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

. HUMAN 
SUBJECTS 

Subpart A-Basic IIUS Pulky for 
P'ro!t'cdun or Hurn~m .Rt!>tmro:;, 
Subjt·clS 

-t~ 101 T•> "'hat d••1hc1r. rr~<J!.;f "" •rrl: · 
1.-, IU~ ()dmiuon~. 

-'o JIU t\u<Jnncn. 
.1(, i <!4 $~.:1i.1n IC'U"~;j 

4•> JO) Sn·t11•n re\uvcd. 

.;(! J(!() :ircli<Jn lf>rfvt,l 

46 !07 IRS •nc·ml>er,hip. 
.:.o l\lll IRI:I fundiOM and votr:Hhffl' 

4-<J liN IRB re~iew of r~~e .. r<ll. 
• '> IW Elptdltcd re~u:w prtx~.llut~ l,n 

arum k1nd~ <>l rese.uch i"~·:>hlll~ nn 
mote than minim.al rnk. ~~d tPr mi:wr 
,·h,n~n Ill ~ji)HU\CtJ ro.:~1·:'" 

41) I l I ('rotcri;Jo fur IR6 appnn·.d .,,· 

rr,.:.ud1 

·If: II~ RCYI( W 1\~ Jfl\lllUio\l/1 

·Hi. II J SU>f•en,wn ur !~llllollJ 1.•:1 ol Hl li 
~p~ruv~l of r~\C.u,h. 

1(, 114 C\x>pc:uu~c rn~M,h 

, " · 1 .\ HHI re,·l>ri.ls. 

·II> I I 6 (i e 11171 dl fCijUift !II <Ill> l o: 'i11<11fl\cJ 

,·(H'l'H~ :it. 

~·, j 17 !),),Ufllent•ll<>ll o~f illlc f"l(.J 

•'tHI\tlll 

J.~ II~ Appi•oti,>r~> Jll<! i'f•'P•"·•h 1,11:11."'~ 

,,k/IIIIIC f'l•a\ f,lt lfi~<>hemo~ll uf ltiJf\l,ill 

WtJj~d~ 

olr• II 'I ltt>cMch untJcrHI~r.n .,. ~~~""( 1hr 
tnt~.p-jfl'~n of anwnt't'Mn~· htHn.Jn ~~Jb)c-·. r~. 

-lh 120 l:~alualwn 4/\CI <inP•'""''"l ,,( 
•rr"~~~~··n~ and propo~.ah _ 

·''' Ill lnvc~!l~:lllonJtl nelil dn.~ ar J~'~'' 
JO-•Ia~ t.!d~) rcquorrmrn! 

.th I ~2 Uic uf fc.Jeral funJ~ 
4to.l !J F•rly lcrmin~IHm of re1rar.:h 

f'JndHI,I!; cvalu~lhm of \Uh~'"'l'"~nr 

.!pp!I<'JIIUIH Jnd plllpo~dh. 
~t• I=-' l'ondtllons. 

~;,_1l1parl ll-Addilionlil Pmt"'dion~ 
Pt'r«~ining co Rcstl'arch, 
Dn-tlopment. and Rrhll•:d 
.'\rei~ ide~ I n,·olvin~ t'u ust~~. 
Pn·J;:mll'lt Wumen, and fiur.u;n 
In \'Hro 1:·rrdliz:a1ion 

<;~,. 

4r, !01 
4r. lOl 
4(> 10 l 
4t,l04 
41) 205 

Applli:ahdtl)!. 

Pllf\)c)\C 

lki 1niuura. 

EIPIH;al A<l~tsory fl<>arJ~ 
'IJ<litaonal dtlllc• ,,,-the: :ll,ltHJI!un~l 

dfl•• 11 ·~ lll\<o~l'lll~ lc111•e\, prq:n•11r 

""'" ·n. llof h .. :nan HI~'''" krtilllat·•lill. 
<1~ .. !tt~· t •t l(t~l lmuti!IJ~n~ 

·16.lU'I \UI'II>~l diltclcd toward prq•n~nt 

\tiOflH~t; 1U ~\MhjeCU 

4() 108 h'11VIIio:1 .J~rHitd io.>.,·an1 PtiiHn '" 

UHm "' ~llb!Cl'U 

.f,~ ;~O'i ~''"''" ~ Jtre,·rrJ toy.·arJ fNtaet f'( 

•JI~ro. tnduJtng llOn,·rahl~ fctuH•. a, 

'""J·~-1< 
..tl\ ~10 ·~-tJ\IIIU mvolvinjl' the dtad fclln, 

r~·~' T!.tltr·~;. lll I he j)laanla. 
46 :: i I '.1v:ll rw thr)n t\1 "'ai ur of ~JlC<'IfK 

f.,.·I~IJl! f""H'\eU('J 

Suhp:ul t '-·~·\dditlonld Prnltclion'!i 

rt:rt.lining li1 Biomedical and 
Bieli<H iunll R~~arch I nvoh·ing 
Pri.,mHs IHi Subjt·cl!' 

Se.: 
.,u, JU I • prh,:ab•I•IJI 
·I b. JO: i'tu plliC. • • 

41>. Jv.• [>cr •n:r•c·•·.,, 
•'l'l ]()4 ( "'llfnl>,l/ol/'1 ,>( lniiii!JIWOot.l lle'<ICW 

ll<'J'.J' •hoe pn>unc~t uc invulved 
~I> _lr.'S .\ dJIIHlilll J,lhU ul the Jn,h!UIIO·!IJ! 

Rc vtc • inJr,l~ "'hnc pn~"nrn Me 

lt'J\o ~1 1, \ l'd 

·ll> . .ll'l> l'<'l""md ~-~~~itto ,,n,,l.,nR 

Subr!lr t D-· .. A!IJitional Pmrcctiou 
fer C'ltlil rJrt~n ln•uly('(f M Subjt·~·w In 
Ut·~~~atdl 

~:..:. 

4t>.4{}1 

t6.401 
4.-; 40J 

l· whal ~:o !h<r•..c rc-eubuioni llflj1ly't 
ll<!illill<llll 

II\ lJ dUII('II. 

·it-.41.14 K\'k'JjJ o;h nc'l inYOIIIing Jllearer tluu 
minit~t~l r~•;k. 

·II> 4('.~ RM.:-Ji!,·h tn11nlving grrarer tluu 

mm""'d n~~ lml pn·,~urmg rh~ pro,f>tt..l 
o( dtr<"<·: hcm·lit to !he mdividual suhje..:ts.. 

•I~• ·I;Jn ;; <"<.-<~~,·h invnlving 11rearer lhJin 
tTIIllrmul g~~ &lid no pn1tpe<.:t of dirr;.;r 
bntdit I·> llli.lPm.IWJIIUbj«•fl, bul hkd}' IO 

;·ir!.l l!•maali;:.>Jlle ~nowlt'tle:e 2tx;ut lh'-" 
subJ:-<.!'s -~mlr<:!· r or conditkm. 

46.-i07 H cc.ru •,:h nor otherwise &!pproYahk 
wh11·h f'r<''•;UH lUI OJYf'Oi1UOil y Ill 
un•kn!.IIJhl, r•fevent, or aile\ tAle 11 i>r,li..1um 
p!.ll'tknt ~l'f.n:tinj! the hoe11hh m welfare 0 ( 

du:dren. 
46.4(;ii 1\c<)UII ClOt!: I• fOI' Jl>Conli~~l<lll IJy 

~Jo.~~rc ·ll, n !lll-lll'f®u anJ frJr "'~~nl by 
childr.:11. 

..~b 41'~1 w Ji ,j· •. 

o\ui!"HlrH:~: \ U '\ (" 101. \~< 174(al, I!H 

St•! l~} r~} 1.' s C ~S'I/ .. .\Lw. 

Suhpart A --·l1asic lUIS Polk,. ror 
Protection or Uurrutn Research 
Subjects 
~QI.Irce: 46 FR ll&f>, JI.IUUir)' 26, 1911, 4i n 
'H69, Match 4, 198J. 

§ 46. HJI To what dt~ these 
rt'JtUIMHons apply? 

(a) Except as J'rovided in 
panllf.raph (b} of !his section, this 
subpan applies to all research 
inv1>h·ing human subje~o·ts conducted 
by rhe Depanmenr of Health and 
Human Senrrce~ or funded in whole 
ur in p;.~rt by a Department grant, 
con!racr, cooperati..-e agreement or 
fellowship. 

(I) This incll·des research 
.:onductcd hy Department employees, 
cltcep! each Principal Operating 
Componl.'nt hea•i may adopt such 
nonsub~;tami ve. procet.lun.l 
modification.;; <iS m;1y be· appropriatt: 
f~um an adrnini~.tra!ive <>tandpoinr. 

{ 2) lr also indudes research 
condu.:ted or funded by the 
Dcpanmem of Heallh and Human 
Services outside rhe United St.ate:s, 
hut in appropri:ue circum~lances, the 
Sn:rt:'lary rnay, under par.agraph (c) of 
this sec.:lion waive 1he applicability of 
~omc or all of the requiu~mcnts of 
these regulations for research of this 
type. 

(b) Research activities in which lhc 
only involvemenr of hurnan subjects 
will be in one M more of the 
ft•llowing e~lcg:ories are e.\empc from' 
th:·s.e··regulations unless !he research 
j, ,:overed hy 01hcr subparts of this 
part. 

f I) Research conducrcd in 
esiablishr:d or commonly accepled 
cdtr..:aiHmal seuiags. involving 
rw11nal edu.:ation;tl practices, such as 
(1) rc:~tarch on regul;,r anJ sp::cial 
cdu•:auon instrunional strategies, or 
(ill research Ol\ the effccciveness of or 
the (ompariwn arrwng instructional 
h.:t:hnl<.jl.Jes, 1:urric: ula. or dnsroorn 
manage men! rn<:thods. 

(2) Research iflvolving !he use of 
educatinnalrer.t> !cognitive, 
~..hagno~•tic, aptitude. achievcmrno. if 
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iaturmation talen from !ht:s•: Sl•IJfl~'- ~ 
i~ fc\.:l)rdell in such a mantll'::· rh;H 
,ubjccts cannot h~ idt!utrfi,~J. dire-: II:> 
.1r rhrough j,lt:nufias link·~·d !1l rhl.'" 
~.1hjec1S. 

(3) Hcsearrh invnlvin~ sw·,,•y or 
H:av1cw prn.:-edurc~. e:tap{ where 

.tfl <lithe fullo\~intt t.~tmdilions cn~t: 
, 1) re:~ponl>cS are re~.:ordcd 10 ~lh:h ;1 
'l"tnnl!r thll the human subjects ~·;:m 
he ~,knlifi;:d, dir::c!ly or throu~h 
11!<:~Jttlirrs linked to the subject~. tii) 
"''~ ~ubjt'cl's responses. if th:!y 
1•,··. Jrnr lvwwn ouhide th.: rt·s,:an·h. 
I• 'L' !d n::.tsonab!y pl<tc'~ rh~ ~tl!'ljt:d .11 

II\~ 0! ~·riminal or .:ivil liability ur h:: 
dJ•ll<~ging 10 the subject's t"lllancial 
~!and in!! or ernp!t)yahiliry, and (iii) 

:h.~ resc<~n:h deals with scm1tne 
J \;II!Cts of !he subje~·r 's own bchav ior. 

~u;h as illegal conJucl, Jrug use. 
·"~-•ual ho::haw ior. or u~c of alcohol. 
.·\11 rc~c-:1rch mvolvang 'urn·~ •H 
o:[t:tvic;\\ pro.:c:durcs rs C:>.t'rnpt, 

~rho.Jult.'H:cplwn. when rhc: 
r<."•i'''w.lcnts care d~:ctcli or a:l;•nmtt:J 
puhh,~ tlffi.:rah or candidat~> f,lr 
ptridn: llll'kc. 

t4 · Hn<.'ardl mvolvillg lhc· 

,,. ,, n ;dldrt (including ;)tl~l'll -.1! 1< •n h\' 
.•. ,n-_·ip.Hil\) of public ht•ha' ,,,,. 
'-''•"f'l what: ;JIItllltlt: fPII•h>rnP 
,_.,Jmlllt.'n~ c:.\i~c lil 1lb~t.:n·;l!1on~ .a..: 
It:• <~>dt•d in ~u..:h .t m<Jnn...:r tb~tr til.: 

lH:m.w ~uh.rl·~·r:; can bc: Hkn11ficd, 
o~i<rrll.~ or thrnu~~h idcnrlli:.:r., L11k::d 

111 !'1.: \llbje(t.'i. 1 ii) the oh:-.cn .Hl<l!l~ 
r.:. u1<kd <~hnur lht.' rnJividllal. If theY 
t·,,·,:.r.xlc l..n•>wn ttubide rht· re'l';~r,.-h. 

(ol\l d ft'OI\,>Il;dlly p!Ji."'' !hl' Stlbj,·.-t ;l! 

n'"- 11f .:rimtn.d <If ci\ il l!;rhd;:v ,:r t•,· 
d •. lll.t)!lll)! It> !he ~uhjl'.:l's fm llli." .. at 
,LJ:ldtn)! or ~mployahiltt)·. Jntr (Iii) 

th: .c,,·ardl deab \'irh \t'O\tll\t~ 
~t··l'<'d~ ul IIJL• suhjcc! \ ,m n bdl.t\'JPr 

.. ,1.-1. ~~' dkt!al cnnducl. dru~ U\c', 

.,,., u .. ; t.dtJ> iur, t•r usc of akohtll. 
,)) Rn..::Jr~·h inHllving the 

,·,•ll.-,·o••n ur ~uuly of c.\1\lir.!-! da!:1. 
d< ldlfllc'nls. r...:~·urds. parhn!.,g 11:al 
'!' ·;·:'J\l'll~. •>r ,J,agO\hliC S)li!CIIIlt"IIS. 

If th:·w \OUr.:.:;. Jrl' pubhdy av:nl:thk 
,,, 1f ~1:~.· in{ormalion is rL·cor.kd b} 
tl." lll\ t:\ll~;II•Jr in ~uch a n::Hw.-r th.tl 

\uhjccl\, tl'flttl be id<'tlt!fi,·d. ,Jqecrlv 

•Jr tiHP.J~I 11kr.ttittr\ linl..ed t,: th:· 

\l'·)jeCl'. 

