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Un1 ~ tJ~ VI1 f1111 ~ tJ1'11~fl1i iJ nV7~tJ ij U~n lX<18MfI <\'8 ~nu m III1~11.1nl1tJij u1i (Sta nda rd

Operating Procedures) 'lI8~eNI'1f11181.11lJtJ1i1n(WHO/TDR. Workbook for Investigators.

2002)

Un1 ~ tJ~ tJ1~<1~1'1\I ~.11 biJ 1.1f1111~ tJVI~8 boUlbnuoU8lJi1 b~ 8V11f1111 ~ tJ 11.1f1ru~bb'111'1tJl'll<1III1
"

lJVll11'1tJl.1m~tJ~ 1VIlJ mj~dJv

01.G> '4f1i11m VI~mJn~mn 1V<1~nM VI~8V8n<1~nMflru~bb 'i11'1tJI'll <1III1

lJVll11'1tJl.1m ~tJ~1Vll1

01.t.:J b1'lvVilV1ih1m~f1111~tJ VI~ml"l1lJ1~tJ
"

Un1~ tJ~ b1'1V'4 fli11m VI~mJ ni'1mn 1v<1~n Mflru~ bb'i11'1tJl'll<11ll1bbi1~b1'11.IVi'V1'll'11f11~f1111~ tJ

~ilfl11lJtJ1~<1~I'1\1~.11 biJVf1111~ tJ1111T'J~V8 n flru~ VI~81vflru~ 1'18~~V 1m~f1111~ tJ

'11n1f11~f111~ b~tJloU8~n UlJ'4~~ b~ 8'l18f111lJ b~V'lI8U'Jlnfl ru~ m1lJf111\1~ tJ511lJ f1111 ~ tJ
,

'lI8~flru~ bb'i11'1tJl'11<11ll1

U n1~ tJ~ b1'IvUfli11m VI~8uni'1n~11v<1~nMflru~ bb'111'1tJ1'I1<11ll1bbi1~b1'IVbV1tJ~~11lJ1~ tJ, "
1v 1f11~ f1111~ tJ~VilV1ih 1m ~f1111~ tJ8 ~V 8 n<1~nVlfl ru~ 1II1n.11biJv f1111~ tJ1vfl ru~

<t.G> mru~iltJij<1lJWV5 VI~81iViIllIlf111nU~th tJ11.1h~'i1tJTl)1i1lJVll11'111.1mb ~tJ~1Vll1

1'18~~1.I1f11~f1111~ tJ'lI8f111lJ b~1.I'I18U'Jl nflru~ m1lJnw'J ~tJ511lJf1111 ~ tJ'lI8~

fI ru~ bb'111'1tJ1'11<1III1

<t.t.:J mru~111iltJij <1lJW1.I5 VI~81iViIllIl f111 nu ~'l)1 tJbbMbn'lJoU81,ji1\11m 1 '111~bi1 tJ1.1
1lX'lI8 8'4lJ&i \llnfl ruu ~lM tJ1111'18~~1.I1f11 ~nl11 ~tJ'lJ8fu nW~'ill1rul\11 n

"" ..•. .,., ~
flru~ m1lJ f111'il1tJ511lJ f1111 \I tJ'lJ8~flru~ bb'111'1tJ1'11<1III1

un 1 ~ tJ~ b1'1v '4 fI <11m VI~ 8 un ~ n ~11.18 n <1~n MfI ru ~ bb'111'1tJI'll <1III1 bbi1n1'11.1Vi, VI'lJ1
1f11~f1111~ tJ~il fI11lJtJ 1~<1~1'1\1~.11biJ1.If1111~ tJ11.1f1ru~bb'111'1tJ1'11<1III1 1'18~~1.I1m ~nl11 ~ tJ

'11n1f11~f111~ b~tJloU8~n'lJlJ'4~~ b~ 8'lJ8f'lJf111~\ll1rul\11nflru~m1lJf111\1~ tJ511lJ f1111~ tJ
,

'lJ8~flru~ bb'i11'1tJl'll<11ll1

1 - - d , d ~ d " _ ".', d ~ .,
D.G> m~ f1111 'il tJ1'1n8 fI11lJb<1 tJ~~ ~ Vl18bn tJ1'118~n'lJt;! u 1 tJ1'1lJfI11lJb u11~'lJ 1~~ ~

1'18~il81\111~ VI~8'4 fI<1lm~<1 ~n Mflru~ bb'111'1tJ1'11<1III1 lJVI111'1tJl.1 tJb~ tJ~1Vll1

b1'l1.l~11lJ1~tJ VI~8~tJ~n~11m~f1111~tJ ~~,j'f111bbU~<1M<i'1.1m1~~11.1 bb<1~f111

il~811.1f111b<11.18~<1~11.1~~lJY;VI~8tJ1~ 1tJ'I1'l1~1.I1M1lXb1'l1.lLtJlllllJ~VilV1'll11f11~f111

/~11lJ1 ~ tJ VI~8 ~ <1U'lJ <1'41.1IIIn<1~n1.l bb<1~<18MfI<18 ~n'lJ'il11 tJl1'111~'i1U n1 ~ tJ

bb<1~bb1.Il1'11~tJiju&i'lJ8~Giluml1.1f1ru~ m1lJf1111~ tJbbvi~'I11&i 1MtJ1lXbb1.I'lJGilbVl

VlU~ ~ 8 8'4 ill 1 III'ill n ~U~AUU ill'l11'l18~ '4 fli11 m fI ru~ '1 ~ 1~'4118'4 ill 11ll1lXboUl11lJ

1f11~f1111~tJ VI~8b1'l1.l~tJ~n~11m~f1111~tl'ih1.l11.1 G> QU'lJ mEJ~flru~ '1

D. t.:J 1f11~f1111~ tJ~il f111<i~bb'lJ'lJ<18'lJmlJm EJ~'4fI i11m VI~8'lJ8b -th <1lJm~ru'4 fI i11m

fI ru~ bb'111'1tJI'll <1III1 b~ 8b n 'lJoU8l;j <11tJ tJ 1 ~ n8'lJ b1'11.1.I11.1V1ii~'lJ8~ 11111 ~ tJVI~ 8
1 bml~Vi ~lV bb<1~1m ~f1111'1~n <i11 bnuoU8l;j<1'ill n n~ lJM18 ~ l~VI <11 tJ<1mu1.I

Vll1lX tJIn M8nl1'lJ8 fll1lJ b~1.I'I18'lJ \11n fI ru~ m1lJ f111'il~tJ511lJ f1111~tJ'I1n bbvi~

1lXu n1 ~ tJ~V '1188'4 ill 1 Ill'ill n fI ruu mM tJIII1~1MtJLl11'18~~ 1.1'118f'lJ f111~ \111 ru 1\11n

flru~ m1lJ f111\1~ tJ511lJf1111 ~ tJ'lJ8~ flru~ bb'111'1tJl'll <1III1 ~~,j'1lXbbV'lJ1'lJfm8~



">0.

">">.

