,0%
A;'+*$&)B!%(6/80+.(,!

;/"*,0/>%&0+"*"3"#+%,4%)#/>"A%V;&)W!
2-,"#8"*0=%)35/0%B#+#/-8A!

!
,-! U&T&%2-,=-/5%X)35/0%!367#8"+!

B#+#/-8AY%8,3-+#%VDFF%H?!FZW!
!

2/-"*8*$/0"+%V2)B2W%T3",-*/>%VDBFFW!
!
!

• @..(%%!#('(1!
• "#$%!N!3&,;6(!*'+$)$)-!&;*6$)(%!*#(!

0'$).$06(%!;%(,!*&!,(/$)(!(*#$.+6!'(%(+'.#!
;%$)-!#;3+)%!+%!=(66!+%!*#(!'(-;6+*$&)%<!
0&6$.$(%<!+),!-;$,+).(!/&'!*#(!
$306(3()*+*$&)!&/!*#(!(*#$.+6!0'$).$06(%1!

• 4).6;,(%!.('*$/$.+*$&)!&/!.&306(*$&)1!

!
!
!
!

• Y&66+5&'+*$7(!4)%*$*;*$&)+6!"'+$)$)-!
4)$*$+*$7(![Y4"4\!$%!+!0'&7$,('!&/!'(%(+'.#!
(,;.+*$&)!.&)*()*1!!I(6(7+)*!.&;'%(%!
&//('(,!$).6;,(!+!XF;3+)!9;5>(.*%!
I(%(+'.#?!%('$(%1!]&'(!$)/&'3+*$&)!#('(1!!

• L((!$)/&'3+*$&)!#('(1!
!

%
9' &+%*"%)35/0%!367#8"+%B#+#/-8A%2?BT%(K%Z#"#-5*0#%*4%?8"*I*".%*+%B#+#/-8A%%
A;'+*$&)B!^_!3$)!`a!%(.&),%<!5;*!%(6/80+.(,!
A(7(6&0(,!5:!YIY@4F<!*#$%!*'+$)$)-!;%(%!.+%(!%*;,$(%!*&!0'&7$,(!5+%$.!;),('%*+),$)-!
&/!#&=!*&!,(*('3$)(!$/!+)!+.*$7$*:!$%!'(%(+'.#1!!J%$)-!+)!$)*('+.*$7(!/&'3+*<!
0+'*$.$0+)*%!.+)!6(+')!+),!*(%*!*#($'!K)&=6(,-(!$)!*#$%!*&0$.!+'(+1![9((!(6(.*'&)$.!
7('%$&)!&/!*&&6K$*\%

%
N' &+%*"%)35/0%!367#8"+%B#+#/-8A%2?BT%9K%Z#"#-5*0#%*4%B#+#/-8A%&0I,>I#+%)35/0%

!367#8"+%
A;'+*$&)B!bc!3$)!bb!%(.&),%<!5;*!%(6/80+.(,%
A(7(6&0(,!5:!YIY@4F<!*#$%!*'+$)$)-!;%(%!.+%(!%*;,$(%!*&!0'&7$,(!5+%$.!;),('%*+),$)-!
&/!#&=!*&!,(*('3$)(!$/!+)!+.*$7$*:!$)7&67(%!#;3+)!%;5>(.*%1!J%$)-!+)!$)*('+.*$7(!
/&'3+*<!0+'*$.$0+)*%!.+)!6(+')!+),!*(%*!*#($'!K)&=6(,-(!$)!*#$%!*&0$.!+'(+1!![9((!
(6(.*'&)$.!7('%$&)!&/!*&&6K$*\%

%
M' &0"-,138"*,0%",%B#+#/-8A%Z/"/%
A;'+*$&)B!^D!3$)!`c!%(.&),%!
A(7(6&0(,!5:!YIY@4F<!*#$%!$)*('+.*$7(!*'+$)$)-!0'&7$,(!5+%$.!;),('%*+),$)-!&/!*#(!
7+'$&;%!*:0(%!&/!'(%(+'.#!,+*+![9((!(6(.*'&)$.!7('%$&)!&/!*&&6K$*\!
!
[' B#I*#\%,4%&BH%$,>*8*#+%/01%$-,8#13-#+'%%4)!%*(0!44<!4IV!3(35('%!%#&;6,!+6%&!

5(.&3(!/+3$6$+'!=$*#!*#($'!4IV!0&6$.$(%!+),!0'&.(,;'(%1!"#$%!(Q('.$%(!0'&7$,(%!+)!
&00&'*;)$*:!/&'!4IV!3(35('%!*&!;),('%*+),!#&=!*#($'!4IV!0&6$.$(%!/$*!=$*#!

https://phrp.nihtraining.com/users/login.php
https://www.citiprogram.org/
https://www.citiprogram.org/index.cfm?pageID=246
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!

!
/(,('+6!'(%(+'.#!'(-;6+*$&)%!+),!'(.&-)$M(!+):!*'$5+66:!%0(.$/$.!'(-;6+*$&)%!*#+*!
3+:!+//(.*!'(%(+'.#1%

%
!"#$%&&&'%%4)!%*(0!G<!4IV!3(35('%!%#&;6,!'(7$(=!+),!,$%.;%%!R;(%*$&)%!*#+*!3+:!#+7(!
.&3(!;0!,;'$)-!*#(!*'+$)$)-%!0'&7$,(,!$)!%*(0!441!!4)!*#$%!/$)+6!%*(0<!4IV!3(35('%!%#&;6,!
.&),;.*!+!0'+.*$.(!4IV!'(7$(=!;%$)-!+!%+306(!'(%(+'.#!0'&*&.&6!+),!&*#('!*&&6%!$).6;,(,!
$)!*#(!YIY@4F!"'$5+6!4IV!*&&6K$*1!!

%
(' B#I*#\%/01%Z*+83++*,0%%
A;'+*$&)B!GD!3$);*(%!
L+.$6$*+*(,!'(7$(=!&/!R;(%*$&)%!+),!*&0$.%!/'&3!]&,;6(!44<!F;3+)!9;5>(.*%!I(%(+'.#!
"'+$)$)-1!

!
9' 2-/8"*8#%&BH%B#I*#\%
A;'+*$&)B!^!#&;'!
"#(!4IV!3+:!;%(!+)!(Q$%*$)-!'(%(+'.#!0'&*&.&6!%;53$**(,!*&!*#(!"'$5(!/&'!*#(!
0'+.*$.(!'(7$(=1!!"#(!%#&;6,!$).6;,(!;%(!&/!X'(%(+'.#!'(7$(=!.#(.K6$%*%?!+),!4IV!
@,3$)$%*'+*$&)!X'(7$(=!0'&.(%%!*&&6%?!$).6;,(,!$)!*#(!YIY@4F!"'$5+6!4IV!"&&6K$*1!