(o) t 'nk.•> :•1"''- tfit·ally rcquir,:d b) 
~l••tul!" (r.t Hl c.,.~ep! to the nlcnt 

•<p;.·~.·ifit:d ''' p.wJg raph ti)). rc~.c:u dl 
.:•td lil~;n,· n >ILl\ IPO pft)ji"CI'l \\< lneh 

;,rc ~.:omlw.:u:d h~· or suhjt"ct to the 
approval or !he lkp:u tmc-nt of 
Hc.:alih and dllfn;m S•:rviccs, acd 
which ;m:· tk~i•~rKl~ to ~tmh, 
cvalu:nc-. ,11 -:•rhn wi<>e cxamillt~: 0> 
pw~.·.ra:m 1:nca rlw Social Sn:urity 
Act, ."Jr 1•11!,•; j:•.tl.".!ic benclit ur 

st·rvicc J'H>:;'.lll ~. (ii) proc.:·dure~ for 
obt:..unin.:-. b~ n.::fll!> or ~ervice!• unJcr 
those pw~~rmns; (iin possible changc..':'i 
in or ah~rn:ttiv•·'> to those program'! 
or pro~o:r.:dtH'e;.; ur (iv) possible 
changt·~; 111 r.1et!h.ld,."1 or level.> of 
p<tymcm for be;;di!S or s<"nices 
under t.'tn•,,: rrof rams. 

ICJ !h· :'>~,[t:(lfV hJS final 
;wthurit·• tc• dl'll'rmut~ whc!llel a 
p.trri,·ul.lf .11 :~••ny is ~·vvcrco bv rhnc 
rq.!tdait•! ·, 

tdl lk '\;·. r~!.lt) 111.1y fL't]llifl.: !hal 

'l"c-·tflc rc·,\· .• rdt .K!l'· ilii.'S or .-IJ,.~l'' 

,1f rt''it'.lldl .1 'lll'ill>.''- '-'lliiUUO·~d 11r 

funded h :he D.:partrrwnr. btd It•~! 

d!ht:r'\~wi"'~ l'IHt:r.~d h~ rh~'C' 

tq:ulatllln'. ,,•111idli '>4t!h ~nmr m ;tll 

•>t !!lese r.:;:di.lll<llh 

l•·l Th·: s,~,·:,·rarv nuy al~o \hliVt: 

.. tppll(;lr•t!:t~ o: tl1t>~1· r'-'!.!lll;.won~ I•J 

,:pccil~o.:· rc:s·~;·t.·h .t<.:!IVilics <)r d:.~sse' 
,_~f rnc.tr~b .,., :i•. liJc·;, 1llhc.:rwn.e 
c1ll Cll'<l I'' c·:;"'>t.: i~I,;UiJrion~ 'Jot I<.:!~·; 

ui th::~( .1 :•····,, \\ dl bt• publi\h<!d in 
the· /:,,,J<,,;~l ,'i..~ .• ..,•urt· .... ;J, Ihey 1\t~~ur. 

( fl N,, i:1d1 .. tlu.d n:.1~· r·~~·cr>(' 

D::p.Jrtnh·;·t l'>~<din!: (or rC.\l'il!'dl 

.:1)'-'<~r~·d tc l~l·.·· . .: rcg!ILHions Ullk\'; 

1111' mr11\ !d~1.li '·' .JfrJiiutr.~d with or 
~poa~or<.'ll r•:, Jt1 111~tiwtil'll whit·h 
::· ... urnc' r.·, :·.•t•~:b1 1 Hy for the 
ro .• :..: ..:11 11ndc .. w .~:;:.ur;lllC'C ,.tit ·.tvinl.' 
1:1e f•.'ljlllr,Jl',:(:(.\ 11! lili\ pJrt. •H 1f11: • 

;<iJ!VtdlL!I lli.l~<~\ ···h~·r Jl f~lllf't'IIIL'rth 

\\l(:l the• [l,·p.nlllll'n!. 

IL') (\Hi•j'l•.~::c~· l'.>th !hC,t' 

lq!ubu<~tl· .,,:J in no 11 ay r~~ndn 
in.tpplic·.lhk i''- ;llr!:.'r!l kd~~ral, ·.Ltll:, 

<lr )(l,:;d id'N\ ,,, rt't!lll.!\lllfh 

!h) Ead"\ subpan of these 
regol.ttions conra ins a SC'parate 
\tdion dt~~<ribin~ to what the suhpart 
1ppltc'. Research which is covered 
by own· thJtl one subp~:rt sh;tll 
c·oanpl~ wllh all applicable subpatfS. 

(i) H. fullowing review of 
pnlf'<.P,ed re~;earch activities that are 
exempt from these regdations ur1der 
par.agnph (b)(6), the Secretary 
uctermines tllar a research or 
t.lemonstution project presenr.s a 
tl.m;tcr to the physical, mental, or 
('"llJOfimul Wf.!ll·b•!ing of ;t participaut 
nr subj.~r.:t ol lh(! rescart.:h or 
dl~mon!.tnHion r·roject, then feder~tl 
funds may not be expended for such 
a projc·~t without the written, 
inforrnc·d consent of each participant 
~u subjt!'Ct. 

§ ·16. Jfl'l l>l'nuitnons. 
( al · ·secrt!lar)" means tht: 

S(·c n:t:tr) of Hc:allh and Human 
~cn•icc:~. auJ any nrher officer or 

emrtl•')"-'l' of the V:partmrnr of 
H\.'Jith ;·:.r:u H•mLtfl Scr11il:e-' w wt-wm 
allfhorwr ba~ hccn dclcgarcd. 

ih) "[kpartment" or ·'HHS" 
mean-; th,.: D<;':lanc:;r:nl of lkalrh and 
Hul!l:lll )crVll'c!;. 

!;..) "'huut•Jtior1"lm~ans any public 
or ~··rn ate ent1ty 1li ~gency (includint~ 

fet!rral, ~l&~fe. and other :.gt:ndc:s). 
(d) "l..cgall~· aiJthorized 

rcprc~nt:.auve ·' fll .. 11H an 1ndividual 
or )llrJicial ur other body auth0rizcd 
under appli~~ablt:: )~, ..... to con'ienr tln 

hc!J;,if nf a pro·;pc.:rive subJ~Ct to tho:: 
\llhJc'CI \ p:lrlk ip;~< ion in rh:: 
pwr~Jurd \) iloVolvcd in the rest"ltlh 

( e J "Re!O-earch" Uleans a 
'Y~tClll~l!tc investi~;.llion designed to 
develop or ('On!riburc m generalizable: 
k1wwkd~!c. Aniviti<-"~ which meet 
this 1kfin Ilion (Onswute "rese:nch" 
for r'urpo·.e' of !h.:~<:' regui.J!ions. 
wbr!hrr or nm they are supported or 
llliHl~J under &I program which i~ 

corl'>hJcr,·d rc!:e.uch for olher 
purp'''es. for r.umplc, some 
"dcnwnslration" .wd "service" 
progrc:ms may im:l,Jdc: research 
:1\:I!VIIic~. 
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(f) "Human !\Ubjcx::t ~:· mean~ J I 4v j I .1 .lt•.unanCi!i. unp:~u.J consuham. Changes In rRB 
l.•vmg mJividual about v.llcnn :m (a)• Fal·h in mo..ui,,n engagt~d in rrtclnher<ihip ~h:1ll be reported 10 lhe 
: 1 '1 ~c;'')!igator (whelhcr pn:kssional ui rn,·.11 .. 11 dt~~.:r,d by the~·!.' rc!!ulatmn\ Si·cr•ztary.' 
s•iHknll ~onducting rc.,ean:h dbt;1in·; ~hJ!l pro•.llk ~ rilll!n :t\'ltf,tm·e (4) Wri•ten procedun:s which the 
(I) d;1ta through in1~rv~n1im1 or ~a 1 t~Lld~'ry IP t~:e St~nt:I.H} [hal II IRB will follow (i) fnr conducting its 
1 mcra~·cion with tilt• iudi\iJu;!l, or ~2) "'ill •:nnrh ··.nh the rt:Lf'lirt'lll\'nlo; .,,•t Jniti;;l il.nd conrmuing review of 
it.lctll it t:thlc pti\ ate mfmma1 icH>. fo~th 111 c·c 'L' rq~ulatlon~ rc~e:tu:h a 11d fur reporlmg its findings 
• "lnh~rvcntion j' indu1lc~ ht.llh 1 b; Tlot: Dcparlrrtl'lll ""!I I O.:ll!ldut:l nr ;md actions lo I he: invcsrigator and the 
phys1cal pn1..:cdure.s hy whi~.·h ~1 Jt<~ ;rrt~ fund ~.·.• . .-.rrc!i ,·overed lly lht·~c: inqitulinn·. tii) for determining which 
rathef'!!'l.l tf()r cxampk!. \·t:nipun(utr•'l rqwiJtr.Hr' ttnly tf the in~;lltlltwn has proJ<:<.:ts re4uirc review mme often 
.1ml rn:wipuhuion!> of the ..;uhJrd ur ;uJ ;!\~urao·~c ,,rrn1veJ a\ prondt:d in than annu;.t!ly amJ which projccu 
thr: ~ubJt'Cl's ,·nvirolllll•.~n:: ·hat ;sri! thi'> ,,.l':l•Hl, .,r..llmlv il (/H• in~tiwtitln n¢~ed verific~ti<•n lrorn !>ources other 
oaformn! f~1r n:scan:tJ purposn. h;l'; ccrflfred! • thl· Sl:..:r,•ia;v th;H the th;rn tile iuve~llgators thai no rnar.erial 
I ' 
'·tn:cractiorh" inchuk~ rest~<~ 11.!: h.1' 1'-L'l'll r:.· v IC'V·cd .md ..:han;;.~s lli,jVC oc:curreJ since previous 
.:ommuni;:ation or inrcrpcrsor1.JI :.~ppr,··\•:d b:, .ln IRB provided fpr in IRH review; (iii) for in~uring promp! 
~'''~1a.:1 llctw~.·cn invc•,ug;nor and 1hc a-.•;ur•n..:l', anJ will h,; ~uhjct:t ro reporung w tht IRB of proposed 
suhj.;;..:t. ~·Privau; infcrm:uion" <.'l)ntinu!ni.'· rcvit•w by 1hc IRB. This dJang1:s m a rc:~;carch activity, and for 
u.~·!udt·~ inr'ormarion ab,HI! hl~havaor ''as!.ur.:!:wc shall at n minirm1111 indude: m~·:ring thai dtanges in approved 
th.lf ,,c1;urs in;, .:ontcAt in which an (I) .·\ ~l:JlCrth.:nl ,lf prtncrplt:~ rl!"sear,·h, durin~ the period for which 
iml.viduJI «.:an n.:awnably ..::'pcct :har uo\'C'If'lll,l! thl.' ill\titutiun in the J.H.B .Jpproval ha'i already been r,iven, 
11.1 t>b~crvarion or recording 1~ ul.int~ dt,,h li ~:..: ot it!; rcspoo:..rt'liliti•:., ior ITIJY nut be initialed without !RB 
,'li.J.:<:, anJ infurm.tllll!l wltwh hJ!:. )lflll.;t'ltlll: 1hr ri~IH~ and welfare Jf tevicw anl.l approval eJlc<:pt wher~ 
h•:t•n providl:'d for ~.pt"cif~<· pw·p·'~'~' hu!nan ,u·•!rr;h of rcwMLh \·tmducr..:J nt;cc~.sary ro d11ninate apparent 
.t:> :~n mdiviJual ;mJ whid: thl.' ,,, <H ''"'n·;,Jrd l·,y the rnqHutitHl, inmtu..!iatc h.ut~rds to the ~ubjec!; and 
•r:Jr•rJu.;l cJn n·aslHH~hl: r:xpL'lt 1\dl •e.e:•ln~k···' l•f ~.vurcc •>f ft.llld!ng, Thi\ {tv) ftlr insuring prompr reponing to 
tllJl he maJI.' publi.: lf•lf C\.&lnpk, J .r1.n ltll.:lltl;t• .1r1 :rppropn<~tt• c'isung tlh: IHH and In the Seacl:.try 1 of 
qrnli~·.; 1 n:...:or,J). Priv;!l.: &llfnrrn;ltl~ltl ~·"'k. ,k,l.tr;rtJ,>Il, ur >l<~kllt<'~ll ot li1Unli•:tp;1!t'd pmbkms invol11ing 
oiW'>! IH' 1nJ1vtJu;tlly i~.kmttub',· ,·tht.:J! ;·:l:l•.:tp!..: .... or a .ll.di.!llcn! ri,l:·· !<.> suhjccrs or others. 
11 .:: . . lht iJcntiry ,,f the \lmJc~·r j, "r i'l>rtll'.l/.lr.:,; b~ <h.: iml!luti,nl ir·.di. (c) Tht" <~~surance 'lh<ill be u.ecuted 
Jtla) fL',J.ldy be- a .... ccrt:.tl!l~'d hy l~ll' 

