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. P,A~:r ~PROTECT!ON OF 

. HUMAN 
SUBJECTS 

.subpar' A-8asic nus Pulky for 
P'rolt'cdull or Hurn~m Rt!i-tll!",:;, 
Subj('clS 

,t~ 101 T,) ... hat d"lhclr. rr~'d.;' 0" orr': ' 

I .. , IU~ ndtnilllln~. 

,'I> lin t\uIJnncn. 

.1(J • '.14 S~,li,1n ,e,a ... ~d 
4,) 10) 5ec""'0 re\uvcd. 
';/1 J(!() :ireli,," [(',ave,! 

46 107 IRS Il'\(·ml>er\hip. 
... 6 WI! 11'1:1 flindloM Ind vo(r:Hhfn, 

4oi) liN IlIIft rt~ie\lo' of r~~e"r<lI. 

I" I Ii} Elptdllcd re"u:w prtX~,lIHt~ 1.11 
arum kln .. h Ilj rescMch j"~.;)hlll~ n(1 
more thin minim.al rHk. ,,~d t"r mil"" 
,'h,n~n III ~"IHU'Ctj (n':~/':'1. 

41) I j I ('nterl .. flJr IR6 appn,,·.d {I" 
rr'':.lfdl 

·1., II ~ RcYl( W I\~ IlnldUII,lI, 

.Hi.1 iJ SU>I'en,wn ur 1~11I"IlJl,':l 01 HIli 
~p~ruv~1 of r~'<.H,h. 

I,. 114 (\",)pc:uu~c rn~M,h 

," . 1,\ nHI re,'l'ri.lS. 

,II> I! 6 (i e nr.1 4. rei/Yilt .11.,11. 10: ,ill.,rrt;cJ 

,,·(H'·H~ :it. 

~', 117 n')'Llfllenl.Il.'n oll illt, 1"I(d 

,'tH\\t/l( 

J,~ II~ Appi.otj,)Il> Jill! i'r"r,I\·.h 1,":Ii.,,'~ 

,oklllilte 1'1.", f'lt In~')"eml~r I (If l'om,iIl 
wtJJCd~ 

4r, 11'1 Itc,cMcn untJC(HI~r,n ... i~~""( Ihe 
'nl~.p-jrl,~n of In'wnt .... Mn~' htHU.Jrl ~\Jb)(" [~. 

-If) 120 1:~.I".lwn ilMI <Inp""""'/l "( 
ilpr"~~II,'n~ and prop!)~;lh_ 

·1/, 121 InvC~!l~:4II0nJiI nelil dn.~ HI' J~H':' 

.In-''I~ t.!d~) fcqUtrrmrn! 
.\h I ~2 UiC \If IcJeul funJ~ 
4".I!J r.rly Icrmin~IHJn of relt-at.:n 

f'Jnolfl,l!; cvalU~lhm of \lOh~<"l' .. cnr 

,'l'plil'JIIUIH Jnd I'",po~dh. 
~I, 1=4 COndltlOlls. 

~;I.II)parl n-Addilionlil Pmtt('dion~ 
P('r«~jnil1g Co Rcstl'arch, 
Dn'tlopment. and Rrhll.:d 
.'\(',j~ i"t~ I n\'CJlvin~ "'(:4 USt~~. 

Pn'J;:IlloUlt Wumen. and fiur.uln 
In \'Hro }:'tf'tiIiIOllioll 

'i~ .. 
4/) !Ol 

4ro 102 
4tl 10 l 

4t,l04 
41) 205 

Appl,,:at..r,!)!. 

PllflN'C 
{loti IniIlUf!\. 

1:'PI 14;;1 1 Al!~"ory a'larJ~ 
",Juiu.,n.' dlllle. ,'f Ih<: :1"!"lJlhm~1 

d"I" !I'~ In'<ol1'1I1~ ICIII.e\, prcl<n.,,' 
"Oil ·n. Il<f h"'lIln HI ~,i'tI kr,illlal"liII. 

.of ~ .. ltt~, t. t l(r ~I IIm'llIl "m ~ 
·16.2U'1 \(I"II'~l diltclcd Inward p(q'n~nl 

",onH~r .. IU ~"hJecu 

4() 108h'lIvllli:1 .JlfHltJ io.l"'·anl (tllHn .11 

UHm .. , \lIb!f('U 

·f'~ ;~()'i ~ .. I"'Il/ ~ Jlfe"rrJ 10"'&rJ fNI!~el ('( 

·JI~ro. InduJlng lwn"lahlt fCluH1, I, 

luh.l'~'1< 
..ttl ~IU '~,tJ"IIU /III/ohioII' the dead fclln, 

r~I~1 Ti,'ler.~;, 1lI Ihc IIlaanla. 
46 :: i J ',1 .. :;1 r,.. Iii.)" 01 lAo Ii ur of ~1}c"'fK 

r ... ·I~ IJ I! {""aH~ at 'J 

Suhp:ul t '-·~.\dditlon",1 PrllleClion!i 
rl.'rt.linillg iiI Biomedical and 
Diel'I.'" ion-Ii R~~arch I nvoh'ing 
PriIIHit"fS IHi Subjl'ch' 

Sec 
.,HI J{J I • 1'1''',:ab.I,I)i 

"b.30: iJIll pille .•• 

411. J0,' L'(,II!'itll!:'"'''' 

,if> ]()4 ("'111,,",11'\/'1''( IllillIlJlwn.,.1 lle"lc .... 
II"JJ.J, ,hoc p",,,nc" uc invlllve.i 

~Il _I.,'S .\ dJIIHli111 J,lhn 0/ the In'h!Ur.o·!lJI 

Rc "c' i"J.,I~ ",line rrJ~"nff\ Me 
I"" ~llr \ l'd 

.11> . .1('1> 1"'1""0") ~"I~i!lCl ,n",I'lnR 

Subr!ll't D-, .. AIIJitional Pmrcctiou 
fer ('lilil rjrt~n Illyuly,'(f M SUbjl'~'W In 
n('~I~j,\fdl 

S~X, 

4t!.4{} I 

ttS. 40 1 
4";40J 

T. ",hal ~:o rh"".c rt:'£ubtlioni IIfll'ly't 
(), (i"i''''''l 
11\ LJ dU\I('II . 

·if>.41 .. 14 KnrJjJ dl he'l ilwolving .!Ile.rer Iluli 
",illjl~I~1 ,,';l. 

·11, 4(;~ RM.:-JI!,·h Involving grealer !lull 

mlll." •• d n~~ 'HAl pn"~Ulm& ,h~ pro,I'tt..' 
o( <I,I"": hem-lit to Ihe IiIdilridual sullje.;ts.. 

'I~, .\;It\ ;, '"<--<I1,'h inv\llving IIrearer rhJiI1 
ITIIlI.tlIul g~~ "lid no pl11tpe<.:1 of dill';.;r 
bnldi\ I,) IIl1JIV.uWliIUbj«'13. bUI hkd}' 10 

;-id,; l!,maali::.>oh\e ~nowlt'(je:e 2"';lJt Ih"" 
5ubj-:'<.('s '~m)(c!, r or condi!k)O, 

46.-i()7 H CC\<'H '.:11 "0' otherwise 1ll'I'Iovahk 
"'hu'll pn".;un lUI OI'f"Ol1unil y It) 
UrI.k"!Jllhl, r.fC\'C'tlt. or alle\ IAle II !>r,rk)Um 

pl.ll'tknl ~lr.n:!inK the hoellhh or welfare of 
dll:drcn. 

46Aeii I\c<lI!I' ClOt!: :, f()( 1)oC.mi~~I<l" by 

~}.IIrC·Il' n !l\l.ll!<flJ,l.iu AnJ f'Jr "'~~nl by 
childr..:"I. 

..~b 4t-~1 W JI .j' •. 

AUlhor .. :" \ U "(" WI, \~. 174(.I,IIM 

SI.I l~} r~} I.' S C~S'.jI .. .\CtI/t. 

Suhplrt A --·lJasic lUiS Polk,. (or 
ProtectIon or UUlruln Research 
Subjects 
~Q\jrce: 46 FFt au*" JIlUUU)' 26, 1911.4i n 
'H69, Mitch til. 198J. 

§ 46. HJl To 'What df~ these 
rt'Jtullltionli IPP')'? 

(.iI) Except as J1rovided in 
paraf.rapn (b) of Ihis section, this 
subpan applies to all research 
invI}I\·ing human subjel.'ts conducted 
by rhe Department of Health and 
Human Sen'tce~ or funded in whole 
ur in p;Jrt by a Department grant, 
conlracl, cooperali'ie agreement or 
fellowship. 

( I) This inch'des research 
.:onductcd hl' Department employees. 
cltcep! each Principal Operating 
Compon .... nt "ea,i rna)' adopt luch 
nonsllb~;tan!i ve. proceuun.1 
modificaliun.;; is m.il' be' appropriatt: 
f~\)m an lldrnini~,(ra[j\'e '>tandpoinr. 

(2) It also indudes research 
conuu.:ted or funded by Ihc 
Dcpanmen! of Heallh and Human 
Services uutside rhe United States. 
/JU! in appropri:lIC circum~lances. the 
Sn:l't:'Iary may. lInder paragraph Cd of 
thi .. set:lion waive Ihe applicability of 
~()mc or all of the requjH~mcnts of 
these fegulations for research of .his 
type, 

(b) Research activities in which lhe 
un!y involvcmenr of human subjects 
will be in one M more of lbe 
(c,!lowing e~lcg:()ries Ire e.\e1npc from' 
Ih:'Sc"regulations unless !he research 
i. (overed hy OIlier subparts of this 
part. 

( I) Research condUCled ill 
eSlablishcd or commonly accepled 
cdll..:alHmal selling •. involving 
rWlllla/ edu~a(ion;11 practices, such as 
(I) rc:~tarch 011 regulljr and sp::cial 
cdtl,;auon inSlrtlnional strategies. or 
(ill research 01\ the effccliveness of or 
the (ompariwn aITlOog instructional 
ICl'hfll{jl.Je~ I J:urri,; ula. or dnsroorn 
managcmcnl rt\(:lhoos, 

(2) Research involving !he use or 
educat'nnaller.1> (cognitive, 
Ihagno~;lic. aptitude. achievcmrno. if 
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iaturmafiol1 talen from rh(:s.: Sl'lJrl~i. ~ 
i~ (c\:,)rdt'll in such a manlll';:' 111:1( 
\UbJCCIS cannot h~ id(!lIld'i,~d. dire;.:lI:> 
.)r through j,ll!nufit"rs Ijnk,~'d !I) Ihl." 

~.It-.jC'CI$, 

(3) HCSC:.lfl'h jn\lnlvin~ SW'\"Y or 

O:UVICW prl'>cedurc~. c:tap' where 
.t'! ,lIthe fullo\~in!t t.~Ofll.Jj(ions cn~t: 

") re!\pOfll>CS arc re(ordcd In ~lh:h ;1 

Il"lOnl!r 11111 the human subjects ~';)n 
he ~,knlifi;:d. dir.:clly or Ihrou~h 
lI!dilllirrs linked 10 the sllhjt.'(t~. Iii) 
!!,.~ ~lJbjt'cl's responses. if th:!y 
I,,' .. Jrnc 1"lOwn oUhide th.: ft's,:arl'h, 
(, 'll!1i n:<.Isonably pl'lc(~ !h~ ~tll'lJI:('I ,II 

II\~ iJ! ~'rimiflal or dvil liability j)f 0:: 
dJ'll<lgillg 10 the subject's t'lIlancial 
~t;!ndjn!! or ernp!t)yahility. and (iii) 

:h,~ rescilfl:h deals with scmllnc 
J \;'I!(!S of Ihe subje~'r's own bellav ior. 
~u;h as illegal conducl. drug lise, 
'''~.'Ilal ho::haw ior. or u~c of alcohol. 
,.\ II rC~C':lrch involVing ,ur\'t'~ l)f 

1I:[,:(vic\\ procedures IS c>.t'rnpl. 

~l'hdUII.·H:Cr(WIl. wfIen Iht: 

f':"j,,'lIdcnts care d<:Cll!li or a:l:'Od!icJ 
pllhh,~ (}tficlal!i or canJjda(~ .. 1',)1' 
I'uid,,: lllt'kc, 

.4' Hn<.'ardl IIlvol"illg Ih,' 
.'' '< n ;([Idn (including ,)tl~l'l \ .JI I<.n hv 

""r'!\'ip,Hlr\) tli public h,,'ha\ "'1, 
1:""1'1 what: ;)11 \)!Itlt: f"lIlh'llII' 

':lJflJllh'n~ c:,\j~1: Ii) l)b~t:f\'il!IIJ!I~ ,a..: 
It:,dldt'd in ~uch .t m<lnn..:r tb~t[ til.: 

lil:m,l1I ~UhJl'~'I:; can be Ilknllfit.:'d. 
oli'L'\.'II.~ or thrnu~~h idcnrllit:(\ t.llk.:d 
III (1': \llbj('(t!,. Iii) Ihe oh:-'Cf\ ,Hl'l!l~ 
h;,lIllki.l <lhnul Ih\.' rnJividllal, If ihl'\' 

,',,',:,I.IIC I..n,}wn t'ubidc rht, f'r.:'\l';!rl.-h. 

,,1\1 d r"OI\"Il;dlly pia .. ',' rhl' sllbj,',r :11 

n.,,, "I' I.',imln,d Ilr cj\ iI 1I;lhll:;\ I:r I." 
d,.III.ll:lllj: tl> Ihe ~Llhjl'CI'S fin 1I1 ..... I! 

,LJ:ldlll)! or ~01f!loyahill(}', Jnl; (Iii) 

Ill: ,t:,,'ardl dc!ab \,jrh \t'n\lll\t~ 

;j"!'t'd ~ (II IIlL' sunject'-' ,m n bdl.! \'Jpr 
',I1,i, ;1, dkt!al (nnUuCI, dru~ U\c', 

",'\!J,,; t.dlJ,iur, (I' usc of akohl)t, 
I)) Rn"::Jf~'h inHl\ving Ihe 

1",It.t'o,'n ur ~IIHly of c,\I\lir.!! ;la!:\. 
dlldJf/I~·ilIS. r":~'0rds, pathn!.,,!! ,,:;11 

'I' ""')\l'I1S, ,)r ,j,agnlhlic spec 11J1('IIS , 

If Ih,'\!" \{llih"l"" Me pubhdy a>:lIbhk 
,II If ~I:l' in{ofmalion is rl''':llHkd h} 

11. .. 111\ ':\Il~;lIo)r ill \uch a r1l:HHld Ih.t{ 

\uhjccl\ , 11'(\lIl be id<.'lltlli,'d, ,Jl!ccliv 
,Jf I11Ip,1~1 lIi('r,tliltr\ linked t •• Ih:' 

\!I,)W"-!\ , 

(0) t 'n1.-"" :'I"·4.lfi .. ':\1Iy lequi1,:d h.,. 
~1',lUr(" (illld c",~el'! to Ihe exlCllt 

I,jh'l'ifit:d 1~1 1',H:J!! raph U»), rc~,c:1I dl 
,:lfd lJl~;rr,' [l ,IU( Il'O pr"jr'ct'l ,\< lneh 
;,[c I.:omlw.:tf:d h~' or suhj('ct to the 
approval or Ihc lkp:u tlTlc-nt of 
llc.:alih alld dllln;m S·:rvlccs. aed 
which ;m:' lk~ij~rlC'(~ to ~tlHh, 
cvalu:ltC'. ,II ,:,[11(': wi<>e cxamill'~: 0> 
pw~,'.l'a!m I!!lca rlw Social Sn:urilY 
Act, ,'!( (,111,', r"l\,",!ic heneli! ur 

St'!'vkc l'fO:;T.lI!~, (ii) proc,:'dllre~ for 
obt:l1llin,:-' b~ n.::fll!> or ~ervicl!!' under 
Ihos.: pw~~rmns; (lin possible chang ... ':'} 
in or !Ih~Ifl:I!i\'.·" II) those program'! 
or prOI,:r.:dlll'Ci,; (If (iv) possible 
changt·~; \II !',1d!lqd,."1 or level:. of 
pilymcllI for be;;dilS or s("nices 
tinder \.'11'1',,: rrof rams, 

1 .... 1 Ih' :-,~,rdlfv has final 
;wlhllril'J Ie' ddl'rm"l~ whellier a 
p.trti,·tll.!r ,1\:I'illy is ~"v\'crco bv rhnc 

rq.!ldall'! '. 

