
iJ'aŝ niPiuviiivi&jiPi'EJ'sT'Ufi'fja î̂ ^n 

f^aiciuii vianma!«Mlpii'3niiH?j^^a'3'uafiJia^^iij^i1y5iiJjnniiM^!3JW^^ 

i-^aHnii-yafiJia^^iti^ilEJSiiiiniii^yltiy^jyEJiiluliJi?^^ 

flaitni'sJjmi^i'JEJS'j'jjjn'in^iEjL'UJj'uw uvmvtEJifiEJ'j'i'Bfifia^i^^fi î̂ l̂ nnvi'u^FiaiSJj'u^ vianina!?! 

Liadraa^piaa-3niJ^air-3f̂ iijJV!iQvi!jnei!Jii'o/r2 Qi^ifj^aji^niiJjnii^ilfJsiisjriniQM'uiJ'U'w^' 

jjvniviyiffiEJiii'a/iga '̂alî id l^ii^niiQ^tJ^^a-^'^afiJia^^iu^ilysiiijniiiMtiij'U'wti H 
sy 

^•^̂ 'aliJS 
jy , d d I X A ay ay d ^ - i d J a y « ay a" 

"tia s) iJiiJmpi'ut'j^fm ilitiniPijjvinvi^nayiTMfifia^i^^fi iia-̂  rojcIjju^ visnmnj'M 

Ifli'3nnii^u^^a-3«uaiiJia-3^iij^lEJ5i'3Jjnnii^yl'uu'U'wy" 

^a cn T,ii"iJ'3;̂ mpiB 

"iJisjQi'u" viJjnEJpnnjj'Jn iliî Bn'Uf^ftjs^riiiJjnn'sqlEJS'a'SJjrniî l̂tjjj'U'WEj 

"Pia!i;n'3'33jni"5" vujiEJpniJjQT paiJin'siunii^lEjeiiJjmiiQ^Ejl'UJJij'yy 

jj V! 1Q VI £n a EJ11'B iTg a ̂  "3 ̂  ̂  n 

"Ipii'imiQ^iEJ" vi j j i^RTiu^i fn'5i^^'M3Jti'wmil'uwfinT^£) l^un mi^nwi 
q "U -u 

smi'in^'ua-iIiiR m'3̂ €̂ )aEJ miffiw nii"Lla-3n'ULi.cij;niit3l3j?ifi<3ci«yfi'i'w viif=nn3j?(sian̂  vilad-iiciljj 

"ivî nT5nnd'̂ '3iJis;6l-3f4 (Adverse Event: AE)" viSJiypnisjQiiVi^niionsJ'w-i 

iJis;e(-3f̂ vn'3mii,mvî l!̂ 1 ^m^?t!niiwiJT?Jvi1aai?ine!3JPii^m'iQ3jniiQ<iy ^-anuS^^aimiaci^^^ 

m\^m (d-u wsnnî iQqin-aniEJVilawaw'sî iviî 'Ma îJgiî fni) a imi m^m-atuvn-a m\^r\i 

î \jilTaj'Mm^5t)'i)a!̂ 'wai?iiei3TFiiaEiiKVi'in-3miijjrii'5Q^Ej lO'̂ uliimtvî nnid'u'tî isî iJî iisn'u nnyi 

aifnenjpiimiisjmii^^vilaljJ m^,niinTljJ'^-3ilit;?i-3fl'^fl'MWtiau^'3iEJVii-3'5i-3niEjaa» %<fhi 

(Suspected Unexpected Serious Adverse Reactions: SUSARs)" ViUiaJPniJJll 

(s)) w^niicu^iJpn^^^ (Unanticipated Problems) ViUi?JÔ  

(t)) i,M^niinj^SuuilTJijQiniii^£jviiHai?ii?i£ffiivi1awauflf=iiny 
1 'U 

m^mj^iny vilaf̂ injjlsJei'̂ iaijnEj'MmEJi'S'a-aniinniî Ejjjinn'î  vilawisvi'unfunria'u 



(b) Lll'Ul,Vî nT3njljJwiJlJ;?l-3PiviljJ(=iî ^^ (Unexpected Adverse Event) iilti tvi^minj 