-m-

"". m~l~ EJ~b~m'ii,N flUm~tJ5u&h."j'1~'VB~1.j I'1mm 'VI~B1~ EJ'WbEJU1EJ'VB~l'1ru~bb"I1V1EJ1'11,11'11

11'n1 ~EJtIi'B~Y1'Jl~ruli1~fJilm~VlUMBUI'1mm'VI~Bl'1ru~ bbil~bb,1I'1~lJl\i1'j'm'j'tJf11JB~fJi1m~Vlu,
el'W1'11\i111B1'J bn\i1;fl'Wb\i1mQ"I11~m'j'&iY1lJ~bfJEJbb"I1~1:-li1~1'W

~. 'I11'V1'li'11I'1'j'~m'j'1~EJtIi'B~~1'Wm'j'Bu'j'lJii11'W'J~EJ5'j''j'lJf11'i'1~ EJB~l~U Bm i'J'Wm'j'BU'i'lJv1'W\il'W
A

1'Wb~B~(n) 'J~EJ5'j''j'lJm~1~EJ~b~EJ1'iiB~flUlJ'l~'''J~ (Ethics of Research Involving

Human) 'VI~B('V) m'j'tJ5u&im~1~EJVll~fliiun~&i (Good Clinical Practice) fI1EJ1'Wm 11
riB'W~'Wbl'1'j'~m'j'

~~ii11'1'V1i'Un1~~1'WBU'j'lJ\i11lJ(n) bbi1~('V)1~jjfJf;1 b b&iB'W'VI~~BBntJ'j'~n1A

~. bm~m~/bfl~~m~l~EJ bb'l.1~\i11lJ'j'~ii1'Ubi'J'W

~."> bm~ m'j'/bm~ m~1~EJ~jjI'111lJ b~EJ~UBEJlJ1n bYlEJ~riBI'111lJhii'l~\i11n i'lllJ1~(l

'11Bi'u n 1~EJn b1 'W'J 1 n n 1~Y1'J 1 ~ ru I'll B~fI ru~ n 'j'~lJ n 1)'J ~ EJ5 'j''j'lJ n 1 'j'1 ~ EJlii1

(exemption)

~.tv bfl~~m~1~EJ~jjI'111lJb~EJ~hJbn'W1'111lJb~EJ~b~nUBEJ (minimal risks) i'lllJ1~(l

'1IBi'um~Y1'Jl'j'rulbbUud~.i1'W (expedited review) 'J1nl'1ru~m~lJm'j''J~EJ5~~lJ

m~l~EJlii1

~.m bl'1'j'~m~1~EJ~jjI'111lJb~EJ~bn'W1'111lJb~EJ~ b~nUB EJ tli'B~'1IBi'Un1'j'Y1'Jl'j'rul1 'W

~tJ~~'IllJl'1ru~m'j'lJm'j''J~EJ5'j''j'lJm'j'%EJ (full board review)

11'n1~ EJ'J~b~lJih bu'Wm'j'l~ EJlii1b~B

">0."> lii1i'u 1Ui'U'j'B~ m~EJn bl'W'Jl nm'j'Y1'Jl'j'ru1b\i1EJ I'1ru~m'j'lJm'j''J~EJ5'j''j'lJm'j'1 ~EJ

(Certificate of Exemption) 'VI~B

,,>o.tv lii1i'u1ui'U'i'B~ (Certificate of Approval) ii11'W'J1EJ5'j''j'lJm'j'%EJ bbi1~i'lllJ1'j'(l

vi1 bU'Wn 1 'j'1 ~ EJlii1fI1 EJ1'W'j'~EJ~b1m~'j'~1.j 1'W1ui' U'i'B~ bvh'l! 'Wm'j'b ii'W'lJBUii11'W

'J1EJ5'j''j'lJ'VB ~bl'1'j'~n1 'j'1 ~EJB1'J ~ n 'j'~4U 'VI~B bY1n (l B'Wb~B 1\i1illii1 \i11lJbbM

1'1ru~ n 'j''j'lJm'j''J1EJ5'j''j'lJ m'j'l ~EJ

bfl'j'~n1'j'/bfl'j'~ m'j'l~ EJ~i'lllJl'j'(l 'VI~Bhii'lllJl'j'(l'1lBi'u m'j'EJ n b1'W'J1nm'j'Y1'Jl'j'ru1'VB~

I'1ru~m'j'lJm'j''J1EJ5'j''j'lJm'j'1~EJ lii111Xbi'J'W1tJ\i11lJtJ'j'~ml'll'1ru~ bb"I1V1EJl'lli'1\i11

IVV lo' !Uo,"", .".d ••... "", I ",,<do ""'~

~'11B'j'Um 'j'EJn b1 'W'J~\i1B~\i11b'W'Wn 1'j'il~VI~bUEJ'WEJ'W'1IB'j'UU 'j'm'j' fJ1 'W'j'~UUBbilnVi'j'B'Wn i'I

'1IB~~1'WU1'V11'j'~1'W1~EJ(RAS) "I1'lBlJ~~'lhBni'll'j'~tJ{'Wv\BBn'Jlm~uu RAS ii1'~MBltJ\l

(n) u'WVin'iiBI'111lJi1~l'1ruu&iI'1ru~bb"I1V1EJl'lli'1\i11lJ'VI11V1EJli1'm'i1EJ~1'VIlJ

('11) U'WVin'ii B1'111lJi1~tJ'j'~51'W1'1ru~m'j'lJ m 'j''J1EJ5'j''j'lJm 'j'1~ EJ"11fBlJ flU<11b'Wlu'WVin

'iiBI'111lJ"1tv 'Il\i1

(1'1) bbUUFll'11BEJnb1'Wm'j'Y1'Jl'j'rul'J1EJ5'j''j'lJ~'WMB<1111'ml'W'J1EJ5'j''j'lJm'j'1~ EJ~1'WfI1I'11'IJ1/
I d ••...••...

'VI'W1EJ~1'WVli'I~n\i1

bfl'j'~ m'j'l~ EJ~i'lllJl~(l 'VI~Bhii'lllJl'j'(l'1lBi'um'j'Y1'Jl'j'rulbb uu b~~~1'Wlii111Xbi'J'W1tJ \i11lJ

tJ'j'~ml'll'1ru~bb "I1V1EJl'lli'1\i11QuutJi'UtJ~~~l'1\i1 ~l'1ru~i1m i'J'Wbb'W1tJ5u&iB~



-~-

..".". .•... ..... , ,
15m~'11m'U m~'I1, l~rul bb'U'Ub~~IiITU
II........ "lI 0.... I _'" "'" ~ ""

~'IIB~'Um ~'I1,,~rul bb'U'Ub~~1iI11..1,~1iIB~iii1b1..11..1m~t:.Il1..1~~'U'UBbi1nVl~B1..In?l'llB~~11..1'UTl'" ~

~11..1'J~1J(RAS) 'I1fmJ~~\hBn?lI~~tJ{1..Iv'iBBn"m~'U'U RAS l'i'~iilB1tJd

(n) '0'1..IVinoVBfll1~11~flru'U~flru~ bb'I1V11J1'I1?1iii1 ~vn'JVl1J1i1m il1J~1V1lJ

('II) '0'1..IVinoVBfll1~ 11~tJ~~511..1flru~ m~~ m~, ~1J5~~~ m ~'J~1J'11fB wi''Uif, b\.11'0'1..1Vin
~
'IIBfll1~" Iv 'I1\il

(fI) bb'U'UAI'll B-r'lJ)B~,~ 1J5~~~'J~ mb'U'Ud~';TU ~1..1iiiBifl'u n~11..1,~1J5~~~ m~'J ~1J
, "" I d .•...•...