:u• <.:'!lgahH <}! J,s,Jciat..::J ·•· o~n <h~· 

~~~'''lnl..llhlfl) ill llrckr f,Jr ,Jh::!llllrl!! 

:ht: inf,t;rliJIIlHl ll} I.'Oil\[lll!!,· !'l';.:;Ht.'h 

10> oh ing hunhlfl ~UhJ,:~·c~ 

1 g) :.:\.finimal risk·~ mc.J :)', tlL•I tf-~,· 
rr~b ,)1 harm anticip:llr:J 1n the 
r·wrn,t:J rc~~.1rd1 arc: n•ll gr.:-.1t..>•·. 
<.:Pil~tdcnng pmhabdity .Hd 
.n:.sgni!lll.k. than !hose ord:narily 
,:i•.:,ntnt<.'r.:J rn J;1ily lift: 01 ,;uring t!w 
~H:r!orman,·r oi wu1inc ph: • .,ll:;tl ,,: 
py.::h,ll•>JP<.:JI examin;l!HHI\ 11r ll'Sh. 

(h) "Cc:OliftCal!on \" m~;u:s th•: 
, l!'i..::L.d ihllific~llion by the !;l~lituli\ll'l 

;.t 1flr. Ocpartmcnl in :tccor,;;lnn:- "'i:h 
r:r.: n::quiremfnts of ll1i-. p..tr< \1Wt .1 

r,:~<:an:h pr,Jj.:..:t or acri•·i:y ia,·c.h in!: 
li::m<~n suhje~·ls ha.s been r1'VI<.~w~:J 
an·l ~ppl'ovcd by lhe lns:itutwn.tl 
R::\·il:.-14 Huan.l CfRO.l in ac(·vn.tul..:t· 
w11h the approved assuranc•!' un l de at 
!HiS. !Crmficalion is requm~J lo'olh:n 
\!1~ re~ean:h is iunded hy th.: 

ll•·p.~nmenr anJ no1urhcrw1se n.:mpl 
ra accordJtH:e with § 46. !Ctl(bll 

Thi\ r,·,~ui<crn, .•r ,j,,,,~s 1~ot l'r>:t'lllj•l 

pr,on•,i~,,,,~ dl 1~1~\e t·-·gu!.ttJ:lll\ 
at•p!i,~:lll:,· ~~~ tkp:H~IliOll tr;!ld,:d 

r,~~·t'Mdl .!'~d 1~. rH·t Jflpl~c .tbk It• .'llY 

r<\i..·:..r.-!o ,J: r> t:\l"Tllfll ::n.:r.~<ll) liql"J 

·II ~ ·It· !Ill 
1 ~ J I k-.r ~ rJ.Ill,)ll .,f unc m Ill ore 

IJHh :'SIJ(>\i.;hL·d tn :H'(tHd.Hll'l~ \\ilh 
lhe f•.'qurrcl~lt'~liS ·.I! ilus ~ul•p.1r!. and 
;,H •. , r,:, ~~ Pllh :·,11n1~ ;He mJdL· h)r 
m .. ·,~tit:·~ \('::,·c .'.lid ~:utfil'll'fl! 'o!al'f to 

'lljlpn:: d,,- lH!I \ :t'VIt'W amJ 
:·l;·oruLc'~l·, !l>' .htll•: •;. 

(.II /\ ll'•i n1 :re !RB illl'llll't'r:; 

i•knu\,.;d ;. ~ n .. mw. t'Jrncd degrc~r.:.;; 

rc;>ro~·;o~:olt\r •.·;,pJt'Hy; mdi,·Jtion'> \;f 

,. \flel 1. n.·,: \th' ·1 .~..•. h1,:1rd 
Ct~1\b i.:~U~Pfl', !ll.'\'n'~ot~S., Cf.!..~ ~ 

•u!rJ..:~<·n~ ,., .J·:•,cnhl' co.~ch m.:mhn's 
dHd :'!ltCI,'Ipar~.J nmrribu:11:ns to IRD 
dclib<.:r;1:: ll~>. :~nd :•ny cmplt'ynH:nt or 
v!hn r ·i.·.:i,)n,t.fp '-l'IWr<"n e:1d1 
m;~mhn 111.i rh .. ~ tn~titUIJnn; for 

e.un:pk: ~!d!-timc t'::nployce, fl~r!· 

liinl' C.'l\ i•IIC;;', !'W:~l(h:f' of )~11\tt~Hlll!g 
p:wd •'r ,,,,,u,l. ~~··,~hotld.:r, pard Llr 

by an im.livilh~td authorized to a..:t for 
tn:: 11\~litutiiHl ;m.j lo a~sumc on 
hd1<1if ->f th•! in,titurion the 
ubliga11ons imposed by chc~e 
rq~ula :ions .. 111<l sh.:~ll be filed in such 
krm and m:mn~:r as the Secrclary 
way p.:e~cnbe. 

(d) The Secrer;u y will evo.t!uaue all 
a~'uranccs suhmillt"d in accorr.bnce 
wi1h lla-:~c regulations through su<:h 
officer~ and •=rnrioyces nf the 
Dcp.utmcnt :~nd !.Udl experts or 
~nn~.ullant~ .;:ng<ti!t>d for rhis purpose 
J\ the Secrr.rar!J determines ro be 
Jppropri<.~tr:. The Secre-tary's 
eva!uatiou. will ukc inlo 
consider:uion thc:o adequacy of lhe 
propo~cd IHB in light uf the 
anticipar..:d !;corx~ of the institution's 
resean n acrivirics and the type!! of 
~ubj,~ct popula!it:·ns lik:c:ly to be 

' Rq'<)IU sh•)uiJ tlc riled "'''h th.e Office 
l<~r f'rNeuwn fr(.m Rclnrch Risk&, Narioaal 
l"wtur~a of Hcalrn. Dcpartmtlll of llor~l111 
~nJ llum.n Stn<ll.'l!'• Btrhe"l~. Mlrylud 
::o~o~ 
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invn!11ed, the appropri:ucncsi of the 
, i:.r:<•Pll"--·d im(ial and continuing 
re~ir.='w pnx:cdurl!s in I igh! nf lh~ 
pwbabk risk:>, ;.Hid the stu .\lld 

n~mpl~xily of lh~ ins.litut•on. 
i.:l On the b.tsi!ii of lhis t'li'alua!!>Hl, 

::b.; Sccn.:1::1ry ma)' app;m·,• m 
.. lhJ['pr~.we the assuran..:c. nr \!Iller 
:rt:o~ n..:g<lliations l•} d~~velop an 
,f,1['hl\ :.1hk on<!. Th1! Sccr;:!arv m.l} 

!!mit 1hr periffi.l during "'hidl all)' 

p.tnJ..:u!:u appr.ned assur;m..:e ~H d:l'i• 
(lf .lj>JlinVt'd .assurJoces si:J.l! rt'm:1111 

clfc~llVC or otherwise ..:onJt!l<~n ,1r 

r·~~ttic! approval. 
(fJ Within 60 days aft;:r 1r1~ ,hte ,,f 

';tthml~'iwn to HHS of an •lrplil: . .til•>n 

ur proposal. an in!>titUIIOII v. lth Jil 

Jf'Pf<lH:d as:.urancc cov.:ri 11~ the 
'lh>poscd rc:se:.m:h ~h;1ll <.'.::!'1i1Y thai 
•h·· applil'alion or propos:nl !1::' b!:e"l 
~~~'H:wed ami appmvcd hv •ta: lf<H. 
(::ila in~li.IU!!OIIS ~haJJ n:fl!l)' lL.H IIJe 

appllt'<lli,•n ur pn •pns:.JJ !l<h ''~'(:;1 

;,p;trtn<-J by !h.: !Rti Wlih!l .\\} ,;.~~ ~ 

;I! ·~r r.:~·eipl nl .1 reLplt:\1 (l,l s1;;h '' 

.l'd!ll.-~llllln fr.rlll thL~ L\:p .. HU:lL'nt i; 
·.i1..: ,·,·ruricatwn ~~ not ... ubn· n,·d 
\\ 1t11111 1li~..,,. ri.mc: lillllt:., ''~-~ 

.JfVIiC.Hhlll or pn>po ... o.d m.•~ b< 
r .. ::ut:led !•> the institution. 

* ·~L 10-i I Res<~:nedl 
~ ·HdtJS lRcsent.Ul 

·~4f..t06 [Re:~rHdl 

f .J6.l07 UUJ m~mbu~hip. 

, :ll Ead1 fRD sh:~ll h;ne .11 leJst 
li\ •: memhcrJc, wilh v.;ryi.ng 
f'.l··k\:'r'~1Ufhh II) rrm!WIC c,1f!J!l;,·rt' ~HlJ 
~•i:··~'L.slot~ 1·~\'tt:v"· t)f rc,t:ar .. :·b ;1,:~.~\ tli~~; 

<•>~t:lllvnly ,·,Hlduct.::d by !h;; 
.:J<!Jtulton. The IRB sh:.t!! b~: 

.~dicieatly QllOI.lificd thru:.t~"·, !!'~ 
.:.Jq·etil"r:cr: lllH.l expcnili>C of its 

1n.;::nbcr•;, and the diversity of !lu 
.l~c, :\beu. • bac~~rotm.d:t i:u:ludiJH: 
•:"~'uidcr:ttion c( !.he r~cial ~md 
, '·Jl'lrral backgrounds of n::::m:'>ll!'r~ ;wd 
<tl>:!l\'ir.y t) such hsucs. ;ts 
, , · :;munll}' aUl!UtJes, to pronllltt· 
:n; ... · .. ·t for 11s aJvi.:e anJ et::lmsd m 
':11q:.l.Jtdtng the right~ and \\dL~rt: or' 

,,,Jm.m ;uhJc:..:ts. ln :1Jd1tion l!i 

pm•··-..,il' 1; th.:o prnfeJ.sion:li 
,;urq (L't:;~c: !'1<.:'\'C:~\ary m revi•!W 
~pc;.: ttc c :sc;lr\'h :lctivllic-.. the lR!l 
~hi,Jl he :1hl• (u J\,;Cilain the 
;j~·--~~:·! .• i"• ih· qf rroposeJ rest~arch in 
tt'rm:. <ll ·n•.ltWiitmal ~·llllln11!!llenls 
and t•·~~t.d.n .. ,m. ;lpplic~tl>k !;.!-..~, J.l'ld 
sl~llHl >1111> nr" rrllfessional ..:•.Htduel and 
pr:l\:li,·;:. lht: HH1 ~hi.! II thnciore 
tndu .k pu,,,1:~ knowlco1:t'abk in 
IIW.\r <Ht:••·'· It Jll IRB rcgula!ly 
n:v;,c ., .. r•~''".Hd1 th;1t invnlv.:s .t 

vui rw unk l alq;~Jry llf ">uhje..:ts. 
ir:~lud;.·Jr iHH :lnt l:trnteJ 10 •;ulljrcts 
t:u•·elnl bv nri't:.' ~ubp·.\rts pf thi~ pan. 
the !~:t\ ">ilall :ndwk <lll~ l1r mor-: 
indiYIJ J,tl\ '-"'W arc primMily 
;;ow .. c;m,:d \"llh the v .. e!farc ot' dtese 
'iUhjt.·t·; 

(hJ r.' 1 Wt:l :r:1y cons;s! cn!l!d.ft~f 
men or ~u: ir:li ''cf ~·orm:n, or entHdy 
of mtrl!l·et'l ,JJ c,;1~ profc~hion. 

(d f:::~it l:--l.H ,.hull illdudc .u lt~J~I 
.. m~: !ll\:i1<1r;;f l:>.ho)~{· vrim<ll')' r·oorcrn\ 

;.;re in fl(1lloUI':IIifi..~ :~rea.~. for 

<~A ann·,<.: laW\';·., clhrd3h, m..:ml~; .. ·r' 
,,t the (Lr;·y. 

ill~ L.t-'1: !i~ r, -.h;dl mduL:c ;u lca~l 
or;(. m~mb.:r "-i'IU i:t il•.)lot'·.nwi~:.: 

;Jffili.:ttd ·.~·ith lh~ in'>lituti<lll and whc 
i~ not p u·t ,,[the llllf!ll~dl,ll~ famiiy <tl 

:1 j•tl'i<''! WJHJ I~· ;l!t.d<.t!Cd with lhl: 

iil:>lil!ll I• >iJ. 

{d ~1,, \l(l'\ ru..ty have J memba 
p tniur.llill;.t tn til..: lliB \ 1niti.1l or 
,:<Jniinttt:~:: ;,., t•'"" ,r .my pll•jci.."t 111 
,.,)udl •f!l· •ncnt:;c:r lw:> a c.:oufll.:ting 
i:H;;rc>L. t'.\V.:pt ~'' 1lmnJe 
mf,•ullJJ,,IJl H:c;'~ ··.inl by the IRH. 

1 (} ,\n z!~B •ll'), in tl\ d:·.t.·r•'!l\)tl, 

invill.: t;tllll lCll;: •· •.1 !!h ~·lllll!•t·tenc..: 111 

'f'l:<~i;ll .;r. v l.•.l ;>'.1'.1 tn !t~t• ·c~i..:w ,,f 
l i•!ll!'i<''l ,•,<.,·),''· ,, hi .. ll f(.'ljJI'<.' 

;'\pt•r!l\t.' t··~\ ·h· ,,!.an :;.Jdt~~\):J td lt'; .. d 

~n :tiL~hL n ·l !:n: {;.~: ;-t t'ht.~ .. ~~· 
t;L:h'., :~1': 1l"! .. ~y r.~\~ v.~c~ '-\. itiJ th"~ 

!:.:n. 

;j -1.\ .. lO:i !HH Lwdum<i ••~ld 
t•·i~t·radolh. 

!n ,H,•·, k f:.:: ill llw n:I{U:~<'llh'!lh 
t•t th:·,,,~ .. , .. ::.··,<,.,!1 , .. ,,·h !i<H shall: 

\ l I h·;!. '" '' fi!kn J'ft"·cdurc~ ;1\ 

jl(,)~i>kd Ill ·!\ ·~1'. •:l1(b)!·l) 

(b) Except when an expedited 
rt:Vit;.w pr~>e:edure is used (see 
§ 4(,.110), review proposed research 
at c~.,nvew!d m .:etings at which a 
majority of the members of the IRB 
an~ present, induding at least one 
member who!'.e primary concerns are 
in notl~cit:atlfi' areas. In order for lhe 
re~,eard'l !Cl be approved, it shall 
''~u:ive the approval of a majority of 
tho~.e rncrnb<!rs presenl at the 
mer t mg. 

(d He responsible for rcportirtg to 
the a;Jpropri;\!e inslitutional ofridals. 
<Hid t1w Secretary 1 any serious or 
.:•munuing noncompliance by 
irwesligatvn with the requirements 
and determinali..,ns of the IRB. 

* -46. I :J9 fR B review or tesearch. 
(a) An i\(lj shall revkw and have 

.;:llhority !H approve, rc4uire 
PllHlifk:xtwn\ 111 Ito sc..:are approval), 
ur di.,approve Jll re~can:h a~:tivities 
~o·1erd hy th!!!ic regul.uions. 

I h \ An m B >hall reqL;ire lhal 
iafo!Til,;\tion givu.1 tu subje~tli as. pltllrl' 
,)f informed con~crH is in ;~:ccordance 
with ~ 46.116 The JRU may rcq1.ure 
t!l;;t wfonn<:lliun, in a(hJ.Iion to that 
~pt·cific.lliy mentioned in § 46. t !6. 
he gi• e'\ lo 1he !<.llhject> when in the 
Ill&\ ju.Jgmcnt 1he informacion 
wuuld meaningfully add to the 
pr ''lt:~:rion or· the rir,ht:> and welfare of 
'\Uhjtd). 