!
!"#$%&R'!!2/-"0#-+A*$+K%%4*!$%!'(.&33(),(,!*#+*!)(=!*'$5+6!4IV!3(35('%!.&))(.*!=$*#!
&*#('!(%*+56$%#(,!*'$5+6<!.&33;)$*:!&'!+.+,(3$.!4IV%!*&!6(+')!/'&3!*#($'!(Q0('$().(1!4*!
3+:!5(!5()(/$.$+6!*&!7$%$*!+),!+**(),!4IV!3((*$)-%!&/!&*#('!(%*+56$%#(,!4IV%1!!
!
!
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IRB ADMINISTRATION 

TOOLS

u The administrative duties of an Institutional Review Board 

are essential to board functioning. These involve preparation,

coordination and documentation of activities before, during, 

and after IRB meetings. These also include appropriate record

keeping of research protocols. The administrative duties, 

typically conducted by an IRB Coordinator include:

• Establishing IRB meeting schedules and 

submission deadlines

• Serving as the point of contact for research 

investigators

• Corresponding on behalf of the IRB

• Pre-reviewing IRB submissions

• Monitoring member attendance (including 

reviewer assignment)

• Ensuring quorum for IRB meetings

u This section provides administrative tools to assist with 

preparation and management of IRB proceedings. These 

can also serve as training tools for IRB members.

• Submission Process Flow Charts

• Investigator Submission Forms

• Pre-Review Tools

• Letter Templates

• Review-Process Tools



SUBMISSION PROCESS

FLOW CHARTS
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!"#$%&'!()*!)+,$+-!!
./%0$11$23!&34!)+,$+-!5#26+11!

.&07'+!8'2-!9:&#;!<!

!"#$%#&'()*$+,-./'01")2!*3)-456#0-)",74#",8)6'0,"#'()01)9"#5'()
*$-.04.1$'()):,+#,;)<1'"8)2*:<3)5=)-456#--#1$)8,'8(#$,>)

!"#$#%&'(%'%)##%'**+,-'.#/%0-."%."#%*12&-**-+34%

)
)9"#5'()*:<)?11"8#$'01")&",@",+#,;-)6'0,"#'()

)
5++$/-3'.+$%$#61#*.*%&+/-7,'8+3*%+$%'//-8+3*%'*%3##/#/%

%

9"#5'()*:<)?11"8#$'01")#$%(48,-)0A,)",-,'"%A))&"1B,%0))

1$)0A,)*:<)6,,.$/)'/,$8'))

5++$/-3'.+$%3+87#*%9:%+)%:;<%=##83>%/'.#%'3/%8&#)

9"#5'()*:<)",+#,;-)&"1&1-,8)&"1B,%0))'$8)6'C,-)')8,0,"6#$'.1$))

5++$/-3'.+$%3+87#*%9:%+)%:;<%/#.#$&-3'8+3%0-."-3%+3#%0##?4%

:,-,'"%A)&"1B,%0)6'=)5,/#$)'D,")'&&"1+'()#-)",%,#+,8)

@+%$#*#'$,"%A$+B#,.%',8C-8#*%D-3,E1/-3>%$#,$1-.&#3.F%&'(%2#>-3%A$-+$%.+%."#%
/'.#%+)%."#%'AA$+C'E%E#G#$4%
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!"#$%&'()*'%+,'!"#$%&'-./+0#&')12#13'
4/$5#66#.+'%+,')12#13'7".0166'

4%58&1'9&.3'-:%";'*'

!"

!"#$%#&'()*$+,-./'01")2!*3)-456#0-)",74#",8)6'0,"#'(-))

01)9"#5'()*$-.04.1$'()):,+#,;)<1'"8)2*:<3))

5=)-456#--#1$)8,'8(#$,>)

#$%&%"'()"*%"+%%,"(,,-./(0%1"2/0$"0$%",3*'/,,/-4!"

)
9"#5'()*:<)?11"8#$'01")&",@",+#,;-)6'0,"#'(A)",74,-0-)618#B%'.1$-)

'$8)#$%(48,-)1$)*:<)'/,$8')
5--&1/4(0-&"4-67%,"89"-+"9:;"'%%64<"1(0%"(41"6'%"

"

#&/*(="9:;"&%>/%2,"?&-?-,%1"?&-@%.0""(41"'(A%,"B%0%&'/4(6-4""

:,-,'"%C)&"1D,%0)6'=)5,/#$)'E,")9"#5'()?14$%#()'&&"1+'()#-)",%,#+,8)

C-"&%,%(&.$"?&-@%.0"(.6>/6%,"D/4.=31/4<"&%.&3/0'%40E"'()"*%</4"?&/-&"0-"0$%"1(0%"-+"0$%"
(??&->(="=%F%&!"

)

9"#5'()*:<)'&&"1+,8)&"1D,%0-)&('%,8)1$)9"#5'()?14$%#()6,,.$/)'/,$8')

5--&1/4(0-&"4-67%,"89"-+"#&/*(="5-34./="G%%64<"1(0%"(41"6'%)

)

9"#5'()?14$%#()",+#,;-)&"1&1-,8)&"1D,%0))'$8)6'F,-)')8,0,"6#$'.1$)

5--&1/4(0-&"4-67%,"89"-+"#&/*(="5-34./="1%0%&'/4(6-4"2/0$/4"-4%"2%%A!"



INVESTIGATOR 

SUBMISSION FORMS

1. Initial Review

2. Continuation Review

3. Amendment Review

4. Project Termination/Close Out
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! ! !
!

!"!#!$%&'()*!''!+"&$,,%!-$#!+"&&
!"#$%&&%'()*+,-.) ) /0'1-2,)!,+0,)*+,-.) ) /0'1-2,)3(4)*+,-.) )

5-&-+026)/0','2'7)8%,7-.) )) ) ) )/0%(2%9+7):(;-&,%<+,'0.) ) )

5-&-+026)!,"4=)>'(,+2,.) ) ) ) :(&,%,",%'(.) )

3$+%7.! ! ! ! ! ! ! /6'(-.!!

! !3?:@5AB3C)/35!@??3D.!"##$%&!'())*%(+(,!-*#$.!/0)!1)*2%*3$+!425.6#*7$#0)8!4/!$33+*%$9+.:!
$##$%&!%.)#*/*%$#*026!0/!;(,$2!<(9=.%#6!1)0#.%#*026!>)$*2*2768!!

!
1)*2%*3$+!425.6#*7$#0)?!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!@,$*+?!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!1&02.?!!
426#*#(#*02$+!"AA).66?!!

<#(A.2#!! B$%(+#C!<30260)!!! DE"!
;(,$2!<(9=.%#6!1)0#.%#*02!>)$*2*27!!F'4>4!0)!D4;G!'0,3+.#*02!H$#.?!!
I#&.)!J.+.5$2#!K($+*/*%$#*02E!'.)#*/*%$#*02?!!
1)0=.%#!J.+$#.A!>$6L6EH(#*.6?!!
!
!
!

425.6#*7$#0)?!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!@,$*+?!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!1&02.?!!
<#(A.2#!! B$%(+#C!<30260)!!! DE"!

;(,$2!<(9=.%#6!1)0#.%#*02!>)$*2*27!!F'4>4!0)!D4;G!'0,3+.#*02!H$#.?!!
I#&.)!J.+.5$2#!K($+*/*%$#*02E'.)#*/*%$#*02?!!
1)0=.%#!J.+$#.A!>$6L6EH(#*.6?!!
!
!

425.6#*7$#0)?!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!@,$*+?!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!1&02.?!!
<#(A.2#!! B$%(+#C!<30260)!!! DE"!

;(,$2!<(9=.%#6!1)0#.%#*02!>)$*2*27!!F'4>4!0)!D4;G!'0,3+.#*02!H$#.?!!
I#&.)!J.+.5$2#!K($+*/*%$#*02E'.)#*/*%$#*02?!!
1)0=.%#!J.+$#.A!>$6L6EH(#*.6?!!
!
!

