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01'l'l'il V'\IIal1Jl'l!l'lleJ'lU01'l'l'l'ill'lWl bbUU b'l~ lJl'lU (Expedited Review)

lJll1J~ f1W:: bb'l'lVWl'll'" lJl{ 1J'l.j11'\IIV1<1Vb~ V~hllJ jju ltJU 1 v1 ~ m'l1~ tJ~ b~ tJ1-i1eJ~flU1JU"JEJ•
bI'MtI eJ~l~"'eJ~f1<1'eJ~ flU bb'LJ1t1~u&i'il1 tJli'l'l1J fm1~ tJ"'l fl61 1~ tJfhcr~ii ~fll'ltl flU eJ~11'\115Pi'fl~l'l~ bb61::

fI111Jtl61il~.ti' tJ'UeJ~~ b-ill~11J m'l1 ~ VbUU i"h11'lJ bb61::1~ bb~~~ ~f1W::fl'l'l1J m'l 'il1tJli'l'l1J m'l1 ~ tJbyjiloW'ill'lW1

1~fI111Jb~\J'lfilUlf1'l~fl1'l1~tJ 1t1bb<1'101.1

byj il1 ~ m 'l ~ 1 bUU m 'loW'ill 'lW l1f1 'l ~ m 'l1 ~ tJ bU U1 tI il ~ 1 ~jj f1WJll 'l'l bb61:::jj tI 'l:::11'\115Jl1'l'l•
illPi' mJ1'LJ1 'il(;l11JfI111J 1 um lJl'l1 eto bbvi~'l'l'l:::'ll'IJU'lJ qj&i 1J'\II11 '\IItJ1~ tJb~ tJ~hnJ 'l'l.I'l . .,etet", 1~ tJ1 ~

"'il~f1<1'il~flu OHRP Expedited Review Categories (1998) 'ii~ililfltl'l::fl1l'lb~tJ1flUfl1'l1~tJ~"'lm'lll

'Uil~Ufl1'loW'ill'lWlil ~1~ d ~vhu v'l~~il1tllJ

"'. tJmil fltl'l:: fl1l'lfl!lJ:::bb'l'l'\lltJl'l1"'lJl~ b~eJ~ fl1'l1~ tJ~"'lm'lIl'UeJ~U fl1'loW'ill'l!lJl bbuu d~vhu

(Expedited Review) 61~lU~ .,'" 'l'l'l"Jmfl1J 'l'l.I'l. .,ctbm
.,. fl1'l1~ tJ~jjfl111J b~tJ~~l bb61:::bUU n 'ilfl'l'l1J~tI'll fl!lil~ '1U'll tJfl1'l-ill~~l~

h", fl1'l~nUI'11eJ~1~b~il~1~m'ill:::'illfltlmtJih ~ubvh, 1u'lj, '\II~il'illm~Ub~eJ~~l~bb'UlJ
~ q

~~U

(fl) 'illflrn'\llni~",'Um'l'l~bb61:::hi~~f1'l'ln Jl'\11'Uflil~l~UiltJ etet flfl. tl1m!lJb~il~" .. .
'WbnlJ eteto 1J61.1u ",., .rtlm." bb61:::fI111J~fl1'lbnUb~il~'WbnlJ., f1f~~il.rtl~l'"

'\II~il

('U) 'illfl~thm~~rn'\llni bb61:::b~fll~tJfhi!~ii~ illtJ Jl'\11Ufl1'11 ",'Um'l'l 1ihnu
~ ~ u~ "

1'11il~ 1~ b~il lJl bb61:::fI111J~'Uil~ fl1'l bnu 1'11il~ 1~ b~il~ 1~ tJtl11Jl!lJ b~il~~ b'ill:::

bnu1lJbnlJ eto 1J61. '\II~ilPi~b\'JlJ.r~ci1'LJ m 1J61. ~ilJl'\11UflIi11 '" flfl. 1\J'lh~

'l:::tJ::: ",., .rtl~l'" bb61:::1lJbnlJ., f1f~11J'\IIi1~.rtlm."

(f1) 'illm~fl",'Um'l'l~11Jtl1m!lJ~eJtJ61:: '" - et 'Uil~tl11JllJl'lb~il~'Uil~~1~flltJ•
mtJ1'LJ .,et i111J~ '\II~il~iltJ61:::",01\J'iJ1mm <;; .rtlm."

