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m¾fhaIK i|yd wkque;sh ,ndoSfï m%ldYh 
  

z'''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''Z úoHd;aul m¾fhaIKh i|yd 
wkque;sh oSfï m%ldYh 

 
fuu wkque;sh oSfï m%ldYh wod, jkafka by; ud;Dldfõ i|yka  úoHd;aul m¾fhaIKh i|yd 
iyNd.s jkakka  i|ydh' 
 
m%Odk m¾fhaIl  - 
wdh;kfha ku  - 
wkq.%dylhdf.a ku - 
 
fuu wkque;sh oSfï m%ldYh fldgia follska hqla;h 

1 oekqj;a lsÍfï m;%sldj 
2 wkque;sh ,nd oSfï m;%sldj 

 
PART 1' oekqj;a lsÍfï m;%sldj 

 
1'  ye|skaùu 

 
'''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''' ys fiajh lrk'''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''' 
jk uu$ wms by; i|yka  m¾fhaIKh lsÍug n,dfmdfrd;a;= fjñ $fjuq' fuu ud;Dldj 
ffjoHuh$fi!LHh jYfhka jeo.;ah'  fuu m¾fhaIKh i|yd Tng iyNd.s ùug;a ta ms<sn| oekqj;a 
ùug;a Tng wdrdOkd lrñ$ lruq'  fï i|yd  jQ ;SrKh oeka ,ndoSu wjYH fkdfõ'  fï ms<sn| Tn 
fjk;a oekqj;af;l= iuÕ fyda idlÉcdlr ksjeros ;SrKhlg t<fUk  f,i b,a,d isáñ$ isáuq'  
oekqj;a lsÍfï m;%sldfõ fkdf;arekq hula fõ kï ta ms<sn| úuik fuka b,a,d  isáñ$ isáuq'   
 
 
2'  m¾fhaIKfha wruqK 

 

.............................................................................................................................................. 

..................................................................................................................................................... 

 
3' m¾fhaIKfha iajNdjh 
 

 

.............................................................................................................................................. 
 
4' iyNd.sjkakka f;dard.ekSfï l%shdud¾.h 
 
………………………………………………………………………………………………… 
 
 
 
5' iyNd.s;ajh iafõÉcdfjkau nj 
 
Tnf.A fuu  iyNd.sùu iïmQ¾Kfhkau iafõÉcd iyNd.sùula fõ'   iyNd.sùu fyda fkdùu Tn 
úiskau ;SrKh l< hq;=h'  fuu ;SrKh  Tnf.A fiajd iemhSu i|yd lsisÿ n,mEula fkdjk nj 
iy;sl lrñ$lruq'  Tn m¾fhaIKhg iyNd.s  ùug ;SsrKhlr ta i|yd iyNd.sjk w;ruÕ thska 
bj;aùug ;SsrKh l<fyd;a "  ta i|yd iïmQ¾K whs;shla Tng we;'  fuhska Tng imhk fiajdjka 
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6' m¾fhaIK l%shdmámdáh' 
 

………………………………………………………………………………………………….. 

………………………………………………………………………………………………….. 
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WodyrK 
 

fuu m¾fhaIKfhaoS Tnf.a ndyqfjka f,a ñ,sóg¾ ……… cSjdKqyrKh lrk ,o isßkacr yd lgq Ndú;d lrñka 
,nd.kq we;' 
 
fuu m¾fhaIKh wjidkfhaoS b;=rejk f,a idïm, ish,a, úkdYlrkq we;'  fuu m¾fhaIKh wjidkfhaoS 
b;=rejk f,a idïm, ;jÿrg;a wdrËd lr ;nd bosß m¾fhaIK lghq;= i|yd Ndú;d lrkq we;' 
 

fuu m¾fhaIKfhaoS Tnf.a YÍrfha …………… fldgfia mgl idïm,hla ,nd.kq we;'  fuysoS   
cSjdKqyrKhg wod, iïu;  mQ¾j wdrËl l%u  ish,a, Ndú;d lrkq we;' 
 
fuu m¾fhaIKh wjidkfhaoS b;=rejk mgl idïm, ish,a, úkdYlrkq we;'  fuu m¾fhaIKh wjidkfhaoS 
b;=rejk mgl idïm, ;jÿrg;a wdrËd lr ;nd bosß m¾fhaIK lghq;= i|yd Ndú;d lrkq we;' 
 
fuu m¾fhaIKfhaoS Tnf.a YÍrfha ñkqï ^Wi" nr wdosh&  ,nd.k  we;'  fuysoS Tnf.a fm!oa.,sl;ajhg 
lsisÿ ydkshla fkdjk f,i lghq;= lrkq we;'   
 
fuu m¾fhaIKfhaoS Tnf.a uq;%d $wiQÑ idïm,hla ,nd.kq we;'  fuysoS Tnf.a fm!oa.,sl;ajhg lsisÿ ydkshla 
fkdjk f,i lghq;= lrkq we;'   