ĵjw^viiiijvi1afiî 3 ĵjnn0"ua'ui,?l'uwfî in 

(n) nisJUTumii vilaM f̂iniiueiŝ iJflPiwmiŝ 'B^^ 

in) nnimuiQ\JiQjĵ aiJ3fiitĵ i'̂ iJ-3? îijRpislpiluIpii-3niiQ^£j 

{p\)hp\ vi1a/in;ii,̂ 'uiJi£)'̂ ia-3ai6iiei3JPiî i.il'ua^ uajj/vila 

mni m •wlsJin^̂ 'iia-imjni'jî Ej vilaliFi vi1a?)ii3JW \̂Jn̂  vi1a6ifnisi'ua>9aienei3JPii'̂ i,tl'uâ  

"viil-̂ aaiTJia-i" viunajpniuii vtil̂ ^a'̂ fiaiî n'jfjjm'jiilEJBiiu miiM'UJj'UTO 

jjvtmviEJiaEJiTafifia î̂ iJioaanlviWQ îEj ma'3̂ J'5â n̂ 1̂ L̂•u•un1•5̂ l̂£J'yâ ŵ l̂tĴ m̂pl•5•3n1'̂ ^̂ fJ ttaŝ  

ian?iii\JitnaijIf)i'3niii^u^wit!nii'w^)niaii^il£)5iiJjniiiMt!3jajw 

•ua cj: Pia!?iiJii1i'ua Îf=iî niiQ^?j'̂ P)a '̂uafiJia>3mti%i1^5iiijniî  limii 
<r d d V A a y r i , « ' t t y A t t - ' f oy A Qy 

(s)) W'3-3mn̂ )ejviJJwi%iEji,T]'uaiqT5£) um îEj •ij'i'3i'onT3 v̂ 'un̂ TuuvinviajieitJ 

vt1avi'un-3it)"3Tanii uâ ;lIn̂ nw1Via•3lJ1qJfŷ '̂ la>3iJVî v̂lfJ13EJ11'B/i'2 

(b) Ifii^nnii^fj^llifiJiouji'uijei'U'unnii^Ejqin^ait viiJiej-3tu jjvniviEj'ia^ii'a 

ff̂ awî wD Uciij/vila uv!pi'-3Vj'Ufn£juan 

(cn) Ipii>3nniQ^̂ '̂ H'iiaija'̂ )a>3vtiJQEJ-3ni!TiJ3JViiQViEjnaEJii'â ^ ^^Ct'a 

^a3jaf)i5iia!̂ us5i?iniJiioai)liJS-3tiP)̂ a'w îj;LiluwmiQ3jn 

(s:) iJiJjniPiuPiiauf^fiJjn^ qviejî 'H'ub (Thesis) mî n'yiFi'UFiiinl'iEJPi'uia-i (IS) 

•lia (S: lfii^niiTqEJ^^°iiCijnniI^£j\jf=iaini'ya^jjviiiv)EJia£jii'BiTf]a^ vilaiiu 

^°imunii'^jjnvi^niii^£jvi1aflniiHvi!''yNynfi'3pii-3'] fiifjt'U3JViî viEJieiEJ'5i'afi'|]apiî ^n nifu^Mivt-ui 

Ipii-3fn'5Q^ î,?l'U'Uf=iPiam '̂uan H'^aaijqji^niimijnviiT^EjltiyviiTviEjnaEJii'WjnQa^iliwn ssm 

Q5m'5'u^3JvnQvi£jia '̂5Ta^/]awilî d ria-u wulRi-3niiQ^Ejpi'̂ na'niPia l̂mijniifiJia'3^)1fJ5iiJjni 

I'UJj'U'WEj jjiria'u 

^a b TO^aumi'uafiJia^mijqlEJSiiijniiiMujJwy S^^^ . 