425.6#*7$#0)?!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!@,$*+?!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!1&02.?!!
<#(A.2#!! B$%(+#C!<30260)!!! DE"!

;(,$2!<(9=.%#6!1)0#.%#*02!>)$*2*27!!F'4>4!0)!D4;G!'0,3+.#*02!H$#.?!!
1)0=.%#!J.+$#.A!>$6L6EH(#*.6?!!
!
!

I#&.)?!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!@,$*+?!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!1&02.?!!
<#(A.2#!! B$%(+#C!<30260)!!! DE"!
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! ! !
!

;(,$2!<(9=.%#6!1)0#.%#*02!>)$*2*27!!F'4>4!0)!D4;G!'0,3+.#*02!H$#.?!!
1)0=.%#!J.+$#.A!>$6L6EH(#*.6?!!
!

I#&.)?!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!@,$*+?!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!1&02.?!!
<#(A.2#!! B$%(+#C!<30260)!!! DE"!

;(,$2!<(9=.%#6!1)0#.%#*02!>)$*2*27!!F'4>4!0)!D4;G!'0,3+.#*02!H$#.?!!
1)0=.%#!J.+$#.A!>$6L6EH(#*.6?!

!

! EF?*:?G):?E@5HI8:@?).!"##$%&!$!%03C!0/!#&.!9(A7.#!A0%(,.2#$#*02!/0)!#&.!3)0=.%#!

D0!B(2A*27!

1)*5$#.!B(2A*27!<0()%.?!!

M8<8!H.3$)#,.2#!0/!;.$+#&!$2A!

;(,$2!<.)5*%.6!F;;<G!

!

;;<!'.2#.)!0)!426#*#(#.?!!

<(9%02#)$%#!0)!1)07)$,!1)0=.%#!N)$2#8!

H.6%)*9.?!!

! 53!3I5>J35)E:?I?>:ID)>@?ED:>8)@E):?8353!8))

" ;$5.!C0(!).30)#.A!$!/*2$2%*$+!%02/+*%#!0/!*2#.).6#!#0!C0()!*26#*#(#*02O!!� D0!!!!� P.6!
4/!C.6:!$##$%&!$!%03C!0/!#&.!Q,$2$7.,.2#!3+$2R!0)!#&.!*26#*#(#*02R6!%02/+*%#!0/!*2#.).6#!
A.#.),*2$#*02!/0)!#&*6!).6.$)%&!3)0=.%#8!

" H0!C0(:!C0()!630(6.:!0)!A.3.2A.2#!%&*+A).2!6#$2A!#0!).%.*5.!/*2$2%*$+!*2#.).6#!/)0,!
#&*6!).6.$)%&!3)0=.%#!*2!.S%.66!0/!TU:VVV!*2!#&.!/0),!0/!6$+$)C!0)!$2C!0#&.)!3$C,.2#:!
20#!0#&.)W*6.!A./*2.A!$6!6$+$)CO!!

� D0! ! � P.6!X!1+.$6.!H.6%)*9.?!!

YYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYYY!
! @8J35):5K)+(4)85:KID)?I8:@?)I//5@LID!) ) )

" Z*++!6#(AC!3)0%.A().6!$2AE0)!A$#$!%0++.%#*02!#$L.!3+$%.!$#!0#&.)!6*#.6O!
D0! !! P.6!X![*6#!.$%&!6*#.?!!

[*6#!$2C!0#&.)!426#*#(#*02$+!J.5*.W!\0$)A6!#&$#!&$5.EW*++!).5*.W!#&*6!3)0=.%#8!"+60!+*6#!
$2C!"33)05$+6!0)![.##.)6!0/!<(330)#!/)0,!0#&.)!>)*9$+!D$#*0268!"##$%&!%03*.6!0/!$++!
$33)05$+!A0%(,.2#$#*02!$+).$AC!09#$*2.A8! ! DE"!

)

)
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! ! !
!

! 53!3I5>J)/5@8@>@DA/5@M3>8)*3!>5:/8:@?.)>&.!3)0#0%0+!6&0(+A!*2%+(A.!#&.!
/0++0W*27:!$6!$33+*%$9+.!#0!#&.!3)0=.%#!F3+.$6.!$##$%&!$!6.3$)$#.!A0%(,.2#G8!42!#&*6!
6.%#*02:!3+.$6.!3)05*A.!$!6(,,$)C!*2!+$C,$2R6!+$27($7.!0/!#&.!6#(AC!A.6*72:!).6.$)%&!
](.6#*02!$2A!3)0%.A().68!)
" !,"4=)*-&%<())

42%+(A.!QJ.6.$)%&!K(.6#*02R:!Q<%*.2#*/*%!J$#*02$+.!0)!\$%L7)0(2AR:!1)0=.%#!
H.6%)*3#*028!!
!

" 5-&-+026)/0'2-4"0-&))
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PRE-REVIEW TOOLS

1. Pre-Review Checklist

2. Determine if Activity is Research

Flow Chart

3. Determine if Research Involves 

Human Subjects Flow Chart
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http://www.crcaih.org/zoo-category/item/application-of-research-protections-standards-regulations.html?category_id=11
http://www.crcaih.org/zoo-category/item/human-research-protections-standards-regulations.html?category_id=11
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http://www.crcaih.org/zoo-category/item/human-research-protections-standards-regulations.html?category_id=11
http://www.crcaih.org/zoo-category/item/application-of-research-protections-standards-regulations.html?category_id=11
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Determine if Activity is Research 

Investigation? 

Clearly defined question or hypothesis?  

Systematic? 

Identified method for answering the 
question? 

Generalizable? 

Intent to apply information to groups or 
individual/s other than those being 
studied? 

Design or Intent  

to Contribute to New Knowledge? 

START 

Research 

Not 
Research 

Research means a systematic investigation, including research development, 
testing and evaluation designed to develop or contribute to generalizable 
knowledge. 45 CFR  §46.102 

YES 

NO 

YES 

YES 

YES 

NO 

NO 

NO 



49

D
et

er
m

in
e 

if 
Re

se
ar

ch
 In

vo
lv

es
 H

um
an

 S
ub

je
ct

s 

Li
vi

ng
 In

di
vi

du
al

s?
 

In
te

rv
en

tio
n 

or
 

In
te

ra
ct

io
n?

 
In

di
vi

du
al

ly
 Id

en
tif

ia
bl

e 
an

d 
Pr

iv
at

e 
In

fo
rm

at
io

n?
 

N
ot

 R
es

ea
rc

h 
In

vo
lv

in
g 

Hu
m

an
 S

ub
je

ct
s 

ST
AR

T 

Ch
ec

k 
to

 se
e 

if 
ac

tiv
ity

 is
 ‘R

es
ea

rc
h’

. S
ee

 
Ch

ar
t: 

‘D
et

er
m

in
e 

if 
Ac

tiv
ity

 is
 R

es
ea

rc
h’

 
Re

se
ar

ch
 

In
vo

lv
in

g 
Hu

m
an

 
Su

bj
ec

ts
 

YE
S 

N
O

 

N
O

 

YE
S 

YE
S 

N
O

 



50



LETTER TEMPLATES

1. Approval Letter

2. IRB Receipt and Meeting 

Notification

3. Request for Missing Information

4. Table or Disapprove
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REVIEWER CHECKLISTS

These checklists are designed to be used by IRB members in the 

review of research applications. The checklists incorporate both 

federal guidelines for the review of human subjects’ research 

as well as guidelines to ensure community protections for 

Tribal Nations. 