 
7' m¾fhaIKh ld,h 
 
fuu m¾fhaIKh …… $……$…… isg jir udi osk …………… ld,hla ;=, isÿ flf¾'  fuu 
ld,h ;=,oS Tnf.ka wod, f;dr;=re ,nd .ekSug lrkq we;' 
  
8' w;=re wdndO 
 
fuu m¾fhaIKfhaoS Ndú;d lrk fnfy;a$ WmlrK$ fyda …………….ksid we;súh yels w;=re 
wdndO ms<sn|j uu$wms  b;d wjOdkfhka isáñ $isáuq'   fujeks wjia:djkaysoS ta i|yd kshñ; 
ffjoH Wmfoia fyda fnfy;a ,ndoSu isÿlrk nj iy;sl fjñ$fjuq'   wod, wjia:djkaysoS tu 
m¾fhaIKh jydu k;r lsÍugo l%shd lrk njgo iy;sl fjñ$fjuq'    
 
9' wjodkï ;;ajhka  
 
fuu m¾fhaIKfhaoS my; i|yka wfmAËs; fyda wkfmaËs; wjodkï j,g Ndckh ùfï yelshdjla 
;sfí'   tajdkï  
…………………………………………………………………….………………….………………… 
 
tjeks wjia:dj,oS mSvdjla fyda wk¾:hla fõ kï jydu tu l%shdud¾. kj;d iqÿiq l%shdud¾. 
wkq.ukh lrkq we;'  wod, mSvdfõ fyda wk¾:fha m%udKh wkqj iqÿiq jkaoshlao ,ndoSug lghq;= 
lrkq ,efí¡ 
10' m%;s,dN 
 
Tn fuu m¾fhaIKhg  iyNd.sùfuka my; i|yka m%;s,dN w;alr .ekSug yelshdjla we;' 
 
'''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''''' 
11  uqo,a m%;smQrKh  (Reimbursements) 
 
Tng fuu m¾fhaIKh i|yd  iyNd.sùfïoS  hï uqo,auh úhoula oeÍug isÿù kï ^.uka úhoï& tu 
uqo, f.ùug lghq;= lrk njg iy;sl fjñ$fjuq'  kuq;A  m¾fhaIKhg iyNd.sùu Wfoid 
osß.ekaùfï oSukdjla fokq fkd,efí' 
 
12'  f;dr;=rej, ryiHNdjh 
 
fuu m¾fhaIKfhaoS Tnf.ka ,nd.kakd f;dr;=re j, ryis.; nj ;rfha wdrËd lrk njg 
iy;sl fjñ$fjuq' fuu f;dr;=re oek.ekSug ud$wm yerekqfldg fjk;a ;sisfjl=g;a 
bvfkd,efnk njg iy;sl fjñ$fjuq'  ;j ÿrg;a ish¨ f;dr;=re ks¾kdñlj ,nd .ekSug lghq;= 
lrkq ,efí' 
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13'  m¾fhaIK m%;sM, Ndú;d lsÍu 
 
Tnf.ka ,nd.kakd m¾fhaIKhg wod, ryiah fkdjk ffjoHuh yd fi!LHhuh jYfhka jeo.;A 
f;dr;=re  ffjoHjre" m¾fhaIlhska wdoSka w;r yd m%isoaO udOH u.ska ck;djg oekqïoSug lghq;= 
lrñ$lruq' 
 
14'  m%;slafIam lsÍug we;s whs;sh 

 
m¾fhaIKh i|yd Tnf.a iyNd.s;ajh  iïmQ¾Kfhkau iafõÉcdfjks'  ´kEu wjia:djl 
iyNd.s;ajfhka  bj;aùug iïmQ¾K ksoyila Tng we;' 
 
15'  f;dr;=re oek.ekSu i|yd iïnkaëlrKh 
 
Tn fï m¾fhaIKh w;ru. ´kEu fudfyd;loS hï f;dr;=rla oek.ekSug wjYHjkafka kï my; 
i|yka ÿrl:k$úoaHq;a ,smskhka ud¾.fhka ud$wm iïnkaO lr.kakd fuka b,a,ñ$b,a,uq' 

………………………………………………………………………………. 