Itll lk '\;', r.:!,It) iI1,IY fL'tjllift: Ihal 

'pc,'lfll' rc·,\'"rdl .K!I', III(S of .\J\"l" 

,I' rt"I',lIdl ,1'lll'ill,:'. '-'lllldllcr,~d IIr 
fUlided h ;he D.:partrrH'ot. bld II\~( 

d!ht."r'\'wi'-.~ l'1)\t:r.~d h~ lh~\C' 

1",:u(<lIII)n" ,,'l11idl! '.4l!h \nmr m ;/11 
,)[ I!lest: r,:,:di,lll(llh 

l"1 Th': S,:,'I,·!:ti'\, flU), ;!I~(J \1,;11\,(: 

"IPpll(;!r,d'l~ II: [)It>~,· r'--!.!lllil\lOn~ I,) 

';[,I:cil".:' rC:S'~;II,'h .\(!IVilics ,)r d:Jsse\ 
'.If rnc.lr~b ,I" :i', Ide';, 11Ihc.:rwo.e 

elll ClI-,j 1\, !'.:;"~ i~suiJrion~ 'JorIC(~'; 

uj lh,:~( ,I:."",, \\ IIi ht' publi\fted in 
the' /.',',1<'1;// I'i.,~., ..,'Ult' .... ;J'\ Ihey l\t~~ur. 

(fl N" ill..!l" llll,l! IJ:.I~' r'~I·c"(' 

i)::P.lrl!1h"'! 1'!I,dill!: lor rC.\('Jrdl 

(O'''I~f~'d t,. 1~1.," . .: rcgllLHiolls UIllt'\,; 

lilt' 11\(11\ !d~I,li 1.\ .Jmliutr.~d with or 
~f'(la~or(tl [':, Jll 111~[i{U(il'n whi"!l 

;:"""(1)<':' I,', !','II~:blll!Y for the 
ro,':.at.;11 Hilde ,,1[1 .~:;"U";1I1('C ',111 ,.tyinl.' 
1:1e [':qlllr,n'.:!,Ic., 111 [hi .. llJri, .H !fll: ' 

;;IJ~\'ldlLII lli,I~'~" "'hl'! .jl r;IIlt'fllll'rth 

\llt:1 thc' [I"I'.!!lllll'n!, 

Il') (\Hi'i'II.~::ll· ",.rh (he .. ,' 
I "!-!Ub .. IIll , ,\ 1:1 ill no 11;1)' r~:l1dl'f 

ill,ll'pliL'.lhk i'" illl":!!! kdl~ral. '.LI(I:, 

<)r )(1,:;11 Id'.', .. ", !'t'I!IIL!\lllfh 

(h) Ead'\ subpan of these 
regol.ltions eonla ins Ii s('parate 
\t'dion dt~~<ribin~ 10 what the suhpart 
!rplt~', Research which is covered 
by o lOn' than one subp~;rl Sh'll/ 
~'(lilipl~ wllh all <lpplicablc suhpalfs. 

(i) H. fIJllowing review of 
pn)[,(l',ed re~>carch activities that are 
exempt from these regdations uflder 
paragnph (b)(6), the Secretary 
uclermillcs tllar a research or 
tlemoll~llIItioll project prcsenr.s a 

tI.m,\cr to the p b )'sical, mental. or 
("llJofimul wf!lI·b,!ing of ;\ participaJlt 
or subj.~..:t 01 lh(! resca(t;h or 
d(~m()n!.tnHion r·roject. then feder~11 
funds may not be expended for such 
a projc,~t wilhout the written, 
inforrnc'd consel1t o( each participant 
~u subjl~t. 

§ ,\6, Jfl'2 I>l'nllitnons. 
(al . 'SeCrl!lar) .. means the 

S('\ n:t:lf) of Hc:allh and Human 
~cn'il'C:~. aud any other officer or 
emrd,'Y':l' of the f):partmrnf of 
U':Jllh ;'H:U HiHlLlfi Scrllke-, W wt-wm 
aHfhorW{ ba~ heen dclcgalcd, 

ih) "rkparfllltllt" or "HHS" 
mean.; ttl,.: D<;';lanl:;r:nl Ill' Ik .. llh and 
H U 1II:/11)('(VI(C:;, 

\(.) "hl!(lt'Jtio""lm~ans any public 
or ~"rI\ ;ttc entity ,Ii ~gency (includin!~ 

fCtlrrJI, ~I&lfe, and other :.gt:ndc:s). 
(tI) "Lcg:lll~' authorized 

rcpre~nt:.au"e'· fII,.'IH an Individual 
or )urJ;l:ial ur olher body alJ!.hrrrizcd 
ulltILr appli~~ablc l~,'"" 10 COfl'icnr l)O 

hch;,H of a pro·;pc.:rive subJecl to Iho:: 
\UhJ,'ct'<; P:lrIl.: ip;]\ ion in !M:: 
pwr~JII!d \) il,VO!\(('d in Ihe rest"ltlh 

(e) "Rcli-ellrch" l/leiirlS a 
\y~[elll~I!IC investi~;.lIion designed 10 

dcvelop or ('onrribufc (0 gencralizable 
k(\l)wkd~!c, Aniviti ... ~ which meel 
{hi s \.kfin Ilion (onslitUle "rcse:1rcn" 
for r,urpo',e, of !h.:~::" regul.l!ions. 
wbr!hrr or nm they are supported or 
IIlIHj~J ullder &I program which i~ 

COfl'.hJc(,'d rC!:('; . .lfch for olher 
PU!P",CS, for r.umph!, some 
"dcnwns\rJlion" ,lIlt1 "service" 
progfclms may ind'Jdc: research 
a(;I!vlljc~, 
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":Ig~ Ii W.a9 45 CJo1t 46 

'Appr<5VeCfF0TRe1ene'200tf03to7 :etA;.RDP9&aaa-7a~0-1-5~~ --- , --
(f) "Human !\uhjcx::t ~:' mean~ J I 4v j \ ,1 ,It· .. ufllnCi!i. lInp:~HJ cOllsuham. Changes In rRB 

1,lvlOg mJividual about .... lIcHn :1Il (a)' FJ('h ill mJri,'n eYlgagt~d in Hlcillher"hip ~h:lll be reported 10 .he 
:I'I~c;'')!igator (whelhcr pn:kssional UI rn,'.II.,fl dt~l.:r.d by Ihl:~'!.' re!!ulatlOn\ S('cr,ztary, I 

s.iHie-nll ~olldu"ljng [c"ean:h dbt;li:l'i ~hJn PfO',IIk ~ rilll!n :!''llf.IIll'(, (4) Wrilten I'focedl.ln!!I which Ihe 

(I) d;lta through inl~rv~nliml Of ~all~Ll';[(\ly III [~:e St~Ut:t.iI} [hal II IRS will follow (i) fnr conducling its 
Intcra~'[ion with tilt' iudi\iJu;II, or ~2) \J\ill ,:nl1[h '·.nll {he r':ll"irt'IlWIlI'i 'il't Ini!i;,l iI.nd continuing review or 
iJClli it I;,olc pri\ ale mfmmal icHl, fOllh III C'l' 'l' fq~ulatlon~ rc~e:tH;h a Ild f(lf reporllOg its findings 
"lnh~rvcnlion j' indu!jc~ ht.lIh I b; Ti,t: P"parl IIll'IlI "" Ii! Lll)JdUL'1 (1f' • .IIId aClions 10 Ihe: invesligator and the 
physIcal pfI).,,;cdllre.s hy whil.'h ~IJI" ;Irt~ fund 1".'".lrc:' ,"overed l1y Iht'~C: inqilulinn', Iii) for determining which 
ralhe!'!!'I.! /for c\ampk!, \'t:nipUO(lIlfl'l rqwlJthHl' ,mly If Ihe in~;lItllIWfl has prOj<!<':ls re4uirc review mOle often 
4tH! rn:lIlipuhllion!> of Ihe ,uhJr.d Ifr ;111 ;!\~lIr;III'~C ,lrrnlveJ ;1\ pro\'ldt:d in thao annu .. t!ly amJ which projccu 
ttt,: ~l!b)(,cl \ ,'n\'irollllll,~n:: 'hal ;Iri! ,hi ... \.'l':l,)\I, dr..! lmlv if (11f.' ill~(i(l!lit)1I n¢~ed verjfic~li('n trom !>ources other 
oat'llfmn! f,)( n:sC':.tn:tJ purposn, h:l'; cClflf,ed !. thl' SI~ .... r\'la.\' Ih;1( the Ih;lo llie illve~llgalors thai no mal.erial 
I , 
• '!n:cractiolh" inchj(k~ rCSI~iJ 11.1, h,I' I'tL'l'lI ri,' v lC'v'cd ,11111 ..:han:;.~s IIi,jve oc:curreJ since previous 
,:orllmuni,:ation or inlcrpcfsorl..li :lPl"(,',\,:d b:, .w Ii{B provided fpr in IRU review; (iii) for in~uring prompt 
~,"~I;j':1 hc[wl.'cn in\,c',lIg;lliH and (he a.,';uron":l', anJ will hI: ~uhJct:t ro reporIJlIg Ii.) Iht IRa of proposed 
suhj.:..:t. ~·Pri'Val.l: infcrm:uion" <.'l)flfinu:ni,' rcvit'w by Ihe IRB, This dlangl:s HI a rl:~iC'arch activity. and for 
".~"!Udl'~ inr'ormalion aO,HII hl~havlOl' "as!.uf,:!:WC shal! al n minirmlill jndude: Hl~'lfing (hal dlanges in approved 
Ih.1I IlCI;urs in :1 t:onICA' in which an (I) .'\ ~1:Jlcnh:nl \11' prIlKlplt:~ rl!"sear~'h. du(in~ the period for which 
11ll1.vi.iuJI ('an l'I.:awnably ~,pcct ;11;&( U(l\'C'If'lllg ttll.' il1\litutiUJ1 in Ihe lH.B ,Jpproval ha'i already been r,i .... en. 
II,) t,b~erva!i\ln Of (C'(,lInJing I~ ul.int~ dl"hl! ~:": 01 il!; rcspoil~rt'lilili,:" illr ITIJY nul be initialed without IRS 
,'11..1';,:, ;lnd infurll1 • .IIlOrl whwh hJ!> )lfl1l';I'lllll: Ihr ri~IH~ and wc!larcJf Itview anl.l approval except wher~ 
h,:t'n proviLl\:'J for ~,pl.'!cifh' PU"PI)~(~' hU!flall'U"!l'!;h of rCWMlh \"HldUl't..:J ilt;('c~,sary to dlfninate apparent 
.f'!. :Ill mdiviJual JIlJ whid; (hI.' ,It ,)f \\h'f\';,Jrd I",), lhc IlIo.,(HlItilHI, inllllu..!iutc h.lI.t1rds 10 [he ~ubjec!; and 
'r:J,vlJu.;1 C~1Il n'aslllH~hl: ';XPL'd \\dl .. e.e:'l!(~k'." llf ~..JUICC \)( fLlIld!ng, Thi\ (Iv) (tIC' insuring prompl reponing (0 
flll[ hI." mad\.' pl.lbli.: (fIn C\,II11pk, J dl.l\ (1)(111\;,' .lrl :lppropnOllt' L',isllng til,: IHH and In the SeaCI:Ary I of 
!llnli~'JI n:..:or.j), Priv,lI": Illfnnn:lll\111 L'(>,k, ,k.l.ll'iitl,lll, ur .. I.I"'rrl"~l! 01 Iilunli':lp;llt'd pmbkms involliing 
IIW\{ IH' InJlvlJu;tlly il.knttlub',' ,'thl':J! i'II;1',:II'I..:\, or a ,lLdl,lllCIl! rj,I;', 1<,) sulljecl,; or others. 
(I <.'!,' Iht itiCl1lilY Ill' rhe \!JI)Jc~'r j, "f i'\)rtll'.!1.I[.:,; b~ (iI,: ill'l!IlIli'nl il',di, (e) Tnt" <I~SUraflce .. h,,11 be u.ecuted 
lila) fC.hJdy be' a,"'l'cn;.tl!l~'d hy l~ll' 

:11, ":'!lgahH l}l J'SllCia(,j 'J, <til (h~' 

iI~I'\lm..ll"lflj ill llr,kr f'lf 'Jh::!llllrl!! 

