
nokbZ;k¡ ;k vkS"kf/k dk iz;ksx gekjs osnksa o 
iqjk.kksa esa fofnr gS vkSj mudk mi;ksx dbZ vlk/; 
jksxksa ds fy;s fd;k tkrk FkkA ijUrq lgh tM+h&cwVh 
dh igpku] mudh miyC/krk esa deh o lgh rjg ls 
mudk Kku lHkh vke vkneh o ubZ ih<+h dks u 
igq¡pus ds dkj.k ;g fo|k jks'kuh esa ugha vkbZA 
lH;rk ds fodkl ds lkFk gh d̀f=e jlk;uksa dk 
vfo"dkj gqvk vkSj mudk mi;ksx jksxksa ds funku ds 
fy;s gksus yxkA ijUrq ml oDr nokbZ ekiu 
(Standardization) ds fy;s dksbZ Hkh dkuwu 
O;oLFkk ugha FkhA ftlds jgrs dbZ vlqfo/kk o 
nq?kZVuk,¡ jks'kuh esa vkb±A

bu lHkh eqn~nksa dks ns[krs gq;s vesfjdk esa ,d 
dkaxzsl (Congress) dk xBu fd;k x;k vkSj 
1906 esa igyk fu;e l̂a?kh; [kk| ,oa nok 
vf/kfu;e* ykxw gqvkA bl fu;e ds rgr feykoVh 
nok] xyr czk.M (misbrand) dh nok dks xyr 
(illegal) ?kksf"kr fd;k tkus yxk o mudk mi;ksx 
jksdk x;kA

ijarq 1937 esa ,d vke turk dh LokLF; 
dh Hk;kog nq?kZVuk (public health disaster 

/tragidy) gqbZA lyQksukekbM] igyh tknwbZ nok 
(1st wonder drug) tks fd xys ds jksx] xuksfj;k 
(gonorrhea) vkSj dbZ chekjh ds bykt ds fy;s 
byhDtj ds :i esa cPpksa o cM+ksa dks nh tkrh FkhA 

blds mi;ksx dh otg ls djhc 107 yksxksa dh 
tku xbZ ftlesa dh vf/kdrj cPps FksA ml le; 
tks fu;e Fkk mlesa ,slk dksbZ Hkh izko/kku ugha Fkk 
ftlds vk/kkj ij nokbZ fuekZrk dks mlds Safety 

;k lqj{kk dk ijh{k.k mls cspus ds igys djuk iM+sA 
vr% 1938 la'kksf/kr vf/kfu;e vk;k vkSj fu;e ds 
rgr nokbZ fuekZrk dks nokbZ cktkj esa ysus ds igys 
^̂nokbZ lqjf{kr** gS ;g lqfuf'pr djuk vko';d 
gSA

bu lHkh igyqvksa dh fuxjkuh o fu;a=.k ds 
fy;s vesfjdk esa Food and Drug Adminis-

tration (USFDA) dk xBu fd;k x;kA vkt ;g 
nokbZ;ksa] esfMdy ;a=ksa o bZykt ds rjhdksa dh 
fuxjkuh ds fy;s lalkj dh loksZPp laLFkk gSA 
vesfjdk ds vykok dbZ vU; ns'k Hkh bldh 
?kks"k.kkvksa o fu;eksa dk ikyu djrs gSaA

la?kh; [kkn o nok vf/kfu;e%1906
la'kks/ku %1938
vesfjdk esa FDA ds dk;ZdrkZ %9000

fu;e dh izeq[krk%
(1)[krjk (Risk) dk izca/ku
(2)lgh miHkksDrk tkudkjh
(3)izHkkoh jsxqys'ku