These checklists can also be used as training tools for initial and 

on-going training of IRB members. 

1. Initial Review 

2. Continuation Review 

3. Informed Consent Review

4. Protocol Amendment Review

5. Protocols Involving Pregnant Women and Fetuses

6. Publication and Presentations Review



INITIAL, CONTINUATION 

& PUBLICATION

REVIEW CHECKLISTS
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! !
! ! ! ! ! ! ! !

!"#$"%&!%'%"$()%(*+!,-$.$!/!-!0+$"%&!%'$
"#$%&'(!)*(+&!

!
!
!

"#*,'*-.+!/,0&1(*2.($#! /,1(*(3(*$,!
! !

 

4&0*&5&#!6$,7+*'(!$7!*,(&#&1(!.,8!)#*9.+!/4:!;3#*18*'(*$,!

<=!>$!?$3!@.0&!.,?!'$,7+*'(!$7!*,(&#&1(!A-&#1$,.+B!7*,.,'*.+B!.'.8&C*'B!$#!$(@&#!*,(&#&1(=!(@.(!
'$3+8!*,7+3&,'&!?$3#!#&0*&5!$7!(@*1!-#$($'$+D!!!

• "#$!%&'!()!*)%!+*%!(),&-,$.!()!/0$!.$1(2)!&#!3&).'3/!&4!/0$!1/'.%5!

• 61!%&'#!17&'1$8!&#!(99$.(*/$!4*9(-%!9$9:$#!(),&-,$.!()!/0$!3&).'3/!&4!/0(1!#$1$*#30!
1/'.%5!

• 61!%&'#!*.,(1&#8!9$)/$$8!&#!1/'.$)/!(),&-,$.!()!/0$!3&).'3/!&4!/0(1!#$1$*#30!1/'.%5!

• ;&!%&'!#$3$(,$!()3&9$!4#&9!/0$!()1/(/'/(&)!1'77&#/()2!/0(1!1/'.%8!&#!.&!%&'!1/*).!/&!
#$3$(,$!*!4()*)3(*-!:$)$4(/!4#&9!/0$!3&).'3/!&4!/0$!#$1$*#305!!!

• ;&!%&'!#$3$(,$!()3&9$!&#!1/*).!/&!#$3$(,$!*!4()*)3(*-!:$)$4(/!4#&9!*!3&97*)%!+0&1$!
:'1()$11!(1!1':1/*)/(*--%!#$-*/$.!/&!/0$!1':<$3/!9*//$#!&4!/0$!#$1$*#305!

=$1! ! >&!

64!%$18!&#!%&'!/0()?!%&'!9(20/!0*,$!*)&/0$#!/%7$!&4!3&)4-(3/!&4!()/$#$1/!7-$*1$!:#()2!(/!/&!/0$!6@A!
B0*(#!*).C&#!:&*#.D1!*//$)/(&)!!"#$%"!3&)/()'()2!/&!#$,($+!/0(1!#$1$*#30!1':9(11(&)E!

!

!

!

!

!
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! !
    4&0*&5!$7!4&1&.#'@!"+.,!

<=!!E#&!(@&#&!.,?!8#321!9&*,2!31&8!*,!(@*1!1(38?D! ! ! ! =$1! ! >&!
64!%$18!/0$!.$,(3$!9'1/!:$!*77#&,$.!:%!/0$!F;"8!4&#!'1$!()!#$1$*#30E!!!

!
!
F=!!E#&!(@&#&!.,?!*,0&1(*2.(*$,.+!8&0*'&1!9&*,2!31&8!*,!(@*1!1(38?D! =$1! ! >&! !
64!%$18!/0$!.$,(3$!9'1/!:$!*77#&,$.!:%!/0$!F;"8!4&#!'1$!()!#$1$*#30E!!!

!
!
G=!!>$&1!(@&!#&1&.#'@!8&1*2,!.--&.#!($!9&!.8&H3.(&!7$#!(@&!H3&1(*$,D! =$1! ! >&!
!
!
I=!!J.0&!.++!#&+&0.,(!+&((&#1!$7!13--$#(!9&&,!$9(.*,&8D! ! ! =$1! ! >&!
!
!
K=!!>$!(@&!1(38?!-&#1$,,&+!@.0&!(@&!.--#$-#*.(&!H3.+*7*'.(*$,1!! ! =$1! ! >&! !
! !
! ! ! ! !
L=!!>$!.++!M&?!-&#1$,,&+!@.0&!@3C.,!139%&'(1!(#.*,*,2D! ! ! =$1! ! >&!
!
!
N=!!E#&!(@&!7.'*+*(*&1!($!9&!31&8!7$#!(@*1!1(38?!.8&H3.(&D! ! !!!!!!!!!!!!! =$1! ! >&!
!
!
O=!E#&!.,?!C&8*'.+!$#!-1?'@$+$2*'.+!#&1$3#'&1!(@.(!-.#(*'*-.,(1!C.?!,&&8!.1!.!#&13+(!$7!(@&*#!
-.#(*'*-.(*$,!*,!(@&!#&1&.#'@!.0.*+.9+&!.,8!.8&H3.(&D    =$1!! ! >&!
!
!
P=!/1!(@&!#&1&.#'@!$,!.!($-*'B!$#!*,0$+0&!C&(@$81!$#!#&13+(1!(@.(!'$3+8!-$(&,(*.++?!'.31&!
'$CC3,*(?!@.#CD         =$1!! ! >&!
F&#!$G*97-$!3*'1$!3&--$3/(,$!70%1(3*-!&#!1&3(*-!0*#98!*44$3/!1&,$#$(2)/%8!&#!3&)4-(3/!+(/0!H#(:*-!,*-'$1C!:$-($41E!

!

64!I=$1D8!9*?$!*!)&/$!&4!%&'#!3&)3$#)1!/&!:#()2!'7!4&#!.(13'11(&)!()!/0$!:&*#.!9$$/()2E!

!

!

!

!

!
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! !
/,0$+0&C&,(!$7!/,8*0*83.+1!7#$C!(@&!)#*9&!

<=!>$&1!(@&!#&1&.#'@!*,0$+0&!.!03+,&#.9+&!-$-3+.(*$,Q1D!R!

! B0(-.#$)!! ! ! ! ! ! ! ! !

! J#$2)*)/!+&9$)!! ! ! ! ! ! !

! F$/'1$1!*).C&#!)$&)*/$1! ! ! ! ! ! !

! J#(1&)$#1!!

!! B&2)(/(,$!&#!9$)/*-!(97*(#9$)/!! ! ! ! ! !

!! J0%1(3*-!(97*(#9$)/!&#!.(1*:(-(/%! ! ! ! !

!! K3&)&9(3*--%!&#!L&3(*--%!;(1*.,*)/*2$.!!! ! !

!! M/0$#!,'-)$#*:-$!7&7'-*/(&)15! ! ! ! !

J-$*1$!.$13#(:$!

!

F=!!>$&1!(@&!#&1&.#'@!*,0$+0&!31&!$7!2&,&(*'!C.(&#*.+D! ! !!!!!!!!!!!!! =$1! ! >&!

G=!S39%&'(!S&+&'(*$,!.,8!4&'#3*(C&,(!T&(@$81R!