 
16'  T!IO w;ayod ne,Sfï m¾fhaIK i|yd muKs 
 
w;ayod ne,Sfï T!IO fyda m%;sldr l%shdud¾.h ms<sn| f;dr;=re 
 

1) give the phase of the trial and explain what that means. Explain to the participant why 

you are comparing or testing the drugs.  

………………………………………………………………………………. 

2) provide as much information as is appropriate and understandable about the drug such as 

its manufacturer or location of manufacture and the reason for its development.  

.................................................................................................................... 

3) explain the known experience with this drug   

..................................................................................................................... 

4) explain comprehensively all the known side-effects/toxicity of this drug, as well as the 

adverse effects of all the other  medicines that are being used in the trial 

…………………………………………………………………………………….. 

1)    involving randomization or blinding, the participants should be told what that means     

   and what chance they have of getting which drug (i.e. one in four chances of getting the  

   test drug). 

   ............................................................................................................................. ........ 

   ..................................................................................................................................... 

 

2)    involving an inactive drug or placebo, it is important to ensure that the participants  

   understand what is meant by a placebo or inactive drug.   

   ............................................................................................................................. ....... 

   ..................................................................................................................................... 

 

3)   which may necessitate a rescue medicine, then provide information about the rescue  

  medicine or treatment such as what it is and the criterion for its use. For example, in     

  pain trials, if the test drug does not control pain, then intravenous morphine may be used  

  as a rescue medicine. 

 …………………………………………………………………………………………….. 

 …………………………………………………………………………………………….. 

 
Tng fuu m¾fhaIKfhaoS ,nd fokafka  Y%S ,xld fi!LH wud;HdxYfha ms<s.;a  T!IO muKs'  fuu 
m¾fhaIKfhaoS Tnf.a YÍr mgl fldgia .ekSug isÿjkafka kï"  tysoS fõokdkdYl ks¾úkaol 
T!IO Ndú;d lrkq we;' 

……………………………………………………………………………………………….. 
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……………………………………………………………………………………………….. 

 
fuu m¾fhaIK fhdackdj fmardfoKsh ffjoH mSGfha udkj wdpdrO¾u lñgqj u.ska iudf,dapkh 
lr wkqu; lr we;' fmardfoKsh ffjoH mSGfha udkj wdpdrO¾u lñgqj m¾fhaIKhka i|yd 
iyNd.sjk whf.a wdrËdj ;yjqre lsÍug msysgqjd we;'  fï ms<sn| Tng ;jÿrg;a oek.ekSug 
leu;skï ÿrl:k wxl  ………………… g l;d lrkak' 
 
Part II:  wjir m;%h 
 
uu by; f;dr;=re m;%sldj ukdj lshjd f;areï .;sñ'   by; f;dr;=re m;%sldj ud i|yd lshjd 
wk;=rej f;areï .;sñ'   iuyr fkdf;arek wjia:dj,oS ta ms<sn|j m%Yak wid fydoska f;areï .;sñ'  
uu iafõÉcdfjka fuu m¾fhaIKh i|yd iyNd.S ùug leue;a; m%ldY lrñ' 
 
iyNd.s jkakdf.a ku …………………………………………………………………………… 
iyNd.s jkakdf.a w;aik ………………………… 
oskh …………………… 
 
oskh $udih $j¾Ih 

 
wl=re lshjd f;areï .; fkdyels wh i|yd  
 
ud úiska iyNd.sjkakd i|yd  lshjk ,o wkque;sh oSfï oSfï m%ldYh Tyq $weh ukdj wjfndaO 
lr.;a njg;a fkdf;arek ;eka m%Yak lr+ f;areï .;a njg;a uu fuhska idËs orñ' Tyq $weh 
m¾fhaIKh i|yd wkque;sh iafõÉcdfjkau ,nd ÿka njgo fuhska idËs orñ' 

idËslref.a ku ……………………………………………………    

                                               iyNd.sjkakdf.a we.s,s  i,l=K 

idËslref.a w;aik ………………………………… 

 

oskh …………………………………  

 

oskh $ udih$ j¾Ih 