., .., fll 'l bnU 1111il tJ'W1l1 Jl1 'l'l<11'\II'fu m 'l'l,)tJ 1~tJ'lITh] ~ fl Jl (noninvasive) b'lilJ

(fl) l'1~b~lJrJ1J bb61:::b~ul~tJ1lJbiM;m, ('U) V1lJJllJlJ~btl~tJ'LJbrleJii~f1'l11 '\II~il
• ,J' .:". "" ()"".. ,J'111f11'llJl'l1 'ilU~'lJfI11lJ'ill bulJlJlil~llil'LJ.,.,lJ, fI ,,1.1bb'\ll111fll'llJl 'l1'ilU ~'lJfI11lJ

'ii'lb\'JlJll1il~llillJV1lJ, (~) ~~oijU~ltJ'\II~eJ"'l'l11~'\II.t~mtJlJilfl~l~fl1 tJ ('l1lJii~ b'\II~il),

('il) Jl611 tJ~ bnu bbUUli'l'llJVl111J'lti bbuu~1lJjj fll'lfl'l:::ll1lJ '\II~iljj fl1'lfl'l:::ll1lJ llJltJ" . .
b~tJ1'\11lJlfl~~~ '\II~il:ff~~ '\II~ilHfl'l~olilJl1m'iiil'ill~UltJ1I'1J, (Q) mtJ'lfl'\ll<1~f161il~,

~ O>C<l'"", :: <'d I 0 4 I

('lJ) 1.11 fI'll'\11 bfl ~ 'ill flll ~1.11 fI'll '\IIbblJlfl fl illJ fll '\II'LJ~ f161il ~ '\II'lil 'l :::'\1111~ f161il ~,•
('il) fI'llUV1'LJ bb61:::~1.1tllJ 1~tJ-ililbbll"h1ihnu 1lJ b-ill ii mn'LJ fl11 fll'l'lJ ~~'LJtI'LJ

" " "
byjil "''Um'l'l bb61:::b\'J1J111~tJillJ~\J'vi'11tI, (ru) b'il61<i'1l1'\11U~'\II~m~ilUbnu l~tJfl1'lUltJ• •
'\II~il'lJ~btiilu'liil~tllfl '\II~ilU11Jtllfl ~~lJ ~il~1lJ'1'libli1flilltJ~lfl1'1 '" b~illJ," . .
('lJ) b"'lJ'\II:::~bnu1~tJ'l1'LJ~iltJ61:::ilil~Jl bfl~il (nebu lization)



-~-

n1'i blhmm'llJ-D<llJ<lLIiI 1115hi'in';1 (l~iL~11'ln'U~'11'1116'1<I'U 'V1~<l111'1.1<l'U'I'''i''U). ,
Vi'H'I.1'i~';lt '1.1b'J'Il'l.1fiu&i ~~if n1'iQ111f~i1biln.J 'V1~<ln1'it 'li'fl~''U1lJLfl'ib 'lvJ

Vi''U<ln b'V1U<l'il1m 'l 'tI'I.15u~'I.1n &ihJb-D1'l1111n1'i'W'il1'itlJ 1bb'U'Ub~~~'l '1.1m&Vi'iJn1'i t-if

bfl~<l~jjmb~'Vl6 bfl~<l~jj<l1r'Ulil<l~1v'i~,h'Un1'i1'm<l~ t 'I1'';1'V1'111mb~'l ([iii11~'l1'1.1bb~'l

n1'i~ ml1Vi'~ <l~n 1'i'il ~'I.1'i~bil'Um1lJ'I.1<1<l1iI1111bb<l~'I.1'i~ l1'VlIT(:J<I'tI<l~bfl~<l~i'J<l

bb~'Vl6'il~1uiJl1'Vlilt-ifm~'U'l'U n 1'i'W'il1'itlJ1 bb'U'Ub~~~'l'U ~~t1'i'llJ1i~ bfl~<l~jj<lbb~'Vl6

Vi'1'm<l~bb~'l bb~i'in~lb v1<lt m'U-ifmj~tm 'V1U)

1l1'l<l~l~b'li'U(n) bfl~<l~i'J<l\l1'i'l'il~l~n111Vi't-if'V11'U~'ln111'V1~m.h~~'l bb<l~