:11.: inf,l;rllJIItHl "' I.'oll\cilll!" !'l,,,,':;\ll:h 

lo,lll ving hUf1hlfl ~UhJl:~'C~ 

f g) :·;\'fillimal risk '~rucd:h tl);11 [ft,' 

Il~b ,)1 harm aOlil'ip:II.:J In Ihe 
I"WrIJ\t"J [C~~.lfd1 art: nlll grc,lh .. ", 

(l'll~IJcnng prohabllity .Hd 
,\1:Jgni!lllk, than those ord:narily 
,:i\':IHlnt<.'r..:J In J:lily lift: 01 ,juring !!h' 

~H:f:ormari"C' of wUlinc pl1:."Il:;\1 .'; 
pych<lj')IP<':JI cxamin;lIHHI\ ,)f 1,'Sh, 

(h) "CC:01;(ICallon r m~;t1:s ch.: 
,,!'i"::l;!l ihl!ifiC~lIion by Ihc !;l~lituli(\I'l 

.,1 the: !)cpartm..:nl in :!CCOf,;;lnn:- \\ i:h 
I:I( requircmfots of 1I1i" I'M. \11;)1 ,I 

r\:~(:JTI:h pr'lj':<.:t or Jcri.'i:y ill,'c,h ill!: 
li::ri!;,)n suhje~"IS has beell rl·VII.~W\~J 
;lO,j ~pp"Qvcd by the In<;:itu(wn.ll 
R::\'je14 Soan.! (fRn) in ac('vri.!;1I1o.:t' 

Wllb !he approved a~suranc,!' un I dc at 

!HiS, ICrr!!ficalion is requm~J \0'011<:0 
\!,~ re~ean;h is iunJed hy tli.: 
1l,'pJrllllCnl and nOll)fhcfWlse n.:mpl 
Iii J('cordJIH:e with § 46,1(11(11)) 

Thi\ f(',~uj'':ln, ,'/ \j,\,,~S I~O( ,'c.;,'r!)j'l 

pr,l\I·,i\"l~ .)J l~l~\e 1'_"gul.rIJ,1I1\ 

at,p!i,~:lIl:" ~" l);;p:I{~llIOIl tl;!ld,:d 

r\~~'l';lfdl ,!'~d I~, [H,t Jllpl" ,Ibl.: tl, ,'IIY 

r<\I,::..r,!, ,J: t:' t:\crnpt :a!.:I.~\ll) Ijql·J 

'11 ~ ,It, 1111 

(~) t k'o' ~ n.IlI,)lI IIf lillC m il10re 

IIHh :'SIJ(.II<;hL·d In :H"(Ol'd..llll'l: \\ilh 
Ihe r'.''lulr('l~\t'~li\ ',I! !IllS ~lJl\I'.Ir!, alld 
;,)1 '" ['I, ~\ Ph'" :',hl[l~ ;HC iHJdL' h)f 

11l .. ',~lil:'~ \!'::,'C ... fld ~:utfil'I\'n! '01;)1'( to 

'Ujl['li:: 11,,- lHlI .. :l'Vlt'W amj 

:'l,"()rllLc'~I" fl,' ,hlll': ';, 

(,II l\ 11"( ilj ,re lRB illl'llll'l'r:; 

ilknll\l.:d ;, ~ n"lIlII" , t'Jrncd dC'grc~r.:,; 

rC;>fo,·,'d:<lI\r '"';.pJt'lIy; mUi,'Jlion'> lif 

"\PCII ,n,',: \th' 'I ,I.'. hl):lrd 

Cl~ltb i.:~u~pf1', !Il.·\'n'\ol~s.. C(!..~ ~ 

,u!rllh'f\~ I" .j';·,cnlil' co.!ch Ill.:mhn's 
dHd :'!It[I"lpa[~J n1l1cribu:tI'ns to IRD 
dclib<.:r;I::llh. :lnd ;,ny cmpll'ynH:nl or 
u!lIn c'i,'.Ii')Il't.ip "l'\Wrt"1l e:ll'/" 

111;~lTihn !I1,i fh.,~ l1I~ti!Ullnn; for 

l'.Ulllpli:: ~!df,'imc t'::np!oycL', fl~r!' 

(lin,' e"lli'\IC;;'. !'wl~llh:r of !~\lItt~Hlll!g 
p:llId "r '),),u,I, ~!",~hdld.:r. paid llr 

by an imji\'ilh~,d authorized to a..:t for 
10..: 1I\~li!Ut\IHl ;I!\.j 10 a~sumc on 
hdl<lif \If lh,! in,lituliofi the 
ubligallons imposed by (hc~e 
rq~!lla :ions, ,lUll sh.:lll be filed ill such 
krm and Jl1anflt:r as the Secrelary 
way p,:e~l'nbe, 

(d) The SeCfflalY will ev",!u3I1e all 
a~\ur;:mces sIJhmillt"d in accorr.bnce 
wilh Ila'!~c regulations through su(;h 
officer~ and I:rnrillyces Clf the 

f)cp.WITIClIl :lnd !oUdl experu or 
~nll~.ullant~ r,':ng.li!t"d for .his purpose 
;1\ Ihe Secrr.lar!, determines 10 be 
JPpropri<Jk" The Secfl!'lary's 
evaluation. will I.lkc inl" 
coosider:llion the:' adequacy of Ihe 

propo~cd !HB in light uf the 
an!idpar..:d !;COIX~ of the institution's 
reseann activities and the type!! of 
~Ubjl~ct popula!it:,ns lik:c:ly 10 be: 

• Rql<)m sh,)uIJ tlc riled ..,1111 Ihoe Office 
I'~r f'1t'leuwn fr(,m RClnrch Risk,. Nelio.,1 
1"!.l>IUI~' of }fcallll, Dcpartmtlll of l/e~lIIl 
~"J lIumln Scn-, .. 'e,. Btlhe"l~, MlryJud 
;:O~O~ 
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invol1/ed, the appropri:lICnCSi of Ihe 
• iHjIPlI,!..·d im(i31 and continuing 
re~:(;'w pnx:cdu(l!s in light 1)1' Ih~ 
Jlwbabk risk:>, ;.HId (he SIU .\Ild 

n~mp!~xiIY of' lh~ ins.tilut'on. 
i .... l On the b.lsi!l of Ihis C'li'aluJ.!!.H1. 

::11.; Seen.:I:!()' Illa)' apP;/H·,· or 
,.lhJ[,l'rl.w( the assuran..:c, Ilr I!I1Ier 

lIl:" l'l<.:g(lIiations [,} d~~vell.lp an 
,I,'ph)\:.Ink onl!. Till! Sccr;:!:Jrv m.l} 

1!:Hit lilt' periffi.l during; '" hidl all)' 

p.!J'lI<':U!:U appr.ned assur;m..:e ~11 d:I'i, 
(If .lj)jlInvrl! aSSlIfJO.,<t'S sl::lll rt'Ill:\\1l 

clfc~l\\'e or otherwise ..:onJllldll ,II' 

r,~~l!ic! approval. 
(fJ Within 60 days afl;:r Irl~ ,btl.' ,II 

';t!hml~"llln to BHS of all ;l)'plil:.lil.Hl 

UI' proposal. an in!\titUIIOII Ihllh Jil 

Jl'pr,)H:d as:.urancc cov.:ri I'~ the 
'lhlpOscd rc:se:.m:h ~h;11I .. "e·1ity thai 
'h.· appiil'alion or propllSJI 11::<; b!:e"l 
l\~\,(!wed ami appmved bv '1'1(: If<H. 
(::lta ill~(I.IU!!ons ~halJ n:fl!l)' IL.II Ibe 
apl'ill"illj,ln lJr pn 'P"S:.JJ !l;.h i;~'(:;j 

;,P;trtn<,J by [h" lRil Wlih!l .\,} ':.l~ ~ 

;i! '~r rt:~'eipl n/ .1 reLjlJC\! (lll s\;;h ;\ 

.\·j(III'~lIllm fhlll! thl~ L\:I' .. HU;J"!1t ti 
·.ilt.:: \.·,'rllrlcall1Jn l~ not ... ubn· n,'d 
\\ 1(1111\ lli~ ... " [i.me: 1111111:,. (I:,~ 

.JfVlicH1l111 or pn>po ..... d m,i~ b, 
!,::ul:led I,) the instilution. 

* ·~L 10-' I Res<I:nedJ 

~ ·HdtJS lRCSt'n'l-dl 

,~ 4ft,106 [R ... !~rH'dl 

f ·J6.107 UU' m~mbH~hip. 

';11 Lildl fRD sh!lll hiHe .11 leJst 
li\.: memhCfJe. wilT! "..trying 
f'.I,·k\:'r',lurhh I\) rrmlwlC c,)fn!';,'!t' ~HlJ 
~.1("~').Ji'~ 1'~\'tt:\I,,' i,)( rc'\t:ar .. :"b ;1\.'~.!\ lli~~; 

"Hl:lIlvnly ,·,H1duct.::d by !h-: 
.:I,tJtulLon. The IRS sh:.t!! h( 
>~diciea!ly QtlO\jificd thru:..t~"·l !:-~ 
.:.lq.eril"r:,r: lllH.1 expcnill>C of its 
il1.;:mbcr'i. and the diversify of Ilu 
.l~c' :,Deu,' bJc~~rotm.d:t i:u:ludilH: 
':"~Iuidcr:ttion c( (.he r~cial ~md 
"'Jl'tlra/ backgrounds of m(:m:':>l\!'r~ ;lIid 
<1l>i!l\'Ir.y \) such hsucs. ;lS 

\,' :ifflUl1l1y aUlIu.Jes. to prOllllllf' 
:oj· .. · .. ·1 lor liS aJ\'i.:e and Ct::lLasd HI 

':llq,.I.JtJtng the righl~ and \\dLlft: or' 

I .• JI11.>I1 ,uhJc..:ts. In lJdltion !Ii 

pm <·· ... ,i I' I; th.:o prnfeJ.sioll:Il 
,;UlI'!(L'r,,~c: !'I<:\'t::~\ar)' m Vt'vj,!W 

~pc;.: tiC (:sc,I!"\'h :lctiVllic'>, the IRIl 
~hj.H hc :11'11. (l J\';Cilain Ihe 
;l~'(~~!'!"i", ih' IIf rroposeJ re'il~arch in 
It'rm:, 'll ·1l'.ltlUlitHlal ~'llll1ml!!1lenls 

and 1"t~wd,Al"IIl\. 'lppljC~lj'k !i.I\.~, .I.I'IJ 

SI~\lHj >ill!; 1).- rrllfessional ":',)11(,.1\1<:1 and 
pr:h:li,·;:. lht: HUI ~hi.!11 [nneiore 
!lldll.1e pl..f\,'l:~ kl1(lw1cOl:t';)bk in 
Ilw.\l" ,1(':.",. It JII IRB rcgllLuly 

H:V;" ."'. r'~'\'.lIdl lil;l! involv.:s ,I 

\,uirwuflr,. l:\[q;~l;y Ill' ")uhje..:!S. 
ii'~lud;.·lr iltH :ll!t 1:lrnlt'J I() ';ubjt'cls 
\:IJ.·t'ln! bv nrJ't:.' ~!lbp·.\rts (If thi~ pan. 
the I~:H ">ilall :tldwk ,1I1~ llr mot;.; 
indi",\J j,d" ,-\orw arc primMily 
I,'{IIlLc;m,:d \\'Ilh the v.'elfarc of dtese 
'iuhjt,'!'; 

(Il) r"J Wt:l :r11Y cons;:;! cn!l!d.ll~f 
men or ~ul 11':1\ "e! ~'ortli':n, or enllldy 
of !TItrl!l'ct'l ,)J (,;!~ profc~"'ioH. 

<d f::l~il I:--l.H "hili! Illdtidc ,it lt~J~1 

,ml:' mC!1,\r;;f ':>'h,,~{' prim'lry ('OllrcfH\ 

;Are in n(1l\,(j!';i!ifi·.~ ;'\rea.~, for 
(~Aani\·".: law\ '1 '., I:lhrl:i3h, m.:mlh .. 'r\ 

,·1 the iLr;'y. 
id~ L.d: !i~ r, "hid! Illl'lUL:C ;U lc;t~1 

or.(. m~ll1b.;r .... hu i:t ilt.)1 \)t'·.nw;~" 

;lffili.t!t'J ,,~'ith lh~ in.,titutlllll and whc 
i~ flol pu·t "l (he IIl1flll~dl.ll~ fallliiy III 

:1 j'tl,"" \>I'll\) 1~, ;lll·!l,.llcd with till: 

ii.:,t1lllt \"ij. 

(d ~I,) \l(l'\ ClIllY have J memba 
il tl'liUl".lIill;.t In till! lliB \ Initi,ll or 

I:<lni i lll\t:\:: ;1.", I,',"" "f .lIlY plI.jCi.:t il1 

""Iudl 'Ill' 'IICIlI(:-t:r Iw:; a t.:ollf1l<:ting 
i:H;;rc'>(, !',\V.:Pl ~,) IlwnJe 
II1f"lIllJI.,11l j(:c;'~ ".inl by the iRH. 

\ (j ,\n ,!~B ,nl), ill 11\ d".(,·r,·!I\)II, 

invjh': lilll!\ lell;: '. '.\ Hll ~·ll/II!·t·tenc..: III 

if'l:<~i;ll .1[.·\' I.'.) j''.I'.I In nl<' '('~i,.:w ,\1' 
I i,ml'l<''I ,' ..... ),.'. ,\ hi,.ll r(.'qJI": 

;'\Pt1r!1\t.' t,.~\ "1\' ,I!' In :;,Jdt~~\):l td lfl; .. d 

~n:.ILjhL n'l ':n." {;'I:;-t rht>·~\' 

l;Lh'., ,~1,: !l"! .. ~) L~\~ \".~L~ I..\. itlJ lhi~ 

!:.:n. 

i o-1f. .. 10:i litH [-wdum'i l\~ld 
(··i~(·radjllh. 

In ,)II", k f;.:: ill IIw n:l{u:I<'llh'!Ih 

(,r th:.·,,\~,·,.,::.'·l("'!\ ,'.,,·h rnIl shall; 

(1) h,; t. 'V \~ fillen I'fl"'cdLJrl'~ ;1\ 

j11,)ll>kd III .!\ .~I't ':l1(b\!·l) 

(b) Except when an expedited 
H:vil;.w pr~)tedure is used (see 
§ 4(1.110), review proposed researcb 
ilt c!.lf\veHcd III tetings at which a 
majority of the members of the IRB 
an~ present, indllding at least one 
member wno!\c primary concerns are 
ill nl1l)~cit!atlfi, areas. In order fOl the 
rt~,eardl !Cl be approved, it shall 
t ,~«:ive the approval of a majority of 
tho~,e IJ'ICrnb<!fs prcsenl at the 
mer till),'.. 

(,;j He responsible for reporting to 
the a;Jpropri;l!e inslitutional orridals. 
'Hld I\l<: Secretary I any serious or 
lllOlll1uing noncompliance by 
irlVt!sligatu[5 wilh the requirements 
and deterillinali-')Ils of the IRS. 

* -46.I:l9 fRB review or teseaC'ch. 
(a) An me shall review and have 

,,:llhority !It approve, rC4uire 
1111Hlif;':u(wn\ In (to SCL"lIre approval), 
ur di,apfHove JII re~can:h aL:livitie5 
~o'lerd hy thl!!iC regul .. uions. 

(h \ An m B ,hall reqL;ire lhal 
iato!TIl,;\tion givtl.1 to ,ubje~" as. jlItIlrl: 

\)f informed con~crH i. in ;teem-dance 
with ~ 46.116 The IRa may rcql.ure 
t!l;il wfonn"lliun. in adJ,lion to that 
~p('cific.l!i)' mentioned in § 46. t 16. 
he 1:';, e'\ II) Ihe !'.uhject'i when in the 
111& \ ju,Jgl1lcnl Ihe informacion 
wuuld meaningfully add 10 Ihe 
pI "It: I; I ion 01' the ri!"ill:> and welfare of 
,\\Ihjed). 

(r) All IRA \hall require 
(.k"1\1m(~ntali,)n of inforrncli COluenl or 
way w:\ivc ,Jlll,:'unwnt,lIion in 
.·ICcDrOance \~ilh § 46.117. 