(\'l An !Rfl \hall require 
d(":umt~ntali•)n of inforrncli co1uent or 
way w:1ivc 1JtH.:'Ull'Wnt:11ion in 
'IC:cordance \~ith § 46.117. 

itfJ A;l IRB shall notify ~ 

inve~tig.Hors and the institution in 1 

writing ·>f it!l decision I1J approve ur 
di.,<~pprove du: proposed research 
l•';ti\ ny, nt cf tTu:~<lification!l rci.JUired 
ro '''ctm.: IRB approvttlof the 
r·.·.,·;;rl'h ;!t;ttvity. if the lRtJ decides 
to Jiqp{ttu\c- a rc~·...::uch :1.:1i~ity, it 
·.hi!ll induu~~ tn-i1• \\<ril!en notificalion 

' ;.·,·p· .• n \h<}u\J h•: t•h-J Wllll lhc Office 
f,H :·,, ·~'""ll ltilfi'l R~.c~rch R,,Ju. Nilluflal 

lu<.lil<l!c\ nf \I<J 1:l1, l).,pJrrm~nl o( Hc~llh 

,~,,,, lltllll<t.1 Scp irn. fl~the~•J ... !.hryl~nd 
~o.:· :.~t, 
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a ~wement of the reuon:! t .• )&. its 
4leCi~i,on 1rid give the inve~tig;.Hor an 
opportunity to rcspouJ in person M in 
\Hi ling. 

(e) An IRB shall corldU.•:1 
co:lliru.:ing review ol n:s.c:u-.::h covered 
hy thr~c regulation~ at int.!n:ds 
apprflpriate ro the degree of nsi;, bu1 
not les~. dtan once per yu:r, ;mc.J shal I 
h;1•;e uuthnrity to observe ··,lf h;~v.:- .t 

rnuJ pan~· obsene the: nJnscnl 
tiflli..'.:H llnd the rc:s~.m~h. 

unucr tt'.L· pnx·,~l!urc. 

(d) 1hc Sccr<:IMY may rc~lrit'l, 
~llsp..-nd. l•r t.:H'tllll:llt: an lll~llh!IHHI 's 
or IRB ·, u•;(' 11t' the eltpcdill'd review 

prl"CC:du:~ \~IH:n nccc:.sary t•.l protect 

the n~:l>!': .•r w!'l!Jt.! of suhjCCh. 

§4tUU Criltrllt for I RB 
approv1al •)( nst•~trrh. 

(;1) In nd;:-r ~tl <~ppro~.:: ··!Se;w:h 

(5) lnr<!nn~~-~~.~!!~~m be 
a~lpropriatr.ly docurutnu-.d, in 
accordance with. and ro •he extent 
requirc:dby §46.117. 

(6) Where <~ppropriare, tile rc$C3tch 
plan ruakes HdC<jUa!e provision for 
nwnitoring the data coUecred to 
ln!iure the ufC'ty of 6\Ubje.t:ts. 

(7) Where appropriale, there &.n: 
ade-qualt! provisions to prate-a the 
privacy of tubjeeta 'and 10 maintain 
the confidenri:tllfY of d.:ua. 

nwacd :J; rrw~e r.:,nllations the IRB (b) Where some or Jll of !he 
~h .. d! d~rormn~ tllat al! of the ··---

H6 .. l JO Expeditrd rni t'' . .. ~uhjet:t~ are like!~ 10 be vulnerable II) 
. lollPwtrl;' IC:4~l>an::tll•:llt5 art~ \Olll'>!lt:d: . . · r nx:t:durts (()r cert:.un kinds of 

1
, ·•L . coerciOn {If undue mtluence. sucb as 

(I) \,•;.;~ w ~ubJeCis Jf<" . . 
n:snrda hnolving rw nwr..: tlun . . .. d .. } [J · . ~ pc:rsons w&th acuLe or severe phvsacal 

lllllllffille " II ¥ ll~~,.l~O~. ik!ir.. 0 .0 < 
minimal rlskfla~d fo~;,~i":rllse 2001 ~al0.1r.::;C.J:A1Ri..tri'~qi1'1!.1 ~~ROQ~i~&IO,His tJPpcorsons who are 
cAgatq,y~PJtro~ldlfflJ:flH:T!. , . " ·"·. , . , h' ·h d , cl:unorn~cally or cducattotulll)' . 

ri.k...!fl.•• ucSI!!fl .tnu w IC o net d' d d · dd' · f (,l) The Secretary h<~.~ ~st:::bli:i.h,~u. 
1 

, . , •. ,a ~·antagc • .&Ppt"OPOIICC a 1Uoru~ · 
1Ji10Cct::;S.!f'l V ~XI'll''~" (tlnio•rl< ''' r•n• 

.1n.l nahli-.h.-.1 in rh ... c .• A~---J 
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§ 46.114 Cooperativt ti:S~lHTh. ( 4) ('..tp1C'\ d all corrnpond<:IKC seeking inl'ormcd con~rlt the 

·~· 
{.'tis~ . 

Cqopcr;11-ive research projct.:l'> .m.· between 11le lli:ll :tnJ the following infomwtion shall be 
rho.~e' pwjecls. nonnally s11ppow·J inve;:,g.r. r., , proviJ·:d 10 each subject: 
ihroi1gh grants, contract!>, ,}r simrLH (5l /1. li\1 •Ji IH!1 mrn1h:r~ ;1s · ·' (l) A sta!cment thai thf: sludy 
.ur;~ngr:mcnls. whkh invo!l·c j'(~qu ir.-d h • ~ tl') i 1 Jlt b H ~) invol•te~ re~e:m.:h. an !!~planation of 
tn'illiUiions in addirion w !h'-' t:r;uHt:c Uil \\n; ·,·u proKcdun:\ for 1Lc- IRB rhe pmposcs of the re~earch and the 
.~r pnmc comr:~ctor (such ;rs u ,J, trqltr,·d by § ·HJ.JO.hhlr·ll. ' (:XJ1C(.'If'd dumuon of the subject's 
,;on;rachJr wilh thl: grdfll('l', or a ( 1 l ',Ldl'lll::nt~ of sig!Hll,·~wt new parllcrpalion, a description of the 

.. 1lh~·nntractor wiuh rhc prime: findi11p plil\ id,:tl to :.Hhj,~•:t·; .. H ~ procedures to be followed, and 
corma.:wr). ln -;udl instanc.:s, the required by :~ .:;f> 116(b}(.'\l. ~ i41entifkation of any pwcedurt:s 
~;r:u1tee or prime conlractor (el".l:tins !b} Tile rr.:.:on!~ required by thi•; ,··which are rxperimental; 

1 ~:~.pon!iible to the Departm-znt ft>r rtglllalitltl ''h:lll he rctairu:d for :II :; (2) A description of any reasonably 
~,~~l'egu:mJing the rights and v.C"Harz• ol bt~l 3 yt::H\ aHcr ~ompklion ,lf the ; fmeseeable ri\ks or di!teomfurrs to the 
human sobj(cts, Also, when re<>e•H.:ll. :rnd til~ n:•:ord!i sh:dl 0..· ·huhject: 
.:ouperating institutions cordv~:l \Otnc a·;cns1hk t;lr mspccliun ano copying (3) A description of ;my benefits w 
•lf :~II d! the research invulvi11g ~.Jmc tJy :w!h~;ri, •. ~d rq)rC'~C'nlallvrs ul' the ; the ~ubJeCI or to others which m.ay 
or all of th~se subjects, each Oepartmen1 at rC'JS<mahle times and · reasonably he t:rtpected from the 

c'Ot)peraling institution shaH ~:muply in a n:r.~on;1bk manner. ~resc<mh; 
w1d1 thc~e n:gulations a~ chough it ' (41 A disdusurc of approprinte . 
r.:~e-1w:d funds for its panicipation in I 46. U6 Gen~w•i'n·quin~mentt · ulternauve procedures or courses o( 
th·: pwje•;i dirt.>ctly from thr: fur inforlm;·d CUfJ:'le;nt. , w.:auncnt. 1f any. !hat mighl be 
t:h·panmtnl, except th:.41 in ·~omplyin~ E)lccpr as provided elsewhere in :~dvant::ti:i,eous to 1he subject; 
\\ 1th rhcse regulatmns lll>tillHi,ms 1h1s or otbcr !.uhpart~. nu invcsugaror (5) A statement Jescritling the 
m.•! use joint rFview, rdiar~·" llP<'II 111.1} in·.otvc ...1 human t11~inp: ;J\ a tHt:nl. if any. to which 
r:w r~11kw l>f antllh~~r qllaiiii,·J IRB. sllhJc..:·t ::J ''~~c·;udl t'UYt:'ft~d by IIH:\o: conlitltntiaiity ot rl!'Cord~ identifyin!( 
dl 'llmil<.~r arrangem<!n!s ;ume·,l :tl rq~ulatwn~ unit--•\ thl: invc~li!~ator ha~ the subject will be main1~.11ned; 
,~vo~ 1 danct: of uupi~<.:aii,Jil of c:~fon. ohtainL"d rh~ lq:.;illy effective •.6) h~r re:~earch invoh·ing more 

1:..tl An mstiwtion, or when: 
;!ppopnate an IRB. shall pr:~Jarc anJ 
lllllllt .. tw ;.~d.e~uJ~c IJ(x:umcntation of 
I~.B acriviti~s, induding the 
folk,v.ing: 

1 I) C.1pies of all research pmptb.l!s 
:'L''VI~ oli!!ll, S!:it'OtifiC t'VJ!U;l[i,>OS, jf 

;1!1y, that a..:..:ompany tht~ proposah, 
;Jf'l'mvcJ sampll!' ..:onsen1 donHnen!s. 
pmt!ress reports suhmiucd by 
ir1v :,:q;;.IIL,rs, and rqh1rts ,,f injuri._.~ 
1t1 HlhJcrls. 

1 ~) ~1inutes of HW 01t.'CIIIl;~~ whi1.·h 
,!ud be in suiftdenc delJi! to .'ihow 
.lt:~·nttance :u !he meetings; :!~lions 
t:1hn by 1he !RB; 1he vore {HI tht"\c 
, •. ,,,ws induding lhc numh&:r <lf 

r .. 1:11lhr:rs \ uting (,u·, against. :~nd 
Jb~.rainm~,;; !he basis tor rc:qUI~ing 
du:l~t'' in or disapproving rc~·t·ar.:lt; 
o1nJ a v.rin.:n summary of the 
,!f.o,;u~~wn of ..:onwwerted is.\u~·s ;w,i 

the r ~~~solulion. 
Ul f~ecords of continuint: !"(~vit~W 

;~~.ll•llic~. 

informed 1:onsent o! Iiu: subic<:t or the lhan nm:imal ri~l. an exp!anarion as 
subjecf s legally authorized to whcrher ;my compensation and an 
n~pn::seutarivr~. An inve~!q;;J'llr \hall c~pl;.nation a.s to v.hether any 
..;,:d:. SIH:h cnn'e 111 1•nly undrr m~dic:.JI rreatmems are available if 
cirl:llltnt;u~n' that pn•~ !de llw iujury f.•(cur:; an•.l. if so, what they 
rrospt:L'Ii'.~ ·.lllli~:rt or IIH~ cons1st uf, or wi11:rc further 
!"t'jii\~S-·nLoll~T :,IJi llc:enl orportunity 
tu C•)(J:.itkr t•,hciiH:r or 1101 [,} 
p.;rl!~o:lp:ll~· awl that mmimizc: zhe 
pllS,Ibilll)i t~l t:<Je·r.:ioil or unch;c 
inlhJL'Il1.>:~ The 1nlormatton th;ll is 
gi\'en tn :ht~ suhj..:c:r or tht• 

n.-prl·senl 11 tv,: sha11 be in hwgun~e 
unt.krsiJnd:jbk to lil<: ~ubjc.:t or rhr 
repre.'>t'n\;.li:V(!. N1.>.intor.·med COil<..enl, 

wherha ;:ral or.~u·iw:n, rn•tY indude 

any uculp.!t<>ry liUlKUJl(c thnwgll 
which th~ \llb,\cct or the 
r.:pre~cnt;>li\i<~ i\ fll;Hk to w;11vr. nr 

appear l1• 11 ;uvr- :wv ol tile suhJ<.'C!'s 
lc1~al ril>!lw N rckascs or app<•;ar> lo 

n·k;.a~,: tht· .n vc~!i ~~<J!or, the '>POW>~Jr, 
dw in~ult:u••r. ,,r lt\ ..t).~C'Ili:S Jwm 
!ia:11!it) l•>r r,,:ghgcnce. 

1:1) B.l:.,,· rknlcllh of inft1rrnrd 
l',msenl. L x :.:qll ;n pmvitkd w 
par . .1gupl'.. i~) m (,l) '·'f tlw; s,·,·uon. iu 

infurmi41Hm naay be: obtained; 
('7) t\n e.o;plan;uion u( whom to 

contacr for an~wen to pcnii1cnt 
que ~•tion!• about the research and 
research ~ubjc•.:u' rights, and whom 
lo ctmtact in the C\'cnl of a rc~earch· 
rc!:ltcd injury to thr. subje.:t; and 

{ ~) A !.tat~rnent that partidpation is 
voluntarr, refusal 10 panH.:ipate will 
in~·ol vc no penat1y or lou of benefits 
tu v1hidt the subject is mta~rwise 
entitled, and rhe subject may 

i diswntinue pactidp.ation al otny time 
without r>~.:na!ty or ton of benefits to 

,,whtdl th.: \UbJect p; otherwise 
'cnlilled. 

'(h) Addicior::at.dt:rne!ll'> of 
inti'trrll.:d .. ·,m\.~n t. When appropriate, 
one or m·;ne of rhe following clements 
of illiorm;Hion stwll also he provided 
In e:~ch SllhjCCt: 
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.: •( I) A SIIUement thai the pmicul.u wnidl ;IIT't'Jt,. S<.>tnC Of 1111 of the 
; lri:Oll,men! Of procedure may involve eJerneJ:ll!i oi i.lJformed COil~llt set 

. ' ' ~ fi\k!t" fO lhC: SUbject ((If liJ the tl!lbf)'O f01th II II(;\'~:, Or Wai\lt !he 
'!or fe!Us, if the subject is or ma) rcquir<!mcnts 10 <>hllin infom1ed 
;'become pregn;ull) which are ,,:urrenat~,. ~:nnst"rot f'IPVItkd !he IRH finds and 
; 1:nforeseeahle; d.;l(ument1 lil.1t: 

-: · ( 2J Antic1pa1ed da:umstati~.:c:. 
~ 1:.Uiter which ahe subjc·ct 's 

1 r .llli.:iJ•AiiOn lll.il] be t!:fllllllJied by 
~ nc mvtsligator wiiJwua r~g;utJ 10 t~c 

~ f,unjet.:c's consent; 
1 13) t' ny addillOn.otl nl~ls hl the 
~~:ub;c .. :t thai may result fr,)nl 
)1;;.nr..:iparion in the n.•scar-:!1: 

1 ( 4) The COIHcqut~ru:cs ,11 a 
~·~uhJC:I:I ') Jecasion to withJmw !:"om 

.:1hc re~eiilrch and pnxedurcs for .., 
~·>rl.!crly tcm1ination of p<trl.icipari&m 
~ h: the ~ubject; 
:, f 5) A statement thai ~~~ui fie ant 
: ~~~~v.· findings developed during the; 
i .;:our~c of lhc rest:an:h which may 
ordJII! to the subjr.1:1's willint:nc:s; to 
J. ontinuc p.4rtkipari,>n will be 
~ pr•.>\i,ft:d w the ~ubjc.:c anJ 

' , !! ' ·1 he approxunate numl~n ,,!' 
····,uhJCC'I~ wvo!ved in t:1t' slt•dy. 