(©) nii'uafiJ-3a'3 îwi£j5ii3jni'5î £jl"ujj'U'wy' 

(n)Hw'ya!'iJia^i?itiaIpii^niii^EjwijjuiJiiv^af3jluH3anii'uafiJi 

•Ml iM'ujj'U'WEJ jjviniviEiiSEJii'a/i'/ja îlipifil̂ uwi'u^nj'u^ wiMTJivit!i£j>3itipi't!3-3n(?)3Jimfia!j;n'5'3ijni'3 

nicu^L^u'un^n'wn enjjiinii'uuafuia-jlmav^isi uu'UEjnn'u aas^uuud^f^ vnnl^i^nnii^EJiiJ'u 

tmiJiljJiiJuiJijHai^)iiEj'^iJinwiTOni,iliJwSt!'ua 

Ipi'a-imiî EJviS'U'uafu'aa'̂  aEj'i-3'uaEjma'Ufiŝ  ©> pf'i ua5;a -̂3weinii'̂ înia!iliJff-3MiiiEJ'3i'UPi"u -̂3n(?i 

fllEj'l'U (5) all^iM 

(b) nii'w^iiiaiinii'ijafu'sa-^^i'uqlEJS'a'sul'uiJ'uw 

(n) Hpiaisiniiijnnit?liJW'^^iia!ifiJia'3nnivi^Q^aj^iu^l£j5iiJjlu 

[1]) tJii^si'u vilawiJgiJ^vi'ui'WLi.yi'U'iJ'SsiSi'uni'jijjnn'S'i lufiTaiJ'jji'au 

•^^iioji I?)'3-3nT3'U"U'̂  i()uwSa^t!n^)aanviu-̂ 3af\Jia^^n3jaiJiJî a43J'̂ 3JV!iQvi!Jiaoiî  



M 

VI mivnnin^iEj^-aLuuaii.a'a^ Lviwî iEJEJii'ija^a'jiî sinaimivm îEjfiiEjL'u s:(i: Tuna'ui'upi'aunivi'u^vi 
qj 

isiijHl'UViw^aTU'ja^ •VNfauwnaj-iTUWrimiQ ÊĴ WTUJji (Progress report) 

(̂ ) taficnilfii^mii^^ )̂5î a-3flpiin'iJ'5j;vi'\j"!ja-3fia!5^n'3i3jmi mmv[ 

m^mi unl'u ^^uiJa^via'̂ innlpi'f'un'i'sfuia-̂ uaT Pia-^mtC^inii'^aausTjn^ii.nl'ti^iifiPiaiiJriiiJjriii (?ii3J 

uuuiiEJ^Tu 'uaiJf'uu.rilR'ĵ niiî EJ 

•iia gti iJit̂ mvi»ua-3nni'̂ a?iJ'3a-3^1tJ5'3'33jrii"3Q ŷI'U3j'UTO m^v. 

{&) mi'uafuia-ii.fU'UEjnn'u (Exempt protocol) iiJ'uIfiî nTSQliD'MSsn'waii; 

(n) •3TUT^£j^Tunni3n'yi I^y^a'^LiJ'uIpii-^niiT^fj'M^'ii.'U'unn'a'I'u 

eifii'U'uriii^nyi^lm'umif'uia^iui^isTU myQ^a-3nijn'5sijQ'unn'5Lly'uni'5?ia'u^njj'iJn^i>i.a;;-3i'ui^£) 

EJVi5Piie!^'flvijJvii-3ni'53n'wi^iiJul£i\ji£j'ua-3fifii'U'u t'd'u ^ !̂Jn^1llf\Ĵ 5n11?^ )̂t;̂ a•3Hn'U'unl,1&J'u 

•un^nyi vi^wil a1̂ l̂ )J;̂ ,̂ J1aJ'um£J\JplSiL̂ ,•u'u vilail'ssiSviBfn'W'ua '̂unLly'u xlmmi wwiII'uiieji'BiI^ 

Q'aiviwviiJiuiiJaEj'UQsmieia'u miiJiitim'uvia'neî 's miilii^ri'UPiaifnv^niii^nwi 

{%) •iitiQ^EJiJisqn^'istlis^mtinni^n-wit'u^n'unisiJQ'uriiifijf mlqaas 

Pi^^nl^iam-iflivigiSwa (Cognitive), miiu^Qaj (Diagnostic), pnnun'u^ (Aptitude) Vila wa?iJjqvi5 

Wficlii,!̂  (Achievement) -3i'Uî EJ6lii'3 îPniJĴ ^m'ul'UT-3nT'i-3 nT3?f3J/iTwalviiai,flia^m '̂wq^ni'5Jj 