ItI! A;I IRa shall notify ~ 

ir;\le~lig,ilors .lnd the institution in I 

writing ',f it!\. decision II) approve (lr 
di·,,,wrove 111.1: proposed research 
1;I;ti\ Il.)'. HI ('f tTII:I<iification!\ rCl./uired 
10 < "cU!'\: IRB approvtllof the 
1'.·.I·;Jrl'h ;!t;tlvity. jf Ihe lRtJ decides 
(I) Jiql'!ttu\(" a rC~'O:;lfch :1";li~ it:;. it 
',h"il induL!~~ tn·il· \\<rillen nOlificalion 

i '<"'p'.,1<> \h,}uIJ t,,: tlkJ ""Ill Ihe Office 
l.lI :'I"~,,,,," IIMf\ R~.c~rch R",Ju. Nail""" 
11l<.lil,J!C\ 'If \lu':ll, D"rJrrm~nl o( !{c~lth 

.I'I'i :/1"11",) Set' irn. f1~,he~,j ... "hryl~n,J 
~O<:· :"'t, 
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a ~l.aIement of the re!lon:! i •. )!' it:; 
41eCi~j,on .rid give the in\'e~(ig;'Hor an 
opportunilY to respoud in person \)t in 
IHiling, 

(e) An IRS shall cOfldu.,;1 
('olltiru.:illl fCview at n:k:u'.:;h covered 
hy [hr~c rcgulation~ at int,!n:ds 
appr()prialC (0 the degree of !'IS;;. bur 
not le$~, d\itI once per yu:r. iUlU shal i 
h;I'(( llHlhuril), to observe ",j[ h;l\'.:' .1 

(J1uJ pan~' obsene [he: l'IJf!Scnl 

ti1ll'i..';;H lind the rc:sc.m~h, 

unucr Ir.l' prtx·,~II!lrc. 

(d) Ill.: Sccr':IMY nlay rC~lrit'l, 

~lIsp ... nd. l.r t':I"I'11111:1I1: an 11l~IIIUIHHI 's 

or IRB', u';(' Ill' the cltpcdill'd review 

pr,"C(:du:~ \~IH:11 nccc:.sary 1',1 Pf(ltcC! 

the ll~:l>!'; "r wl'llJto! of SUhjCCh. 

§4tUU Crlltl"ill (or I ItS 
approvI.1 .)( nSl'liIrrh. 

(;1) In llr;1;:-r ~ll ilPpro~.:: '·!se;w:h 

(5) lnr<!nn~~.~~.~!!~~m be 
a~lplopriatr.ly docucutllU'.d. in 
accordance wilh. and lO .he utent 
require:d by § 46,/11. 

(6) Where 4IppI'Opriale. tile rC$C3tch 

plan rHakes Hdc(lua!t' provision for 
HWllitoring the data caUcekd to 
In!iure the ufC'ty of 6\ubje.t:ts. 

(1) Where appropriale. there &.n: 
ade-quall! provisions to prote,a the 
privacy of ttlbjeeta 'and 10 maintain 
the confidenri:tllfy of d,;ua. 

nwacd :J: rrw~e r':!(lda(iorls Ihe IRB (b) Where some or JII of !he 
~h .. ;I! d~l;;rrll!n~ lllar al! of Ih" .. ,,-

H6 .. l JO Expeditt'd rni 1:'" , .. ~llhjet:l~ are likel~ 10 be vulnerahle II) 
• lolll'WHli' 1C:4~1oIn;IIl.:1l!5 art~ \01I1'I/ll:J: . ,. r nX:fdurt!l ((II' cert:.un kinds of l' "1.. coercIOn (If undue mfluence. such !IS 

(I) \.·;A~ to ~ublecls aff . , 
n:snrda hH'oiving flO nw!'1.: Hun .. '. d .'} [J " ~ pc:rsons with aCIJIC or severe phvslcal 

III1JllmlU . II '{ lI~~,.l~O~· ik!i... 0 .Q • 
minimal rlskfla~d fOb~in:rlIse 2001~31O.1r,::;C1ATRi..trr~qil't!·1 ~~ROQ~i~6IO'HIs tlPpc'fsons who are 
(Agatq,y~Pltro~ldlfflJ;f§H:T'. , , ".L .. J ,. h' 'h d' cl:(lnorUically or cducatioflilll) . 

rtk...!fI.,,, UCSIf!T1 .lOu W Ie 0 net d' d d . dd" f 
(.i) The Secretary h(J.~ ~sl;::bli$h,~u, I • . • I.,a ~' .. nlagc • appt'Opnllcc II ILloftll, 

IJnnect::;S.l!'l II ~Xl'll"!" (tlni,'rl' I" r,n' 
.lfl,! nahli,h .. .1 in Ih ... G' .• A~_"J 
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§ 46.114 Cooperatin tl:s~jH'Ch. (4) C','IIlC'\ d all corrnponli<:IKc seeking informed CQn~l'lt the 

,~. 
(, 'tsl . 

Cqopcr,ll-ivc research projct.:l<; ,m.' hetween lilt'.': U.;:11 :lnJ the following infamIalion shall be 
iho'~e' pwjecis. nonnutly SlippOW'J invt'.';'IiA,\:.(,r,... I pwviJ.:d 10 each subject: 
ihroilgh grants, contract!>, ,}r simlLH (5) /\ Ii\! ,Ai lH!1 m(,lTIh:r~ ;IS ' .' (I) A SIJlcment thai IIll: siudy 
.u":lngrmcllls, which inyoll'c j'(~qu ir .. d h. ~t\') i (;I( b}(~) in\'ol'/e~ re~e:m.:h. an I!~planation of 
lfI'illItlliolls in addiriorl lU ItI", i;f;IIHt:C Uil \\11; ','II pr,l(cdun."\ for IL.: IRIl rhe pmposcs of the re~eafch and the 
,~r pllme contr:Jctor (such itS U ,j, 1t''1 II1 .'d by § ,+().1O.\(h)l,I). , (:xpc(.·If'd durallon of the subject's 

.;on;raChJf wilh thl: grdfll('l', or;j (1) ;;Ldl'lll::11t~ of Sjg!lItl"~Wt new parllcl(lalion. a description of the 

.,jlh~'nnlractor wiuh Ihl'!' prime: findillp 1''')\ i(j,:(1 to "lJhj,~,:!,;. ,H ~ procedures to be followed. and 
\'iJtHra<:iOr). III <;Udl instanC't:s, the required by :~ .:;6 116(bH~1. ~ i41enlifkalion of any pwcedu!l:s 
~;r;1I1tee or prime conlractor (el".l;tiui (t.) Til ... rr.:':0rd~ required by fhi·; ," which IIfC experimental; 
11:~,pon!iibJe to the Depanm'!nt h)f rtgl1lulitltl ';11;111 be rctailll:d for :11:; (2) A description of any reasonably 
~,~~(t'gu:JTuing Ihe rights and "C'Ha r ,' III bl~( 3 yt::H\ aHer ~()mpkli()fl ,}f Ihe ; fmeseeable ri\ks or di!tComfurls to the 
human sobj(cls, Also, wilen rl!'>C'H.:iI, ;Illd tll~ fC,:ord!> sh:dl 0... 'huhject; 
,ouper:ltillg institutions cordlJ,:1 \omc a·;cns,hk 1;11" JIIspccliun ano copying (3) A description (If' <loy benefits 10 
,l( :III d! the research invulving ~.Jmc tJy ;w!h~;ri",~d rq)[('~C'nlall\'r'\ ul' the ; the ~ubJecl or to other! which may 
or all of th~!le subjects, each Deparlmenl at rC'JSl.mahle limes and . reasonahly be t:ltpecled from the 

c'ol)peraling inslitution shaH ,mil ply in a rcr!~()n;lbk manner, ~rest:.mh; 
\\Ildl 'h('~e n:gula(iolls ;I~ Ihoughil ' (41 A disdusurc of approprinte . 
r<:~tlw:d funds fOf its parlicipalion in t 46. U6Gen~w.rrt'qllin~m(!nttf ' ulternauve procedures or courses o( 
th.! pwjc,;{ dirl..'cyly from thl: fur inforlm;'u CUfJ:'le;.IlI. ' Il/,:altncnl, If :tny, Ihat mighl be 
[)qlanmtnl, except th:.41 in '~\Jmplyin~ E)II:cpr a, provided elsewhere in :ldvant::til,cous to 1he subject; 
\\ Ith Ihese regulatIOns IIl,tiIlHi,IflS Ihls or oIlier !.uh!,art~. nu invcsugaror (5) A stalement JescritJing Ihe 
m,l! use joint l("view, rdj<lr~'<: 111',\/1 11l,1} ill',ollie ...I human tl4~inp: ;l\ a tHt:!!!. jf :Iny. to which 
I:W r~\lkw l)( an\)lh~~r qllJiiii.'J tRB. suh)c":'1 \'1 !j~~c';Hdl t'u\'t:'f\~d by 1111:\0: conlldnHiaiily ot rl!'Cord~ identifyi!l!( 
III 'IImilOJr .1rrangem<!nls ;lIme',l :II rL'!~lIlaIWI\\ lIf1t(",\ till: if!\'c~li!~ator ha~ the SUbject will be mainl~.llned; 
"1o'olldJflCt: of UOp/KoHI,)1l of dfofl. ootJinl:d !h~ lq:.;illy effective !,6) h~r r('~earch invol\·ing more 

informed I:OI1Sent 01 liu: subjcd or the 'hilll nlll':imal rj~l, an cxplanarion JS 

suhjecf 5 legally authorized to whclher ;IIlY compensation and an ,'1; A 
1:..1) An Institution. or when: 

;Il'popnale an IRH, shall pr:~)arc anJ 
Ill.JI/lt..IW ;.!d(,~UJ~C IJ(Xlllucntalion of 
I~.B acriYiti~:i, induding the 
(olk, .... ing: 

\ I) C.lpies of all research pmptb.l!s 
;'L'''I~ ,\11:41, s.:it'otific "V;t!U;Hj,>oS, if 
;!!1y. thaI a..:..:ompany tht~ proposah. 
;JPI'WycJ sampil!' ..:onsenl donHllt'!1!S, 

pWl!ress repons suhmit!cd by 
ill\, : ':I!;;.IIl1iS , and fQh1f1S "f injtJri .. ~ 

hi Ht/,JcrIS. 

\~) ~1inules of HW mt,'CW1;~~ whii.'h 
,)ud be in sufficient delJ!! tf; ,'ihow 
.IU~·(HJ;1nCe :11 Ihe meetings; 3~li()l1~ 
t;lhn by Ihe IRS; Ihe vore {HI [ht,,\c 

,."'ltlflS induding Ihe numh!!! (){ 
r,.\:1I1hcrs \ uling (,)I'. against. ;tn.! 
Jb~,rainlll!.:; !he basis tor rt::qUl~ing 
dL.l:I~t" in or disapproving rc~.t·ar.:lt; 
"oJ <I ",rine" summary of the 
,k.:U~~lOn of ..:onwwerted is,\u~'s ;lII.i 
Iher r~~s"ll.lljon, 

(3) f~ecords of continuin!: r(~\'it~W 
;1\.1I.lIic~, 

iI~pn::Sl!lIlilril;r~" All inye~!l);;Jlllr \hall c~l'l;.natioll ""S to 'Whether any 
<.;.:d ... slH:h (11[1\( III l'llly undrr m~dicJI Ireatmems are available if 
l'irl:lIlln[;U~l.'l" Ihal pr(j~ Ide III(' il1jury {·(cur:; an.,1, if so, what Ihey 
rrospt:l'li\.~ ',\llli~:rt M [IH~ consist ufo or will:rc further 
rt'I'I\~S"l)Loll~T :,lJi Ile:eol urporluni,y 
Itt C,)(J:,ilkr \\.11.:111(:1 or 1101 I,} 

p,jrll(lp;II~' awl rhal mmimize: rile 
pl1s"bJlIIY tit cllf'r.:ioil or llllCh;c 
inlhJl'nl,"'(~ The In/ormatlon In;1I is 
given to :ht~ suhj<:c:r or Ill(' 
n .. prl'st:f11 If I \',: sha11 be in L1wgult~e 
lIfll.krsIJI1(\;jok to \:1(: ~ubjc.:1 or lilt 

repre.'>t'nl;.1I:V(!. Nf.>.intormed COil<"Clll, 

whcrha ,:fal or'~H'iw:n. 01.1] indude 
any uculp.!t/IIY IiU1KIJJl\c !h/'llUglJ 
which th~ \llb,lcct or Ihe 
r.:pre~cn[;ln\i(~ i\ nl;Hk to W;IIVr. or 

arpear (!' II illVr- :111" 01 tile subJ<.'cI's 
I('!~al ril>!lw N rckascs or apP(';ar, 10 

n·k;.a~,: ,Itt' .T'Vc~!j~~iJ!(Jr, the "pnm"f, 

itw in~ull:lIoH) I'f It\ 4!.~~IlIS lwm 
lia:lllit) "}I r,;:gligcl1ce. 

1:1) H.I:,I,' r!;on\Cllh of inftlrrnrd 
(,)fIsenl. Lx :.:qll ;n pwvidt'" HI 
par . .IgLlpl'.. i~) m (,1) ,,\i (IWi s,','UOrt, iu 

in!'urmi4IHW os .. ), be: obtained; 
('7) An e.'tplan;uion u( whom It) 

contact for an~wen to pcnii1Cnf 
que ~;tion!. aboul (he rescarch and 
research ~ubjc',:u' rights. and whom 
10 clHltact in the evcn! of a rc~earch· 
rc!:it('d injury to the subje.:t: and 

(~) A !,tal~rnC'nl that partidpalion is 
volunlar),. refusal 10 pal1H.:ipale will 
ill~'ol vc no perla!!y or lou of benefits 
tll vihidl the subject is OItH~rwise 
entitled, and the subject may 

i disCtll1liouf: partidp.ation 011 <tTly time 
without F'l.:nalty or Ion of benefits to 

"wh,dl th, \ub}ect Pi otherwise 
, cnlilled. 

, (h) Addicior::at.dt:rnC!ll" of 
inf(,trTlI:d .. ',m\.~n t. When appropriate, 
onc or m';ne of Ihe following clements 
of ill:orm;.l[ion stwll also he provided 
In e:l(fI slIhJcct: 
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.: '( I) A Sf/uement thaI the pmicul.u whid) "'T't'Jt,. 5<.)tnC or 1111 of the 
; ere'll.men! or procedure mny involve elerncJ:lI!i oi i.lJformed COil~llt set 

.' . ~ ri\k!t" (0 the subject (llf 10 the embryo forth 1111(; \'~:, or waive (he 
'!.or felUs, if the subject is or rna) rcquir'!Hlcnt:> 10 <,huill infoffilcd 
;'bec(}me pregll;\II1) which are t.:urTell,I~,. I.'Ons("! ['IPvllkd (he IRH finds and 
;,:nforeseellble; d,;l(Ument1 lil.lt: 

,,:. (2) AntiCIpated da:ulHstalll.:c!> 

~ l:.nlter which Ihe subjc'Cl'S 
I r JIli;.:iJ'alion may be temUIl31ed by 
~ nc Invesligator wiqwul r~g;utl 10 l~C 
~ fou/'ljet.:!'s cousent; 

I (3) t' ny addillOn01i nl~ls III the 
~~:ubJc,,'! lhal may result fr,)Dl 
)1;;.rllf.:iplirion in the fCSCar-:ll: 

I (4) The COIHC'ql!t~Il(:C$ ,)1 a 

"~uhJc:cl') decision to wilhJnlw ("om 

.:,hc (e~e .. rch and pflX'cdurcs for .., 
~ .. Hl.!crly !cmlinalion of p.trlicipari&)O 
~ h: Ihe ~ubject; 
:, f 5) A statement thai ~I~ui nCall! 