1u'tJ~ <l11~<1~~l'Ut '1.1'i~#i''U,h9f\J bih~l~fil11 'V1~<lnw~n';111'VlIT<l16'116'1lJm,

('tI) 'tJ'i~bii'Um1lJ1'l'tl<l~n1'i1''Um1lJj1in, (fl) Magnetic resonance imaging,

(~) Electrocardiography, electroencephalography, thermography, n1'i\l1'i'l'il'V11

6'l1'itllJlJ'U\I1m~1'~m 'U5'i'ilJ'tI1~ ,electroreti nography, ultrasound, dia gnostic

infrared imaging,doppler blood flow, and echocardiography, ('il) n1'i<l<lnn1<1~

'i~#i''U'tJ1'Un<l1~, n1'i'Vl1il6'l<l'Um1lJbb ~~bb'i~'tI<l~n~llJb d<l, n1'i'tJ'i~bil'U<l~f1'tJ'i~n<l'U

~1~n111, n1'i<l<lnn1<1~n1m~#i''U'tJ1'Un<l1~ 'V1~<ln1'i'Vl1il6'l<l'Um1lJ~1iI'V1~'UVi'b'V1lJ1~6'llJ. '
tl'U<l111,'l11wwn, bb<l~6'I'tIm~'tI<l~<l16'116'1lJfl'i, ,

""'....."j Q,I.... <'lI "" <C!l' I "'" <V..... ""
n1'i'l'ilmn11'ln'U<ln~tlJ~ 'V1'i<l~'l\l1m'ilJ~flfl<l 'V1'i<ln'1lJ~flfl<l b'tl'Un1'i'l'il11'VlPl'Ufl\l1

••.•v .,.<11 .d.ell •• I"'" .......,. Q I ..". •••.
n1'i'i'U~ bb'i~~~b'iln1'i6'l<l6'l1'im1lJb'tl<l 'V1'i<ln1'iu!l'U\I1\111lJu'i~b~tlJ bb<l~~'l\l1m'ilJ

"~fllJ

n1'i1~m~11'l-if<l~tlui6'l~ (-if<ll;j<lb<lm'm u'UVin 'V1~<l~~<i~\I1'i'l'il)Vi'bR'U'i'lm'llJll

'V1~<ln 1<1~'il~ bRm'lm'llJ bv1<l1\I1t1'tJ'i~6'I~f1~'UVi'llJ1'li% 11(b'li'U n1 'i1'n ~1~ 111'U1<I,
'V1~<ln1'i1ii'ilQ11)

A ~ .,jq , Aq .,jq •• q •• 1it ' - ~
n1'i'l'il 11'VllJn1'ibb'Vl'imb'1l~blil11'l5n1'i'VllJfl'lllJbG'l11~b~11~b<ln'U<l11bb<l~lJ '1ln1'i'l'il 11

b:a~'VlIiI<l<l~

n1'i1 ~11\111lJ'i111fil'iVi' G'l1lJ1'it1'lJ<l11fibl'U'il1n n1'i'W'il1'itlJ1 (exempt) bb~hi
v •. v d V ..,jQ.J~"" ••.• 1" q

b'lJ1bn tlJ'1Wm 'l'Ub'1.1<l~'il1n'lJ<ll;j<l'Vl'U'U'VlnlJfil'i'i~~ \I1'l~ fl fl<l lJ'l1'Vl1~\I1'i~ 'V1'i<l

'Vl1~fl<llJ~1'U'i'l1'6'lb~<llJL11~

Lm~n1'i~IiI.r~fl<1~bR'UIl1'l<l~l~:;l'lm~ (biorepository or biobank) LIiI11Il1'l<l~l~

:;l'lm~ lJ1 'il1 nll1'l<l~1~Vi'b'V1~<l'il1n fil'i \I1l'l 'il1 ii 'ilQ11 'V1~<lbD'U1l1'l<l~1~Vi'1v'ilJ1Liii11

'J5n1'iVi'iJm1lJb~11~lubn'U minimal risk

Lm~n1'i~{;l.r~fl<1~-if<ll;j<l(registry)

n1'i% m :a~"~bn\l1'lJ<l~n1'iHbfl~<l~jjmb ~'Vl6 'V1~<l111Vi'<l11.<l'4f\J1\11'll~\I1<11{;lt'U