t:.Il1..1mfl1'111/V11..111J~11..1VI?I~nlil

'J5m~'IIB-r'U m~V1, 1~rul11..1~tJ~~'I1~

~'IIB-r'Uf11~Y1,,~rul11..1~tJ~~'II~,~iI(B~~hb'W1..If11~~11..1~~'U'U1ib~nVl~B'Wn.1'11B~~11..1'U~VI1~" ,
~11..1'J~1J(RAS) 'I1fB~~1..IbBn?ll~ l'i'~iilB1tJd

",ct.'" '0'1..1Vif1'lhi~ 11~tJ~~511..1fI ru~ m ~~ f11~, ~1J5~~~f11~'J~1J'I1fB~ n 'Uif, b1..11'0''UVin
IV ~..... "'" "'" •••••.••

'IIBfll1~" Iv 'I11i1b'l1B'IIB~'Uf11~'I1,,~ru"~1J5~~~f11~d'l1J

",ct. Iv ~11Jf11~1iI~d'I ?lB'UfI11~fI~'U {(''U'II B~bBn?ll~ 11..1nl~'11B-r'Uf11~V1,l~ru" ~1J5~~~

f11~'J~1Jflru~bb'l1V11Jl'lI?11i11~V11'JVl1JIi1mil1J~1V1lJ(AF/01-007)

",ct.," 11..1mru~b tJ'Uf11~'J~mm?lnlil?ll.l1..l1'11~'111Bt:.IiiliI.nru'l1?1l.l'U1'11~1~1iI~d'I?lB'Ui,

~'J~1Jbb1..1'Ubb'U'Uiii~1 ,?I B'UfI11~m'U 111'U'lJB~OVBlJi111..1bfl ~~m ~'J~ 1J?ll.l'U1'11~

(AF/02-007) mill11J

",ct.~ 1'Umru~ btJ'Uf11~'J~mfl~B~ijmb '11VI~ 1~\iI~d'I?lB'Uil~%mb 1..I'Ubb'U'Umd'l?lB'U

fll1~fI)'U {(''U'lJB~oVBlJi111..1bfl~ ~f11~'J~1Jbfl~B~ijmb 'I1V1J(AF/03-007) m iII'1J

",ct.ct bb'U'UA1'lJB-r'Uf11~-r'U~B~b'i1~,~1J5~~~ (AFO1-0 10) ~mBm11J'UfBmb<l'1 b1'11..1

m",1V11J

",ct.b ei'\iI\iltJ~~'Wiu,'ipJ1..I'lJB~0~1JVli1nbbi1~0~1J~1~
<V , "'" ""ev dd lo'..... &

",ct.<nI bBn?ll ~~'U~B~f11~t:.Il'Uf11~B'U~~, ~1J5~~ ~ f11~" 1JVIbn1J1 'IIB~n 'U~ 'lj "1J

(Ethics of Research Involving Human) V11Bf11~tJil'U(;if11~'J~1JYI1~flii'Wn

~~ (Good Clinical Practice) 1ffiillm1J11..1'" i'JVli1~l'UBBmBn?ll~

",ct. c;j ifl b1..11'1111~~BB'lj !\!'\i1" n iI('U<1'~n IiI'lJB~0~ 1J~1~n~ru0~ 1J~1~B~iii1~mfl'J'IlI/
, <:II ••.•• <V I <:II

V1'U11J~1'UV1~B?I~nIilVl'U11J~I'UB'Ui111J'UBnfl ru~.,

",ct.'" bb'U'Ubb?l\il~t:.Ii1tJ~~b1J'Ill1Yi'U'VB'U(AF04-0 10)

",ct."'O oVm?l1..lBbfl)~f11~'J~ml'0''U?I~\J~ru(Full Research Protocol) m,btJWII",1V11J

V11Bei'~n ~"n1i11blil ml1Ji1 ~di 1J1i111..1bm~f11~'J~ 1J:IT'UB~n'U~tJ bb'U'Uf11~'J~ 1J

mh~iiB1JiI(B~tJ~~nB'UiII'1J

n. ~Bbfl~~nl~'J~1J
d "'""v..... !k> ••..• I

'lJ. 'IlB~d'l1JVli1n bbi1~~d'l1J~1~

fl. ~mrl~'Vl'U?ll1'U?I'lj'Uf11~'J~1J
V.I '~. 1\i1'1u~~?I~fI

'I. VI'UYI11..11~~rum~~
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U'l~'IIlm~i'im,11 ,'II'Ul'11Ii(Til~l~ bbi1~'l5f11'U,ru ,bnru'l'iri''1Ibolflbbi1~ililn,
t V!i./. "",ru"",<ol.1f"",

bnru'll m'lllil'UfJ b'IIl'l,~ m'l'l'iW ,5m'l b'11m'IIru. "
, "".... "",01"", v:::: d i.J

, m'lililmb'U'UTiW bbi1~,5TilCJ 'l,~'Vl~bbfJ'Um'lbn'U'l,'lJ'j,~'IIil~i1 bbi1~•
"'" t <,.• ".

m'l, bf1'jl~'l-l'Vl1~?I11'11

'l~CJ~ni11'l~CJ bbi1~bbfJ'U~l'U

~'UU'l~mru ~~ilmlCJi1~biiCJ'1I'1Il~~i1

il5'Ul CJU'l~ b~'U"iJ~CJ5'j'j~U'l~nil'Uvi', mhvil

m 'luij'U\\1'1Il~'l~ bUCJ'Uolfil'\j'~ri''Uml'mn ru'l'i bbi1~bb'I.J'l'Vl1~"iJ~CJ5'j'j~

- m~'U'l'Um'l'llilrnl~~'UCJil~

<i'n'"lru~ bU'l1~'U1~'IIil~~bolfl~,~m'l'l~ CJbbi1~bb'U,'Vll~U nu il~b~~ b~~

- m'lb'1l~CJ~~'1Im'ln'Ub'l-l~m'lru'1~Yl~U'l~?I~A (lhMCJ,olfil~)

f11'11'11b'llCJ1'I1n'U~bolfl~,~m'l'l~CJ

f111olf~1CJ~~bolfl~,~n 1'l'l~ CJIIIil~~lCJ b~~ b~~1'Um'l bolfl~,~'l ~CJ

m'l'll'1lb'llCJ1'UmIiM'UthCJ 'l-l~m~CJ~'l'1l"iJlnm'l'l~CJ

m 'lU flU il~ m'li1 ~ dl '11rn 1~ b1'1'U"h 'UIi(, bbi1~m '11'l m 'l1 n'"ll fl,l~<i' 'U
V i.I I "'" QJ

~b'IIl'l,~m'l,"iJCJ

U'l~ bCJ'II'l1~m'l'l~CJ"iJ~1vi'1'Ubbi1~i1'Vl5U'l~bCJ'II'l1';l~ '11 'U~u bb'U'U';1~ '1

~ ill"iJ bn '1It'U"iJlfl f11'l'l ~ CJbbi1~ f11'l bbU~U'Ui1'Vl5U'l~ bCJ'II'l1b'l-l~lJ'U

'l~'l-l11~m'l1m'l?lu'U?I'U'Uf11'l'l~CJ ~'l~CJ Wl.hCJ~l'U'IIil~~'l~CJ bbi1~
'1/ ~ 'IJ 'U