: 1l\~\I.' findings developed du ring Ihe;: 
i ":Oiir~c of Ihe rest::Jn:h which may 
q<:iJII! to [he subjr.I;!'S willin[:I1!:s; (0 

J . olltinuc p.4ftkiparj,," will be 
~ pl'.)\i,kd w (he ~ubjc':l; anJ 
, ,II I '1 he approxllnalc !lufill~n "I' 

····1ilJhJC'('I~ IIIvolved ill t:lt' sllldy. 
I~') An nUl maY .ilpnr'JVi: a ~O'~l.lt 

. ••• J ~ .. <iJI>.\l .••• f,\ ",,", .. ,~ . 
. p~('ed.~1" I~ ilix:a~xj!1dudc; or 

1i.:'J:ch :am:q,.,lIome Qr In oi.the 
:1~:nc • .ui:i2 inform.':'d J:onS?"lt s~; 
r.;r:h ath)Vc. or waive Iht: r.:qtllll!llIl~nl 
~\l "btall1 informed -.;on~><:IH p10uJ,J 
fl.a:: lRH finds and J,,':UITJ';iHS Ill.'!: 

(l) l1w rc-scllIch ur dUIIOIl~;tr:Hinn 
l,rojcct i.s. II) be .:-onduclcd by or 
!.IlOj.;:,(;( 10 the arproval df SIJ!e elr 

I, ,,';.d go\'cmlllnit \)tnciJ.h ;;)IU i~: 

uC':.isned LO study. evalua[,!. (1t 

nt:1CI'wi'ic curnim:: (i) proc'(,1!lU 

\J(H1t~r ,he S'x~iaJ St'curity /I.cr, ,1r 
oLler public benefit or :;ef vice 
!lwgJ.!un.\; (ii) pnx'cdui':S 11.11 
ohla.iniug bel1dits or ... ervk(:~ l::l~::r 
rll~ pfl..lgrarm; (iii) [los,iUt dmllge'i 
ill or alternatives to InnS(:' pro~ "a.Wi 
ur pmcedures; or (iv) pos~.jbl,: 
d:al1gc); in mc~ho(b or kvd\ of 
payment fIJr bene/its or sen:i~e!.llmder 
t hOSt' rfO~rams; and 

\;l) The res.c:3fch COlild n,rt 
pr;lcticahl)' he c';uTicd oul WHlwu! the 
waiHf \)f alterati.on. 

(ti) An lRB l'Uay approve 'Ii!' ~fll\$.!n! 
l'fOCredufe which .d~S .. I~Of .i'l~ltld.!. or 

( r) fbI' I(,<;(:<lrch mvol\lc~ IlO more 
ihJn minil;l"! 11\. 10 the \uhjecls; 

(2) The W;lt'Cr I)r ,llier.lllOn will 
(lnl a,]vcrsdy JI'(Ci:r the right~ ont! 
wdfarc l,j the ~;ubiel·t3i; 

{]} Th,~ r :'.c.,H·h L'ollid fIllt 

pr;!l':i~'Jbly be .:.Irri~d tlUI WI(!II11/( the 
W::':.\(.'I ')1 :dt,~:;!IIOfl; and 

(-1) 'l,Vhcnrver appwplwJe. [ile 
suhicc!\, .. :li be pmvHleJ wirh 
addilif'I1,;, pe~lin('n! informa,ion after 
p;ulIcip<l!i"1l 

(e) Till: ;r.forr~cd consent 
n''-Ium~ll1,.~r,[s in these regulations :ire 

no! Inl~ndd to prtl~mpl any 
appir(;abh' federal. ~(a/l:. or I(~'al laws 
\~ lw:h j(~q\'1r~ llJdirion.l1 infmmalion 
In /';': t:'v,:k.s,~d in order I'm informed 
COII\n;! t·t) h· k~.Jlly l.~ffli"C!ivl·. 

(0 N,),nlll:! HI the~c n:gulallllih I~ 
illkmkd 10 JUllll the ;!ulllOrilY 01 a 
;~hy~i~' .JIl ill /,111'\1 ill ...... mf~I'~:C!lcJ 
Illt'.li,:.d ,·~lrl·. !I' tile extent dIe 
pti)\il'I;'l1 " p('nl\jll[~d 10 de) ~.'I under 
:.1!'p:,<. ... ~·k !,~,j;:t;ll. !lllrC, ~H Itxal bw. 

tn(onnn~ cUlls.¢nt. 
(ai L\('ql! •. I~ pn>VHkJ in 

pMJgr:lph Il') Ill' Ihis section. 
inf"'(Hh:d ;:dl~''':111 shall he 
dOClIIII:.'I1Jn! h) the !JS~ llj .$ wrillCII 

1.:,I/!!,(I1( j'lInl .ll'pW .... ~~J hy lilt' llHI 
:mJ Sil)":~; l;y Ihe suhject or Ih~' 

:;tIbJ""!', k~·.,l!y authorrzed 

n:pl ('\t"r (ali ve A I:UP}, ,:tuB h~ !';iven 
II) the ,'':1':,0<1 'oI:~ning thc rllrm. 

(h) E\;'<;-'~ ;1\ prMiJt:tJ in 
par:;wr;:ll'h id ." .. thiS s':t·ti,ll1. Iii.: 
,:on:;rUl !'prnl m.l) hI! eithcr of till' 

ru!luwit',~. 

( ! > !\ V.rlL'.'n (Illlseni dn':Ullit:1\I 

!hOlI efl, :"'\.! 1(:., !he cienlt"nl! . .of 
iafllrll\~~d ,','Ihc:nl rr:quircJ tty 
§ 4(,.116. Thi.\ ((>flU may he r<:ad (II 

the !,lJhi"(:l n tl.e \\.:hjci.:I'<, It·gally 
;;IJ!holl(~d !':pr~ ;('n(;lIlvc:. but III any 

I. Vent. Ihe lI:vC"llgal,lr ~h:J11 giv('. 
either lilC~lIhie(t or we repre~("llratlve 

adequate oflportunity to lcad il before 
it is signed; or 

(2} A "snort form" written 
COllS!."!'!l document stating that the 
dc-menu of infolmed consent 
required by t 46.116 have been 
preser.t~d Qrally to the subjecl or die 
!lubjecl's legally authorized 
rcprcsent!l!tive. Vlben this method is 
u!Ocd. there shall be • wiUleSI to the 
oral prt"Sentllti(Jfi. Afso, the IRS shali 
approve a wriuen summary or what is 
to he !iaid 10 the subject or the 
repres~nfali ve. Only the shon form 
ilsclf I!! 10 be signed by the ~ubjccl or 
Ihe representative. However, the 
witness shaH sign both the short form 
ind a copy of the Q'lmmuy. and the 
person actu;':Uy uouuning consent 
shall siJ,l1l a copy of the summary. A 
I."npy (of the summary shall be given In 

tr,c subject Qr Ih::- reprcsentlASive. in 
itlJditioll 10 a wpy of the "short 
furm ... 

(e) An IRS may waive the 
Il"quin:lIlel'lt for the invesligator lo 

obtJin ., signed <onsenc form for some 
or all :mDjccts if it finds either: 

(I) That (he fJuly record link.ing the 
',\lhJel:l and the research would be thc 
l()ll~enl d()"~\lmC'nI and the principal 
ri~k would b< pOleoti.a1 harm re!lulting 
fr.un .. hreiKh of confidcnri,dily, Each 
:.~hjecl will be asked whether the 
slibj~l.:t wants documenlarion linking 
Ihl! subject wilh Ihe researr.;h, and the 
~uhjcC'~'s wishes will ~t)veni; or 

(2) Thai the rc\carc;h presenUi no 
more chan minimal risk of harm to 
5ubJcI:ts an" invol ves no procedures 
for whk:h wriuen constnc is normally 
rt~quin:u outside of the rest'arch 
l.'OfllCX I. 

In. Cil~es where !he clocum~nti1tion 
rC4uu'cmcnt, IS \,I,illVcd, llic IRB may 
lequlfe the Invcstq:plor to pwvide 
subjecfs with a wrl!lcn !JtilLcmenl 
n:prding lht! lc;~3rch, 

§ 46" f 18 Applkll'ions and 
Pt'IIHl!iai.'J IlIddnrt definite plans (or 
lin ol\'tmenf or hllman s!.lbj~t •• 

Certain types of applications for 
gr:.ll1ls. I.:oopcr:lti\'e agrr.ernClUS. or 

CUrltracts af~ suilwilled 10 the 
Dq);mrnenl wirh the: knowledl1~ that 
'>t!hj~'cts may bf' involved with'in the 
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pcrilxl of funding. but definite plans, 
,,",ullld 001 nonnally he SCi forth in lhl' 

;IPlllic:'Itlon Of proposal. Th~~e 
1!1I:IIJ~ic iOClivilies such as lit~tHu!lonal 
IJpt: gr~mls (including bloc gr;mts) 
whcrl: ~dec(ion uf l>pccHk pr()jcc(~ is 
:h.' inSlllutioll's respol'lsibi Iii)'; 
n':,('a(cl1 (raining grants wl:eH' (he 
i\.:(lvitir.s lI1vol ... ing subjects rem:.lin 10 
h,! sdcctcd; and pmJects ir, ''rhi,:h 
LumMI subjel:ts.' iovolvemcnl will 
""Tend upon completion of 
1I1~,;rumcnIS. priur l\nim~IJ .~tud!t"\, or 

rqrifi.:al!on of compounds, Thc)l~ 
J;~p;I(';l!WIIS Heed nol be rC'vII!WfW by 

.in IR!:l hefore an award mJY be 
m,)JC', However. C1.Cepl f(lf re~eardt 

d"~,,-:nbeJ in § 46, 1OICb), no human 
~ubJI!'[\ ma)' be invulved irl allY 
prt'}Jt:cl suptKlr1,e-d oy these I:!w:mls 
unli! Ih~ projecl has bt:en r1!~'h~",t:'d 

all~ ;lpprovcd by the lRU, a~, prmitlcJ 
jl; Ih'~!! rl!!!UI.lliull~. and CCrl,(iC.l!\DI1 

~ Jilnlltt:d III Ihe Dl!'p~lrtl1l<!n\', 

§ .1/'.(19 ReSf'lUdl undcnilkcn 
\\ ,r/hll.il the inlf.'fitiulJ (If in'wlvjll): 

IIlHII;.111 :mhjc:cb. 
In l!i,~ C"Cill H~~':~H~h (";Ot\,lth:lcJ \1I 

11l1h:~'l,J b: (hI!' Depannll:nO i'i 
I,ln';\'rLl~,":1\ \~ilhplli the inlClltL,ill Ill' 

In~"Jn;lg human suhjc\."!s, but it is 
lall: .. i'IOr\l~eJ 10 u'c hum;m !dlbl"~IS 
\1\ i!w fl:~t:Jrch. Ihe rcs<':Jr.:h !;/ull firsl 
\'l' r,:\ lewe:J and ;l0provc:d hy ,.1Il mn, 
.e:. 1',.,\ IJI!J 10 tilese: regulJ(ida~, .\ 
,,:r;l!i':~lIitln ,uhmH!cJ to [h", 
lk;'illfrneol, ,lIl.! li!\a! appr,)\';il ~;IVC:\I 

I" HI\' prpplhcd .:h:Hn:c hy lh ~ 
f l('r 1 :1I;!n':IH 

li .jfl.I~O E,'ltlu'Hilln ilnd 
(] ;:~i)O"idon llf appli('lHim)1I ~mli 
r f"p\l~als, 

I .. j The: S<:d~'l;\ry .. , .. ill ,~\'.dh.I:~ Jli 
,I,;'I'':allor., and pr"p\1~Jh in\'oi\ 'II!? 

:::; I)' ,.,n ,ur.jc,[~ ~ubl1l1tt.:d I,) (;),' 

!).: p;lrlllll:nl through ~ll(:h llffi,:'c r, :lllU 
c,nld,)yce~ l)f Ih.: Department illl,j 

\t ... a c_, perts and cOIl'>ullJIlIS J s the 
S,','rl\~ry dL'lernlines 10 he 
,q'i':"pnJI( Tlws evatuJlinn v. ill [;Ile 
:/l'" l:l)Osidcr:llion the rls\.,s III th.' 
\Ul\l;~!\, the adclJuacy lit ~'WI<?'p',m 
,1)'tll"l Ih~':,c (I\l-.!>, the p,lICntl,i/ 

b..:n<:!ih ,)1' Ihe pror,,)~cd rl~\c:l,(h III 

Ihl:' ~ublt l'[t and \l!~H:r". ;amI IhlZ 
impor :111'1.'[' 1)( (he k nowlcdge to r,,! 
gain~'(J', 

(h) On Ihe /"I,)sIS of 1Ilis evalu:l.!i'Iil, 
tht; Se:;'t:lary UI:I) approve or 
JIS;:;PPro \',: the .lpplil:JIIUn or 
pwpol\;\I, l\f enter ill!o ne~o(ialllm" 10 

de 1Ie-1O!"' .111 ;J!,f'!Oviihk Olle, 

t 46.121 hH'l!'!iti~lItionai new drug 
or dl..'i'k,· J~by dday f't'<,wremfllt. 