'I.1'i~b'VlPIbboi''l
_.... ••.• .d v I d oe!l ••

n1'i'l'il11 bb<l~~{;lJ'U1mobile medical app/software 'Vl<l1'ilb'lJ1'lJ1mfl'i<l~lJmb~'Vl11
,... d ~ <:\I I ••••

bb\l1lJm1lJb6'l11~\I11(low risk) \I11lJ US DHHS 'V1'i<l(:J<lm~'Vl'U\I1<l<l16'116'1lJm/

6'l151'itlJ'IJ'U<l~1'U'i~#i''U~l\111lJIMDRF(SaMD Class I)



-Q1-

m~'i ~tI LLi1l!~(;lJ'\J1<J'l1mru~hJL ihoJ1mf)~<J~n<JbL'Vm6 VI~<Jm'ilLihoJ1mf)~<J~n<J,
Lb'W'Vl6bL~(n) 1'ii'Jl1t1'\J<Jn~l~mtl~hJihJ1IIILbf,/i1 ('11)ilm1lJL~tI~~1 (low risk)

(f)) luilLbf,/'\J ~'\J'Vll!b;j tI'\Jn\nl1,rn~1'\Jf)rul!m~lJm~mVl1~bLi1l!tl1 ~~d(!f<J~m'U

b~<J'\Jl'1I~~"'llJ.;r<J
.::lI .c!l 0 •••• cv •.• "" col .:lII

m~'Vl III'" <J'Um llJ ~l! f)1tI bf)<J~'1I<J~Lf)~<J~'" 1m ~'U'\Jf,/1VI'\J~f,/lJ"''11111'WIII'\J<Jn bVI'\J<J" ,
'ill n'U~L1 ru1'UVI,Jl1111tlil.;r <JlJi1~'\JEJ'\Jm llJ'l1i1 <Jiliff tI'1I<J~'" 1':iVl~<J"'lJ'\J1'W~~1';;" ,
'l1':il!n<J'Um~V1'il1~ru1

<Jd~ m~V1'ill~rul';hm~'i~tlilf111lJ b~tI~~11,xl'1l'u~{i~mrubb 1111~<JlJm~'i~tI bLi1l!
•••• 1.1 1.1 I "" tV ..,

i1n~rul! f,/L'1Il~1lJm~1 'iltim tI
"

Q1. ~1 tI~l '\Jf)11lJ n11V1,Jl'11<J~1f) ~~f11~'i ~ tI'Vl1~f)1iUn L~tl1 n'UtI 11VlUbLi1l! Lf)~<J~n<JLb'W'Vl6

(clinical trials of drugs and clinical investigation of medical devices) mlii'-r'U
~ 1 .1 ~., U "' Q - ~ , "'f111lJLVI'\J'lJ<J'U'\Jml1 u~l!'IllJ ~ubbi11b'W<Jm~'Vl'U'Vl1'\J'W'il1~ru1m~1'iltllII<Jb'\J<J~(cantin uing

review) ~i'~d
Q1.(;) mru~ (n) 1f)':i~m~'i~tltJlII-r'U'Uf)f)m.;r1~1lJ1f)~~m~'i~mL~1<J~1~1l11~, ~b.;rl~1lJ, "

1m~ m~'i~ tIllii'-r'U'VIIII(lm':i% tlm'U bb~1bLi1l!m~'i~ tILVlfI<Jbb~m~~ 111lII1lJIIILLi1-rn~l
"

~L.;rl~1lJ 1m~m~'i~tlIll1lJbL '\J1'Vl1~b1'lJ'l1fi'U~ ('11)luilm~-r'U",iTm'Uf)f)i1 b.;rl~1lJ" .. ,
1m~m~'i~tI Lb<1l!luilf111lJb~tI~L~lJL~lJLL<1l!(f)) m~'i~tlLVlflmV1t1~m~'iLmll!'I1
v .•••"'" .ell

'1I<JlJ<1'Vl1~"'(l1llVI~<J
"

Q1.k> EJ~luil'4f)f)<1",iTf)~b.;rl~1lJ 1f)~~m~'i~tI LL<1l!luilf111lJL~tI~~L ~lJL~lJ

