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L I 9TRER Fear #AFT
(Fareey Ay oft@r weamor f&smr)
rfayEeT
72 fawell, 24 2194, 2014
wra i 292 (21) 3w ik yaue @A REw, 1945 &1 3R @l WA F @Aw
farafaf@a o Bas, Gaer Fada awer, 3wfa it gaus sfafags, 1940 (1940 #1
23) @1 9T 12 IR URT 33 TART Yoo AFAA FT GANT FIA §C, NI THAD FAEPR
8 ¥ WA F & I9EE, T ST IE&dId Sl g, 3 a8l gfFaar fr Faat § v
yHIfd T arar §, s 39@ wenfaa g i @emaen € 3 a7 guer & ot § @ e
g Al W 3w e /, G 3@ aea @ ufaa, e ' sfoeer gefaa
ATl §, AT B IqAT FU & FAT §, Jarehw Fer A 3@ i gA®a & muq faar
frar e ;
Feald WHR @l 397 T gl & way § 30 9oR 3daq Rfafds wafa &
oy fonelt safaa & wrea ameidt 3 ggmal @ faew fear smeen ;
meiT IR goE, I P @, F dRE, FwEEEF IR IRER FeAor FAAEGT, HRA
WHR, AAT saer, a5 Reedl-110011 Ft KT ST FHaT |

Ueq fage
1. g1 gt &1 widrca awr 3w 3k wwue el (Gt wave) @ae, 2014 @
2 e dx garuer gt AgA, 1945 (B9 s8A s@% 9T 394 @9 Fer 731 8),
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(%) 3%d Fax & f9d 122vs@ #--
() 39f@EH (1) § Tu= W Aeafaf@a sufEgs w@r s, 39T -
“(1) dAetfas Tderor & Sl =afeFa & P aifar & o & 3@ a1 3+,
Sraedt ot i & fav, ser aF nf@T &), Fryes Rvc &1 gay
forar sTuem AT ¥ WA 9% I9 9% ag g @ S § & dAafas
qdietor & wafta arfa @€t 8, s@d ot Y @eaw &t 17
(i) 3TURT (2) F U A=Rf@a sTurT sa-safa & sreah, i -
“2%. oTel F1S T afa A | & goar F wfawy &1 afeTer i e
f A Ireurh gPfa, Forgh AR Ragar A &y & IeTwT gl 1 ;
(i) IIfATH (5) #,--
(31) @3 () # “ImRa AFEr 90T vee T #HF JT g 6
Reaar el & TI W “AlA® i@ $f g & maRa Rfercar yama
Yol A A S 39 # Aweran, dAcfad 9807 FAER F AT
mﬁgwaﬁm@ﬁﬁ,*m#mﬁwl“wm
|
(3M) @3 (¥) # “Gu vy (canfa«a)) Fafa odeor # s 3ydr wEr
reel IR FlosHl & TN W “AES @@ Y g A, oI 3wy
(cearfre)) g aferor & a3 I &, dqfae oferr JeEw &
mwmymaﬁmﬁﬁ,ﬂ?mﬁmml“
(@) g 7 #A-
(%) ‘Agife® qieor & FafOa R 2 H,--