When :Ul I!lSIIIIWO/l is required w 
prcpart! ,II to ~1l:1mll a certinc:ltion 
with illl "Plolic:llioo or prop(hJl 1I11\ln 
rlie\c fe ')<, \I !;lli\)D~, alld (he apr! iCalioll 
or pwpvs-:tl involve!> an 
invcstl}!;lli\.lllal new drug (within the 
rncllning of ~I U,S.c. 355(1) \'If 

J57{J)l or a ~Ignilicant risl: device (as 
defined i, ~1 CFJUlI2,3(mli, ,ht~ 
ill'jtillll:oll ~hal! i .. kntify thc dlUg or 
dt~ .. ic<! /[\ Itlt': ~enlf/!:JtH,m, The 
im:i!utioll ,~ .. dl ,Jho st,lIe v.helht:r I'C 
.'O·dav II\(;!'.;\I 1\,"luircJ for 
ili~c~tig.:llh)l1al n:',,' dru~s hy 21 eFR 
J I.:!, 1(;11 ,1:1.1 (,II' ,;iglllficHl( ri\k 

,\.:" i .. '(s h:> :' I cn~ :~! 2 30 has 
d.lpscd ,;: II th::"I~r th' hl("j ;lnd 

UrlJg Adl~I';'I\" .!'itltl h:!,~ ""'ll'.:d Ih,lt 

r.:qujn~nl('nl l(the W,d,lv Illk,'\,ti 

\1:,:" o,plln~, ',!l~ 1I,·;llll.'(il;n ~11~U ;tar,: 

Wl1l:thl!l t,w ,'(Iod :wd nru~ 

Admini\lt'dlll'll h.ls f.:qut'~t<.:d rlIJ[ the 
~!',)Ihdr ~'\,)!j; Hlue hi wi Ihhold .)1 

(I!<;(ri.:l lile' D",' ,'Ii till: drug IH ,Ic\<il'c 
11 human ',\,/>jn:(" If lhe ,H) ,by 

tnkr\ai h:h 1) .. 1 \~'f'lf,'d, and ~I \~;,i\'cr 

ila:\ ,11)1 k'C"1 n,,,'Civcd, 111<: inll!Wllol1 

,hat! ,,'1\-: ,j ~i.l!I'IIWn! tel tltt: 

!:h'parlllll'nt 'II' rl ~\)~Ir:ltion or Illl: 

IPIl'f\';d 1'hc: lkp IrlllW1I1 will Ill)( 

"llihlt,kr ,J ,',:r:rt'iclhll\ ;J,'l't'plahk 
\Hut! !lit: la>.;tiw!l\',) 1,;1.) \uhrlllttcJ a 

'ta','l1tl."nt \1;,11 \hl~ )!I .j,IY inlerval h;ls 
dJ,;1\ .. :d, ,III,: ttl,: hll't.l and Drug 
-\d;!l!lH'.CI,,1\I\',, La' II\J( l\.'queS(l~J It to 

lUlU! rhl' t;,>:: ,'f lh,: (ift"~ I'f lLevicl', (l( 

lhat 1M,' h)(l{j :II.! Dill, 

,\drlliniqr,lIlo1' 11"" ',~,,,\ l'd lhe 3i"day 
inlcn iii 

~ ,hl, j:n t 'H' ,,) j'rdnal Illmh. 

h~lkr,li "1"1,,\ .'11"lldlhh'lnl hI Ih' 
D'~P.I; Im,'IH ~Il;" 111,1 ht: .. (!'O\i!i'd rnr 

rl:~l~dr,ll 11l 1 ,,J\"flg :111'1111\ \\lhku, 
un\..:" til,: ;,',!tlil,'/""nl 1'1' thl"l' 

rq;ulaliOlu. including <\11 subparts of 
these (cguIMiol'\$, have been ~atisfied . 

~ 46.11:1 [nil' termirul(ion 01 
nSl'lu'ch funding; etalulIUon or 
·mh·'f'4jUtrtC :l~lplicaUOI)I and 
prOpt.)saJs, 

la) The SCCf4'!tIJr), may requite Ihat 
I)eplutrn~nl funding for any project 
he foerminaltd Of suspended in (he 
manner prescribed in api>lk~ble 
I'lOgram requirements, when !he 
SCl:retary finJs an institution has 
Hl.lleri:illy taikd \0 comply with the 
term!; of the'>e f:!l!ulaliolls. 

(M) In making decisions abofJI 
funding appl il.:31ions or pro~)osab 
t:ovl'red by these regulations the 
Secretary may la',!: into account. in 
;L(.h.Ii,ion 10 all olner eligibililY 
fl"qmrcmenh an4 progr<1m criteria, 
faClors slidl as whelher the >lpplic:::nt 
h:l~ hee n ~uhjel.:t to J termination or 
\U'\l(,:O\t',ln under ;):Jragraph (a) (If Ihj~ 
~crtjon <lnd ..... hetht:f Ihl! applkanl or 
It,,~ p<.Tm!\ who w"uILl dire!.:! lhe 
~.cicnllfio: ,wd IN:hlllcai a~l'eclS of <.tn 
JC11Vl:Y ha\ if' {he JIH.lgmcn! of the 
Sl~n!~!Jry m .. tcrdly (aikd 10 
Ji,rh;ngl" re~pon~,;hililY for Ihe 
prol<:~'l:on of the flght'\ alld welfare uf 
hlllllan ~ubjccrs (whether or om 

DI~p;lI(mCnl fU;ld~ were involved), 

§ ,1Ii, 124 Conditions. 
Wirh resp~CI to any re~e:lf;;:h 

pruiect or any \.:lass of research 
proJecls the Senetary ma)' irnpo:.t:: 
addltlOo"l {;{lOdilions prior 10 !-if iU the 
(Ifllt.: of fundmg when in the 
Scnclary's jUi.l?mcllt addillonal 
cOlld;!i()n~ ,ire nccc!.sary for the 
pmll'l'lioli of human suojCI;'\, 

Sufi!).,,! n" .. ,,'\dditioual Proteclioll:'ii 
Pi·n.,inin).! It) Rf''lrarch 
11<.'\ dn{JIlh'lIt. and Reialed 

, AC"th,Itl~! ln~'ohlllg Fetus('5.· 
Pn:l:i1aaC Wl)m~n; and Human In 
"itro Fer lllillltio n ' 

',"I'M, I ~() I~ q~~K '1.1\1 x, 1'I'1~, 4) fli 
17~X, L.ru",., I!, 1'11:-1, .p f g 
.'}) ~(;9, 1";"\Cmi'Cr ~~. I~;'X 

;i ,,(,_201 .\ pplitntlilill. 
Iii) ; h..: r':,:'ul..nc,n' in Ifll~ whp:lr! 

,l~!' ,1f'f'Ll':lhk ~(I ail fkp:lnr;\,'or ,If 

I k 01,/1 !: "II",'.lt i'Hl ,wd \Vdl'Jfl! 
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, ~'dll'ts and conrra;:r supp.Jf!iOt! 
rc~c3rch, dl!\'etopm~nl. anti related 
;H:tlvi(ir:~ in\'ol\'in~: (I) Th,! fclU~. t21 
;Jregnanl women, and n J human lif 

I iut' f ... r II I ization. 
(hI Nothing In this subpar! ~11:!11 11C 

"'()n~((ued as in01-::ali.lg that 
compliann' with chc pf(kcdurcs ,cl 
f"ffh herein will in ;Iny w~'Y rCIHkr 
illOJpplicahle pertin'!llr Sr:'te Of 'll(':11 
LI \l<, bC~lring Ujh>n aCII\,111('~ ,'ovt:r::d 

II: rhls subpart. 
((') The: n:4uircments of this 

suhpart art> in aJdillOn to IhO~e 

imp,I"'c.:l under thl!' olher :;ut>pans "f 
this part. 

~ 46.201 P'urpost'. 
It i .. ,n: purpo5e of t~w.,unpJr! i,) 

!)!d\'l(.lC additional sa!'c),!u.lfJ\ ill 
rC~·lcv.ing aClivities to wl1H:h this 
·;Uhp.H1 is applic.lolc 10 ;usml~ !hat 
!~Il:y conf0rm 10 ;.!ppruPI'I'!IC l'{hl...:.d 
q;t(.,;MJs and fda!.: 10 1I11t>P(WIl/ 

',ucid,,1 n~eds. 

J 46.20] UdinitiOlls. 
As u~c:d in this subpart: 
(a) "Sr:crclary" rn~'~m r;\;: 

:\,',~r(~ary of Health. blu.: JiJOtl, :.HlJ 

Welfare an.! any uther uffll:CI 01 
crnprdyee of the Department l1f 
!kalth, Education •. lnJ \VdtafC' tn 
whvH1 authority has becn ~klq;,I\~,'J 

( h) "F~rcgnallcy" CnC(Hr:pa!>\cs ttl.: 

pem)lt oi 'tme frum \:Qnficm,w"jl "I' 
im"l;.wlatillO (through ;I!~Y I.lf rhe 
pre~umplive signs of prcgr~.lm-y, ... uch 
a:. ml~~,<:,:d menses. or by l m::lika!ly 
iI.:ccplabfc pregnanq' I(~(), ulltll 
<:)(pulsioll or extraclion 01111..: I(,~ILIS 

(c) "Fetus" mcan~ Ihe pwJu,'/ of 
t'dO('l~p'ion from the lime .:-1' 
implant.lli,)n (a~ e\lidenced by any of 

Ih~ prC'sl.!llIplive signs of pr:gn;m<.:y. 
~llrh a!. mi<;~cd men!>cs. or J 

t:lL:JII:ally a.: I." I! pta bit.: pr~gnJtll'y !C~tl, 
IIlIlil :t JCIC(min3lion is madc. 
1 .... llnwing exrlusion ur cx.lr:\<.:ti,m of 
Ihe fetus, (hal II is viahle. 

(dl "Vi.bl..:" as il pcnaio\ 10 fn.:-
11"I1~ mellll!> being ahle, aftt~,. cahl-'r 

sl' Hl!an(OU~ or indu~c:d Jel i vcry, 10 

~u:'vive (given the benefit 01 aV3.iLlhlc 
mnlh;"'! lherapy) 10 the' Plli£ll of 
II ,dq:'I('Il,knl Iy m'linl;l ining he: art 

h\.'.ll ,md rc~pll.llion Th· SL'lh:tary 
'1la~ U"111 (fmc (n IIrl1e. l:li<.ill:,! ;olu 
JrnHJnr r;)t'Ji,al ,1(1\ all~'C", l'ub1i.,h ill 

the F fill'!!", H !:<;t~ILR ~Ulildil\~<; 
tll as,;'.\ III d,~tcf"lIlrnin!! WIIl::I!:::r a 
1(,tLI~ il. \;abk rnf J'u'rO\t~S Ilf th;, 
~uhplrt. if a r'.!IU~ I~ 'viable aftcf 
ddi\'ay. il IS II premature: ml:1I\1 

(e) . ·N.l!/via:'1c fettls" rlIeans ;i 

C,:tm. t'l ",,'t'ro ~hidl •• Illhough /iVtr1g. 

is no! \rla:l!;: 

(0 '>I)(::ld k(u!i" I1lt:Jns a fefU~ t'.f 

U(t:'i',J whi,:h (dllhils flt'il;wr 

tH:ar:b'·;II. ~rCIl!;lI\C'lIliS n:sf'lracory 
;)1·llvily, ~por.lallcolls mO~'cmcn( of 

VOh1til;l1 Y rn 1I ~CI C s, nor ptl r !;al ito II of 

the urnt.,iIH;al \.:0((1 (if still alla;;hed). 

(gl ""1 \'tiro krttiiuli •. m" ml'a"~ 
an~ ll~nilj':;lIj(lQ vi human 1.)'<',1 which 
UC(IlI' ')ul'~lllc I~e oody 01 a female. 
either (hwlJhh JlhnixlUre /,{ donor 
humall ~i>nm ,~nd \~a or by Jn~' LJ!tlt.:r 

m"~an',. 

§ Jf) •. ~')"l . Ei.hk.l .A<,h·iso.l·Y· 
Bl"liln.:I". I 

(a\ Cm: \)[ nlOr~' E:hi..;al ,I\lfv!sury 

!loanh ,r!,d! Lt r~t.lbli~h,:d by lilt' 

S"~T;:Lt"y. ~fcHltlI:'C, \if I.hc\e bllanl\~;) 

.';11;]11 be S(' "ciec(.:-d (hal the hoallJI s) 

\10\11 b.: ~·omfJCI'~rH llJ Jcal .... ilh 
m<,;Ji~.II, Iq;ili. ~n',I.JJ. ethic;]I, ;:nd 

rela(ci.l is"ucs ,lnd Illa}, inr!uoc. for 
'!x,:.lfllpk. ((>,cardl S~ i",misis. 
physiCIans, psy·'h(l!ogi~l\. 
S('Ki,)!,')!I."~, {,~\h.:l';llor.~, lawyer<;, and 
erhi,i~t~. ,)S wdl iI~' rC'pr~'M;llla[ivc~ of 
rhe g!'ncni public. Xli buard member 
Illa}, t~ ;.\ rq~IIl;.II'. full time employee 
of the ;.~I·p;~rrIlH·'l( of Hc;.tIHt. 
Ellul'aloll. ·Hlt! W,~UJrl'. 

(bl At til. I et!,.h:~l of the Secre!a! y. 
!hl~ Et~lica! .\Jvls'lry floafd sit:'ll 
render HI', In' ~'oa!>i~II.:n' wllh the 
p\llit;i.:~ .. 1llU "'qtllrc.:mCOb of this 1'''11 
a, to clhi,'al i"IICS. in\lolvin~~ 

;'J.'livt(H'\ \'0111'1'.:01 b] (hi, ~ut'P:lrl. 
rili.,.ed b~, mdividl1;\! aprli~'Jti\Jils or 

prop"';II, In :JJdi!ion. UP"1l requC'\1 
hy the :· .• ·[fC!JfV. rh, rloard ~tI;11I 

few!..:\, ;,J\j~':: ;J~, 1,1 \'Ia~':::~ PI' 

:l,'l,llc:a(,om ,Jr prOlhl'~lls and gCflcr:iI 
r,lline.~, ~'IJt,jd IIlC <;. ,md plO\.'('durt's. 

{e).-\ BI'.J,J )[~:n ts(:.\hli~,h. with 
the .1[','1,)\':11 \)1 !ll, S,'aetary, d;\s<;n 
II" ;,,'pllt:;!lIi',h 1'1 pr,'pns:tl·, \\l1kh: 

( I) Musl be suhmiu('d 10 the Board, 
or (2) "cell nOI be ~ubmitted 10 the 
Board. Where the Board so 
eSlablishes a d.lu of applicalions or 
propo'>ah which mus! be submiUed. 
no aptl1icalion or prop!)sat within We 
,!;iSS may be funded by the 
Departmenl or any component thereof 
until the application Of prnpoul bas 
been reviewed by [he Board and the 
BoarJ has rC'ndcreJ advice as (0 its 
Jcccptabilil~ from all ethical 
s(3ndpOlnl. 