<S:. ~1'\JLLm'1lL~lJb~lJ1f)~~m':i'i~tI ~bU'\Jm~bLm'1lL~lJL~lJb~n,J<JtI (minor changes) '1I<J~

1m ~f11~'i ~ tI~ f) rul! m ~lJ n 1~'il~ tI 5~~lJ 1,xm llJ Lt1'\J'lJ<J'U1'l1ti <J'\JVI,Jld ~ bU'\Jf,/i11,x

mllJL~tI~<J1"'1",iTmL ~lJlu bn'\Jminimal risk VI~<Jluvh 1,xm':i'l1 ':il!LiJ'\Jf111lJL~tI~~<J

f,/<1'l1~dtl'!l'l1L'l1~tI'\Jl'l1<J~1~i11l'i'!y(non-significant risk) b'li'\J

(n) m~bLm'1l1'11~1IIm~bLm'1l~'l1bb'U'Um~L~tI'\J~EJ~A~f111lJVllJ1m~lJ

( .,"'"' ,",_ ,~u ~~'11) m~L u<1t1'\J'Vl<J~'VlIIIIIIIII<J~1II'1I<J~~1'ilti

(f)) m~L'l1~tI'\J~'U~Vl1~1f)~~m~
"

(~) m~'1I<JL~lJ'l1~lJ1rubfl<JIII~L'il1l!L~'ULV1t1~L~n,J<Jm ~<J~"iJln'l1~lJ1111~b~lJlU'W<J~<Jm~
"'" ~ ~I II1Lf)~1l!VI Lu'\JIII'\J

<J~~m~V1"iJl':irulLL'U'Ud~~1'\J lU"'llJ1~(l1 mlii'n'U1f)~~m~'i~tI~

(;). Vl1nm~L tJ IIIbf,/tI~<J<Jl"'l",iTm bLi1l!/VI~<Jm~III<J'U'1I<J~m"'l",iTf)~m"iJti <Jf111lJb~tI~~<J

m~-r'U~III'Vll~m!y1 'Vll~LLyJ~VI~<Jti<Jf,/<1L1itlIii'1'\Jn1~L1'\Jnwif1~~l'\J m~'l1~l! n'\J

~m1i tI~ VI~<J~ n Ii IIIn'\J'Vll~ .r~f)lJ L'Ii'\J f11~'i ~ tI~ L~tI 1 n'U'Wtl ~ m~lJ ~IIIn~VllJ1 tI
~1II~l!L;j tI'U<J~fim ~1II~l!L;jtI'U'l1~l!L'Wru'1l<J~.r~f)lJ

t.>. m~'i~tI~ilm~tJlllu~.;rm;j<1 (incomplete disclosure) VI~<JVI<1<Jn(deception)

Q1. m~'i~m:a~'Vlllli1<J~

<s:. m~'i ~tI~ L~tJ1.;r<J~n'Un~lJ'4f)f)<1I'1~~<Jl'l1d
n. n~lJ~il ~ f)1'UfllJ~LLm .;rlJ~1111bL<1l!1Ii'<J~'1I<J<J'4!ylI111'\Jf11~L.;r1{i~ L'Ii'\J ~1Ii'<J~'iJ~

~Ltll11 '\J"'ll1'\JV1u"iJ~",~mtl VI~m~n1'\J"'1l1'\J"'~bmll!'I1 ~~.ntl/~<J'WtI'W1'\Jfhtl
\l 'U \I , \l '\I

~<J'WtI'W~thtI~-r'Uli'thulII-rmI11 '\J"'1l1'\Jtl1UIII-rml1'Vl1~"''1IJl1'W~1II" " ,



-«:-

'11. ~~i'fm~'iilllhbtl~l~'Ul~il~l~~'Ubb~~ b'li'UlJl~{;)11tJ1'U~~t1~~1~~tJltJllJ~h
'\J , , 'IJ

(/111ll1tJ'VI1il'V'h~ltJlll'Ubm~b\'J'UhF1'lllJbl'lhff'U~'Ubb~~(major depressive disorder)

~~\J1tJ'VI1~'iiIll\llm'VIIlln1~llh'Ubm(posttraumatic stress disorder). "

(1\1&1""1,.,,6 U11Ju''I'i'VIti\Jm\l1i~ 11l\l\lliii1l!\l1
'\lItU;it'ltUtll~lIf
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