•iiMi^ti Sit^lmvmi.i'ummuiiwB 

ffl) nniLniJ'̂ )ajJ3uasil'awa l̂ldmLiQti'a^vi1aii-3?n-3 îij?ififi 

b) TOPiat!niiiq^ueis^w3'^l^dLiluivi^Hanf!iei3JRi vil^ 

fu Iviwvii-3aiujiuai;mi3jfijw^vii-3uvj-3vi1avi^lm^ylani?ili!ai?'yv vi'un'̂ nii-3Tu 

cn) m^̂ n̂ 4^̂ EĴ •3na'̂ ^̂ °lm !̂m1lav̂ nsinlJnaJJ\JFlPl3?î 5 '̂̂ a!̂ ! vilana'w 

\jpiflavin^ -̂3^);̂ ll'fijniif^ îaanmgmuviti<3'3iu^mEJQ^^ • Î'UQ^EJ-u'uljJfnsjTsfiiufnii 

Ejnn'u 

(fi) ^nuQ^^wu^Wciwii^)viCiayu3iynvi^niiiiPiiii!i^viJ^^^ 

wauIfj-sm'̂ i'ajjciciTuiifiPia iwntJ'MWfimi^n^if'ui.ual^yii^'WEjnsiviyi s>o tl Ei'a'uvia-̂  liI'upi'u 

(̂ ) -3nt!i^£jmajiniJwa^,aOTl(?iyHL?a'^miJ^mtJ^lilt!wa-3\J2TJ^ Mia 

•3ii!i^EJvil'^^iaEj'i^^aTO'^U£jnMi)nn3'3?i^wiQ^iI^£jldi?ajjIy 

(nl) •3ii!Q^£j?'3Viinii3nwili!L<?)a3^vi?a'?)iEJi?^wi{S'Wti (Commercialty 

available cell lines) luMa^ilgwrni 

(a) -aTuî EJ^TU ulEJunfj Ejvi5?n?i?ii viMiuuauviunEjH^'imiifniPiisj 

mm \,v\me)v\.\,e)tti'umsiirimi\iXi \.^m\.?\i^v\imiv\i^\vii\i •wai'uiiiiuu-n'uHS 

iJiiî yisfn'tN £jnisimjjJi?ii5Tu?t!^6iina Is?iLiliJni;̂ vi\j'̂ )a3uaditi\jpiPiriuai;l3JTOpianQVi3jn£j 

(•B) -JTui^umEJinuici'ai^ pa!fiin'?ja'3anvnii.ia5^pni3Jwr)aT,n)'j)a'3W'uiInfi 

\M fiTv^nu "[^!jaivni'M'ui3Jivi^e!a\jPia'3'Llaa^fi'£j uaj^Mjji^isTu^nw'li'anivi'u^'ua-iciTun-iTu 

p)aisiniiJjfnianvnii,ieitiEjn 

(SJ) HEJ-aTUWiJiEJ (Case report) 



U-) 

(OJ) •3itJî EJ înEJi'{iQ^ni)anf)i6i3J î̂ LilunaiJLiJiis îJî  (Vulnerable 

groups) iiiM niiiM'uw^on'UL^u'uliJM niiiMiJW f̂l?iQnyiinv '̂5a'3liiniipr̂ ^ul̂ vi1aRii3Jvii-3^°nriii 

'jqEjl'U'W'unajj'uaajviiiaiJitJ'inwBiEj'ua'u nsuwa/iEj mnqEjL'uwei'jaiEJ mnaiaj o - ®ci i) neuĵ i'uviaEjL'u 

?i£ii'uei'3wnK'M nnii^yl'unajjpi'uHviad miî Ejl'uwtei'wmawDiEJEJii.ef'ŵ ^ l3j?njjiin'ijaTUfn'3'Rnnia!i 

uuuEjnn'ulpi 

(lo) mi'uafuia^LiU'ud-jf^ (Expedited protocol) i.d'uTfi-s-̂ niiî EJvlCjpi'nwojŝ  

(n) Qs^^mtinnii^EjS^iiiiLaEj^'uaEJw'aaieinfiajpii maliitn-u "FnnjJi,a?ĵ  

•uatj (Mininnal risk)" PiaCiPiiiiit̂ EJ-3l3J3Jinni'nPiiiiJLa!j-3lt!lQ îJi;̂ qiTU ninlmljJi.nii^'iJaiEjCi 

pniuau "tia-iaicnaajFii tJi^Lil^fiisniiiJa^nijadn'^tviiJi^eiynitiflpiiiijLao-ilji "f\iimfim\ltiu 