(d) No application or proposal 
illvuhdng human in vi,ro fertilization 
may he funded by the DC'p;mMcnt or 
any component tnaereo( until the 
application or proposal has been 
reviewed oy the Ethic;' Advisory 
BOllnl i.lnd the Doard has rendered 
adviu:: all (0 ii' acceptability from an 
('thie .. 1 ~1"lldpl)int. 

i 46.205 Addlt\ecai dutk;s 01 tie 
In.stifudo,w 1' ... ~~Roerds in 
connccti')Q with actividH 
in\'o""ilJl~ rcruSt!. pregnant 
wonH~n, 'l)r humun in t'itro 
rertW·u!loQ. 
(a) In addition to (he 

rt"5pon-,ibiliries prescribed for 
InstitullOnal Re\liew Boards under 
Subpart A of lhi, P3t1, the applicilnt 's 
()f offeror's Board shall. with respect 
ro at.:tivitics covered by this subpart, 
carry 0111 !he followins additional 
duties; 

( I) Delermine that all <Aspects lIf 
Ihe :lcu,ity meet tile requircmenh of 
tIm ';lJhparl: 

(2) De/ermine that adequate 
~:onsid.:ralior1 Ius been given co the 
manner in which pOfentia! subjects 
will be selected, and adequate 
provision h:.~ been made by the 
applicanl or offeror for monitoring 
the a,',u:!1 inform..:d con'icnt process 
(e. g .. thm\! gh SIJ< h mCf;hanilr.rls. 
when appropri,}.te. lUI par1icip-lllion by 
the Insflluliollal Review Board or 
suhject adv\!<'alt: sin: (0 Ovcrseeil'lJ 
the .Klcal proCf:!;s by which 
inJilliduai c'Jnj.cn:s required by rhi;, 
suhparl ;m: :;(!cu~(d eitht:r by 
;ll'l'rt>vill~ i'lduC"i.:'R of tach 
illdivldu;d inlu Ihe' activit), or 
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,,,'pf yinr. perhaps Ihrl.lugh sampling. 
<. (.:~ t :.Ipprovf.!d procedures for 

• ' l'lIJocltun of i~di .. idllill.s ilu,) :fll! < < 

adlvi!] are b<:rng follllV,c:d, and (III 
!Ilonitoring Ih.: pro~ress of !h~ 
,lCl1VilY and intervening <IS <:a,.:essJry 
liif.)u)!h such steps as v isiU 10 the 
a,lniiY sile :lnd comil1uinf', ,ev:duallOn 
hI dl!tt:rrnine if any unanlidp;;red 
mils have Hlriscn); 

(3) Carry our such other 
rnp0I1SIbililies as may be ass,gned hy 
flit" Sccretary, 

(b) No award may be issu:<J unlil 
the appli ... 111 or offeror has cert, !'it'd 
10 the Secretary thai the 1IlStiu<;[inn<t1 
Review Board tea!> made Ihc 
dderminalion15 required unda 
par;lgraph (~} of this seclion ,lod the 
ScaC:lary has approved fhese!' 
determinations., a!; provided ill 
§ 46, ! 20 of Subpan A or this par!, 

Ie) Applicants or offr.t()rs sl!cli.ing 
~:lp,Jl1tt ior I.h:liviaiel' cuveted by tills 
~lIhr;II' mUSl pro~iJc for the 
J"~:~nalion of an Inslicuuoll.:Ji Rt'\iew 
Bt) f rJ. :,uoject 10 approval by Ille 

SC'·f~IJry. where: no slich UOJf,,1 has 
I'1C:I~r: e!ol.,blished unda Suhp;\rt A of 

I til s ponl. 

~ 46.206 G~Q('rlillimjhtli;m:\i. 

f .• J No activity 10 which this 
~;lIhp;H1 is applicable m~ly be 
"nJcrUKen unless: 

I It Apprnpriatl: sludic~ on .lilln,at> 
, 1:.1 IIllnprc~mlnt mdi viJuJls 0:1\.~ 

hn'n ':Ilmplded; 
( 2) Exc cpl "" here the pIHT'" \ c' lit' 

doC' Jdllw'ilY is III meet Ihc hc;tilh 
net',!, ,)1' !ho.: rnolhcf or thl.' Pdt1j,:ul;u 
il;LJ\. (h~' ri~~ (0 [he fctu~ IS Illinim;ll 

:lnd in Jll CJS~S. is Ihc- Ie,h! P()~.~lnk 

ri!;lo. for achieving Ihe Ohjcctl\'~~; di 
II~.:. Jc'[I\lIY < 

( .~; lrllil'o,iduah engaged in tht~ 

;JI:llvilj "ill hJ~e 00 part In' (i) Any 
J(d:'101lS as 10 Ihe fimll1g. rn,:inoJ. 
~11<1 pro.:.:duru u~('d 10 Icrmil1~tc !h.~ 

I'r,,::n:.ln':Y. Jnd iii) dCll!rflllning Ill.: 
\1;t:111I1, .,; Ihe fems Oil Ihc< 
It'f1:;IO:Hion of fhl! pn:gnalll.:y; and 

(,l) No pro~'C'dural chang~£ whidl 
In.!:, ,;:lIJ:.C greater (han minimal ris'" 
Il' (I;.: f;.:ws or the pregnant wom.m 
'" <\1 l,c Introduccli inw Ihe rHt'('('dul!~ 

fdr lI:rr,HI):tWlt' rh,~ pl('gllanq' .. oldy 
ill the ',11,'rol of (he adivi,v. 

Ih) !"-Io ildtlt:emerm" rJilJoet1Hj llf 

u\t'<crwi<,c, 111:1)' ht: offered (() 
taIlHn;!!" ['I'1'oao,:. fur pmposn tlf 
rhe :Ie! i \. it" 

t~O Hl: 1",'<', I\ui ~. :\)'~<.\ .lI1rr.k'I.11 

4d Ht .\1i'>.lK ~"'< 1>, I\I'~I 

~ 46.2(11 ,'i('th itiu dir«'f('d 
to'lNlllrd ~)J1."1!UIl( wumen as 
:mbjf('lS, 
(al f\,) pr" 1~!1'i.'11 \V'Hnall may t1c 

in~o!Hd .h ..I \~lbJ('tI ill an ;tUililIY 

,:o,wercd hI- :!IlS ·<uhp;jfi un!o:,: (II 

The purra~e 'If !he aCllvi!}, IS to Tlll:el 

the he.ll,h nee'os ()f the Illolh!:f and the 
felU>; Will he plarrd af rj~k only 10 the 
minimum I~X lc:nt n(~t..:essar.v 10 meet 
\udJ nccd~, \)1' (2) Ihe rbl-.; to the fclus 
h IIllniPHiI < 

(b) All J,.:£ivil\' pcrrniltcJ under 
p,uagraph (al 1)1' this section may be 
cpnJu..:Il:d (.r,ly tllilC' mother and 

liJlhcr Jle Iq~,;llIy «omlll:l~nl ami ha\e 
,':I\,\,n Ih~:1f Ifllonncd con~t'Il[ ali(!f 

}I;I". in~ h'cn rllll~ Hlfmm<:d p.'g;mi1l'~ 

111)~'lbl(' ifllf';I':! on the fclU~. l'~CI:PI 
iha! rllr~ '<;J1ha's ull"onnt:d con\l!ol 

lin:.! 1),1( h(~ "l'~'un:d It: \ t) <{ h~ 

pllrpo ... .: elf 1:,(; .IcIlV"V IS 10 meet the 
!ICjllh nl~nh ,){ lh~' mfHlil!r; C.~) his 
uJenwy ,)f I', hi'! cahllurs ':;UIO,)/ 
re;)sonahl~ hI' ,J\,.:crt:III1CJ; (3) hI! i~ 

fllH fl';'''lIIJhly ;IV;tilJbk; \lr [4) the 
prq:nanl.'} :<nldrl:~J Illlm (ape < 

*-46,10M ,'-(til illt'~ dircclt·d 
tuwi.lni i.:tll'>!'·' ill utt'ru mi 

:iuhjrl [~, 
I al ~;,) 1,':[;" III "fl'r,) may he 

tnyph td .1" .I \lIhj,~,,<t W any <tclilliry 
,:<ov~red I,~ ,hl~ ',tIt-pari tJnln~: (I) 

fhl! PUIP,)',< or' Ih,< ~:,:fIVl!y I~ III meet 
till: h'::;ILII :h:t,h I (l!lC f'llrti(ul<ll klu~ 

and l~lt' ft'II" "'ill ht: pla ... ~'d at rI',k 
,lilly In fil,: !"]!l1ltl1llll1 r: ,I~nl n~lr:",H<y 

10 ill.:,,'! \i),'l, 11"nh, Of \ 2) ttw l'I~k 10 

lhe (c~I'.)'. ,;11'1"":.1 hy Ill..: research IS 

Il1l1llm;11 :ilhl Ih' P'HPOSC of thl.' 

'KI~Vl!y h ;!,:,.' ,inTI"pll1.;nr dJ! 

iOlpUrL!H1 hto.'1l(".)h·a 1 I,ol)wkdg,: 
""!lIdl CII1'h'! be d,"Llll1cd by qfh,:r 
Ill,: ;/ri" < 

(1'1) An ,llIl\ IIV I'nmliled ullder 
rUf;lgl Jph (,II I\t (II to. ~,(!I011 may h;: 
,<(lIH.ldctf'd 1"1'.1, ;1 1Jl/' I!lllthcr :lIiJ 

LlIhcr arc legally compelent and bave 
!!iv(1l th-eir informed consent. ('.I(ccpt 
that 111(: fathcr's consenr need nol be 
\I:o.:uwi if: ( I) His iiSentity or 
",hcrO!abouls cannl)( rell'!!>onably be 
a"q:rtaint'd, (2) he i~ not reasontbly 
inailablc. or en the pregnancy 
rl'sulted from fape< 

f 46,209 ActivillH dlrKtl'd 
towloI.rd reflJ$t~1t C1( ultro, 
indl.lding IYlf'I"l.bC, fetu!\I(!$, as 
~"bjtdS. 
(it) Unlil it ha~ been ascertaincd 

whelher or nol a felus ex ulero ia 
vi<Jbh:. J felUs ex utero may not be 
involved as a subjed in an acrivity 
C'uvert:d hy this l;tlbpan unleu: 

( I) There will be no adLied risk 10 

the felus resuliing from lile Ilctivily. 
an .. ! the purpose of the activhy is the 
!.lcvdoprnenf of import:u1iI biomeuicaJ 
knowledge whidl cannol be ootOlined 
by uthet means, or 

(2) Tilt' purpose of rhe activity is to 
enhance the pOllsibililY of survival of 
Ihc:- parth::uIJT fetU!, to the point of 
viahili!y. 

(h) No l1orniaol~ (elus may be 

illv"lved 'IS a ~ubjl:cl in an al.:livity 
t:tJ'!t'fcd by thl!' subpart (Jolt! is: 

( j J Vilal funclions of the: felus will 
flUI bl!' ;Jl{ith:i~dly lIIairll<tined. 

i 2) Experimental iClivilies which 
of dl!!/TlSelvcs would terminate Ihe 
heal I hI.' a I or Icspiralioll of the fetus 
will 110( be employed. and 

0) The puqmsc of the aCli\lilY ;5 
,til' d\.'vcl('pmt!'nr of impOflJnt 
hiornediLdl knf)wlc"ige which cunnm 
he dbl:.tincd by OIac:r me.Ha, 

(e: I In Ihe (\Cnl the fetus t";f ulao 
is found 10 be viablt:. i: may be 
indudcd as a sub)!:'.:t in the actillity 
ouiy 10 Ihe extenl perflliued by and in 
a<.:cord.mce with Ihe requirements (If 
(lrhe ( ~lIhparts of tIllS pan, 

lei) An ilctivil), pt:rmillcd under 
p<1r'H~laph fa} or (v) of this seclion 
rna;' he wndu(!td only if the mOlher 
;md ( .. Iher are kg'lll)! compdclIl and 
have.: l'.IVl!1 Iheir informed consent, 
ad'pt II1.H th<: (;lIh~r's infomlt:J 
nlfl \enl need flu! be secure!.! if: (I) his 
ideol")' Of whcrcab~lulS Canoo( 
ru',on;lhly he aV:C'ffaincd. {ll he is 
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~ """'_~~_~'''''''''''' _______ .~' __________ '' ___ ' __ ._M ____ ''_~_''''''''''_'"_' ________ "'" _""" __ ,.., 

aU J,ifisonen .. mod immune from 
" lirhil/an ,il'ltl:rVenlion by prholl 

• ~Ulllll(ille~ or p~soners. U:11 es'. the 
p,rincipill UI.\lestigator provllj~s to lite 
B,lard jus,tificslion in writill t '. for 
following some Qthtl' pro.;edures, 
t;ofltrol Jubjcdl. muS! be seicct!d 
fOlndomly from dw: groop of tI'IItlihlhlt' 
pcaonefJ ~ho meet the characteristics 
ntetlcd for that particular research 
pr.l Jl'rI: 

/$) The inform;uion is prc'icfl:ed in 
!iAq:uagt which is unuerst;w(\:lhic 10 

IIlL Sl(bj'!d poplJ!alion; 

()'j A~kLluate assurance eXI~I$,. Iii;!! 

P.!9!~ }'Q4f.~;P!'U.~ ~\!lir. '0 ~ 
&(,'OIHli • pnlOMt U fI.fIfUdpldotl tn 

HIC research in making dc:dsinfls 
rcg<lfoing parole, and ellch prisoner is 
dt.":Hl'( I,tium,t:<! in a~\\lance rhat 
paHh~~palioll in the re~can.:h \"ill Invl~ 
!\Il df..:1.'1 on his or hcr parole, IUHi 

/71 Where (tie Hoard fUh.ls thac 
111.1,) b~ a IH:t:d f,)f follow.up 
l"C!lI1l11aIIOn 01" can: of p.lI·ocip:HHS 
.:tf(l!~ iht' end ll( Ihclf par(J~ip;III\>n. 
;t'h:llUJ(~' prn~ i~i\H1 has OCl'll 11l,1,k Ivr 

~l"'ll C'I.;tmtnJllon or (Jre, tJk:lIt,! inh) 

.!\'C".ll~: l11c .. 011) IlIg kngths n!' 
IIldlHilaal pfiMmer<;' 'iClllCI1 .... l··'. J!ld 

!I" 1I11lJrmlflg p;;rlicitJ;ml~ of tLl~ ,",IC! 

\h) The Bn:trJ !>h:I!1 carry ilut ~tJdl 
,i('IU d[j[it.:'~ J~ may De assi t:1'Ict..i by 
:h,' ')..:..: ,.:Ilry, 

: () Th(! in,alu lion ~ha!l .. 'cni f~ to 
('\,: ~,t.',.'rt·t;.\Iy, lO ~uch form and 
11LI!:',,'l ,l~ the <"icnclary may f,:qUlf,", 

dl ;! t,'IO: ,iUlle'S of the Board unti('[ thi:; 
'.,·;Will havC' b,'I!11 fulfilled. 