(4)ekdsZV esa nok vkus dh ckn dh lqj{kk

1938 fu;e esa nokbZ dh lqj{kk] nq"izHkko 
vkSj mipkj dh mi;ksfxrk (efficacy) ij tksj 
fn;kA lu~ 1962 ds ckn ls nokbZ fuekZrk dks nokbZ 
cktkj esa ykus gsrq dbZ tfVy izfØ;k ls xqtjuk 
iM+rk gS vkSj izek.k&i= izkIr djus gksrs gSa] ftuesa 
;g izekf.kr fd;k tkrk gS fd ubZ (vfo"dkjh) nok 
iw.kZrk% lqjf{kr] tksf[ke jfgr o iw.kZr% ykHk nsus 
okyh gSA

vfo"dkj dh xbZ nok dk ijh{k.k igys 
ij[kuyh esa tho dksf'kdkvksa vkSj tkuojksa ij 
djrs gSa vkSj buesa ls tks lqjf{kr nokbZ ikbZ tkrh gS 
mlds vkxs ds ijh{k.k djrs gSaA

bl tfVy izfØ;k ds ckn nok ij ekuo 
iz;ksx izkjEHk djrs gSa bUgsa Clinical trial ;k 
Clinical research dgrs gSaA ;g ijh{k.k ekuo 
Lo;a lsodksa ij djrs gSa vkSj LokLF; ds Åij iM+us 
okys vlj ls laca/kh lHkh iz'u dk tokc nsrs gSaA 
fdlh Hkh ,syksiSFkh nokbZ dks cktkj esa vkus o 
MkWDVjksa }kjk fy[ks tkus ds iwoZ cgqr gh l[r vkSj 
ekuo Lo;alsodksa esa fd;s ijh{k.kksa ls xqtjuk gksrk gS 
ftl ij nok dEifu;k¡ djksM+ksa MkWyj [kpZ djrh gSaA 
bu ijh{k.kksa esa 5 ls 10 lky yx tkrs gSaA ckt+kj esa 
vkus ds ckn Hkh lrr~ fuxjkuh j[kh tkrh gSA

nqHkkZX;o'k vusd vk;qosZfnd] ;wukuh o ns'kh 
nokbZ;ksa ds lkFk ,slk dksbZ ijh{k.k vfuok;Z ugha gS 
vkSj u gh mudh 'kq¼rk ds ekud gSaA

LokLF; dks Bhd djus ds fy;s 
lko/kkuhiwoZd fd;s x;s Clinical Trial ijh{k.k ls 
,d lqjf{kr vkSj de le; esa bykt dk rjhdk 

izkIr gksrk gSA
ekuo ijh{k.k ds igys mez] fyax] fcekjh dk 

izdkj o pj.k] iqjkus bykt dk fooj.k vkSj 
Medical Condition vkfn dk /;ku j[kuk iM+rk 
gSA

Clinical trial team esa MkWDVj] ulZ] 
Health care professional o lekt lsod tqM+s 
gksrs gSaA

Clinical trial study dks rhu pj.k esa ck¡Vk gS 
tks fd bl rjg ls gS %&

pj.k&1:-
;g izFke pj.k dk ijh{k.k gS ftlds ijh{k.k 

esa 20&80 ekuo Lo;alsod dks ysrs gSaA bl pj.k esa 
lqjf{kr [kqjkd vkSj mldk Schedule (fof/k ;k 
rjhdk) ;k combination of agent ;k combine 
treatment dh lEHkkouk dk ijh{k.k djrs gSaA izFke 

pj.k dh ijh{k.k eq[;r% in-vitro 'kjhj  ls ckgj 
fd;s x;s ijh{k.k ij fuHkZj jgrs gSaA pw¡dh bl pj.k esa 
tolerable dose vkSj schedule vkSj dbZ vf/kd 
laboratory ijh{k.k djrs gSaA bl dkj.k ls ;g 
ijh{k.k dqN le; vUrjky ds ckn ckj&ckj  djus 
iM+rs gSaA izFke pj.k esa lQy gksus ds ckn ubZ nok 
dk ijh{k.k nwljs pj.k esa djrs gSaA