*E B-$*#!*).!<'1/(4($.!()3-'1(&)C$G3-'1(&)!3#(/$#(*N!

• 61!(/!3-$*#!+0&!+(--!:$!$-(2(:-$!/&!7*#/(3(7*/$!()!/0$!1/'.%5!!!! =$1! ! >&!

• "#$!*--!/#(:*-!9$9:$#1!2$//()2!*)!$O'*-!&77&#/')(/%!/&!7*#/(3(7*/$!()!/0$!#$1$*#305!!

!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!! =$1!!!!!!!!!!!!!! >&!

:E 61!/0$!/*#2$/$.!7&7'-*/(&)!*77#&7#(*/$8!2(,$)!/0$!/&7(3!*).!7'#7&1$!&4!/0$!#$1$*#305!!!

! =$1! ! >&! !

3E "#$!/0$!9$/0&.1!&4!#$3#'(/9$)/!3-$*#-%!.$13#(:$.!*).!*33$7/*:-$5! ! ! !

=$1! ! >&!!

.E ;&!/0$!9$/0&.1!&4!#$3#'(/9$)/!*,&(.!3&$#3(&)!&#!').'$!()4-'$)3$5! ! ! !

=$1! ! >&!

PF&#!9&#$!.$/*(-$.!.$13#(7/(&)!&4!I3&$#3(&)D!*).!I').'$!()4-'$)3$D8!1$$!/0$!B@B"6Q!R-&11*#%!&4!
Q'9*)!L':<$3/1!J#&/$3/(&)1!H$#91ES!
!

!
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! !
4*1M1!.,8!:&,&7*(1!

TS!61!#$1$*#30!9&#$!/0*)!9()(9*-!#(1?5! ! ! ! ! =$1! ! >&!!
PF&#!.$4()(/(&)!&4!I9()(9*-!#(1?D8!1$$!/0$!B@B"6Q!R-&11*#%!&4!Q'9*)!L':<$3/1!J#&/$3/(&)1!H$#91S!

• F&#!9&#$!/0*)!9()(9*-!#(1?!#$1$*#308!(1!/0$!#(1?!<'1/(4(*:-$!4&#!/0$!/*#2$/$.!().(,(.'*-1!

*).C&#!4&#!/0$!H#(:$5!! ! ! ! ! !!!!!!!!!!!!!! =$1! ! >&!

!

US!"#$!/0$!#(1?1C7&/$)/(*-!0*#91!3-$*#-%!.$13#(:$.5! ! ! !!!!!!!!!!!!!!! =$1!! >&!

!PKE2E!70%1(3*-8!71%30&-&2(3*-8!1&3(*-8!-$2*-8!$3&)&9(3!0*#9S!!! ! ! ! !
! !!

VS!61!*!7-*)!4&#!*..#$11()2!7*#/(3(7*)/!()<'#%C(--)$11!.$13#(:$.5! ! !! =$1!! >&!

! ! ! !

!

U1&Q6$++&'(*$,!$7!>.(.!$#!$(@&#!4&1$3#'&1!7#$C!(@&!)#*9&     

WXY*).8!+*/$#Z!7-*)/!-(4$Z!+(-.-(4$Z!0(1/&#(3*-!#$3&#.1!&#!*#/(4*3/1Z!3'-/'#*-!#$3&#.18!*#/(4*3/18!
7#*3/(3$1[!

TS!;&$1!(/!3&##$-*/$!+(/0!/0$!#$1$*#30!7-*)!*).C&#!-*%!1'99*#%5!!!!!!!!!!!!!!!!!!!!! =$1!! >&! !

US!Q*,$!*77#&7#(*/$!7$#9(11(&)C1!4&#!*33$11!*).!'1$!&:/*()$.!!!!!!!!!!!!!!!!!!!!!!!!! =$1! >&!

!
VS!\(--!/0$!'1$C3&--$3/(&)!&4!/0$!.*/*C#$1&'#3$1!0*#9!/0$!1&'#3$!()!*)%!+*%5! =$1! >&! !

!

!

!

!

!

!

!

!

!
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! !
!"#"$!%&'%()*+),$*+()-!")".$/'
!

"#$%$&$'!()%'*+!!
"#),&)-.'!/,0*1%)2.%$#+!! ! !! ! !
/,1%)%3%)$,+!!
!

4$!5$3!6.0*!.,5!&$,7')&%!$7!),%*#*1%!8-*#1$,.'9!7),.,&).'9!.&.:*;)&9!$#!$%6*#!),%*#*1%<!%6.%!
&$3':!),7'3*,&*!5$3#!7.)#!.,:!$=>*&%)0*!#*0)*?!$7!%6)1!-#$%$&$'!7$#!#*@.--#$0.'A!!!

• "#$!%&'(!%&'#!)*&')$(!&#!+,,$-+./$!0.,+1%!,$,2$#!+34&14$-!+3!/5$!6&3-'6/!&0!/5+)!
#$)$.#65!)/'-%7!

• 8)!%&'#!.-4+)&#(!,$3/$$(!&#!)/'-$3/!+34&14$-!+3!/5$!6&3-'6/!&0!/5+)!#$)$.#65!)/'-%7!

• 9&!%&'!#$6$+4$!+36&,$!0#&,!/5$!+3)/+/'/+&3!)'**&#/+3:!/5+)!)/'-%(!&#!-&!%&'!)/.3-!/&!
#$6$+4$!.!0+3.36+.1!2$3$0+/!0#&,!/5$!6&3-'6/!&0!/5$!#$)$.#657!!!

• 9&!%&'!#$6$+4$!+36&,$!&#!)/.3-!/&!#$6$+4$!.!0+3.36+.1!2$3$0+/!0#&,!.!6&,*.3%!;5&)$!
2')+3$))!+)!)'2)/.3/+.11%!#$1./$-!/&!/5$!)'2<$6/!,.//$#!&0!/5$!#$)$.#657!

=$)! ! >&!

80!%$)(!&#!%&'!/5+3?!%&'!,+:5/!5.4$!.3&/5$#!/%*$!&0!6&301+6/!&0!+3/$#$)/!*1$.)$!2#+3:!+/!/&!/5$!8@A!
B5.+#!.3-C&#!2&.#-D)!.//$3/+&3!!"#$%"!6&3/+3'+3:!/&!#$4+$;!/5+)!#$)$.#65!)'2,+))+&3E!

B&,,$3/)C"--+/+&3.1!830&#,./+&3F!

!

!

B*0)*?!$7!B*1*.#&6!"'.,!

C< /,:)&.%*!%6*!%5-*!$7!&$,%),3.%)$,+!

GH/$3)+&3!&0!)/'-%!;+/5&'/!)/'-%!65.3:$)C,&-+0+6./+&3)!

GH/$3)+&3!&0!)/'-%!;+/5!)/'-%!65.3:$)C,&-+0+6./+&3)F!80!65.3:$)!*#$)$3/(!*1$.)$!#$4+$;!

I.,$3-,$3/D!.**1+6./+&3!)'2,+//$-!2%!+34$)/+:./&#!

D< /1!%6*!&3##*,%!1%3:5!-#$%$&$'!8),&'3:),2!.,5!-#$-$1*:!&6.,2*1<!;$#*!%6.,!;),);.'!#)1E!%$!
%6*!),:)0):3.'9!&$;;3,)%59!.,:F$#!(#)=*A!!!!

=$)! ! >&! ! >&/!"**1+6.21$!