~ ·1 h "l(}flPfi'rnit1c,;f t"f'Ufte'dl 

iMOivin& pri.~oQer'l.' 
(,.) UwrnrJi":Ji or bdlJ\>ioral 

ft~·.,·;.r ,'11 r .. )ndUCkd or ~ui'p0l"h~d b) 

ill! i: \\ HI;}), invoh'C' pnsoneri ::t~ 

\U1nCdS \)jily if: 

( I \ Tht~ ir.slIllllion responsibL: fN 

Ihe.~·\l:'1duCI of til" research h,H 
l.:n 1 (l,~d 10 the StcrclJr)' t!1;,U the 
In'"ltlltioflai Rrview n()~mJ h.l!> 
:JPPll;vctllhc fC:s.t~~lrch under § 46 . .lOS 
,)l' !i~l\ subpart; lind 

( ~) I n (he judgment of the 

Se~:rc(.try (h(" prup",!i.ed fcseardt 
invohC:'i Sl.lldy the follov,lng: 

(A) Study \li Ihe pnsslhlc C;lUS:~'. 
cHecls, Jnd plUlesses llf 
11l..::m::er.:!lI,)Il. and ,.)£ <:riwlII:l1 

bd'l;H'ior. pI.widcd Ihal the ~!Udy 
PII::'CnlS flU more than minimal risk 
,lllJ no m()1'e than iocoIlVCmClh.:t lO 

the suhjn:l'i; 

(U, Stud} Ilf pris"n~ as m~tli\ltilmal 
:;tn.lr.:\lln:~ ,.'r of prisvl'lcn as 

in.;ar.:cnHl!ll pt."now;, providrod thaI 

the 'itud~ Pi fSl:nlS no mOle lll:1'1 

minimal n~k auil ,w more 11un 
ml'onVCnl~lh'e to th~ ~ubjec!s; 

IC} Rc:>oclmh Ilil l'oflllilitHh 

p'HlICULHI~ aHcdlo!( prisuner~ as ;1 

dass (for e\amplc, vaccine trials and 
other reseilrch all hf'('a!lIis whkh is 
lllul.:h mOll. plcva!clH in prisl.lllS 11\;111 
dscwhl!'fr.: ;wd Ic~~af(;h on s0cial and 
psychologt-·:.Il p~ubkms ';\Jch as 
ak'nholisliL ..1m,; ,,,Jdl('!wn and ~c~l!al 

~h"'lldt..,) pr(l'~'ldt'lJ (hal the s:Udy m,IY 

pr<):eed olll~ ;I!IL'I Iht Sl'l.:rc:rary 1i:1.'i 

constll(eJ wuh al'propflalt' e~pefl:' 
ill,!udi!":g (~\P~~!l~ 111 fWrl\)hli~Y 

rll~dkl!1~ .1IIe! ;:t!lIC'" .. 1Ill! publl:,hed 
11' JIII:e. in tth: I: UJI k \!. R l(,OIS I Ul., 

or h;', in!l'lt (,I I!TI,~',"f \tll:h f'\'S('aI"lh. 

\ 1) i{c,,,·,trcrl U:\ ;'1;1I.0,:C'i, b,lth 

Irnl!\,lti\iC .llId ;lcu'j'I,·d. wh,dl hay", 
(h·~ inknt and (c;!"H\abh: pwiuDBlilY 
d Irllpro· .. iIlIC tltt' health tHo \~dl, 

hetll.1!. of tll(" ··l1h." .. ,c III C;I,':\ In 

which llhh~ ~l\ldi,'\ a'qulre Iht~ 

;1'~I!!nrn<':ll\ ,Ii f'!1~I)nl'r<; In a m,II\I\':1 

\':IO,ISkfJt Wllh !It"Ii['''',l!\ .1pprlH.'l'd by 
the IHB !O c'OIlII'!! !!J'OlIp.' which mil)' 
nol h~ndll i'(Pfll r!l(' rl'~(·;H.h, lilt' 

Sillily 111;1~ pn>--(.'~·d on!,. alia (lIe 
S.'LTl',.11 y b,l~ c'()l1\u)(el! Wlilt 

appr"lpnJII.' ~·\I'Cil". ILduJill~ \~.,p('rt~; 

in p"lIdl0l!)i 11'\',;k:'1C;lIld l'lhio, itlld 

plIhl"Jwtl Ill'qU', I'" ,Lt· FU)!·}t,!. 

R H;'SlrR. 0)( .'\i', 1Il,'~\ll III :lpprIH':: su.:h 
r~"'l:;lrd\ 

Illi [~(''':P( ,~, p<\)','id"d III 

r;j["a!~r:lJ'h 1.1) Iii r'I,' ~1,~1.:(It\I1. 

hi()!lH:,jIC:li c; !l,:h,:~IlJT;tl rc,can.h 

.. 'OUd'KI.:J "I ""l'lh'li, .. d h~ [;.HL\\f 

shall not Imol-..: ('fI',llIh'!\ .IS 

suhl~·ctS. 

SubpMt [)'-AddlUouJ I~rot«tioa 
(or Ctilc(n!1il 111'cU,mt liS Sul;joetu lira 
Q~ 

S(lurc-t': 'Ii! Fit 9111. Much I. 1':I1l 

§ 46.401 To wbat do theaMt 
r<";;;uladottj IIpptyf 

(a) This suhpm appJies to aU 
research involving: children IU 

,ubj~ts> condw:ftd or suppr.m.ed by 
the Oepartmt!iH of Health and 
Human Services, 

(1) Til::, indudcs fe.laIch 
conducted by Department 
cmplny«:N.I, e~cepl that eDCh head of 
ltll (ipCrlAliug ni'lll"iull u{ tile: 
Departmenf mlly adopt $uch 
tlonsubs!.anti ... e. procedural 
rtlodifil.:ntiOlU &.\1 may be Il'proprilllte 
from an 4IJlministnitive standpoint. 

(2) It also indude~ research 
conducted or supp<..,rt,ed by the 
Department of Herutb lind Human 
Sa"icl'.~ mJk\idc Il.e (Jnited Statn. 
bllr in appropriute circumstances, the 
S<:{;retary ma)'. under paragrapb (e) 
of § 46.10 t of Subpart A. waive:: the 
tlppllCahility of ;iom~ or all of the 
reqnirr.rnents of the!>e regubt&ans for 
n::s<:an..:h uf this type. 

(b) Exemptions (I). (2). (S) fl:nd (6) 
as Ii sted in SUbPi'Hl A at § 46 .. 10 t (b) 
Ilrc applicable to this subpart. 
Exemption (4). rc:,.·.:arch involving 
the observation of public ~~havior. 
listed at § 46.101(b). i$ applicable to 
thi'i subpart where the investie:ator(s) 
doc!! nor parti<:.:ipate in the activitie1 
being observed. Exemption 0), 
fe<;earch invoj'/illg surveyor 
ifilerV1CW pnxttlure:s. lL~ted at 

§ 46.101 (b) does not apply to reselltch 
covered by this subpart. 

( .. ) The eJ(ception". additionllr, and 
pmvi,ions for waiver u they appeal' 
in paragnphs (c) through (i) of 
§ 46.101 of Suhp;ut A arc applicable 
In this suhpart. -

§ 46AfJ2 Hdlnitiot1!.!. 
The de:"iniliO:I'l in § 4(->'102 of 

Sut'par { A :>haU be arplicable to ~hh 
~ubr:lrt ;IS well. In • .dditioll, a.~ u~ed 
i:l \~Ii'i !;ubp!'lrt: 

Approved For Release 2001/03/07 : CIA-RDP96-00788R001500160010-9 



. ~ ·..r-"lkd For Release 2001/03/07 : CIA_RDP96_00788R001500160010-9 45 erR 44 

. Ap.l:!!....~-,,---.. ".--·~--·"""·-···-·-~-·---···--··---·---··-·.----.----.---.-----,----
' .. (3) ~'OWdral~··.re llC!mms .... 'no 
'1'1.1 .. :....: not attained the legal age for 
consent to treatment .. or pr(>;;~~durts 
involved in 'he resc:arch. lll\dcr ti-r:: 
app1it;able law or aheju!'::sdi.:tirm in 
which the r~earch will he 
condocted, 

(b) "Alu:Qt" mean'!. III cbdd':\ 
"ffirm1!ilVe agrct!menr to particip:tt(" 
ill .e~:\rch. Mere f3ilure to obje'ct 
should nol, ab!l.ent afiirm:uive 
.tgn:cmcl1t, be construed ;.1.'; ;l$S('I1t. 

(c) "Pcrmiulon" mC':'il1~j lhc 
agreement of parecl((s) ,)f guardian to 

! he ilJfncipation of their ,hiM Of 

.... ard in research. 
(d) "P&l'aI.t" mealls &I L;hild'~ 

hiulogical or ado~1ti\.'e p:m'nt. 
(e) ·'Gu..vdian"·means fln 

indi,·idu.;tl who is authorize:!! under 
:lpptkable statl! or local I"" ... to 
<: J:l',cnt on be/'i,i/f of a chiid 10 

1n ;I\.!dilioll 10 other n~"'rll:,nslbdlli:.~~ 
.1.,signcJ t<l JRlh tllH.1er dlls p:m, 

e,lch lRB shaH rt"'Vi~w res;'OIf.:ll 

c:wcred hy this subpart a.I'J apl'fl)n: 
only n.'search whkh ';It\ .. f',~:\ the 
eonditio!\~ oi all applicable S.l:'~lnll:t 
of this ~lIbra..n. 

n4-6.404R~lVth 1(l.Ot.ial0hi.l~ 
fI:1',-",tu'th.d mmwl.l riik. . 

Hi IS will conduct or fUtid 
n:sc:a.rch in which the lRB tinds til:.\! 

1m gre:itcr than mimmal rb~ Ll) 
children is prc~nled. only if !he 1 R D 
IImis thai 'l.( .. kqtl;~le plovi'iin:u. :.1fe 
nude ior soliciting the a:,SC'nt of Iht: 

c!; ilJr.en and the permis.'iioll elf their 
pine-nls (n guardi'II).!i. as set forth In 

§.f,6.406. 

lI1onilOflllg pr04:cdure that is likely to 
(:ofllributc to lhe !!lIbjt'~t's well·being 
only if the m B finds thai: 

(ll) The: ri .. ~ IJ justil:('d by the 
:mtic·:pllt.. .. d b-t.:rlc[11 to thl! !lUhjt'\,:l<;; 

(h) The (dation df the aotidp:llcd 
b..~r;clh tn the rlsk is. lit lea.H a'i 
fav0rabll,: to dlC subjects as that 
prcscn!t~d by IlV;li\;lble alternative 
apf'H)IIl'ht'~; and 

tel AJeqllale provisions lHe made 
for soli,:.illllg tIll:' a~'iC'nt uf the 
.:hildc('n Imd r~(mi!\sio;) Ilf their 

p3r(:nts ur gU.ltdinns, J'\ sci forlh in 
§4tt.40!i.. 

Ii 46.4U6 Rf:'§etln:h ilwoh!l1& g,Tuter 
thaa l'Ili,lill1ld ri51k and no ,m)ft!ped or 
dJu:d bo~ncnt ~o ifuli'fiill.ud i.:Jbjcct. •• 
but Ukely HI yield gcnt'rlaHuble 
"Xll()wln!~c AbtH~t tbe suhject" di£llrdcr 
lIf cOIl:iit iOll, 

lUIS \~ill <.:e}JJduct Of fund 
n'st:a(\:h ill wh".:h the IRB finds that 
more than miuimal ri~k to childn:'il I~ 
1)H.'st.:rl1t'u by lUl iut(,fvemion ur 
pr,)<':f'd U{,~ ! hat doc:. nO( hold nut t h~ 

pru~IX'(', t)!" dlll'c! hcndit for dll.:' 

indn'id I.ul "Ub.lC'CI, or by ,l 

!1\Ol1ihJlin~ fH .. ~:edult~ whidl is If,)t 

likdy 1l) (;mHiliUlt: to thf~ wr..:ll .. bt"ing 
of lh,: slJbj-,<ct, unly if the m n fil1d~ 
dUll: 

(a) The ri:~~ ('~·prc~.cnl.~ a minor 
illcrcas(: ~nr.:r mininlill risk; 

(b) The intl:1 v~'nli(}ll or proccJun: 
prl.'seni:, clpn il'n~:C's to subjl'cts, that 
Itre n'a,orHlbly ~{)mmcnsUl;;te .viell 
th"s(~ in ~ll'rC'lIt ill their acl ual O( 

§ 46.iW7 R~ Bot otberwlN 
approub1.e which prestutt &a 

(l1'p<wturdty to UIId.tnt.ud, pre.,.ttlt,' 01''' 

liUcriate III suious proMena atfeedna 
the beahb or wdfare of daildtca. 

JIBS will conduct or fund 
research th ... t the JRB docs not 
believe rneeU the reql.lirements of . 
U 46.404. 46.40', or 46.406 only ir: 

(a) The IRB f1nds Crult tbe research 
prcACnl911 u:1UOnablc opportunity to 
furth~r the undersll.Dding, 
pre ... cntion. or alleviation of a aerious 
problem affecting the health or 
welfare of children; and 

(b) The Secrewy. arter 
consultation with a. pa.ntl or txperU 
in pertinent disciplines (for example: 
'icicn<.:e. medicine. education. ethics. 
law) and following opportunity for 
public review and comment. htU 
ddcrmined either: (I) That the 
r("~~!arch in fact satisties the 
conditiolls uf § ~ 46.404, 46.405, or 
46.406. a..'1 applicable. or (2) the 
fill/uwing: 

(i) The fl'"S<CJrcll presentll III 

I ea~()nable opportunity to further rJlc 

unucr<;tanding. prevention, or 
alle .... iatlon of a serious problem 
;ill't."Cling (hI! health or we!(otrc of 
chHdr;:;:n; 

(ii} The rcscar-:h will l'..e conducted 
in ~l:cordalJ!;e with sol.lnd efltical 
principles; 

(iii) Adequatl: 'provisions are made 
fm ~.olidtin8 the ass.ent of childrell 
and t Iw permission of their parent:s or 
guardialls, 1\.'1 set (orah ill § 46.408. 

§ 46 . .ro.~ R~i._u for 

(':<..pectc:d mc,iie:.d. denial. pe-nnIutoa .y parenti (\If guardiufI 
pflYl..'liuh>gical. !illl.:il\l. or euucational and for ~t by c:hllclren. 

(a) In addition to the situation:;; 
dele:rminations required I.moel' other 

§ 4~.405 RtI~ iQvohirl~ ~N'alter {c) Th,~ in~cn'(~ntion or rrc,<~edure lIpplkable s<~ction» of this Ioubpurt, 
litmll mlalm.&.1 '(lIIit but PU'K'uth,jil tbe i!l lildy 10 yidd gcncralil:Jhle the IRD shall determine that 
PI'1:1'S?ect of dirut bt.:-netlt to ih4e l.:nowlclJgl" ahout the ~\lbjcL't,1 adequate (1tro\lisiol'l~ are made fot 
t$ldh!dul _bjed.. djwnkr or conciitinn WhlLh is of soliciting the assent of the children. 

HHS will conduct or funt! vila! imp.t1l'1<.1l1a fllr the wil'!n ill the judgment of the JRD the 
rC~;'1I'ch in whkh the IRB nods that ult, .. krstalldill.g Of ameilo!':.ltlUll of !lIe children are .. :ap.l\hle or pro";;dini 
11),,1"(.': Ih~n minimal risk to children is liubjL'l:!S' dl!.onfcr or con,jirion; and UliClIl. In determining whether 
PICSCflh.:d by an intervention or (J) Ad(~4'1a!c provisions are m,(de chifdrl.':'n are car~bh: 1)( assenling. tbe. 
l'ruceduf~ that holds out tho:: for :;oliL:i~in.~ aSSt'lIt (If rhc! children tRU shall take into a.ccou.ct the ages,.i 
P[()Sp<.'Ct or direct bcllciit for the <llhi pCfI1'lission of thclf r)'lrcnl~; or maturity. a.n.d p'!yc.nologic.JJ uate of 
ill:Hvldua.1 subject, or by a SUl.mh'IIl~. :.~ sel forth ill § 4h.·103. the (:hikhc;n involvoo. Thill judgment 
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