~bolfl~,~m'l'l~CJ (lhMCJ,olfil~)

olfmJi1 GIl'l-l1'U~ th CJ 'l-l~il ~ bolfl~, ~ f11'l'l ~ CJbbi1~'l-lU~~ il bb?l'11~rn l~ ~'UCJil ~

(Patient or Subject or Participant Information Sheet / Consent Form)

1'Umru~ btJ'Uf11'l% CJn'U~b~CJ~'l'1l 1'I1btJ'Ubilnrll'l'llilrnl~ ~'UCJil~"iJln'VllCJ1'Vl

m m tJ'Uf11'l'l~CJn'U~1~ill"iJl'lCJ1 'l-ll\! 1'I1bb'U'UGllb'Ul'l-lU~~il'U~"iJlfl~1~ilU'U~1olf

U"iJ'lu'U~i1olfilrnlm~'ljii~m'lt1l~1~1ui'in'"l1'l~CJ @J 'Il'1l

bil n?l l'lU 'l~ n il 'Uf11'l'll il rn l~ ~ 'UCJil ~ bl1'Ull1',il ~ l~~, i11~/olf illJ i1 11'l ~ CJ1'U

il'Ulfl'1l ({{1Illil~1olf)

bb'U'U?lil'Um~ ({{llllil~1olf)
bb~'l.J'y1'UbUm'1lil'l1'J.J'"Irul1'U ~bolfl~,~f11'l% CJ?lfl~U ~ f11'lU'l~'IIlii(~"v1'U5~1'U

'l'Vl~ 'l-l~m~CJ~'1Il~?llCJ ({hlllil~H)

biln?ll'l~i1mt'i~CJ (Investigator's Brochure) (l'hlllil~1olf)
cl v d ~ tt..,J!l.I "'"

'llCJi1~ bilCJ'11bbi1~flrui1n'"lru~bfl'lil~~mb ~'VlCJ'1I1~'VlfJfJi1'1I'l~'U fJi1f11'l'Vl'1l?lil'U, . ,
m'l1olf~1'U m'l'Vl'1lrlil'Urnl~Ui1il'1lJlCJ 1'Ufl'U bbi1~ii('1Il({{lbMCJ,olfil~)

'llCJi1~biiCJ'1Ibbi1~flru<i'n'"lru~'IIil~i1'11?1~'U1~'l 'l-l~ilfJii'1lJlru'l'ii1'11?1~'U1~'l olfil~i1
, , ~ 'II

m'l'Vl'1l?lil'UIl'VlIl'UilnmCJ(in vitro), olfillJi1rnl~btJ'UYJ'"I (lhMCJ,olfm)

bb'U'Uu'UYinolfillJi1~thCJ(Case Report Form) ({{1Illil~1olf)



-b-

1I1U~~ fl-rm fl ~n11 'If111b'llCJfl1 ii1.1hUJ (indemnity) 1115fl1l1U~ ~ ,nJ 1 ~ n1.l

(insuranee) f111~1CJf11'lf11lb'llCJ'J1n f111b~'U'lid CJ1tl1n ~ tid CJ1I15fl~ b-ii'~1 ~ fll11<ij CJv v

b~'lJlJ, CJ1I15flb~CJ~1(iib~ fl~'Jl n f1111<ijCJ('l1.lfl1ru~ 0~'Vl1.l1<ijCJbU1.Ibfl n'll1.lbb~~

i'lmn 1<ijCJe.J~ (ii11ru'll/bIl61'If11ru 'Il)

'ii'11.111.1bflfl?l11~(/(fl~~1.111 ~(i~ bbuU~fli~ bb~~~1 fl~l~'IIfl~ bfln?l11 ?llm1(1

(iil11.1b111~1111(/('11m lu 1'llii'llfl~<11Uml1.1'J~CJLm~ f1111<ijCJ'IIfl~flru~

11.1n1 ru~1f11 ~fll 11 <ijm11.1'I ~'IIfl-rUVI1.1'11fl~ fIru~ bb~VICJm?l (iii ~1<ijCJ?l1~11 (1, v

~1.I'IIflV1'Jl1rul'J~ mm~ bb~~Vl1.I~~fl~n1.l1(/(,
fl11 ~1.I'tm1.JUflCJfll1 oJ 11.1ri fl1.lfi'11111.1111fll 1'lh~ 'l1~~ ~'I ~,11~fllfl fi',1111.111111.1

'l11~'l1~11.1blu 1'lJii'lm~<11Un~11.1'J~CJ611~1 <ijCJ'Ufl~flru~ '1
'" , ""' ••• Q.I V "" Q '"" d
~'lf1CJb~'U''4 fl11f1 ru~ fl11~ n 11'11 CJ611~ n 111 'I CJ?llm1 (1bb'J~1.Ifl1 'I CJb~fl'll fl

-iifl~Mfl fl?l11 bYi~b&i~1tl1n~ul1-iifl~Mfl fl?l11~ ~1.I1.J?l~' 11ru
v v ~

e.J~ fl11V1'Jl1rul~ 111111.1'1~'lh~ nlf111.1blU 1'lJii'llfl~<11Un ~11.1'J~CJ611~ fl111 <ijCJ

il1CJ11.1m 11.1mi'~fl11tJ1~'l1~flru~fl11~fl11'1 'Jlfl111.1'J~iJu1.lVimb~~e.J~fl11

V1'Jl1rulfl~1~b U1.IVll~fll11tJ~~~~1.I'Ufl~~fl~ nu 1u-ru 1fl~11.1fl1ru~1m ~fll11 <ijCJ
v

.••• v 0 Q.J •••• i.I I "'" <V •••

bb1.11Vl1~f111b'UCJ1.I'Ufl~~?l11111Ue.Jb'Ul11~ f1111'J CJbb~~fl1 ~m1.l fl11'Uflfl11~ CJ1.ICJfl~
v v

'"b. '" fl11 b:VCJ1.I-iifllJ~ <11111-rU~ b-ii'~1~ f1111<ijCJ1~ bu1.I1tJ \iI1~ bb1.11Vl1~~bb?ll1l~11.1blu 1'lJii

'Ufl~<11Un~11.1'J~CJ611~nl11<ijCJ

fl11~~1.Il~ 11.1111U~~mb?ll1l~fI11~~1.1CJflm -ii, ~1~ 1m ~fl11 (Can sent Form)

1~~ b-ii'~1~ fll11<ij m:VCJ1.I11.1b~fl1.l 1'1fi'lnu (/(, CJ(ii1.lbfl~ 1I15flV1m';~1CJD1iJfl
v

n 1 ru b:VCJ1.I1.J1~ <11111-rUun1 <ijCJ1115fl~~un1 <ijCJ~flU 111mCJ1~ fl5U1 CJ-iifl~ ~v v

1f11~fll11<ijCJi1tJ5u1h'li1.lb~CJ1n1.l1I11CJ

'"b. ~. '" 11.1fl1ru~ ~ b-ii'~1~ f1111 <ijCJiJfll~ "'~ 1'1U~ \j1ruoIT1.11tJ1~iJ-iifllJ~