~~·)An nul mav .i!pr1'•JVi: a ~Oi~llt 
.••. ~~ .-<0>'-l· .•• f,\ ""'"'"'~ ' 

. p~rC'ed.~11!' I~ ilix:a~Y...,i!:!dlnk; or 
\i.:-:.ich :atre::t.;llome or lH o.C.the 
: 1~:1XIU :i2 inform.':'tJ J:OI\S?.•1t S~t 
r.}r:h ath>ve, or waive the r.:quiii!Illl~nt 
~11 ubtalll informed -.:on~><:IH pruuJ.-J 
rl.a:: lRH finds and dut:UIT!<:III.s lh;t: 

(l} 11w re-sell!ch or dulton~;tr:Hinn 
J•roject i.s. l\) be .:-onductcd by or 
!.ubj.;:-1;( ro the approval ..,r stnte c~r 
1. 1<.\.d govcmmnlt \)tnciJ.ls ;;nu i~: 

l.ir:.isned LO study, evaluat.:, N 

nt:1c1·wi-;e curnim:: (i) proc'C.1!1U 

urH1t~r the S·x~iaJ St·curity /1.cr. ,,r 
oL1er public benefit or :;er vice 

!•Wgl'.l!ln.\; (ii) prtX'CdUi•:S t1.lf 

ohla.iniug bendits or :;ervkt:~ L::l~::r 
rll~ pn1grarm; (iii) possiUc dmuge'> 
in or altcrr:atives to 1hn!;(:' pro~ ra.w; 
or pmcedures; or (iv) pos~.lhl<: 
d:angeJ; in mc~hofb or kvd\ of 
payment f~Jr bcnetits or sen:i~C!.IImder 
r host• pro~ rams; and 

\;l) The res.tarch could n>tt 
pr;tcticahl)· he c·;uTicd oul wulwu1 the 
waiHr M alterati.on. 

(dl An lRB may approvc·!il·~('ll\!.!n! 
J1rLX:redure which .d~s .. !~Of.ill~lud·!, or 

( f} fbr: rr<;<:<~rch mvolvc~ no more 
ihJn minir:1a! lt\t 10 the \uhjerts; 

(2) The wat,cr 1lr .tlicr.Jiwn will 
unt a,Jvcrsdy J!'fc;:r the right~ ond 
wr:llarc L'l rhc ~;ubjet·ts; 

{]} Th·~ r :o,c•·n.·h ~:·ould nnt 
pr;!l'li~·Jb!y b.: .:.trri~J t)UI WillllHI! the 
w::.:.\(.'r o)J :dt.~:;!llon; and 

1 -1) ".Vhc:nrver appwprtaJe. the 
suhiccl\ ... di be pmvHieJ wirh 
addilif'IH• pe1tinen1 information after 
p;uucip<tti•·n 

(e) Tlu: ;r.forr~cd consent 
n·qum~m·.~r,rs in these regulations :~re 
not lnt~ndd to prtt~mpl any 
applr..::abh· federal, ~!ail:, or j(~·al laws 
~~ lw.:h H~qt• tr~ llddition .. l infmmation 
ru !.,;.: t:•v.:fi:.s,~d in order fm informed 
COIJ\n;! t·t) h· k~.ally i.~ffli."l'!iVL". 

!0 N,)ii'!tn:! m the~c n:gulallulh ~~ 

inknt.kd to lunll the aullwri1y ol a 
;~hy~i~· .an to pr1•'11 idt l.."tllt~r~:cnr] 

nw.li.:.d .·~lrl·. !11 the extent dlc 
ptiy,ict;•n '' P•'nllillr~d !o J,) ~.,t under 
:.1!'P;t<. ... ~·k !\~tli:t>ll, !IIJI'C, ~H ltxall;tw, 

tnfonnn~ cu.ns.¢nt. 
(ai L\('ql! •. ,~ pnn~tkJ in 

pouJgr:Jph tl·) •Jf rhis seclion. 
inf,.•rnh:d t:dii'<.:IH shall he 

donnu:.•nJnl h) the !JS~ lli .! wrincu 
1.'tl~!!.<:l1( l'll\11 .tppw~~~~J by lilt' !!HI 
:mJ sit-;rP:~; l;y the subject or Ill~· 

:WbJ~,·,·t ·, k~·.1l!y authorrzed 
n:pt t'\t'r (alive A 1:upy 'JLtfl h~ !';iven 
h) the ,,.:r:>ttn '-l:~ning the rnrm. 

(h) [,;·, ;-·~ :n prMiJctJ in 
par:;wr;'•J'h id ,,.· th1s s.:t·ti,ln, t!t.: 
t:on:;rm fnrn1 m.l) b~: either of till' 

fu!luwir ,~. 
(I I !\ v. r!Lo.•n consenl dn•:UIIit:HI 

!h;u en1:.,.\<flc.' !he cienwnt!,of 
iaform~~d ,.,.lhc:nt rr:quireJ hy 

§ 4b.ll6. T!li., (t>rltl may he r•:ad t11 

the !.nhi,•t:t n tLc \l.:hjci.:l '<, It• gaily 
;;u!hn111~d !•:pr~ ;t·n!;li!Vt:, but 111 any 

t vent, I he u:vc"llgat,Jr ~h:.tll giv('. 
either tile ~11hject or we repre~enratlve 

adequate Oflportunity to read il before 
it is signed; or 

(2} A "sbort form·· written 
constnl document stating that the 
clemenu of infoamed consent 
required by i 46.1 16 have been 
preser•t~d orally to the subjecr or die 
!!Ubjet.:t's legally authorized 
rcpresent!l!tive. \1/hen this method is 
U!>cd, there shall be a wiUless to the 
oral prnentati(Jf:. Afso, the IRB shall 

approve a wril!en summary or what is 
to he !i:tid lo the subject or the 
repres~ntali ve. Only the shon form 
ilself 1!! 10 be signed by the ~ubjccl or 
the representative. However, the 
witness shaH sign both the short form 
ind a copy of lhr: Q••mm.uy, and the 
person actua:Uy uouuning consent 
shail si).ln a copy of the summary. A 
l."npy of the summary shall be given 10 

tr<c sul:ljcct or lh ::- rcprcsent&Sive, in 
;tt.Jdition 10 a wpy of the "short 
furm. '· 

fc) An lRB may waive the 
r.-quin:ment for the investigator ro 
obtJin ., sigucd <onsenc form for some 
or all :mbjects if it finds either: 

(I) That the r;uly record linking the 
;,\ihJe~:t and the research would be the 

~.:on~enl do.~umcm and the principal 
ri~k would b< po1enti.al harm re!lulting 
fr.un" hre;Kh of confidcnti;dily. Each 
:.~hject will be asked whether the 
subj~~.:t wants documentarian linking 
!he subject with the researr.:h, and the 
~uhjcc-~ 's wishes will ~ovem; or 

(2) Thai the re\carc;h present!l no 
more chan minimal risk of harm ro 
subJe~o:ts an\1 invol vc::s no procedures 
for whk:h wriuen con!lenc is normally 
rt~quin:u outside of the resrarch 
COfiiCX I. 

ln. ca~es where !he clocum~ntation 
rc4UII'Cincnt. IS \,l,iliVCd, llie fRB may 
requJre the snvcstq:ptor to pwvide 
subjecrs with a wr1!1Cn !>taLcment 
n:prding Lhr! rc;~arch. 

§ 46. f 18 App1k11tions and 
Pt'lfut!iai.'J laddnrt definite plans for 
hn olvtmenf or human subj~tJ. 

Certain types of applications for 
gr:.~nls, ~.:oopcrati\'e agrr.ernc:us, or 
conrracls ar~ suhmilled to the 

DqJ;.mrnenl wirh the knowledl'~ that 
•mhj~·cts may bt involved wirh,ln the 
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pcrilxl of funding. but definite plans, 
'>rullld not nonnally he scl forth in thl' 
:tpplicatton ot proposal. Th~~e 
l!ll:iu~ic ooctivities such as m~tHU!Ional 
rypr: gr~mrs (including bloc gr;mts) 
whr:rl: ~election of l>pccifk projcccs is 
:h•· insutution's responsibility; 
n·:,,·arcll rraining grants wl:ett• the 
a.:ltvitir.s mvol\'ing subjects rem:.~in to 
h•: sdcctcd: and pmJects ir, ,..,lJi,:h 
l:umJC\ subje~:ts. · involvemcnl will 
"''TCilt.l upon completion of 
lll~·;rumcnts, priur anim~1l .~tudtt"'· or 
rmifi,:al\00 of compounds. ThC)I~ 
J;~p:Katwns ueed nol be rc'vl!!Wt:J by 
.tr. !R!:l hcl'ore an award m<~y be 
m.JJc. However, e:~~.cepl f\lr re~eardt 
J,·~ . .:.:nbeJ in § 46. lOJCb), no human 
~UbJC:\:1\ may be invulved ir1 any 
pr•)Jt:CI supp;;m.e-d hy these 1:1w:mJs 
unli! lh~ project has bt:en rl!~'h~Wt:d 
an~ :1pprovcd by the lRU. a~. prmitlcJ 
i1: th·~c fi!!!UI.IIiun~. and ccrt.tic.l!Hm 
~ Jllnlltt:d to the Dep~;rtm.:nt. 

§ ·11,,(19 Reseludt undcnakcn 
on 1rlhll.ll the inlcntiun of in•wlvi1l): 
lunn:.w :mhjc:cb. 

In 1!11~ c\cilt H~~.:~u.:h (<.:<H\,Ith:tcJ \ll 

lu!h:~··.l b;. the Departnll:!lO i'i 
1,1n,:,·ru~ . ..:n '~ithnut the intentt,;n ,,f 
tn~uln;Jg human suhjcl.'!s, but it is 
lah:r ;>1op,1~eJ 10 uo;c hum;m !-tlb!,·.:ts 
in i!w n:~t:arch, the rcs<.:Jr-:h !;full first 
l'l' 1'(:\ ICWc;J anJ >~rprovc:J hy . .111 1!\B, 
.c:, 1''"\ tJI!J 10 these regulJ!i<la~ .. 1 

>'l:r:l!i..;~llinn -.uhmmcJ to th.:­
lk;·;llrrncnt, .llld !it\al appr,n·;tl ~;1vc:n 

I•. HW prPpthCd ..:h:uu.:c hy th ~ 
f lc:>:lr:!n.;tH 

li -lfl.I~O E,·alu;Hion and 
u ::~iw"ition ,,( appli('lHim1\ ~mli 
r ropo~als' 

t .. l The: S.:-.r~·wry .,,,.ill '~"''d".1:~ Jli 
,,,;·t ,.;atWr.\ and prnp,>~Jh invoi\ 'n!? 
:::; 1r .:n ,uf.jc•t~ ~ubnntt.:d l<l t:lt' 

! k p:•riiiH:nr through ~u,:h llffi,:·c r> a au 
ClnJd•1YCe~ t)f 111.: Department an.J 
"•• a c., pcrts and cou-,ul!JiliS J s the 
S,·,·rt~~ry dcternunes 10 he 
.J!'i'!"f'rJJI<.' Tlws cvatuJtinn v. ill t:1lc 
:n:.l .:,Jnsidcr:~tion the ns!..s ILl th,· 
\UI'J>'~!\, !he adCljti:ICy llt ~>WI<?•'P·.m 
.l)'lllhl ihl•:,c (1\l-.!>, lhc P•)ICnll•il 
b..:n;:!ih ,,!' lhc proflil~cd r<.~\C:Irc:h 111 

the ~UbJt t'lt and o!~H:r<>, ;ami th<:: 
impor :iw,·c I)( the know ledge to r,,~ 

gain~·Q·. 

(h) On !he P>iSIS of lllis evaluati•lll. 
the Se:;rnary m:l} approve or 
Jas;:;ppro ,,, .. the .1pp!i~:auun or 
pwpo'l;\l, <\f enter in!o ne~otiatum•, to 
lleve!o(• .111 ;Jppwviihk one. 

I 46.121 hnl!'sti~utionai new drug 
or dl..'i'kt• 3-~by delay rt'<fWremrnt. 