(Minimal risk)" 

in) iflijIpii-aniiQ^EJvilmijnii'RniiiaiiWniiiiJia-iuaT wi^^wa^miS'u 

eiTU anlt)i,\J3EJ'uuiJfi-3'̂ i,{l'umi "•iJf'uumln'uay (Minor change)" ufit;niiuril'i)i,iJaEJt!UiJa-3"U"uljJC)wei 

mupnijj î EJ-Ĵ aaieiieiJJFii IjJSm-siiJaEJtiuiJci'iiKmajuiSQ^Ej (Methodology) liJCinn'jiiJaEJ'ui.iiJa-a 

mnj'iifl^mviiaaan (Inclusion/exclusion criteria) 

(•5) ni'3H îadn>3n)inai?nei3Jfpi'3'ya-3lpii-3miQ^Eja'u ?-3anfnei3Jf=iil^fu 

TOjjfi i.tfis^HpnijjS'UEjaui.lEJiii'ayusT niiH^Qadi-j^^ns'iinij^^a-iljJflwein'si^viij^afiQiija'uaas^ 

m%^iM i|fl̂ a'ua-3ai?ii?i3J«=i'5 

(i)) i{l\jniii^EJv!ljJnis;'vi^I^!j^i-3^'aii-3nn£jaieii?i3JFii mi^nvnl^y 

H w tSa aiEJisi vi1a'5i>3ni£jmmij'u1n)nfl • 

(a) niiin-u^iam-̂ i.sa^I^EjHi.̂ ui.nii^iJanEj^T auivh luw vilamit^nj^ 

laa^ \iinviaa^Laa^^°n'ya-3aiaiei3jRiwlviU!a'ijfinvi^ Iji^-^^ii/i '^S'uivi'un^^liJ^'nn'iT ( t o nlsnfu 

iJluiaiLaa^v) L îtî a-iljJm'u (S:d:o Saaa^i fiiEjl'uisJEJtinan s: aiĴ iM asiJL̂ njJi.aa l̂sJm'uaiĴ TMfiŝ  

lo mitia mu^Tam^Jiaa^ nit;̂ â 2piQi3JiviiJisiei3ĵ n3JPiQn3Ĵ °ii{lij'̂ eiâ p)aa-3niJT'piqilî a 

i,tai;i5nni^nwiiqLi iiuiowiniJi,i!ii;iiJi-3'ya^najj'^)a^ai^^ 

("O) niim\ĵ ia£Ji-3ma^n)inwLviU)vijĵ a!f(iJ\jpi\jantvi'ual'u înija a) Mia 

H •w^nian'innaiti •uivt'un ussJci'u/nma-iaiaieiajFii iJl3Jia!i.aa^^ki)is;^a^l3Jmii dio i\g\f\mi viia 

cn flfiaa^ipia'unvi'un^T s) nleinfu /nEjluiKEJsinfn t . ail^iM uast^njii.sa l̂jJi.n'u îJ^TMeî  lo Fif^ 

in-au mi •uamtî Tam^ma^ n)s^a'3Sflii3jm3JisiaiJ î3jfiTiyi]ii,?lt!'̂ ?ia^?iaa^nijQ^nilisi?î  
a/ 

ismi^nyiQ^Ej î jjw?i-iiiJi,'iJiis;iji-3'ua-3najj'̂ ia'3aiffiei3J î 

(«B) mimiiPibadn^ îT'ptq (Biological specimen) ai-avi'unmaniiQ^EJ \m 

H ismil^f j ismi^i i inai (Non-invasive) Pi'̂ wjj Pi^iau luanwaiŝ l̂jJvii'lwaLiIajj v̂ ii'Mlpî nn 
I > S> I I 

nnfiat! lumiinw^iuiln^ eiii«^^vifi'^3aanniEj'uan tvila in^mmi^eia^vnin •uiPiiî Mniin 

mii,i.Pin'ija>30-3 •uî iiiria'u viiais^vi'in-imiPiaa^ i^sawiviil'^mul^^mi'u^ t'oaaiHaiiinuI^umivii 
1 •U 1 

Buccal Swab, Mouth washing, mu Sputum Mâ n̂nv̂ 'umEJ'unLnaa 

(fti). 