pj.k&2 :-
tks ubZ nok Phase-I esa lqjf{kr ikbZ tkrh gS 

mUgsa pj.k&2 esa ekuo lewg dks nsrs gSaA blesa yxHkx 
100&300 Lo;a lsod ekuo ysrs gSaA nwljs pj.k esa 
eq[;r% nq"izHkko dh lEHkkouk ij ijh{k.k fd;k 
tkrk gSA ;fn ,d lhek ds ckn dksbZ nq"izHkko ubZ 
nok esa feyrs gSa rks ml nok dks vkxs ds ijh{k.k o 
mi;ksx ij izfrcaf/kr dj fn;k tkrk gSA



pj.k& 3:-
;g ijh{k.k ,d ;k mlls vf/kd VªhVesaV dh 

rqyuk ds fy;s djrs gSa vkSj ubZ nok dh Efficacy 
dks fl¼ djrs gSaA

rhljs pj.k esa dbZ vUr%pj.k fcUnq gksrs gSa 
tSls fd Overall and disease free survival are 
nearly end point, difference in response 
rate (nok ds vlj djus dh vof/k dk vUrj)] 
nq"izHkko] Pattern of Securrence, overall and 
disease free survival  (iw.kZr% o chekjh jfgr 
thou) vkSj thou dk Lrj (quality of life) blds 
pj.k fcUnq esa 'kkfey gSA

pj.k&3 esa ubZ nok igys ls miyC/k 
(standard drug) dh rqyuk esa inferior ;k 
equivalent (cjkcj) ;k vf/kd vPNh superior gS 
dk fu/kkZj.k djrs gSaA pj.k&3 esa [kqjkd o mldk 
shedule  pj.k&2 ds vk/kkj ij r; djrs gSaA

bl study esa vUrr% effectiveness 
(izHkko) monitoring of side effect (nq"izHkko dk 
izcU/ku] fu/kkZj.k) izfrfØ;k (adverse effect)] 
vkSj vusdksa nok ls mudh fØ;k o izfrfØ;k dh 
rqyuk igys ls miyC/k nok ls djrs gSa vkSj ubZ nok 
iw.kZr% lqjf{kr gS bldh tkudkjh ysrs gSaA

rhuksa pj.k dh tk¡p gksus ds ckn bldh lkjh 
tkudkjh Food  and Drug Administration 
(FDA) dks nh tkrh gS vkSj mlh ds ifj.kke 
(result) ds vk/kkj ij ubZ nok dks Lohd̀r djrs gSaA

bl rjg tks nok euq"; ds fy;s iw.kZr% 
izHkkoh] lqjf{kr vkSj iwjh rjg ls ykHk iznku djus 
okyh gS ogha cktkj esa vk ikrh gSA

blds ckn pj.k&4 'kq: djrs gSa ftlesa 
Post marketing study djrs gSa] ftlesa fd [krjk 
(risk) Qk;ns vkSj mldk vf/kdre mi;ksx 
(Optimum use) ds ckjs esa lrr~ tkudkjh ysrs 
jgrs gSaA

bl rjg ls vki le> gh x;s gksaxs dh dksbZ 
Hkh ubZ ,syksiSFkh nok cktkj esa vkus ds igys 
fdu&fdu tfVy ijh{k.k ls xqtjrh gS rc vki 
rd vkrh gSA tc nok vki rd vkrh gS og iwjh rjg 
ls lqjf{kr izHkkoh gSA rks tjk lkspsa fd tks nok bu 
ijh{k.k ls u xqtjh gks og fdl rjg ls lqjf{kr gksxh 
vkSj ml nokbZ dk lsou djuk vkidk viuh 
ftUnxh ls f[kyokM+ djuk gSA

chekjh jfgr thou vkt ds ;qx esa ,d 
dfBu pqukSrh gS ij lko/kkuhiwoZd fd;s x;s fu.kZ; 
ls vki bl pqukSrh dks Hkh dkQh gn rd ikj dj 
ldrs gSaAlll