() yEsi® & gf¥ca & &Ea 3797 (2) &, @3 (iv) § TUEH W
frafaf@a war smeen, argfq -
“(v) 3T gfaser gear F F$ RO Iegaca wes/dl w1 w&@es
ZaRT §Fg% v & Mo Faa 21 § @3 2 § RAfese o
Iqer Afa adfd & sremer 3k wewr & wem, SEr oder
weifea frar o @7 &, SieT R afage gear e §§ 2, ¥ 24
et & sfiaw seeh &t 1
(i) 397 (3) A, A9 (F) F Al F Fgafda, @ (i) &, “MR
gfde Tear # RO el & F1y @ & W oW F A sk iR
Yfddd HedAT & f19” & UsAl F WY IHed A 9 HET F TG W
farafaf@a war s, srata
afg Iaver et MR wfaswa gear & fa 3af@ & dax R
G A FEHS @Al g, A 9§ HJAd TOHR F FAUE @A dF
R g e @ ROE & @w 30 & FROT &0 | A, Baw
f arr 21(@) # Fyfafdse yqafea wisd w1 3Ra F@wevor &
qeara MR yfada gear i RAE e s, s3meaR wfafa & sreaer
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IR WY1 HT YHE Sl W I§ GUeVT gErfed fRar amar an, i
yfawa gear g9 & dlgg Faest Radr & fiaw e e
@iy  FITRT (5) A, IR AT F Al F Fa@7T KT (iv) F A ®
“(iv) dAgifae Tleror & Ireflid =afeqal & @y @ arer iR
yfada Tear 1 g A, Irar wfAfa wiR gfowe gear #r R,
FFad fRawer & Tegra Ao vfast W v 1, 3 #¥ 9,
o8 yrieer @1 38% gffAf® @ seca e o= &, Swa &t
Agifes ofieTor = & AT fEw i o 21(@) F fRAfds
R yfdee g g F e Fost Radl # ey ik sfasa
Ul & IR # 39«r RO sraf®a sem”
vy 39-RT 5(F) A, MR gfaea geaaAt € wata R (2) #,
(i) gregt “AHRX IrvcafAra” &1 g T Sreem)
Gy ‘3T ey 9@ F{ AW ITTEF gAY, T F TR
freafaf@a gvnfa Brar smeen, srafa-
“fg I=awe P R vfasa gear F @ga @ F Aiaw
RaE & # 3wwa war ¢, o a7 TR gfage gear #r RO
F WY HTATT TS F 39F wAUE F Qe q FT oFROr
& I |”
(@ NAST v, FA T A, 39-FAF 1.H 1, AT ¥ 9 A TS (F) & ¥ W
‘(%) scifa®d Theror & R afFa & B afa & e & 39 a1 IEe,
Rraet wdt 3rafr & favw, ser a% nfEa &, Tyes R &1 yaw
ST 4T W §AG dF o9 dF Ig T & rar ¢ & Acf@s afeor |
dift it ot ¥, g ot o ke @ 1
(1) aRRfarse xu &
() 9. (1) ¥ T w, Aeafaf@a w@r s, gt -