<11111-rU~b-iil~1~fll1%CJ(Patient or Subject or Participant

Information Sheet) tJ1~flflUfl11~11I111.1h 1I11CJ~b-iil~1~fl111<ijCJ

?llm111b ~1.1~~1.Il~11.11U~1.1CJflmfl~1~
~d 1 v 1 'v ~ ~ 1v~ " •fl1 ruVIUfIfI~ 1.1'U fl '" ct .oc.'" :w11111.1~?lfl 111~ ~ CJ11.1b'lJ1.IiN1.11~ b1.1, v

1U~1.ICJfl~~1CJfl~1~UflCJ '" fl1.I ~CJ11.1~~fl<il1~'NbiJ1.I~V:1.J

b~ CJ1-iifl~ nu 1f11 ~ fll11 <ijm11.1bb~~ ~~1.Il~ bvi m iJ1.I~ CJ11.111

~ b-ii, ~1 ~ f1111<ijCJhHu Vl11Uf11fl5U1 CJfl~1~ fl1U li',1.1bbli'1 ~ ~fl ~
v
<V "'" II .iI ••..•• ,!.'
flUbb?ll1l~fI11~ CJ1.ICJfl~11I1CJ11'Jl(ii fl1l11.11~CJl1.1111~fl~ 11 bbm

11.1mruV:~b-ii'~1~fll11<ijCJiJfl1CJ1~1I11'~ oJ 1'IoIT1.I1tJbb~1.J(i~ "'~ 1'1v ,

U~U1ru 1,x'llflfll1~~1.ICJfl~'Jlfl~~bMfl (assent) bb~~~tJflfl1fl~v v

(parental consent) 1111CJ

fl. fl1CJ ",m 1'Iu~u1ruoIT1.I1tJbb~1.J(i~",~ 1'Iu~mru fl1'J1off-iifl~~
, \J \l \J

~tidCJ/ 1U~1.ICJfl~~1~n1.l1~ b'i'1.Ibb~bMfliJ-iifl'ii'lnI1l11.1flWvh
v

fll1~b -ii,1'1 1I15fl1m~fll1%CJiJfll1~oiju~fl1.l



-oJ-

'IJ. ill~ oj UU~\l~ru~1.Il'libblll1J~llJii~ ")1;0 UU~\l1ru ili'il~bwn

-ifil;J <1<11V11U~th~b~n ililn,ln'IJil~ ~tJ nA1il~
"" "

mriJ~~b-ifl'j';Jf11~1~miJ1.Ib~n ill~~ln'h oj UU~"1ru ~~~~ , ~ ~
i'll;Jl~(1'IJilfl11;J~1.I~il;J,lm~n (assent) iII'~11,11\11~~tJnA~il~

"
iii'il ~il ~~1;J iII, ~ 'IJru~'IJ il Al1;J ~1.1~ il;J, 1 n b~n bb<1~ biJ 1.1~ b<Il1.l

" "
<1~1.Il;J11.11U~1.I~il;J1~b~m -ifl~1;Jf11~1~~

mriJ~d'J1.IUAA<111.1-ifil",<t.C;:.m ('IJ)-ifil;J<1<11V11Ub~n11.1bbUUbbi'l\1l~, "
fI11;J1'1~il;J1'J(assent form) fI1~il5U1~illlWll'\,jl~b-ifl1'J li1141~

bVlm~nul~ bb<1~~~~Uf11~Pin'\,jl'IJil~b~n1\11~ilbiJilVllf11ilU A<1;J,
il~1~uil~tJ~~b~1.IIlIill tJd

n. b~nli111uf11~b~'l!b-ifl~1;Jf11~1~~

'IJ. 1~~tJ1~i'I~~'lJil~nl~1~~
r.1 d,," 1"" ", ~vA. ~~~~nmb\1l~u~~;JlruVlb\1ln~il~ VlnUf11~b'IJ1~1;Jf11~1\m

~. b~n,~iIi'il~tJ5u1iiillil~1~ h VI~il,~bfi\1lil~h~1.InUb'IJ1

(b'l11.1b,1~ biiil\1lVl,!~oijil1.l'lJl)

,. b~n, ~lMUA11;J b~~~ bb<1~/VI~il Al1;J llJ i'I~\111ni'lU1 ~

il~hul~

Q. b~ni'll;Jl1(1m;J~tJnA~il~ VI~ilbb1'1Vl1JVI~mrn1~~ Vllnil-ifil

i'I~6i'~1\111

'lJ. f11~b-ifl~l;J1A~~f11~1~miJ1.IltJiII'~fI11;Ji'llJA11'J bb<1~,~Uiln

~ d 1 """b<1m;Jil\1Inb\1l

nWlJil~tJnA~il~m1.l1;J 11.11U~1.I~il;J ilbb1.IltJ5UA~~d
.•••.d ••• '"'" .d ''''' 1 ' _ d

n. mruVlf11~1'J~nilfl11;Jbi'l~~~ilfW1.l~~1~ ;Jbn1.lfl11;JbM~
a l-' o<!l ••• .J a v , ' ••I "i ~

b<1n1.lil~ VI~ilVllmn1.lfl11;Jbi'l~~b<1n1.lil~ bb~il1,nil u~~b~'lJ1.I

1\11~m~llIil~'lJm1'1b~n~b'U1.l~b-ifl~1;Jf11~1~~ 1~U\1l1 VI~il

m~\1Il A1.I1\11A1.IVlti~b<ll1.lm1.l1;J1U~1.I~il;J
""d .."..... I d,.... "'" .d

'lJ. m ruVlf11~1'J ~ n il fI11;Jbi'l ~~~ il f1~1.1ml ~bn1.lfI11;J bi'l~~

b~nu il~ bb<1~llJ bfi\1ltJ1~1~'lJ1.I1\11~~1 ~1lIil~'lJm1'1 b~n~ bD1.I

~b-ifl~1;Jf11~1~~1~~~U\1Il bb<1~;Jl~\1Ilb<ll1.l<1~1.Il;J1U~1.I~illJ

A. 11.1mriJ~U\1Il VI~il;Jl~\1I10~nldj\1lbi\~'i11~ i'llU~'l! VI~il

~ \11IIIill;J1i111~ Aru~ m~;J nWiJ~~5~~;J f11~1~m~,m rul biJ1.I

~1~11tJ

mriJ~ iii'il~f11~1U0 ~fI11;Ji'll;Jl1(1 VI~ilbi'lilil1.l1~fI11;Ji'llm~m -if1

~1;Jf11~1~~1~'lJilAl1;J~1.I~il;J'J1n~ il'ljU1<1VI~il~Y1Vi'n';~l;J~ 1'11<1
"bblll~iiI~



-~-

'" D.Oo.~ mru~~boVl~1~n111~m UU~U,t1ll.i-r~niil, 'lJl\ilrnl~<1lm1(11u• ••
n11ii1\i1~U1'J.a-'l"l1l1 bb<1~11~(i~~ n<1'J~Iil~~lljiJ Fll.1'~I'll <1bblll~~~•
~ilUUl<1 VI~il~vh1mJ ~1~ tIill'J'IJ ilrn l~~UtI il~'Jl ml\bVlUL\iItI
'II ~ 'Il \J 'Il