(a) nnimu'^iaija'ua-ini'afn'Wi^iJj'Un^ l^yismivilsJ'jnan (Non­

invasive) (EJnnu X-rays Vtia microwaves ) LTO MR), ECG, EEG, Ultrasound, Doppler blood 

flow, Eclnocardiography, Moderate exercise, mif^ Body composition 

(nj) miH^aWfi (Data), VMvin (Record), laneiii (Document) USK 

PIT a 01-id-3 (Specimen) ^ImniiH vi1an)s;iniJL'^a'fwn\Jisei-3^'^ldin£iTnijni'3Tq'EJ i.'̂ itimi 

TB̂ QEJIIPI vilanii fntnli^ 

(f)) rii'5Lnij'{ia:ufiniinmii'U'u^nJEĴ  iTu^nQ^a vilafiiv^maniiQ^EJ 

({]) niii^EjmEJinuiniqfiniiJj vilandjj'UHRfi vilaniiQ^Ej 

uuu a i n ^ auniwfu^mJis^T^ Focus group iJ'Stii.SuI'iJii.m'au vi1aQ5niim£jQnuniiiJi;in'Ufla!/iivi 

(Quality assurance) 

(5) ni i^°i i .uuni i lRi^ni i i?aj^l^! 'uni '5'wqi -5ai i ! 'u '3a^' l iJaaT 

(Continuing review) Mlanii'Wi)iia!i"3i£J-3i'UFi'3i3jniQVi'ui'?ja>3l(=)'3^ni'3 (Progress report) '^liiCiniifu 

eiJJPi'S (Enrool) aiaieiii'FiiinEjlvijJ \xe\ti ni'immmmm'ii} (Intervention) 'wl'al'uniî n'Wiî EJ'U'uÎ y 

(«M) nii'^nn'3anT?)i'3niiuuuLi-3!'^ vn.jJaijjiinWwann'^qi'saiitil'u " H 

n i l fu'3a'3" 1^ ̂ a^'UiL^i'^niiiaiil'UFiais^niiJjniiLljj'ai^ (Full board review) 

(cn) nii'uafuia^i.i.uumkii'Lluuu (Full board protocol) iiliilpiii^niiT^EJ^S 

(n) Ipi'5-3ni'3Q̂ !Jvn-3 Clinical trial Ufij; CUnicalintervention 

(•u) Ifii-3nii^my'i'{ia-3nuni'5vi^?(au£Jie!jj'ulv^'3 ufiŝ wa îTai'MniinQi'aJj'aiS 

(p)) Tf=ii-3niiQ^Ej'̂ inoTl'a^nuniiviPieiauoiuwij\Jn)̂ ,ui! 

(̂ )Ipii-3niiQ f̂j'MmEJî a'3num1a f̂lavii'3niiimvifĵ i,as î.Rla-3Sa^u^w 

nu ii-3niiiutfW!J 
(^) lpii-3niiT^Ej'WLnyQ^a^nunii\Ji^^'w|viivii-3^l3Jl^milu 

?Q^iJi^q°iiij TEJHJ; vii^ii^ Lkfiŝ yi1n̂ 1aann13̂ 3n1£J'lan ' : 

(a) lfii-3niiQ^EJMmaji^a^nuiTOs^i!niiw (Stem cells) vilawaa^^ 

Mn^^iaa'ujj'uw • - ' 

(•a) Tfii-3niiQ^Liau^ ^Pia!sniiJjniin)lLigii3jniii^£jlu3JiJTO 3JMiQV̂  

ii'afiQa '̂s^^fii.M'U'uau 

iia GT) niiiFnuPiJJUcii;̂ ^pii3j 

(s)) tM'Mivi'uiI?ii^niiQ^?jiifj^iuf^iiijniQVi'ui'ya'3nii^°ii^u-3iuQ^o^ 

Fia!S!n'3'5uni'3ViiiuatJi-3'uaEjtlfis^ & Fif-3 vila^iu'^fiaisinmjniinivi'u^ uasviin^'im'uni'jQ^EJLeiini^'u 

uai Wm^EJU '̂3il̂ lR'3-3ni'33Jimpiais:;niii3jnii 

m'3%-^e)<i\i-^i)\'^mv\\i'}lm^m'ii^uu,^^'ii^^ (^lu^iJ^ulTluHSanii'ua 

fuia'3ni'5'n°iiM"uu'U'W!j) 