When :u1 mstillwon is rcquircJ w 
prcpart! •'I to ~11:1tn11 a certific:ttion 
with a11 <~P!olic:~tion or prop(hJl liJJ\In 

the \C f< ·g 11 !aliun~, and the aprt icatioH 
or pwpvs.:tl involve!> an 
invcstt}!;lt;.._,nal new drug (within the 
rncnning of ~I U.S.C. 355{1) nr 
J57{J)l nr a ~1gnilicant risl: device (as 
defined it ~1 CFJUll2.3(m)), th·~ 
ill'>tillltion ~hall i ... kntify the dtug or 
dt~vicc m 1ht<: ~enl!'u:atH.m. The 
im:itution ,~,.dl ,Jho st.IIC v.heiht:r t,c 

.\0-dav wt;r•. ;d ,,.,luircJ for 
irl~c~tig.alhmal n:•.• dru~s hy 2! CFJ< 
.ll.:!. l!oll .l:t.l ,,,r ·;igntficmt ri\k 
lk\' i1.'(S O:> :' l Cfl~ :~! 2 30 has 
d.1pscd .;: 11 t~t::.·•~r th· hHt.l and 
!.irug Ad:~1•;•l\ll ,t'itlll h:!.~ w·11' .:d I hoi[ 
r.~quin~n,t·n: l( the iO·d,1v tnk,·l.ti 

h:.:•, o.pnn~. ·.!l~ H•'>llft•tit;n ~~~~u ;tar.: 
wh~:thl!: t.w , ·(•od :tnd Dru~ 

i\dmini\lt'd(ll>ll h.1s r.:qut'~t<.:d r!L.ll the 
~ 1 l.llhdf ~·,.Hn 111Ue 111 wi lhhold '" 
;c<;~ri.:~ the· tJ·,,· ,·,i tl11: drug m ,lc\<ict: 
n human •.t.!>jn:r-. If lhe .lt) ,!;ty 

tnkr\ai kh r)q! ·~'f'lfc•d, and~~ \~;,ivcr 

ila:, <11)1 b.·ct rt'<.'t!iVCd, the in11tWtlon 

'hall ,,;nd .1 ~i.tll'liWnt !cJ th..: 

L.\·parlllll'ilt 'II' r1 ~\)~1r:1tion nf rl1c 
I!Hl'f\·;d !'he: lkp lrlllWIII will lhll 

,.llihlt.kr .J ~·.:r:rt'ic I hill a~·ct'plahk 

mull !Ill: l:to.;ti!U!H''l l•;t., \UhrmttcJ a 

'ta·,·n,;:nt 11:.11 th<~ )!t d.ty interval h:1s 
dJ,;)\<.~d. ,111,: tt•c: hlt>t.l and Drug 

-\d;n!IH'•CI.JIH•~> La· rt\Jt rl.'questt~J 1! to 

luntt tht• t:>:: ,,f tht: (if!."~ ''f d:cvict·, <lf 

ll.at th;• h)(l{i :n.! Dnl< 

:\drllini'lr·lllott h .. h •.~.II\ l'd the 3it·day 

in1cn ;d 

~ ·h'l.i21 I'><' "l ~·~:du-al !11mh. 
h~tkr,li ,·t,,td'< .• t 1"tl.tlhh'tnl h\ dt. 

(),~p.t: !C11t'IH ~11;<1 r:•.l ht: < <f'Oli!i'd lnr 

l'li~l~df\ll lfl\,,J\''flg :11\'lill\ \llhkl'l'> 

U!li..:" tl\,: ;\'I!UiiL'I''"rl! ,,f lhL''l' 

rq;ulatimu, including "II subparts of 
these rcgul;ttil}n:o;, have been ~atisfied . 

~ 46.11J Eariy ttrmirultion ol 
l'eSl'lU'Ch funding; etaluatJon of 
•mh·;eo,jUtrtC :l~lplicatious and 
propt.)saJs. 

Ia) The SecretiJr)' may require that 
Oep1utrn~n1 funding for any project 
he toerminactd or suspended in !he 
manner prescribed in applk~ble 
pwgram requirements, when 1he 
Sc~:retary finJs an institution has 
HI.Jieri:illy faikd to comply with the 
tetrm of thc'>e r:!J!Lrlarions. 

(b) In making decisions abour 
funding appl i~.:ations or pro~>osab 
t:ovl·red by these regulations the 
Secretary may ta,.e into account. in 
;t(.h.li,ion ro all olhcr eligibility 
rl"qmrcmenh an4 progr<~m criteria, 
fauors s11d1 as whether the >!pplic:::nt 
ha~ hecn ~uhje~.:t to J termination or 
\U•p<..·n\t'.HI under ;nragraph (a) Hf thi~ 

~crtion and whetht:r !hi! applit:anl or 
tlu~ pc.Tmn who w,,uhi direl:t the 
~.l'icn11fio: .md lN:hzucal a~pects of <.~n 
JC11Vl:y ha\ ir< the JIH.Igmcm of the 
sl~nt~!Jry matcrdly !ailed to 
Ji,rh;trgl" re~pon~,;hility for !he 
prot..:~·l:on of the nght'\ and welfare uf 
htllnan ~ubjccrs (whether or nm 
Dt~pallmcnt fu :1d~ were involved). 

§ ·Hi.l24 Conditions. 
Wirh resp~ct to any re~e:m:h 

pruject or any dass of research 
pro;ects the Senetary ma)' irnpo:.t:: 
addlllOO<~l nmditions prior to tif ;u the 
tim~.: of fundmg when in the 
Scnclary 's jui.lgm..:11t additional 
'ondltions .uc nccc!.sary for the 
pmll'l'liOll of human SUOjCI;!\, 

Suh!l • .r! fl ..... ,\dditional Protecrion:'ii 
l't·n:,inin).! 1u Rf''lrarch 
lJe\ dnpmt•nt. and Relau!'d 

· Ac-th·ltl~! ln~'ohlng Fetuse5. • 
Pn:~;naac w,,m~n, and Human fn 
'\' itro Fertlliut!on' 

'•d\'M' I ~()I~ q~~K '1.111 X, 1'1''~. 4) fli 
li~X. L.ru;.cr. I I, l'J71'1 •. pIg 
.'>l ~"';9, ~,;.,\cmi,cr ~~. 1~; 1 x 

;i ·•fl.l!ll .\ pplitnllilily. 
{a 1 ; h.: r·:yul.,nc·n' in 1111~ whp:1r! 

.1~ ~· ·•Pf'Ll':thk ~o ai I f kp:trtr<l;.·nr , 1f 
lk d\lt !:,.1\i>,'Jti>Hl, wd \Vdi.Jfl! 
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' ~·dll'ts and conrra;:t supp.Jnint: 
rc~ca.rch, dcvetopm~nt. ant! related 
;a:uvitir:~ involvin~: ( l) lh•! fctu~. t2l 
j)regnanl women. and n J human Ill 

1 iuo f...-rul ization. 
(bl Nothing m this subpart ~ 1l:!ll l1c 

nw~uued as ind1-::ari.1g that 
comp!ian<:e with lhc pnKcdurcs 'CI 

f,,ffh herein will in ;tny w~'Y rctHkr 
inOJpplicahle pertin•!nl St:•te or J,Jc:l! 
Lt \><, bc~tring ujmn actrvtll('~ ,·ova::d 

b: rhrs subpart. 
({')The n:4uircments of this 

suhpart art> in atldirwn to tho~e 

imp,1-.c.:l under thl!' or her :wt>pans • ,f 
this part. 

~ 46.201 P'utpOSt'. 

h i-. rh: purpo5e of t~w .,utJp.ut '') 
[H<~VH.lc additional safc).!U.lfJ\ in 

rc~·tcv.ing ac&ivitics to wi1H:h this 
•;uhp.u1 is applic.~blc to :usml~ !hat 
t~1ey conf0rm to ;.~pprupn<!tc l'tht...:>d 
<tat..:..~rJs and rdatc to llllfJ!lfWill 

·,ucit:tal n~eds. 

.} 4b.l0:f Udinitious. 
As u~c:d in this subpart: 
(a) "Sr:crcrary·· rn~·~m r;1;: 

:\,·,~r(~ary of Health, f:.du.: JIJOtl, :.wJ 
Welfare anJ any other uff11:e1 u1 
crnpr>~yee of the Department 11f 

!kalth, Education, .anJ \VdtarC' tn 
whvm authority has been ~klq; .. n~:J 

(h) "F~rcgnancy" cnC(Hr:pa!>\CS tb.: 

perH.lll oi ttme frum \:onfirm;ll!,•il llf 
im,J/;.&ntatilm (through :u~y 1.Jf rhc 
pre~umptive signs of prcgr~.1m·y, '>Uch 

a:. m1~~ . .::d menses, or by l m::~ika!ly 

a.:ccplablc pregnanq· 1(~1), untd 
<:"pulsion or extraction ol1he !(.~ILlS 

(c) "Fetus" mean~ the proJu,·t of 
t'dn('t~plion from the time t>f 
implant.llio)n (a~ c\lidenccd by any nt 
ch~ prl!'sumptive signs of pr:gn:m...:y. 
~t:rh a!. mi<>~cd men!ies, or ..1 

t.:h.:Ju:ally a.:~."\! pta bit.: pr~gn;.~m·y tc~tl. 
uulil :t Jc!t!tnlirtation is made. 
1-Jiinwing cllrlusion ur cx.tn<.:titm of 
lht: fetus, thai II is viahll!. 

(dl "Vi;abl..:" as it pertain\ to rh.:­
r~··u~ 1\lCllll!> being ahlc, aftt~l' Clth~o•r 

SJ' Hl!an(ous or indu~c:d Jel i very, ro 
~u:·vive lgiven the benefit ol av3.iLlhlc 
mnl ~<.: ..1! therapy) lo thc- plli £II of 
11 .dq:o<"nJcnr ly m;~int;l ining he: art 

h\.'.tl .md rc~pll..ll ion Th· .St•l h.! tary 
ma~ !f\lll1 ume 1n mne. l:li<.in:,! inlu 

arnHmt mt'Ji, al ,l(h an~·c._, l'ubli.,h in 
the Fflli'I!At H ~:<;r~rLR ~UHldin~~ 
tu as .. i·.t 111 d<~tcrmrnin!! wlu::rh::r a 
l(·tu~ il. \;abk fnr J>UI"PO\t~s tlf rh;, 
~uhp1rt. if a f·.!IU~ 1~ "viable ai'tcr 
ddivay, il IS a premature: ml :mt 

(e) · 'N.wvia:,lc fe!l.ls'' r11eans a 

r,:tm, t'l toit'I'O ~hidt, ,!llhlltJj.:h !ivtng, 
is not lfi:.J:lk 

iO ''Dc:ad ktu!i ·' m~:ans a few~ o 
utrl'•l whi;:h ( dlthits nril;wr 
hcar:b,·:ll, ~rcnrancous n:sptracory 
a,·t,vity. ~por.1aucous mo~·cmcnt of 
vohttil ar y rn u ~c k s. nor pti r !;at ivu of 
the urnl'lila;al t:onl (if still alla..:hed). 

(gl "lr1 ntro krtllilali•.m" mean~ 
an~ ll~nil 1/:11ioQ vt human 1.) ···1 which 
UC\:Ut<; <lU1·~aJc I~C Oody of a fcmafe, 
either throuhh Jthnixture •>I donor 
huma11 ~pnm •~nd \ •a or by an~· Llltu.:r 
Olt~an• .. 

§ Jfi .. ~l)..l . Ei.hkal .A<h·isu.~·y' 
Bl'-liln.:l:,. 1 

(a\ Cm: \>r nwr~· E:hi..:al .1\lfvtsury 

Boanh >f!;d! Lt r~t.1bli~hr:d by tile 

Se~T;:Lt.-y. ~fcnttlcr·., lif l.hL:\e bnanl(~;) 

.-;hJll h.· st• '>Clec£.:-d that the hoa11J1 s) 

.... ,n b,: ~·ompcl·~rlt t'J Jcal v.ith 
m,;Ji~ •ll. lq;<Ji. ~n •. z,Jl, cthicJI, ;:nd 
rela(cJ iso.ucs <ind lllJ}' inr!uJc, for 
-:x.:.u11pk. (( ·.cardt sc i"'ntisls, 
physic,ans, psy··h(l!ogi~t\, 
srKi,lltl)!l.il~. ,,~lh.:caror.~. lawyer<;, and 
ethici~t~. <)S wdl "~' rcpr~·M:Ztlativc~ of 
!he g~·ncnl public. Nn board member 
m:t}' t~ ;.1 rq~ul;u, full ttrne employee 
of the ... ~,·p;~rrllH''l( of Hc;.tiHt, 
Et!U\':1( \Ill. 'Hit! w,~UJrt•. 

(b) At 1!1. 1 et)'.t.:~t of the Sccrc!Jt y. 
!hl~ Et~lica! .\Jvts,try floard sh:•ll 
render HI•. tn' ~-oa!>i~ll.:nl wuh the 
pnli..:i.:~ .. wd t<'qum:mcnt'i of this P<~n 
a' to clhi,·al i\\ltcs. involvin~~ 
;.J."Ii\'tlH''- nlllt'r..:d b:. thi' ~ut•pan. 
r;~i.· . ..:J b~, mdividua! appli~·Jti,ms or 
prop'l';'l' ln :~Jdition, up.,n reque\1 
hy the :·.,·rrc!Jrv. !hi.' Board ~tl:1ll 
rentkr ;.J\i~·:: ;J~, 111 \'1:!~•:::~ pf 

::t.;1l'lu.:atoom ,~r proJhl>~lls and gcncr;d 
p.11ine.~, ~·tJtddtne.;;, .md pto\.'t'dUrt•s. 

{c):\ Bt'.J>J rr~:n ts(:.lhii~.h. with 
\he .lf'J'f,H';I) Ill !h, s,•aetary, d;\S<;n 

ll'' ;ll'pi!t:;!lli>.l'< 1>1 {Jfi'[IOS;d•, 1\hkh: 

(I) Must be suhmiU!'d 10 the Board, 
or (2) lleed nor be ~ubmitted co the 
Uoan.l. Where the Board so 
establishes a d.lu of applicalions or 
propo .. ah which musi be submined, 
no aptJiicalion or propQsat within lhc 
t:!:•ss may be funded by the 
Departmena or any component thereof 
until the application Uf prnpos.al bas 
been reviewed by the Board and the 
BoarJ has rrndcref.! advice as (O its 
acccptabilit~ from an ethic31 
s(;.mdpmnt. 