" lJ""l...... <:!II V .". II , 0:::1

'lJilU611~ b'IJU1'I<1~1<1~<1U<1UmuVl1il~U'Vml1 bbmbblilmru
'U \J 'U ,

bblllbllil ~U1tI~Urnl~<1l~l1(1 bb1111'Ii''IJil rn l~ ~UtIil~ 'Jl n~U1tI1J n• •
I'If~Vlti~ Vlln~U1t1hmUtlil~lii'il~b UUhJlill~rnl~l.b~<1~fi,1u

"'D. h", ~1~tlill'J HoVm;j<1VI~iliil'il~l~il,m'\'1 bv1ill1llb{jun11fi\ilmil~

fl ru<1~U~'lJil~'41'11'1<11Un11boVl~1~ n111~tIL\iItI1l.ilii'il~'IJill'l1l~

~UtI il~ 1umru (n) ~1~ tI1i11'IJililUfllllilL\iI tl1l'Jl VI~muuuuVin. ,".
'JlnUI'II'I<1VI~mrbbVlUL\iltI'lJilU611~'lJil~UI'II'I<1'VI~il ('IJ)bUUn11,. ,
1il/V •••••..•. ''''' d ~ 0:::1 •••

'IJ'lJil~<1'VI1il1il1iltIl~'lJ1m'\'1V1V11lU'lJilUI'II'I<1'Jlnb1'IJ1~bUtlU'VI1il. ,
~~"'~1il11'J~bnU'jm~l11

"'D.Oo."'O ~1 ~ tI <1l m 1(1'IJil tI m lU nl1 <1~U l ~1u1U~Uti il ~ (signed

consent form) h'i1umru~ (n) 1U~Utlil~bUUbiln<1l1b~tJ1~iJ

oVil~<1<1l,(i~iiI,~boVl~1~n111~tI1i11bb<1~nilrn l~ b~tI~IIIil ~boVl~1 ~• • •
n111~tI~1Ubb1~'VIlnoVm;j<1~11'V1<1'VI~miJ\ilb~tI b1ilU1'lJCM moff

n\Jnl1V1\i1<1il~tll 'VI~il~lJmrubb'\'1V1EJVI~il ('IJ)LI'I1~n111~tlnil

rnl~b~tI~lIIil~b oVl~1~n111~tI1l.ibi'hJl'l1lm~tI~b~mrilti bb<1~1~1off

~ Iil(1n11~~1Jn~bb1111ii'il~ b~u<1~Ul~ ~U tIil~ bbml.ib~tl1nun l11~ tI

n11'IJil tIm lu n11<1~lJl~ 1u1U~UtI il~iiI ~mi l1 ~1~ tlrn 1bb<1\iI~

115n115u11bUUVI.;'f) ~l1J'll ~boffl1,~ n111~tI1i11bb<1\iI~rnl ~1ju tIil~~ .
b'liu mrul 'li'n111jutlil~iII, tl1l'Jl ill'JuuVin HL\iltln11UuVi m~tI~

'VI~ilin'\'1

'" D.00. "'''' 'VI.;'~~boffl~1~n111~m~U<1~Ul~1u1U1jUtlil~ 'VI~il1U'\'1'jil~h bb111

Iii'il~~ilU GIlbU l biln<1l1offm;j<1~U1tI bb<1~GIl bul1 U1jUtiil~ 'VI~il

1U'\'1-ril~h~b~U<1~Ul~bb1111'1i'~boffl~1~n111~tI11 '" 'Il\il

"'D.m 0~tI<1l~l1(1 (",) 'lJiltimlum~U1un11'IJilFll~Utlil~ (consent procedure)

'VI~il(00) 1'1i'offm;jmbn~boVl~1~n111~mV1t1~Ul~""U 'VI~iliil\ilbblJ<1~oVill;j<1G1l'VI~U

~boVl~1~n111~tI1~ umru~

n. bUUn111~tI1wll1~'1miiu~'ihb uulii' il~1'li'tll/bl'l~il~iJmb '\'1V1EJ(1~tI) bv1il

'Ii, tlil1 Iil~U1tI bb<1~tJl/bl'l~il~iJmb'V~VIEJ(1~tI) ,1uiJ'VI.;' milU VIl~1'IJlnWll
, . ~
ill'J 1i11~<1~~ml.iiJ b1m bV1tI~'\'1il~'J~'IJil Fll1jUtIil~ 'Jl n~bbVlU Iill~ n!) 'VI~l tI

bb<1~'IJru~,1u1l.iiJ115~n~l~tlil~~U 1iKll1 'Ii'~<1'\'1il nU'VI~il~nll

'IJ. bUULI'I1~n111~tI~nilrnlm~tI~lIIil~boVl~1~n111~tl1l.i bnUl'I1l~ b~tI~

b~nUilti ,n11<1~b1um~U1U n11'IJilFll1jUtlil~ 'VI~il1'li'oVill;jmV1t1~Ul~""U

'VI~il (i(\iIbblJ<1~oVill;j<1Gll'VI~U~U1 tI1l.inil f11l~ b~tI'VIltI b~tl1 nu ~Vl5 bb<1~

<11<1~m'\'1'IJil~~boffl~1~n111~ tI ,n11% tI,1u1uVll~lJBu~1l.i<1l~lmvh

GIlb~'J1i11'V1ln1l.i<1~b11.1'VI~il(i(\iIbb1J<1~n11'IJilFll~Utlil~ bb<1~~boVl~1~n11

1~tI'J~1i11~uoVil~mh,m1 b~tl1nU n111~tI1wn tI'VI.;'~IilllJ b1m~ b'VI~l~<1~•



-~-

fl. bU'Ufl1 ~'J~~b:U~G11~1'J1111~1offbbuu ~<Jum~ fl1 ~hml'l'nl 'I1~<Jbbuu

ilb~flm<Jvml ~~~'J~~1v\'bb~~11bu'Ufl1~'J~~bbm~jj3V15~'J~lul1I<Ju'I1~<J

lu boffl'jl~%CJ111"'~I1I<JU1UVI~lUb~<JtJ~~fl<JUflm111l3'U1'J lujjtJ~~ b~'U

~~<J'U1'111mw lu bU'Ufl~~btJ~l~Ul~~~ bb<1~fl1~1U~'UbbuU~<Jum~ lujj, "
flW,1UtJ~~bih'il~fl1~'J~~ 1111~111~~

.".dv.::.cv .". .• I •. ..,; <V ~ ••••• I Q d ~ .ell ~ .,: "'"

'"b. ct fm\JVI~l 'J~~f111~u~~~~flVI'J~'J111bflU1111<J~1~'lJlil TV~VIb'11<1<J'I1~mflUb~~ bl1l~

'J1fl1f1~~fl1~'J~~'116ifl iii'<J~~l1Iyhb<Jfl~l~tJ~~fl<JUfl1~~'U~<J~bb~fl'Jlfl1m~fl1~'I16ifl

(broad consent) 'I1~<J1'Umruili'<J~fl1~~I1I.r~fl6i~ii11<J~l~~lm~ 1"'~'U1f1~~fl1~

bbtJfl\ih~'I11fl

",mi. bb'U1tJ5u1hYfl'J~~m ~'I1.r~mm ~fl1~/1m ~fl1~'J~~lv\'1u1U1m<J~'J~mm~

",mi.'" fl1~bbm'1lb~~b&i~1m~fl1~'J~~(amendment) 11111'li'fl'J~~'J~iIi'<J~~'U'1I<Jm.pj'&i

fl1~bbm'11"~<Jflru~m~~ fl1~'J~~iJ~~~fl1~'J~mi <J'U'Vlflfl#~ bb<1~'J~b~~ii11bv'U

fl1~'J~~11I1~off<Jbbm'1lb~~ b&i~lv\'11~<Jbii<Jlv\'1u'I1'1i'~~<Jb~'U'IJ<JU'Jl fl fIru~fl~~~fll~
"'" ""'.,., v