!"#$%&'#()*%#)+%,-).%#/01.%2.314&#)4+#&)"%5-)0+&#6%%4#/-.#34.1#/7)2%8# ############

!! !!!!!!!!!!!!! =$)! !!!!!!!!!!! >&!

G< !H.1!.!-#$%$&$'!:*0).%)$,!$#!.:0*#1*!*0*,%!#*-$#%!7)'*:!),!%6*!-.1%!5*.#A!!!!!!

=$)!!!!!!!!!!!!!!!!!!!!! >&!!!!!!!!!!!!!!

!"#$%&'#9)&#.(%#%*%4.#)++0%&&%+#)+%,-).%7$8## # # # #########

!!! ! =$)!!!!!!!!!!!!!!!! >&!
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! !
I< J.0*!%6*#*!=**,!.,5!&$;-'.),%1!.=$3%!%6)1!#*1*.#&6A!!!!! !

!!!!!! =$)!!!!!!!!!!!!!!!!!!!!!! >&!

!"#$%&'#9%0%#.(%&%#21:/7)34.&#34*%&.35).%+#)4+;10#)++0%&&%+#)+%,-).%7$8############

=$)! !!!!!!!!!!!!! >&!

B&,,$3/)C8/$,)!0&#!A&.#-!9+)6'))+&3F!

!!!!!!

!

/,0$'0*;*,%!$7!J3;.,!K3=>*&%1!

C< L#*!%6*!#)1E1!%$!%6*!),:)0):3.'1!),0$'0*:!#*.1$,.='*!),!#*'.%)$,!%$!%6*!.,%)&)-.%*:!=*,*7)%1A!
=$)! ! >&! ! >&/!"**1+6.21$!

!
D< H*#*!%6*#*!.,5!&$;-'.),%1!$#!&$,&*#,1!#.)1*:!.=$3%!%6*!#*1*.#&6!=5!%6*!-.#%)&)-.,%1!

.,:F$#!&$;;3,)%5!),!%6*!'.1%!5*.#A!
=$)! ! >&!

!
G< 4$*1!%6*!,3;=*#!$7!),:)0):3.'1!*,#$''*:!&$##*1-$,:!%$!%6*!,3;=*#!.--#$0*:!7$#!

*,#$'';*,%A!

=$)! ! >&! ! >&/!"**1+6.21$!

!
I< /1!%6*!,3;=*#!$7!-.#%)&)-.,%1!?6$!:)1&$,%),3*:!-.#%)&)-.%)$,!),!%6*!'.1%!5*.#!.!#*.1$,!7$#!

&$,&*#,A!!
=$)! ! >&! ! >&/!"**1+6.21$!

!

M< /1!%6*!&$,1*,%!-#$&*11!$#)2),.''5!.--#$0*:!=5!%6*!/BN!1%)''!.--#$-#).%*A!
=$)! ! >&! ! >&/!"**1+6.21$!

!

O< J.0*!%6*#*!=**,!.,5!1)2,)7)&.,%!,*?!7),:),21!$#!&6.,2*1!%$!%6*!#*1*.#&6!%6.%!;)26%!
#*.1$,.='5!.77*&%!-.#%)&)-.,%P1!?)''),2,*11!%$!&$,%),3*!),!%6*!#*1*.#&6A!

=$)! ! >&! ! >&/!"**1+6.21$!

!"#$%&'#()&#/)0.323/)4.#0%<%+-2).314#)4+#/1&&367%#0%<214&%4.#6%%4#)++0%&&%+8#

=$)! ! ! >&!

B&,,$3/)C8/$,)!0&#!A&.#-!9+)6'))+&3F!

!!!!!!
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! !
    B*0)*?!$7!"#$:3&%1!.,:!"3=')&.%)$,1!B*13'%),2!7#$;!B*1*.#&6!

C< J.0*!.,5!-#$:3&%1!#*13'%),2!7#$;!%6)1!#*1*.#&6!8*Q2Q9!.=1%#.&%19!-$1%*#19!-#*1*,%.%)$,19!
-3=')&.%)$,19!;*:).!#*'*.1*1<!-#$0*:!%$!-#*1*,%!;$#*!%6.,!;),);.'!#)1E!%$!%6*!),:)0):3.'1!
),0$'0*:9!&$;;3,)%5!),0$'0*:9!.,:!F$#!%6*!(#)=*A!

=$)! ! ! >&! ! ! >C"!

B&,,$3/)C8/$,)!0&#!A&.#-!9+)6'))+&3F!

!!!!!!

!

R1*FS$''*&%)$,!$7!4.%.!$#!$%6*#!B*1$3#&*1!7#$;!%6*!(#)=*    !

JK.3-(!;./$#(!*1.3/!1+0$(!;+1-1+0$(!5+)/&#+6.1!#$6&#-)!&#!.#/+0.6/)(!6'1/'#.1!#$6&#-)(!.#/+0.6/)(!
*#.6/+6$)L!

C< J.0*!%6*#*!=**,!.,5!#*-$#%1!$7!;)131*!$#!6.#;!%$!%#)=.'!'.,:9!#*1$3#&*19!.,:F$#!-#$-*#%5!),!
%6*!'.1%!5*.#9!#*13'%),2!7#$;!#*1*.#&6!1%3:5!.&%)0)%)*1A!

=$)! ! ! >&! ! ! >C"!

&#'(")*'+)',-"%"'./"01.,"'"234.5.,+$5',$'+5/+6.,"',-.,',-"'),1/('+)').#"',$'3%$6""/'.)'34.55"/7'

=$)! ! ! >&! !

!
D< H)''!#*'*0.,%!31*F.&&*11!-*#;)11)$,1!87#$;!),:)0):3.'1!$#!:*-.#%;*,%1<!=*!0.'):!7$#!.,$%6*#!

5*.#A!

=$)! ! ! >&! ! ! >C"!

!

G< H)''!%6*!&$,%),3*:!31*F&$''*&%)$,!$7!:.%.F#*1$3#&*1!8),&'3:),2!.,5!-#$-$1*:!&6.,2*1<!6.#;!
%6*!1$3#&*!),!.,5!?.5A!

=$)! ! ! >&! ! ! >C"!

B&,,$3/)C8/$,)!0&#!A&.#-!9+)6'))+&3F!

!!!!!!

B*1$3#&*!%$!T3):*!B*0)*?+!MN@O!P'+-.36$!&3!8@A!B&3/+3'+3:!@$4+$;!&0!@$)$.#65!

http://www.hhs.gov/ohrp/policy/continuingreview2010.html
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!"#$%&'(%)*+,-./%.0,&1.&2$%+(,
!

"#$%$&$'!()%'*+!!
"#),&)-.'!/,0*1%)2.%$#+!! !
/,1%)%3%)$,+!!
!

!

!
45 "#$!#!%#&'#()$!$*''#+&!,--(!.(/%*0-0!1.23!23.$!4*,%./#2.5(6!!
!

7-$!!!!

85!

89:!

!
65 ;5-$!23-!%#&'#()$!$*''#+&!4+5<.0-!#0-=*#2-!.(>5+'#2.5(!#,5*2!23-!

4*+45$-!#(0!+-$*%2$!5>!+-$-#+/36!!
7-$!!!!

85!

!

?@ A$!23.$!4*,%./#2.5(!/5($.$2-(2!1.23!23-!254./!#(0!4+5/-0*+-$!5*2%.(-0!.(!23-!
.(>5+'-0!/5($-(2!*$-0!.(!23-!+-$-#+/3!4+525/5%6!