(d) No application or proposal 
invohdng human in virro fertilization 
may he funded by the Dep:mmcnt or 
.any component t.haereo( until the 
application or proposal has been 
revtcwcd oy the Ethicil Advisory 
Boanl i.lnd the Doard hu rendered 
a.dviu:: u to i11 acceptability from an 
c:-thical ~lo.ndpuint. 

i 46.205 Addltlecal dutk:t ol tie 
ln.stifudoMl l'..e~~ Roerds in 
connccti•lQ with activtdes 
invohio~ fetusc!, pregnant 
wonH~n, '\)f humun in t'itro 
rertUi.udoq. 
(a) In addition to the 

rt"spon-,ibiliries prescribed for 
Institutmnal Rc\liew Boards under 
Subpart A of lhia pat1, the applicant's 
M offeror's Board shall, with respect 
ro a~tivitics covered by this subpart, 
carry oul !he rollowins additional 
duties; 

( I) Determine that all <Aspects llf 
1hc actt,ity meet tile requircmenh of 
tim •;uhparl: 

(2) Determine that adequate 
~:onsid•:rarion Ius been given co the 
manner in which potentia! subjects 
will be selected, and adequate 
provision h:•~ been made by the 
applican1 or offeror for monitoring 
thr a,·tu:•l inform..:d con'>.ent process 
(e.g .. thmu gh su< h me.:hanisr.ns. 
when appropri<ite. u particip-alion by 
the lnstllulional Review Board or 
s11hjec1 advunle: s in: (i) OvcrseeinJ 
the .Kical proce:;s by which 
inJi11idual C•JO\.en:s required by thi:i 
suhpart ;m: :;t:cu~ed eitht:r by 
;1ppruvin~ i11dUC"i•:<n of each 
i11div1du;d ir.lu the· activity or 
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\.r•pf yinr, perhaps thrvugh sampling, 
, • (<:~ t :.~pprov..:d procedures for 

6 · ,,HJoctton of i~dividual.s iiUJ :tu: , < 

adtvi!y are b<:rng follov.c:d, and (Ill 
!ll()nitocing lh.e pro~ress of !h~ 
.lCilviry and intervening JS ,:a~.:essary 

ri;.r • .>u)!h such steps as v isiu 10 !he 
a.lniiy sire :1nd cominuinf', ·ev:dualwn 
111 dl!tt:rrnine if any unanlidp;;red 
mils have H~risen); 

(3) Carry our such other 
H">pons1bilities as may be ass;gnr.d hy 
th<" Secretary. 

(b} No .award may be issu:,J until 
the appli<.llll or offeror has ccn. ficJ 
to Lhe Secretary thai the lnstiu.,;~inn<tl 

Review Board ha!> made 1hc 
drterminalionll required und.:r 
par;1graph (~} of this seclion :1nd the 
Scac:tary hu approved these!' 
determinations., a!; provided iu 
§ 46.! 20 of Subpan A or this par!. 

fc) Applicants or offr.rcrs s::cli.ing 
~:'fl!:llltt ior <h:tivitie!' covered by tills 
~uhp:ul must pro~iJc for the 
J,·~:~narion of an lnsli&uuon.:Ji Rc\iew 
Bol 1 rJ. :.uOjt:Ct Co approval by lllc 

Sc,·f~tary. where: no such UoJrt.l has 
I">c:t~r: c!.l.,blished under Suhp;trt A of 

I !11 S p<trl. 

~ -16.206 G~nerallimlhtli:m:li, 
1 •J No activity lo which !his 

~;uhp;u-t is applicable m~ty be 
"nJcruk.en unless: 

, It Apprnpriat~: studic~ on .uun;ah 

. 1:d nonprc~mlnt mdi viJuJis h;n .~ 
hn·n .:omplded; 

r 2) Exc cpr ""here the ptH'fln, ,. ,;( 
d;co Jdllw'ily is Ill mc.t't !he hc:ti1h 

nn·,!, ,Jf !h..: rno1hcr or tht.• pdtii,:ul;u 

ii:LJ,, 1h~· ri~~ to the fctu~ 1s ruinim;1l 
and in Jll cJs~s. is lhC' lc:<ht p•>~.~•nk 
ri!;lo. for achieving the ohjcctrv~~· <Ji 
II~.:. Jc'tl \ uy < 

r ·~; lrain,iduah engaged in tht~ 

:J•:r•vir: v.i!! ha~e no part In" {i) Any 
J(.ll:o.wm as to the rimwg. rn<:~hoJ. 
~r~<l pro.:.:duru u~cd 10 tcrmin~tc th•~ 

pre::n:.w.:y. Jnd (ii) dct.:rrmning !h.: 
\l;t:l!li!y ,,; lhe fems a!lhc, 
lt'fl:;m:Hion of !hi! pn:gnam:y; and 

{ ·l l No pro~·cdural chang~£ whid1 
rn.t:• ,;:w:.c greater fhan minimal ris"­
il• rl:.: f.:tus or the pregnant wom.m 
"',}I l'c rntroduceli inw lhr. fHt'Ccdun~ 

f .. ; _::t •• \ .t~. • J ',.,)it;;:\ u 

fdr ll:tr.un:twH• rh.~ pr('gnanq· <;nlt:ly 

iu rhr. ''11;·ro1 of !he adivirv. 
1h) !"-lo in,_b.:enterm;, rrwnet<Hj tll' 

u(t·,crwi,,c, lll:t)' ht: offaeJ tn 

!l'fi!Hn:l!t f'li."!'nan•:• fur pmposn nf 
rile :tl'! i > it•, 

1~0 Hl: 1 1 '•',•. 1\ui ~.ill'~, •• amrr•k'l.ol 
41) Ht .\li'>JK ~.,,, 1>, 111'~1 

~ 46. 2(11 .'i<'th itiu dir«'f('d 
to'~Narrd ~Hr11Uil( wumcn as 
:mbjcns. 
(al f\,, pr•· ~~n''·''' W•Hnan rnay !1c 

in~o!wd .n .1 \~lbJt>tl in an aUilll!Y 

,:.,wercd bv :!11s •,uhp;Jfi un!o:,: (II 

The purpa~e tlf the acuvity :s to rtl\:el 

the heo~lth nec·ds ()f the morh~:r and the 
feru-; w1ll he p!arrd ar ri~k only to the 
minimum ·~x ~c:nt n(~...:essar.v to meet 
\UdJ need~. 1>r ( 2 l the rbl-\ to !he fclus 
h rntninHll, 

(b) An J,.:£ivitv pcrrniltcJ under 
p.uagraph (al t)f this section may be 
cpnJuo.:~o:d (·r.ly tithe- mother and 
I<Jther a1c lq~,;tlly ('O!ll(l!:l~nl ami ha\e 
,.:,ven •h~:lf Hilonncd con~en1 :tlrt!r 

}t;l". in~ h·cn full~ lllflltm<:d r-:g:miw~ 

pt)~''blt• irur·;,.:t on the fctu~. c~u:p1 
ihar tllr~ l<;J!ha's ulfonnt:d coO\C:fll 

'ln:d ll•ll ht~ '>l'~·un:d tL \ t) 'I h~ 
purpo.'tc c>f r;,c; .!O.:IJVI[V IS lv mcr:l the 
ltcjllh il<~eth ,1{ th~· mrHhl!r; (:.~) his 
uJenll!y ,)r 1·, hr·r cahtturs O.:dlln,ll 

reasonahl~ ht· .J\•:crt;uncJ; (J) h!! i~ 

rlllf fl';"tlliJh!y ;,v;til:~bk; \lr t4l rhc 

prq:nan .. ·} :'ntdrt~~~ frnm rape, 

§ -46.101-1 .-\dh irw~ dircctt•d 
tuw1.1ni idUH''' !11 uttro m; 
:;uhjrt t~. 
1 al ~;,> I.·:u·. 111 ,,fl'r,) may he 

tnYPh td .1> .l \llhj,~·.,t W any <tCI111i1y 

,:,ov~rcd !1~ ,hi~ 'dibparl unln~: (I l 

rhc pUq!d\t' of ihl' ~:,:flVI!j ~~ !u ITICCI 

tih: hr:;JLil :h:t,h 1 !' 1!1c rarticul<~~ kru~ 
and l~K ft'lll\ '''rll ht: pla.:~·d at n•.k 
tHJly In til:: r;J!Ilitlllllll t: tl~nt n~lt:\'>,u·y 

In illC•c'l .. n,·l, •'•·nh. or \ 2) ttw 1'1\k 10 

the fc~t'.l'- ,;11 ,,,.,,:d hy tll..: l'l'scan:h IS 

rnwun;1l :11hl 1h· p•uposc of till.' 

iKI~VliY h ;!':.: .inel .. pm.;nr o~J! 

impurr:mt hto ·'lh".J~o.·al l.n11wkdg•: 
\l.llldl Cll11h'! be d('LIIIH'd b)' <lfht:f 
lllt: ;Jrj .. < 

(1'11 An ,octa\ ttv rnm11ted under 
fUr;lgl J(lh ( ,ll ,,t !II "• ~, C!IOil 111:1} h;: 
,.<IIH.i<JCt!'d C·nl • :I IJH' mnthcr :JiiJ 

Luhcr arc legally cornperent and have 
!!iven th-eir informed consent, e.l(ccpt 

that th<: father's consenr need nol be 
":..:ur~:d if: (I) Bis identi(y or 
"'hcrO!abouts cannDt rell'!!>onably be 
ao,;q:rtaint'd, (2) he i~ not reasontbly 
;nailablc. or en the pregnancy 
resulted from rape, 

f 46.109 Activitltt dlrettrd 
tow~o~.rd fetu:H~tt C1C utrro, 
indoding fl.Ctf'lowlabCe fetUS(!S, as 
~ubjtds. 

(it) Unril it ha~ been ascertained 
whether or not a fetus ex utero ia 
vi<Jbh:. J fews ex utero may not be 
involved as a subjed in an acrivity 
covered hy this J;Ubpan unleu: 

(I) There will be no adlled risik 10 

the fetus resuliing from the activily, 
anc! the purpose of the activily is the 
!.lcvdoprnent of import:uu biomeuicaJ 
knowledge whid1 cannol be obto&ined 
by uthet means, or 

(2l Tllt· purpose of rhe activity is to 
enhance the poJ>sibilily of survival of 
the:- pamcuiJT fetw. to the point of 
viahility. 

(h) No norniaol~ fetus may be 
illv"lved iiS a ~ubj1:c1 in an a~o:&ivity 
t:(;''ercd by th1!. subpart unk iS: 

( J J Vital functions of the: fesus will 
r1u1 bt!' ;ulifh:i~dly mairll<tined, 

i 2) Experimental iCiivilies which 
of dlt.mselves would terminate lhe 
hca1 !heat or 1espira1ion of the fetus 
w iII nor be employed, and 

0) The puqmsc of the acriviry i1 
IOl" d\.'vclc•pm~:nr of imporiJnt 
hiornediL<~I kn,)wlc<.ige which cunnm 

he tlbt:.tincd by 01ar:r me<lla. 
(c:lln the e\cnlthe fetus t";f usao 

is found lube viablt:, i: may be 
indudcd as a sub;C'ct in the accivity 
oniy 10 lhe extent perflli!fed by and in 
a..:cord.mce with the requirements (If 
t>rhcr ~uhparts of thr!i pan. 

td) An ;tctivity pt:rmiucd under 
par;u~raph (a} or fb) of this sec!ion 
rna;· he wnducred only if !he mo1her 
;md t.>thcr are kgally comp.:!enl and 
have.: l',l'l'l!1 their informed consent, 
a.-t·pr 1h .H th-e Luh~r·s infom1t:J 
nm \ent need nut be secure!.! if: (I) his 
iden11'Y or whcn:ab~1u1s carmot 
ru•,on;lhly he av:crtaincd, {ll he is 

R I 2001/03/07. CIA-RDP96-00788R001500160010-9 
Approved For e ease · 



' . 

·.. Approved For Release 2001/03/07: CIA-RDP96-00788R001500160010-9 
..as '(1-'R 46 Paa:t- IS 

~ "f'""-~~-~ ........ ,...----·~·----,__ ___ .., ___ , ____ M ____ .. _~_ • .....,.._ .. _, ________ .,. _.,. __ ... 

aU prisonen ;m.d immune fmm 
·• t~rhirta'{Y ,int~:rvenlion by prhon 

• ~utlwriue~ or p~soners. u:ll es·i !he 
p.rincipal m¥esugator prov11J~s w lite 
B,lard jus.tification in writillt'· for 
following some uthtr pro.:edures, 
:ontrol Jubjcct.l. mus.t be selcct!d 
r 01ndomly from dw: groop of t~'llt!ihlhlre 
praoneN ~ho meet the characteristics 
ntetlcd for that particular research 
pr;J Jt'rl: 

1$) The inform;uion is prc'itn:ed in 
!tAq:uagc which is underst:wd:lhic lo 
tht: st(bJI!d popu!a1ion; 

((J) A~k4uate assurance ext~l$,_ iha! 

P•!9!~}'Q&f.~.:Pt'u.~ ~~~ ir.'o~ 
ec'·otHli 1 pnsontt u pArudpldon rn 

H1c research in making dc:dsinns 
rcgMding parole, and each prisoner is 
dl":Hl't 1rtium1t:d in a~\vance rhat 
paHh~~palion in !.he re~can.:h \>'ill lnvt~ 
!til df..:d on his or her parole, zemi 

171 Where 1f1e Hoard funls thac 
n1.i.! b~ a IH:t:d f,>r follow-up 
l''C!llllllal:on or can: of p;~rtu::ip:uHs 
.:iftc~ :he end ll( aheu pariJ~ip:.t~H>n, 
:t•h:•jUJI~· pnn i~i.m has hcl'll 11l<1•k tur 

~tt.:'ll C'l.a!lltnJIIOO or (JfC, tJKill!:( inh.l 
,!,·c,•.:J~: 1hc '>OJI)Illg kngths nf 
llldiHil<~al pnMmer<;' 'icnlcll..:l''•· J!ld 

!"r Hll1,rm•ng p;;nici;J<ml~ of tL:~ r".tct 

1bl The Bn:trJ !ih:t!l carry Dllt ~t;dt 

,;1;1rr dulit.:>~ J~ may De assit:neJ tly 
:h,· S..:..:;o:!Jry. 

:, 1 Th(! in,alu cion ~hall .. ·cni f~ to 
1'1<: ~ .•. ·,:rt·t;uy. ln ~tH:h form and 
IILI!:·,,·J .1~ the <"icnclary may r.:qu~r,·. 

dr :! t.'1o: ,tulleS of the Board und('r thi:; 
-,,•;t~~Hi have- b,•,:n fulfilled. 