'J~~iJ~~~fl1~l'Jmbm

",oJ. "'. '" 'I16iflbflruo/ifl1~~'U'1I€I€I'4Wibbm'1Ib~~b&i~1m~fl1~'J~~ 1,.,bU'U1tJl1Il~

tJ~~fl1f1f1ru~.,,l'UUtJ1UtJ~~~1~11I~~mu'Ubb'UltJi1u1i<J~
~ q d.J 'lJ

",mI."'.1!? 0~~'J~iIi'€I~~'Ub<Jfl~1~ii1~~<JltJd

fl. u'UVifl'1lmbm'1lb~~b&i~1f1~~fl1~%~ fi~tJ~~iJ1'Uflru~m~~fl1~"

1111~1-Xb'l1lil~<1fl1~bbm'1Ib~~ b&i~

'11. bbUUfl1'11mbm'1lb~~b&i~1f1~~fl1~%~(AF/Ol-013) 1111~1,.,

o~~tJ~~bil'Ul1fl1~tJ1UtJ\~1f1~~fl1~'J~~fI#~,r'U1 bU'Ufl1~bbm'11

b~~b&i~1m~fl1~'J~mj'<J~(minor changes) 'I1~mu'Ufl1~

bbm'1lb~~b&i~1f1~~fl1~'J~~~lfl (major changes)

fl. m~l~btJ~~Ufl1~bbm'1l~~Wll~1f1~~fl1~'J~mM~nu1f1~~fl1~'J~~

f1tJ1utJ\~bbm'IJ(AF/02-013)

~. 1f1~~fl1~'J~mlUUbbm'1lb~~b&i~bb<1~b<Jfl~l~tJ~~fl<JU

",mi."'. on 'Ii'fl'J~~~1~1~(l btJ~~'UbbtJ<1~fll ~'J~~b~<Jnl~11I<l'Uml ~~ bnl1lnu

~b-Vl'il~fl1~'J~~€I~1~b'i~l1il'Ulv\'bb~'I16i~'J1fllv\'m~'Yhbbthiii'<J~b~'U€I

fll ~btJ~~'UbbtJ<1~,r'U~<JfI ru~fl ~~~fll ~'J~~iJ~~~fl1~'J~~m ~1'U
••...,,1 •. d ~

I!?~uI1l1'11b~<J'IJ€lf111~b'I1'U'IJ<JU

",mI.1!? fl1~~1~~1'Uf111~nl1'11Ulbb<1~~€1€11~1f1~~fl1~(Annual Progress report &

Renew of Approval)

",oJ. I!?'" 1'Um ru~ bu'U1m ~fl1~ '11~<J1f1~~fll~'J~ ~f11v\'1ufl1~ ~flbi''U'J1fl

flwV1'Jl~rul (exemption) 0~~luili'<J~6'i~~1~~1'Uf111~nl1'11Ul
I iJ d c:: ""' .••• ""

~11I111<J~~'U'1I<Jfll1~b'l1'U'IJ€lU'Jlflflru~fl~~~fll~'J~~iJ~~~fll~1'J~

'111fljj fl1 ~bbm'IJb~~ b&i~ bb<1~bii<Jb~~'Ji'U fl1~'J~~iIi'<J~bb~~1-X



",mi.OJ.OJ fmil~b U'Ulf1~ ,n1~% ~~1ti111Jf111lJb~'U'!lB1Jlvm15v1<;mul1bL 1J1J

d,vl1'U (expedited review) 11J'jmB,1m,n1~1~~tiI1'U'iJ~~5~~lJ

BBn1~f1~B1Jf1<1m:::~mm '" tI er1~t/hiI'i'B,~"1~,1'Uf111lJnll'l.nJl, "
Lbvl""lnhiLL.I',b<l~'iJl'i'm~'U'!lB'tJ~l~~:::~:::L1mvh1~~ lvw1~ L""1lI~<I,
'!lB,n1~ hi Lb.l',b<l~'iJ'UBn'iJlmr'U~:::wh,vll LU'Un1~1 ~~I'i'B,~'U'!lB

f111lJb~'U'!lB1J'iJ1n f1ru:::m1lJ n11'iJ~~51~lJn111 ~~",,1nil n1~LLm'!l
LYilJLMlJbL<I:::L~m<l~'iJi'Um11~~I'i'B,LL,],h1f1ru:::m1lJm1'1 Vl111J

~~d 1'11iie.J<IHin'U llmn111"",,]~~'Ubob'llJl""~,BeJm.l1:::n1A

",mi.OJ.'" 1'Umru~ Lu'U1m, m 1% ~ tb::: LfiVin111 ~~L'll,VIVI<IB,~1ti111Jf111lJ

b~'U'!lB1JLVI~ nwY1'iJl1rul1 'U~th:::'!llJ 11J11J1B, lf11, n111~~,
til1'U'iJ~~5~1lJBBn1~LL1J1JtlvlBtl i1,tT'U ""lmJ1~mT,vllL U'Ulf11,m1

1,,]bL.I',L<I~'iJLL<I:::th:::Mrlvh1~~ vlB 1V1'V11tJ'UVinii,tJ1:::51'Uf1ru:::

m1lJ n11 '1 'W~BlJnml ~,1 'Uf111lJnl1",,'J1L ~ B'!lBvlBB1~1'U1mB,,
'W~BlJ~, Lb'U'U<11L'Ul11J11J1eN/tJ'UVi n-tfBf111lJ~1:::1J'i''U''''lJVi'll ~, ,

10' "'" ,.. ",d 0

lJ1V11~n11'W'iJl1rul11 ~,1'Uf111lJ n11""'Ul L'WB'!l~1~1:::~:::L1<11V11

1~ ~'V111'U~ tJ1:::'IllJ Ll'U LLvl1j1, mru ~ 111""'UVl1~'Y1'iJ1~rul1V1~15

d'vl1'U 1lI1lJtJ1:::ml'1 f1ru:::
",mi.OJ.~ 11~,1 'Uf111lJn11""ii1f111iioU'BlJ<lllIllJ L""lJ1:::<IUn'UtJ1:::bflVIf111lJ

...,j Q.I.1f
L<I~, VI,'U

n. "ill'U1'Uer~11JboU'11f11,n111~~ru U'iJ'iJtJ'U" ,
o ~ d v .•...