(cn) f=ia!t;niiJjniieiiiJiin^^LQt!niiWq^Ifii^niiQ^unaun^Mi!^ malm^ 

n)inwi^£JVian Vila ImuniiLmsiIi'ua-aFiaisniiJjniininu^jua'^aysLms^fliiajiJfia^ (Data Safety 



» 

Monitoring Board, DSMB) Vila IPIEJWIMVI'UQ̂ EJ (Sponsor) Vila maS^ajjfi'Mit^iJVilafi-iaEJi'nnii^'ii.ui! 

lRi-3niii^EJuu^'aliJaiqnaHin^\1ujMilui.1a'3PiiniJiJaa^in^ 

1 V V 
1/ I 

H^njs^ni i j jmi vmu^-^'u (wij j^isi j lTluHflanni 'uaiuia'3niivi i i^olt iw'uw) 

(n) mmvi & lm^mlv\mvnm?\^ivm•u^ilnv^'Sm•^ (Sponsor Initiated) 

®) ivi^^niinriii'n'3\JiS6i-3^inajui-3'^mfJT^a-3niiiiviiQyiEJi^aji 

S1.S)) lt!nicu^aieiif!aj?i'3i.i!J?TPivi1aLil'uat!^iifjflnFii3jli^ 
QJ lAe» ay <u i a y e i r i ( 0 a y ^ a y I A = I ay ay «" 

aieii?(jjfT3 win)Ejvifini'i!j-3TUPiaha!5^nii3jmi viijyiviiafnEJl'u h<si niim vie\^(^isime\nmiv\Mmmai 

sl.to) lijnic3^l3jn^nijvi^Hai?ii£i3j?iii,^Ej^i^ vilaiiluau^ 

mniii ^QQianeneiajp)? wi^iivisniiEJ-ai^iPi'a^aisniikini'jvf'U'MVila/iiEjl'u d Q'UIĴ '̂ 'U vî -JNT^ ĵvian 

VHTULViPjm'JtU 

b ) i,vi^^nninjl3J'^-3\Jis^?i^Piii£jui^^ldm£Ji'S'a>3niJiJViiQ^ 

a^i^^n 

lo.s)) wl'Mviui^EJii£j'3n'u^apia!t;n'5i3jniiiI^£jiiQVi1a/iiyIii act 

TuiJ^yiu via-^wi^Livisnviiiium^niid 
dU qj q 

m) m^niiw^?i-3aEJii^s^i,{liJiviw^niiiulij''W'3iJiii?('3Piii£ju^ 

fin^fi^ (SUSARs) ̂ maji'^)a'3niJ3JViiQvi£jiaoin'«/ff]a^iil^fi , 

"["uniwviaiaifiajpiiiaEJ^TPivilaLiluau^iiEjqnfiiJj^Q^aifiiei^^ 

(iiEj^j'TUflf'^uin, Initial report) wl'Mvi'ui^EJ'jiEJ^i'u^apiaisniiajm'j kEJi i iv i lafny' l t i eii itiilQ'^'u via^ 

vitii^Ej vianvmu iviPinninj on.®) '^layannnmi^^^iu^majQ^a^ (HEĴ TU^̂ ÎJJ, Follow 

up report) wlMvitiiqajiiEJ'^iti^'apiaisjniiijniil^yi.livilafiiEjl'uan 6 I'uiJQ'^ufi'^jJi 

cn.b) •uajjslvijj^anf^nj naj-ai-u^^pnjjwa wl'wvi'ui^EJiinEJ^i'u 

m.cn) lunifu^jJn-3nijvi^Haieiie!3THiiaEjli^Mlai,i)^!au?^ 

mmii ^QPianeneiwi wlMvi'UQ^EJ'anEJ-jTu^apiaitniiumi Î EJIIT vilamul'u &s: i'u\}f\v\Mm^^mM 