~ ·lh .. tt}fl Pfi·rnittc,;! t"Ht:&e'dl 

iMohintt pri.~oaer'l., 
t • .l HwrnrJi..:al or bdla'l>ioral 

rt~··•·;,r ,·h r•)ndur.:kd or ~U;'POI"h~d b) 

ill!i:\\ mJy invoh·c pnsoneri ::t~ 

\ll•nr:.:ts •>iily if: 

1 II Tht~ ir.sl!llllion responsibL: fN 
;he.~·~>:'lduct of th<." research h.H 

L.:n 1 t"t,~d 10 1h.:: S.::crct.tr)' th;u the 
ln· .. ~tutional Rrview Bo~mJ ha~> 
:.!ppn;vetlrhc rc:s.e~trch under § 46. Jtl5 
•>f ri~l\ subpart; lind 

1 ~ l 1 n the JUdgment of the 

se~:rctary <h<" prup•l,!i.ed rcseardt 
invohc'i SoJidy the follov.1ng: 

(A) Study 1li 1he pnss,blc r.:;ws:~•. 

cHec!s, Jnd pal.llesses •lf 
lll.::m::er.:!ll•>il, anJ o.)f <:fiiVlll:li 

bd'l;n•ior. pr.widcd 1ha1 the ~tudy 
pn::.cms nu more than minimal risk 
olllJ 00 flll)!'e !han i!'ICOllVC'OIClh.:t 10 

the suhjn:l>; 

(U 1 Stud} 1tf prison~ as m~uiutitmal 
stnJclurc~ •.'r of prisvncn as 
in.:ar.:cnHt:tl pt.•rsow;, providr-d thai 
the 'itUd~ p1 rsr.nls no more Lh:Pl 

minimal n~k ami .w more tlun 
mconvcmclh'C: to th~ ~ubjects; 

IC} Rc:>.c1mh on roflllititHh 
p;HIJcuLul~ aHcdiO!( prisoner~ as ;1 

dass (for e:-.amplc, vaccine trials and 
nlher restill\'h on hf'['ll!l!is whh:h is 
rnu,,:h mm~. ptcvalcnt in prisom th;an 
dscwhl!'rr.: ;wd rc~~an:h on s0cial and 
psychologt-·:.11 p~ubkms o;u.;;h as 
ak·nholiSHL o.lru 1; ,,JdJnwn and ~c~11al 
~h.'><llllt.'>l pr(l·~·,dnl !hal the s:udy rn.ay 

pr,):eed on1~ ;I!IL'I tht Sl·~..:rc:rary h:1.'i 
constll!eJ wuh a('propnalt' e~pen:. 
in.-!udir:g ~~\P~~~~~ 111 fWtH>lui~)' 

r11~dk111~ .wei d!11v., •. md publt:.hed 
11· J!t-:e. in tth: I: Ull k \!. R L<.Ois 1 Ut. 

or hi..; i!1!l' lt t11 l!'J'I,~'.·f \t!t:h f\'St:'Mlh, 

t 1)) Hc,;,·.trcrr u:1 ;>l;li.O,:e'i, bo1th 

Jrnln.Jtivc ,tnd :&cu·rr,·d. wh1d1 havr: 
th·~ inknt and cc;!;.•mabh: pwlubality 
d unpro••in~e t!tl· health t)r ~~dl· 
hein.l!. of tl1e- ··Hh.":.-c In r.:;ts.:!> In 
which tlhh~ ~ludic'\ n·qu1rc lht~ 

:1'\~li!IUHCIII ,,; f'!l~l)nl'r<> Ill a nl<llln.:J 

'':IO>lstcnt wsth pnlrth"o.lh .lppr•Wl'd by 
the lHB 10 c·ontrq! !!I'Ollp.• which muy 
not h~ndll ;·rt>m r!l(' rr~(·:tr.h. tlw 
sillily m;r~ pn><.(:~·d on!; alla Uae 
S,'L'rl'(,ll Y \1,1~ <011\LJ)(('d Wtih 

appr.,lf'!"IJll.' ~'\j'CII". ILduJill)>! \.'.\pt'rt~; 

in pc·nlllogy 111\'<:k:l'<: :wd l'lhio. and 
puhi"Jwtl lH·qu•. ,,., :l:t· FUH·lt\1. 

R H;•sJrR.uf .<!,, lll(•~lll tn :~ppro,·:: su.:h 
r~·.,L::lrdl 

1b1 [~c..:t.'( .~.; p••.)Vid .. d 111 

p:na!~r:wh u) ... , ,,,,, ~ .. ~o.:!11111. 
himrw,Jic:ll ("; !l,:h.:~llJT:tl rc;carch 
._·ond<Kh:.J ''l '•t'l'lh·ll•:d h~ [}flL\V 

shalf !lot Ill'> ot. C: JHI'•I.l!\1.'1\ ,IS 

suh1~·cts. 

SubpMt [).-Add!UOHJ I~rot«tioa 
(or (tikln!lil lM'fcU'mt as Sul;joetu II& 
Q~ 

Sourc-t": 'Iii Ftt Hll. Mueh I, I':IU 

§ 46.401 To what do the.Mt 
n;;;uladottt ~!pptyf 

(a) Thi.s suhpm applies to aU 
research involving: children a.s 
subj~ts, condw:ted or supported by 
the Oepartmt!rH of Health and 
Human Services. 

(l) Thi:> indudcs re~aich 
conducted by Department 
cmplny«:N~, e;~:cepr that eDCh head of 
ltll ( ipcnatiug Divl"iuu uf tile: 
Department may adopt auch 
nonsubstantive. procedural 
rnodifi~.:a.timn &.\1 may be "l'propriate 
from an 41Jlministn1tive standpoint. 

{2) It also indude~ research 
conducted or supp .. ·m.ed by the 
Department of Herutb wd Human 
s~IVicl'.~ nuk\idc tr.e (Jnited State'S, 
bur in appropriate drcumstancc:s, the 
S<."{;retary may, under paragraph (e) 
(}f § 46.10 t of Subpart A, waive:: the 
t~ppl~eahility of ;;om~ or all of the 
reqnirr.rnents of the!>e regubtaons for 
n::S<:an.:h uf this type. 

(b) Exemptions(!), (2), (5} and (6) 

as listed in SubptHl A at § 46 .. 10 t (b) 
arc applicable to this subpart. 
Exemption (4). rc:..,.:arch involving 
the observation of public ~~havior, 
listed nt § 46.tol(b), i$ applicable to 
thi<> subpart where the investie:ator(s) 
doc!! nor parti<:.:ipate in the activitie~ 
being observed. Exemption (.l), 
re-;earch invol•1ing survey or 
ir11ervtew pnX:tt!ure:s, li.~ted at 
§ 46. 101 (b} does not apply to reseuch 
covered by this subpart. 

(~,.) The exception>,. additionllr, and 
pmvi>ions for waiver u they appear 
in puagnphs (c) through (i) of 
§ 46.101 of Suhp;ut A arc applicable 
ln this subpart · 

§ 46.4fJ2 Hdlnitioo!.!. 
The de:"initio:t'l in § 44").1 02 of 

Sut'par t A :>haU be arplicable to ~hh 
~ubr:trt ;~s well. In ;.ddition, a.~ u~ed 
i:1 1~1i> !Wbpnrt: 
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' .. (a) ~'Oilldral~··ere jlC!rstms '.to·ho 
'h.i .. :..C: not attained the legal age for 
consent to treatments or prc..:~~dures 
involved in lhe resc:arch. llndcr ti-c 
app!it;able law or the jur::sdi.:tir))1 in 
which the r~earch will he 
condocted. 

(b) "Aau:ot" mcan'l. 111 cbdd':t 
&ffirm;:mve agret:menr to participat(" 
in •e~:an.:h. Mere f3Bure to objcct 
should nol, .ab!l.ent afiirm:uive 
.tgrc:emcnt, be construed :.1.s a$scnt. 

(c) .. rcrmiulon" mc:ill~i the 
agreement of pareclC(s) ,>r guardian to 

the i!Jr!lcipation of thctr ;:-hild or 
ward in research. 

(d) .. Pa.rent .. meaus 11 Lohild'~ 

hiulogical or ado~Hive p:m·nt. 
(e} ··ou..vdian"'means fln 

indi,·idu.;tl who is authnrizc:d under 
:1pplkable stat.: or local lmv to 
( Ja·>ent on beh;ilf of a chiid lo 

~ 46.403 nw dutiell. 
1n o.H.!uition to other n~">r~>~:,nslbdai:.~~ 

.;.;signeJ t.l JRlh t!IH..ler dus p:m, 
e.lch 1RB shall rc-vi~w res;.>;m.:n 
c:wcred hy this subpart a.rJ :.IPI'rl)V.: 
only n.•search whkh ,;tt\s!·,~:> the 
eondition~ oi all applicable S.l:,~wn:. 
of this ~ubpa..n. 

n 4-6.404 R~~Vth fd.Ot.iatohi>l~ 

fl:l''-""'" ·th.d mmws.l ruk. · 
HilS will conduct or fund 

n:sc:a.rch in which the lRB tinds th:H 
1m gre:ncr than mimmal rb~ ll1 
children is prc~nted, only if !he l R D 
tlmis thai ;u .. kqu;~le provi">in:•s :.tre 
nude ior soliciting the a:.SC"nt of lht: 
c!; iiJr.en and the perm is..; ion elf their 
p;~rents (lr guardi•m.s, as set forth 1n 

§·f.6.406. 

monitormg pr04:cdure that is likely to 
(:ontributc to lhe subjt"~.:t's well-being 
only if the lR B finds that: 

(lt) The ri .. ~ J;j jtJstii:C"d tly the 
:mtic·:pat..:d !x:r\cflt to tht.:: !IUhjt·~o:t<;; 

(h) The fdation df the aotidp:llcd 
b..~nclh tn the risk is. lit leaH il'i 

fav0rabl!.: to d1e subjects as that 
prcscn!t~d by av;1ilable alternative 
appro!H..' he·~; and 

(cl AJequale provisions !He made 
for soli~o:.itmg thr: a~'ir-nt uf r.hc 
.:hildrt•n ltnd r~(mi:>sio;) llf !heir 
p:ir(:nts ur gu.ltdinns, J'\ set forth in 
§4tt.C:.O!i.. 

§ 46.4U6 Rf:'§ean:h ilwoh!n& gruter 
thao l'llillilllld ri!k and no ftrl)ft!J"ed or 
dJu:d bo~nct'lt ~o ifu!i'fids.ud i.:Jbjcct.t. 
but likely H1 yield gcnmaHuble 
&i.Xllnwlnl~otc ..abm~t the suhject'i diinrdcr 
vr con :lit iou. 

lHl:-1 •~ill <.:tmduct or fund 
n·st:at\:h i11 w}w.:h the IRB finds that 
more thltn miuimal ri~k to childn:a ~~ 
l'H.'St.:rncu by ltll iutcrvemion ur 
pr,)<.:f'd m -~ ! hat doc:. noc hold nut t h~ 

pru~p..·.;.·, t)f d111'Ct hcndit for da: 
indn,id tul •;ub.Jc-cl, or by <t 

rHooir.Hin~ fHr~:edurt~ whid1 is H<)t 
likdy h> t 'm~eihutt: to thr~ wr..:Jf .. !Jt·ing 
of lht: sub},'ct, only if the m n find~ 
lhat: 

(a) The ri:~~ r~·prc~•cnl.~ a minor 
i11crcas1: ~n r.:r mininMI risk; 

(b) The intr:1v~·nlion or proccJun: 
preseni:, elpu i1·n~:c-s to subjl'cts. that 
ure n·a>OTHlbly ~{1mmcnsmate •vith 
th;,st~ in ~wrcnt in their acl ual or 

§ 46.iW? R~ aot otberwiM 
approubl.e wbitb preseutt &a 

<'l';;<wturdty to UJ:~d.tnt.cutt, pre.,.ttet,' or· 
~tUcriate 111 serious prohlena atfeedna 
the beahb or welfare of dtildtca. 

HHS will conduct or fund 
research th.ilt the JRB docs not 
bdieve rneeu the reql.lirements o( • 

U 46.404, 46.40S, or 46.406 only ir: 
(a) The IRB f1nds chat the research 

preACnls a u:lUOnablc opportunity to 
furth~r the undersli.Dding, 
pre..,cntion, or alleviation of a aerious 
problem affecting the health or 
welfare of children; and 

(b) The Secretuy, arter 
consultation with a. panel or experu 
in pertinent disciplines (for eu.mple: 
scicn<.:e, medicine, education, ethics. 
law) and following opportunity for 
public review and comment. hlU 
ddcrmined either: (I) That the 
rt-~~!arch in fact satisfies the 
conditious uf § ~ 46.404, 46.405, or 
46.406, a..'! applicable, or (2) the 
fi>lluwing: 

(i) The fl""S<t:Jrc.h present!! 111 

1 ea~onable opportunity to further rJ1e 
untJcr<;tanding, prevention, or 
allcviatton of a serious problem 
::~ll't."Ciing !hi! health or wel(Me of 
chi:dr;:;:n; 

(ii} Tile rcscar-:h will l'..e conducted 
in ~l:cordan!;e with SOI.lnd efltical 
principles; 

(iii) Adequat~: 'provisions are made 
fm ~.olidtins the ass.ent of childre11 
and t lw permission of their parent:s or 
guanlians, a.'l set forth in § 46.408. 

§ 46.-ro.~ R~itik-u for 

(':<..pectc:d mc,iie:.d, denial, pe-nniuioa •.v parent~« guardiua 
pi~y~.:huh>gical, !itt~.:il\1, or euucational and for ~t by c:hllclren. 

(a) In addition to the situation:;; 
dele:rminations required tmdel' other 

§ 4~.405 Rts~ {Qvohirl~ ~N'alter {c) Th.~ in~cn'~~ntion or prc'<~edure applkable S<~ctions of this s.ubpurt, 
litmll mlalm.&.l rlsit but p«.'K'nt.h.ja: the it~ lildy 10 yidd gcncralinhle the IRD shall determine that 
p1'1:1'S?t'Ct of dirut bt.:tlet1t to ih4e l.:nowlcdgl" ahout the ~ubjcL't>' adequate provision~ are made for 
tudh!dul •hJees:~~. diwnkr or conditinn whiLh is of soliciting the assent of the children, 

HHS will conduct or funtl vilal imp·tlflo.llia fclr the wh'!n in the judgment of the JRD the 
rc~:.1l'Ch in whkh the IRB '!inds that un; .. krstalhling Of amel!onlflUII of !he children are <.:a;mhle or pro..;;din$ 
lll<>f(.': th•m minimal risk to children is !mbjt.x:ts' dl!.onfcr or conJirion; and UliCnt. In determining whether 

p1cstnted by an intervention or (J} Adt~q•la!c provisions are m;tde chifdrt::"n are cap~bh: t)f assenling, the. 
prucedur~ that holds out tho:: for soli~.:i~in.~ asst•nt i.1f !hr: children tRU shall take into a.ccou.ct the ages,.; 
pwsp<.-ct or direct bcnciit for the <llhi pcmlission of their rnrcnt~; nr maturity, a.n.d p-!yc.bological nate of 
in:Hv1dua.l subject, or by a gw.mh,m~ . .:.~set forth in § 4h.·103. the (:hih:hc;n involvoo. Thit~~ judgment 
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