!

7-$!!!

85!

!
B@ ;5-$!23.$!4*,%./#2.5(!4+-$-(2!+.$C!>5+!/5''*(.2&!3#+'!D-@E@!<.5%#2.5($!5>!F+.,#%!

%#1G!45%./&G!/*$25'$!5+!$2.E'#2.H#2.5(I6!
!

7-$!!!

85!

!
J@ K.%%!.2!,-!,-(->./.#%!25!23-!F+.,-!25!,-!.0-(2.>.-0!.(!23.$!4*,%./#2.5(6!
!

7-$!!!

85!

! !

!

!
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! !
!
!"#$%&'()*$"+'",)*-'*./!+,)
!

"#$%$&$'!()%'*+!!
"#),&)-.'!/,0*1%)2.%$#+!! ! !! ! !
/,1%)%3%)$,+!!
!

4%356!()%'*!.,5!70*#0)*8!!!!! 9''!:31%!;*!%#3*!

! "#$%!&'!()%!*(+,-!.*!/0%#10-!*(#(%,!#2,!$#(/)%*!()%!31&(&/&0!(.(0%!

! 4)%1%!.*!562/0+*.&2!#2,!%7/0+*.&2!/1.(%1.#8!'&1!3#1(./.3#(.&2!

! !9#7.$+$!2+$:%1!&'!*+:;%/(*!#2(./.3#(%,!.*!*(#(%,<!

4%356!"3#-$1*!! 9''!:31%!;*!%#3*!

! 4)%1%!.*!#!*(#(%$%2(!()#(!()%!*(+,-!.2=&0=%*!1%*%#1/)<!>(+,-!31&/%,+1%*!#1%!,%*/1.:%,!.2!#!2&2?

(%/)2./#0!0#-!0#2@+#@%!A,%(#.0%,!#2,!/0%#1!,%*/1.3(.&2!&'!B)#(!3#1(./.3#2(!.*!1%C+.1%,!(&!,&D!'&1!

%<@<!.2/0+,%!,%*/1.3(.&2!&'!(-3%*!&'!C+%*(.&2*!()#(!B.00!:%!#*E%,D!*(%3!:-!*(%3!31&/%**!'&1!3)-*./#0!

31&/%,+1%*<F!

! 4)%!2+$:%1!&'!(.$%*!()#(!#!31&/%,+1%!&1!*(+,-!/&$3&2%2(!B.00!:%!3%1'&1$%,!#2,!()%!,+1#(.&2!

&'!%#/)!*%**.&2!&'!3#1(./.3#(.&2!.*!%730#.2%,<!

! 4)%!3#1(./.3#2(*8!&=%1#00!(.$%!/&$$.($%2(!.*!*(#(%,<!

<$'3,%.#6!".#%)&)-.%)$,!!!! 9''!:31%!;*!%#3*!

! >(#(%$%2(!(&!.2,./#(%!()#(!3#1(./.3#(.&2!.*!=&0+2(#1-<!

! G%'+*#0!(&!3#1(./.3#(%!B.00!2&(!1%*+0(!.2!0&**!&'!:%2%'.(*!&1!3%2#0(-!

! 62,.=.,+#0!/#2!B.(),1#B!#(!#2-!(.$%<!

! 4)%1%!.*!#!,.*/0&*+1%!&'!#331&31.#(%!#0(%12#(.=%*!(&!3#1(./.3#(.2@!.2!().*!1%*%#1/)!*(+,-!

!

=)1>1!.,5!?)1&$:@$#%1!! 9''!:31%!;*!%#3*!

! 4)%1%!.*!#!,%*/1.3(.&2!&'!@$#*1**.;'*!1.*E!&1!,.*/&$'&1(*!A'&1!%<@<!*&/.#0D!3)-*./#0D!3*-/)&0&@./#0D!

%/&2&$./D!0%@#0D!31.=#/-F!

! 4)%1%!.*!#!,%*/1.3(.&2!&'!3,@$#*1**.;'*!1.*E*!!&1!,.*/&$'&1(*!!

!

!

!

!
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! !
!

! H&1!$&1%!()#2!$.2.$#0!1.*E!*(+,.%*D!()%1%!.*!#!*(#(%$%2(!1%@#1,.2@!/&$3%2*#(.&2!#2,I&1!

$%,./#0!(1%#($%2(!'&1!1%*%#1/)?1%0#(%,!.2;+1-<!4)%1%!.*!0#2@+#@%!1%@#1,.2@!B)&!(&!/&2(#/(!.2!

/#*%!&'!1%*%#1/)?1%0#(%,!.2;+1-<!

".#%)&)-.,%!A$,@)5*,%).')%6!! 9''!:31%!;*!%#3*!

! 6'!#330./#:0%D!*(#(%$%2(!,%*/1.:.2@!B)&!B.00!)#=%!#//%**!(&!3#1(./.3#2(8*!.,%2(.'-.2@!.2'&1$#(.&2!

#2,!()%!%''&1(*!(&!$#.2(#.2!/&2'.,%2(.#0.(-<!

! J!*(#(%$%2(!,%*/1.:.2@!)&B!#2,!B)%1%!,#(#!B.00!:%!*(&1%,D!'&1!)&B!0&2@D!#*!B%00!#*!.'!,#(#!B.00!

:%!*)#1%,<!

".#%)&)-.,%!B*,*@)%1!! !9''!:31%!;*!%#3*!

! K%*/1.3(.&2!&'!#2-!:%2%'.(*!(&!3#1(./.3#2(!&1!&()%1*!

! 6'!#330./#:0%D!*(#(%$%2(!()#(!()%1%!B.00!:%!2&!(#2@.:0%!:%2%'.(*!(&!()%!3#1(./.3#2(!

".#%)&)-.,%!A$:-*,1.%)$,!! 9''!:31%!;*!%#3*!

! >(#(%$%2(!/0%#10-!,%*/1.:.2@!.'!()%!3#1(./.3#2(!B.00!:%!/&$3%2*#(%,!'&1!3#1(./.3#(.2@!.2!()%!

1%*%#1/)!!

! J!,%*/1.3(.&2!&'!()%!#$&+2(!#2,!(-3%!&'!/&$3%2*#(.&2!

! 4)%!/&$3%2*#(.&2!B.00!2&(!/&2*(.(+(%!5/&%1/.&28!&1!5+2,+%!.2'0+%2/%8<!

! 6'!#330./#:0%D!*(#(%$%2(!()#(!()%!3#1(./.3#2(!B.00!2&(!:%!/&$3%2*#(%,!

=*1*.#&C*#!A$,%.&%!/,@$#:.%)$,! 9''!:31%!;*!%#3*!

! "#$%!#2,!(%0%3)&2%!2+$:%1!&'!*&$%&2%!(&!/&2(#/(!B.()!C+%*(.&2*!#:&+(!()%!1%*%#1/)!

! "#$%!#2,!(%0%3)&2%!2+$:%1!&'!*&$%&2%!(&!/&2(#/(!#:&+(!#!1%*%#1/)?1%0#(%,!.2;+1-D!

$.*(1%#($%2(D!#2,I&1!B.()!/&2/%12*!#:&+(!3#1(./.3#2(!1.@)(*!