“(1) sgifas adaror & e =afFa = &l afa 1 g & 33 a1 399, Baar &
yafer & fav, SEr aF @ &, Tyes R & yav GFar s a1 & ¥o97 7% S«
a% g FTua @ arar ¥ & dafas aderor @ wEfa afa ad &, swd Y st ghiew @

(i) F.9. (2) &, “=afFad & RAfFca yeaus a=l § o ‘F@1 FF T gy 98 o #
gem A wfasy &1 9R#AT &t qvrer aifd A IFurh yfa, Aeqd AR aRaga A afa &
(i) F.9. (5) #,-

(%) @3 (7) & “ImuRa RAfFcar 99T dga & & 9 3cug i Feaar v=8 & T 9«9 |
“Alelr @@ 1 goar & ImfAa RfFcr ye gae &3 & s 3cue i Awdadn, dAgfas
qﬂmw*wmﬁgmaﬁm@ﬁﬂ,#m#maﬁnl“wm‘
TG ;
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(@) @3 (3) & “oF vy (carf@a)) Aafa aderor # o 39aer F@r asgt 3R Feswt F
T 9T “ATls @@ & oM &, o 3wy (carfaa) Aafa aferor & o 3qatr &3,
Actfeis THETor AaTER & H[ET Ed §U 3Ty Al U TS oY, & ACTA § ITAY g ;
(v) F.9. (6) #,-
(F) @ (%) &,
(iil) gregl “3iT rgcAfaa” &1 N9 fFar smeam|
(iv) 'ﬁtmwﬂaﬁﬁmmmm,wﬁmaﬁﬁmﬁﬁagmwﬁa
frar e, Y-
‘g I=aws fFdt BN gfosd oo N a9 3w F fiaw R &= &
IEHA &1 8, df 98 R Ifaswa gear :r RO F 919 Iegarca wiosy i
3HS AN & T a8 &1 FROT =7 ghorr |”
(@) @s (@) &, R (i) &
(F) 3THT (@) A
() “Ré & o vfd & @y faews @6 & e weai &1 a9 fRar s
(i) “EE" Usg & TU W “digg” Usg @ AT |
(&) 3TRT (1) A, -
() “RaE & v gfeqd & |y faws §Ag & reuer eal &1 A9 fmar Smeam,;
(i) “SHcdla” Ueg & FTUTT X “dIE" UAsg T@T FATTI |
(1) 39-%7 (1) F g FAEafaf@a wacaRa fFar smeem, srata:-
“qlieTorhdl, gralere 3gar 39+ yRfAfT G Fdt a dafas ohewor @ & v
IepAfea witERY AR R sfafa qur Rdys @ & areaer § rgAfa ga A,
1 RO e s
(7) 39T (7) # “amar wfRfa & R goa & & v @ asdt § e | afdea
ueaT # Uy & vw & giw Rl =g @ smear |
(3.) 3TRT (B) A, ‘MR gfawa gcar @ RO yod v & 9 78" wwal § T W/
‘gfade et g & U |l v el st ¥ fawnfa fmar s
@ W (i) A-
(%) 39-7 (F) & U ‘W F TUF W “glgg” qeg @ FACH;
(@) 3931 (@) & Ueg ‘SFRE" F TUE W ‘A" Ueg @ A0,
(M) 39T (7) A, R gfapa gear fr ROE oo T F AT AR F WE W
‘gfaea gt 8 & tF @t gaw RE" e W@ Sme |
[Br.H. 18-2/2013- /S rwwagH)]
ITUT &.9931, §gFd Wi
feouoft: Aer @Al #F wRa & o9 A AT ¥, 06.28-10/45-va(1) ad@ 21 R,
1945% garT Y1 fe v AR ifas walue oRa & er9d, JWYUROT, HEr 2 @35 3 #
| @A 153 (3r) Res 5 #1G, 2014 g@nrT fFar a4 |
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MINISTRY OF HEALTH AND FAMILY WELFARE
(DEPARTMENT OF HEALTH AND FAMILY WELFARE)
NOTIFICATION
New Delhi, the 24th April, 2014

G.S.R. 292 (E).—The following draft rules further to amend the Drugs and Cosmetics Rules, 1945, which the
Central Government proposes to make, in exercise of the powers conferred by section 12 and section 33 of the Drugs and
Cosmetics Act, 1940 (23 of 1940), after consultation with the Drugs Technical Advisory Board, is hereby published for
the information of all persons likely to be affected thereby, and the notice is hereby given that the said draft rules shall be
taken into consideration on or after the expiry of a period of forty-five days from the date on which the copies of the
Gazette of India containing these draft rules are made available to the public;

The objections and suggestions which may be received from any person with respect to the said draft rules
within the period specified above, will be considered by the Central Government;

Objections and suggestions, if any, may be addressed to the Secretary, Ministry of Health and Family Welfare,
Government of India, Nirman Bhawan, New Delhi- 110011,

Draft rules
1. These rules may be called the Drugs and Cosmetics (Third Amendment) Rules, 2014.
2. In the Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the said rules),
(a) in rule 122-DAB of the said rules,-
(1)  for sub-rule (1), the following sub-mule shall be substituted, namely:—

“(1) In the case of an injury occurring to the subject duning the clinical trial, he or she shall be
given free medical management as long as required or till such time it is established that the
injury is not related to the clinical trial, whichever is earlier.™;

(i)  after sub-rule (2), the following sub-rule shall be inserted, namely:-

“(2A) In case there is no permanent injury, the quantum of compensation shall
commensurate with the nature of the non-permanent injury, loss of wages and

transportation.™;
(iii) in sub-rule (5),-

(A) in clause (c), after the words ‘therapeutic effect’, the words, “in case the standard
care, though available, was not to be provided to the subject as per the clinical trial
protocol.” shall be inserted;