s:) i,vi^niidviei'3a£ji'in)i;i,ilt!LVi^niiori3J^-3iJis?i<3f=ifi!Jui-^ 

f\^m<f\) '^3JinEJi'{ia-3mjjjviiiyioia£Jin'u/i'{]a^il?id 

s:.®) SUSARs ni'ineifiiTj'ua'ul'uiJiiii.viPilviEJuasi^'i-^'Llisii.viPi (f i i 

2) WIM viyi^fj'3iEj-3Tu^aPia!s;n'5i3jmi adi-3'uaovin 5 tliati I^EjeiijjTSfiHuuunEJ-aTU'ya-iwlMviiii^Ej 

(Sponsor report form) v^faijniJiiLi'^iUfl'jiJEiauas^^'iJisi.l'Ucinfia! 

sT.b) ii!j-3nt!ilisiL/ivia^! wt^vitiiiaj^iij^'aRais^niiynii am^ 
•U 1 

•uaoilfii; s) f̂ T̂  . , 

(^) mmY\ lFii-3niiQ^EjyiMmijnnieiiJU?iyt!n)inu1'wyiEJi (Investigator 

Initiated) ^muQ'ii'a^nujJMiivioieiEJii'BiT/japii^^n ' . 



A n cd ^ ^ czjca C£, QJ <=lA QJ QJ QJ I 

h) lunisu^3Jn-3niJvinHaif!iei£fpiiia£j?i^viiaii)\4au 

ai6n?i3Jp)i wT^EJVianii&i-^n'u^apiaisjniijjmil^EJLiTVilafiiEjlu d I'UIIQ'̂ 'U viei^wTqEJVifinvi'ai'u 

IJ] fii^^^(SUSARs) '^m^TO'^liimEJi^a'inijjjviniyioisEJii'aiTga^i^^d 
. S) icj e : j A S^A oy I QJ d 

cn.s) mmanciEĵ OQ^ wi^i&jvianno-aiwafiaiKn-a'aJjmin viuvi 
•u 

Vila fiiLiI'u bs: 'r3lu-3 vief'^wi^tJVianviiinuivi^m'anj 

cn .to) liiniw^ljj'^^nijvi^Hai?in?i3Jfi'3i.^EJ?Q?i vilaiil'ua'u^nEJ 

nmiii ^QPiaiaieojfli wi^£JVisnnEJ'3Tu^apia!J^niijjnT3l^Eji,!'3Vi1afiiEjl'u GTI itnJQ'W'u "{laija^in 

m i w ^ ^ n j j ^ [.ntiim^ nLi-ai-u^^pnaj, Follow up report WT^EJ"3iEJ-3i'u '̂apia!;̂ n'5'3jjm'3l(?iEJi.!ivi1a 

f i i u lu an d -It! iJQ^'un^jji vis'-^wi^&jviannin'ui.vi^niiid 

((t:) Piojtnii3jnni?inyiinm^iTnit!i£jyIpii -3niii^EjmapiiTni^f=iQiii i1ou 
O A O A a / s j a / s / A oy i oy QJ d 

'ya-3niii^n,'U'u-3Tu L^£Jn)ii?inmtiniiUi)^LMWin)EJViiiiJiin)t;3jnii^iTn)t£jujjarii;'u^vi3jn£jQ'uvi LLa;^nfn 

^^^iJiiiqiSyiinau-niPiiTniLSEjjjadnwaEJ Tii 
ij dd QJ I A Q ^ A I QJ d e> V di if d 

HQ d mmiivi^viisiinm-iVQvmiiimtmm'uvv. m^ais^niijjni'ai.il'uwi.fi'uaf^niui.vi'u 

uad'Ma5nii\j^i,il\jwfla°iuin)iUn)a£jafit;miuniaou^^ 
QJ d d «J t ay , A o / A A c j o A 

vi~3'unT5i,ei'uapniJJi,vi'u^n3jpnn3Jl'UT3ifina'u finj^niium's^a-anaiJfi'u^^ijjQs^ii.'U'unii 

JJI^ISTU (SOPs) 
niijpia'ild'S'^nTJTsmm'uniiJjn^'jsi'u (SOPs) 

tliisimpi m iMVi cns) mim n.n. bdrtob 