".#%)&)-.,%!$#!D*2.'!=*-#*1*,%.%)0*!1)2,.%3#*!E3,'*11!5$&3:*,%.%)$,!$@!&$,1*,%!)1!8.)0*5F!

9''!:31%!;*!%#3*!

! >(#(%$%2(!()#(!()%!.2,.=.,+#0!B.00!1%/%.=%!#!/&3-!&'!()%!/&2*%2(!'&1$!()#(!*I)%!*.@2*<!
! 4)%1%!.*!2&!0#2@+#@%!()#(!/#+*%*!()%!.2,.=.,+#0!(&!B#.=%D!&1!#33%#1!(&!B#.=%!#2-!0%@#0!

1.@)(*!:-!*.@2.2@!()%!,&/+$%2(<!

!

!

!

!



73

! !
!
GH&3'-.%$#6!D.,23.2*!! 9''!:31%!;*!%#3*!

4)%1%!.*!2&!0#2@+#@%!1%0%#*.2@!()%!.2=%*(.@#(&1D!*3&2*&1D!.2*(.(+(.&2D!&1!.(*!#@%2(*!'1&$!0.#:.0.(-!
'&1!2%@0.@%2/%<!

!

!

!

=*1$3#&*1!%$!I3)5*!=*0)*8!

! LGLJ6M!N0&**#1-!&'!M+$#2!>+:;%/(*!O1&(%/(.&2*!4%1$*!
! PQ!LHG!3#1(!PR<SSRD!PR<SST!D!N%2%1#0!G%C+.1%$%2(*!'&1!62'&1$%,!L&2*%2(!

!

!

!

&GH

4 %)
'&1

! !
!

!! ! ! ! !

! ! ! ! ! ! ! ! ! ! ! ! ! !
!

!

!

!

! ! !

 ! ! ! ! ! !
 ! ! ! ! ! ! ! !

!

!

!

6!D.,23.2*3'-.%$#&

2.#*%0%1%#@+@#20&2*.%1%
2/%%0.@@!2%1 <

! !
!

!! ! ! ! !

! ! ! ! ! ! ! ! ! ! ! ! ! !
!

!

!

!

! ! !

 ! ! ! ! ! !
 ! ! ! ! ! ! ! !

!

!

!

*3#%*;%13:'9'

*2&3*D1#(&@(.*%=2.%()@2

! !
!

!! ! ! ! !

! ! ! ! ! ! ! ! ! ! ! ! ! !
!

!

!

!

! ! !

 ! ! ! ! ! !
 ! ! ! ! ! ! ! !

!

!

!

2%#@(*.1&D2&(.(+(.*2.D1&*

! !
!

!! ! ! ! !

! ! ! ! ! ! ! ! ! ! ! ! ! !
!

!

!

!

! ! !

 ! ! ! ! ! !
 ! ! ! ! ! ! ! !

!

!

!

(-.0.#:.0$&1'(*2

! !
!

!! ! ! ! !

! ! ! ! ! ! ! ! ! ! ! ! ! !
!

!

!

!

! ! !

 ! ! ! ! ! !
 ! ! ! ! ! ! ! !

!

!

!

=*

!
! P

! !
!

!! ! ! ! !

! ! ! ! ! ! ! ! ! ! ! ! ! !
!

!

!

!

! ! !

 ! ! ! ! ! !
 ! ! ! ! ! ! ! !

!

!

!

=*0)*!5)3I$%&*1#3$*1

#$M+'&-#1**&0N6M!JGLL
RP(!#13G!HLQP R!PDRS<S SS<

! !
!

!! ! ! ! !

! ! ! ! ! ! ! ! ! ! ! ! ! !
!

!

!

!

! ! !

 ! ! ! ! ! !
 ! ! ! ! ! ! ! !

!

!

!

*8)

#2 %4*2&(./(%&1O(*/%;:+>
(*2%$%1.+CG%#01%2%NDTS

! !
!

!! ! ! ! !

! ! ! ! ! ! ! ! ! ! ! ! ! !
!

!

!

!

! ! !

 ! ! ! ! ! !
 ! ! ! ! ! ! ! !

!

!

!

*$1%
(2%*2&L,%$1&'621&'*

! !
!

!! ! ! ! !

! ! ! ! ! ! ! ! ! ! ! ! ! !
!

!

!

!

! ! !

 ! ! ! ! ! !
 ! ! ! ! ! ! ! !

!

!

!

http://crcaih.org/assets/Human_Subjects_Protections_Glossary.pdf
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.116
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! !
!
!"#$#%#&'()*#&*()+'!",+)-)$'.#/,)'01#"'2,$34,4'
!

"#$%$&$'!()%'*+!!
"#),&)-.'!/,0*1%)2.%$#+!! !
/,1%)%3%)$,+!!
!
45!"#$%!&'(')#*!+*%,-)'.'-#)!&/01'%&2!&0-3!#&!&/01'%&!4.!+*%5.#./!#.'(#)&2!4*!
&/01'%&!4.!.4.,+*%5.#./!64(%.!7%%.!-4.10-/%1!/4!+*4$'1%!'.84*(#/'4.!84*!
#&&%&&'.5!/3%!+4/%./'#)!*'&9&!84*!+*%5.#./!64(%.!#.1:4*!8%/0&%&;!
!

<%&!!!!

=4!

=:>!

!
65!?&!'/!/*0%!/3#/!/3%!7'4(%1'-#)!9.46)%15%!4*!4/3%*!9.46)%15%!/4!7%!47/#'.%1!#&!
#!*%&0)/!48!/3'&!*%&%#*-3!-#.!7%!47/#'.%1!7@!.4!4/3%*!(%#.&;!

<%&!!!!

=4!

!

75!A4%&!/3%!-4.&%./!+*4-%&&!80))@!'.84*(!/3%!64(#.!*%-*0'/%1!48!#.@!
84*%&%%#7)%!'(+#-/!48!/3%!*%&%#*-3!4.!/3%!8%/0&;!

B&%!/3%!C4.&%./!84*(!-3%-9)'&/!/4!*%$'%6!/3%!1%/#')&!48!/3%!#-/0#)!-4.&%./!
14-0(%./D!

<%&!!!

=4!

!
85!"#$%!/3%!*'&9&!/4!/3%!+*%5.#./!64(#.!#.1!8%/0&!7%%.!('.'('E%1;! <%&!!!

=4!

!
95!?&!/3%!+*%5.#./!64(#.!#!-3')12!#&!1%8'.%1!7@!&/#/%!)#6;!

?8!0.&0*%2!-3%-9!&/#/%!)#6&!/4!8'.1!40/!63#/!/3%!)%5#)!#5%!48!#10)/3441!'&D!

?8!@%&2!/3%.!*%50)#/'4.&!84*!*%&%#*-3!'.$4)$'.5!-3')1*%.!#)&4!.%%1!/4!7%!-4(+)'%1!
6'/3D!

F%%!GH!CIJ!GKDGLM!#.1!GH!CIJ!F07+#*/!A!!

<%&!!!

=4!

! !

:5!?&!'/!&/#/%1!'.!/3%!+*4/4-4)!/3#/!'.1'$'10#)&!%.5#5%1!'.!*%&%#*-3!#*%!+*43'7'/%1!
8*4(!'.-%./'$%&!N(4.%/#*@!4*!4/3%*6'&%O!/4!%.-40*#5%!/%*('.#/'4.!48!/3%!
+*%5.#.-@;!

<%&!!!

=4!
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