'!l. 'iJl'U1'UVI,""lJVlVlIlIB,n1111J1lI1ULb~'U,1'U

f1. m11J11~1~ii,~,~~LoU'l~1lJn111~~tJ1:::<I1J L'll'Uf111lJL~~,~

1,jf11V1AVIL""~n11ru1,jV;,tJ1:::,NrI

,. "ill'U1'U~Yi~B'Uii11LL<I:::L""~~<I'tJmm1~B'Uii11

'iJ. n111bml:::'lif111lJb~~, ~<ltJ1:::1~'!l111"",j~1 Lml:::",,1ti1'iJln

~<lm11~~ (!11ii)

Q. oU'BlJ<I'll11<1111"",jii1J.r'bLvl n11V1'UVI1'U'Y1'iJl1rul1V1~m1Un11.
f11'<ll?jVl

'!l. n11tJ11JtJ1'oU'Bl;!<I'1Il1?1111"",j <I, 1'UbBn?l11tJ1:::nB1Jn11'tJeJf'h

~'U~BlJ'!lm ~l\oU'l~1lJn1~1~ml ~1"",j
"

",mi.OJ.cr 111""'UVlmnm1~,11~,1'Uf111Unl1""iil bL<I:::n11BeJn1'U1'U1B,

n. 1V10~~~'UL~B, m~1'U '" L~B'UriB'Ui'U?jm:::~:::nmb~'U'!lB1J

1lI1lJ1:::1.j1'U11J11J1B"~~511lJ'11'Umrudf1ru:::m1Um1'iJ:::BBn

""ii,~BB1jmi'!l~lm1m%~ 1lI1lJ'i''U~ bL<I:::L~B'U~L~'U'!lB1J1'U

11J11J1B,L~lJ1tJBn'" tI



-(9)(9)-

'11. 11.Jfmi1~~l~ ~ ~1.J'1I,Wi,Hl1~nil1.J11.J1-1lJ~ill~11.Jl1J1\nil~ bil1.J" , ,
1-1;j~b~il1.J !'Iru~ m1lJ rn1"iJ':j~611lJ rn11 ~ ~"iJ~ \iiil il, ~1!'11~rn1,
1m~mI1J"iJI n11.J~!'Iru~ m1lJf111tl1~'lJlJ bb<l~bi11.J'lJil1Jl'11,
.llbU1.J1m~n111~~\iiilhJHI ~~il ~1~~hJ!'I1101nl~~I1.J

"tl2J"tI.,. <:!ld tI

!'Il1lJrnl1-11.JIlJlnil1.J<lI~1-11.Jl1.Jl1.Jbn1.JlD b~il1.J b1.Jil~"iJ1n'1lillJ <I
"

11.J11 ~~ 11.J"iJ~ hJ '"~Yfil1..i<Hl11.Jm ~i1"iJ\11)'1.Jn il1.Jn wl'm il ~

1-1lJ~ill~

!'I. rn1'lJ il \iiil il, ~ 1!'11~f1111 ~ ~ 1-1~~l1J 'l'1J1 il~ 1-1lJ~ il, ~1 tJ bbtll, ,
""lJ'1(1m~vh 11'i' ~~~1~ ~lii'il~o1~11~~I1.Jrn1 hitJ01J'iii \iI1lJ

iim'h1-11.J~(Protocol non-compliance) bb<l~bbli-l1.Jrn1tJ'l'1JtJ1~

bbm'1l(corrective action plan) lJltJ1~nil1Jrn1V1"iJ11rul

Gli11l.l.l1 n 1101~61, b1.JlW1I~~ il ~ 1.J~ illJ ~ij <11~ b~1.J~ bii'~llJ f1111 ~ ~1'I1!'1ru~ n 11lJ f111
"

"iJ':j~ 611lJ rn11~ tJ bYiil bi'J1.Jrn1~1.J 1Y1.Jl1unl~ tJ.ll bU1.Jf1111~tJm ~1-1~~11'i''l'1J

il'4ll'iii"iJ':jtJ611lJ ~ ~'11ill '11U nl ~ tJ01~611b1.Jl1-1U~~ 'il~ 1.JtJ 'illJ ~ ij <11~ b~1.J'lJil ~

~bii'~llJ rn11~ tJ11 ~ bb1n 1'I1!'1ru~ m1lJ rn1"iJ':jtJ611lJ f1111~ tJ'l'UVl111JtntJ 11.J

Glet 11.J 'lJ'il~rn1'l'1J~biil~llJrn11~tJ 1!'11~rn11~tJ

11.J1!'11~rn11~ ~~ij ~ bii'~llJrn11~ ~ bi'J1.JmilJ b~tJ~\ii'ilrn1(1n ~~m'm" ."
6i'~!'IlJ b~1.J ~th~iii~b~m'il'lJ1'ill 1-1~'il~Iii''il~ii~bi'J1.JIii'1.Junl~~'il1"iJ'1I'iltJm11.J

fmo1~61'b 1.Jl1-1U~~'il~1.JtJillJ~ijm ~ b~1.J~b'ih~llJrn11~tJ 11'i'~~!'Iru~m1lJrn1"1
"

"iJ~V1"iJ11rulbi'J1.Jmri11 tJ ~~ill 'I1~1~ ~ij1J'1.JVin'lJ 'iltJm 11.Jfmo1 ~61, b1.Jl1-1U~~'il

~1.JtJ'illJ1'I1!'1ru~m1lJn11"1 'YI111J1~~1~'4mlllli-l<lrn1'11il~m11.J bb<l~11.J~'l'1J

~b'ih~llJrn11~tJ11mb 1mii,1!'11~fm

GloJ.ct 1~1-111~.ll bU1.Jrn11~ ~ 1-11mfi~ b1-1~rn1ru1lJv14tJ 1~"'~rI fl1J~ bii'~llJrn11~ tJ, "
tn ~llii'rn1~ bb<l'1lil~0~tJ 0~tJ"iJ~ Iii''ilnl tJ~11.J\ii'il!'lru~ m1lJ rn1"1 ~ IlJtJ 1~ rn 1'1

!'Iru::"1 b~'il~ "bb1.J1tJ01J'iiil1.Jf11111 tJ~11.Jb1-1IIIf111ru1lJ-w~tJ 1~ "'~ !'I11.Jn111 ~ tJ

'YI1~!'Ii1un" 1l1J'1JtJ'l'1JtJ1~~I~~~!'Iru~iim i'J1.Jbb1.JltJ01J'iii'il~ bb<l~1-11nijrn1 ~iii

rn11~~ nil1.Jnl1-11.J~/1~~1J rn11~~ (premature termination/suspension

of a trial) 1'11unl~mb'ii'~!'Iru~m1lJrn1"iJ':j~611lJrn11~mYiil'Yl111J

GloJ.et b~m"'~"iJ~1.J 1!'11~f1111~mbtl, unl~tJ"iJ~lii'il~ bb'ii'~Aru~m1lJ nl1"iJ':jtJ611lJ
d 1 4b~'il'YI111JtntJ 1.Jl.l1 b~'il1.J(close study report)

GloJ." unl~tJij1-1Ul~~1.J'YI~ bU~1.J~I1.Jl~tJ'YI1~Ai1un bb<l~bb"'~;b'iln""1tJ1~n'il1J !'Il1lJ

~1.J~'illJl1.J~I1.Jii'illJ<I~I'i''l'1Jnl1tJ'illJ'l'1J
4 "

~~il ~~bb\ii11.J~Gl iJ~1.Jl~1.J lDet"l.l1 bi'J1.J1ii'1.J1tJ

~~tJ 1ml1'llJl bYiil'YI111J1~ m1'1fl1.J

tJ1~rnl'l ru 11.J~ ~J

(l\ll1m1"iJl1U 1.Jlmb~'YIU1J1,run"iJ tf\"iJ\jliir~14'
~ru\J~RrJ.~Yll'IlJl'llM;
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