(B) in clause (d) after the words, ‘placebo controlled trial’, the words, “in case the
standard care, though available, was not to be provided to the subject as per the
clinical trial protocol.” shall be inserted;

(b) in Schedule Y,-
(a) in paragraph 2 relating to ‘Clinical Trial’ .-

(1) in sub-paragraph (2), relating to Responsibilities of Sponsor, for clause (iv), the
following clause shall be substituted, namely:-

“(iv) Any report of the serious adverse event, after due analysis shall be
forwarded by the sponsor to the Licensing Authority as referred to in clause (b) of
rule 21, Chairman of the Ethics Committee and the Head of the Instimtion where
the trial has been conducted within fourteen calendar days of the occurrence of
the serious adverse event.”;

(1i) in sub-paragraph (3), relating to Responsibilities of the Investigator(s), in clause (1),
for the portion beginning with the words “The report of the serious adverse event”
and ending with the words “occurrence of the serious adverse event.” the following
shall be substituted, namely:—

“In case the Investigator fails to report any serious adverse event within the
stipulated period, he shall have to fumish the reason for the delay to the
satisfaction of the Licensing Authonty along with the report of the serious
adverse event. The repornt of the serious adverse event, after due analysis shall be
forwarded by the investigator to the Licensing Authority as referred to in clause
(b) of rule 21, chairman of the Ethics Committee and the Head of the Institution
where the trial has been conducted within fourteen calendar days of the
occurrence of the serious adverse event.™;
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(i11)  in sub-paragraph (5), relating to Responsibilities of the Ethics Committee, for clause
(iv), the following clause shall be substituted, namely,-

“(iv) In case of serious adverse event occurring to the clinical trial subjects, the
Ethics Committee shall forward its report on the serious adverse event, after due
analysis, along with its opinion on the financial compensation, if any, to be paid
by the Sponsor or his representative, whosoever had obtained permission from
the Licensing Authority as referred to in clause (b) of rule 21 for conducting the
clinical trial, to the Licensing Authority within thirty calendar days of the
occurrence of the serious adverse event.”

(iv) in sub-paragraph 5(A), relating to Serious Adverse Events, in clause (2),
(1) the words “and unexpected™ shall be omitted.

(i1) after the words ‘and pass orders as deemed necessary’, the following shall
be inserted, namely:-

“In case the Investigator fails to report any serious adverse event within the
stipulated period, he shall have to furnish the reason for the delay to the
satisfaction of the Licensing Authority along with the report of the serious
adverse event.”

(b) in APPENDIX V, in serial number 1, in sub-serial number 1.1, in item number 9, for clause

(i)

(ii)

(iii)

(iv)

(a), the following clause shall be substituted, namely:-

“(a) In the case of an injury occurring to the subject during the clinical trial, he or she shall be
given free medical management as long as required or till such time it is established that the
injury is not related to the clinical trial, whichever is earlier.™.

in APPENDIX XII.-
for serial number (1), the following shall be substituted, namely:-

“(1) In the case of an injury occurring to the subject during the clinical trial, he or she shall be
given free medical management as long as required or till such time it is established that the
injury is not related to the clinical trial, whichever is earlier.™;

in serial number (2), after the words, “medical management of the subject.”, the words, “in
case there is no permanent injury, the quantum of compensation shall commensurate with the
nature of the non-permanent injury, loss of wages and transportation.” shall be inserted;

in serial number (5),-

(A) in clause (d), after the words, ‘therapeutic effect;’, the words, “in case the standard care,
though available, was not to be provided to the subject as per the clinical trial protocol;” shall
be inserted.

(B) in clause (e), after the words ‘placebo-controlled trial’, the words, “in case the standard
care, though available, was not to be provided to the subject as per the clinical trial
protocol;” shall be inserted.

in serial number (6),-
(A) in clause (a),
(i)  the words, “and unexpected™ shall be omitted;

(ii) after the words ‘occurrence as per Appendix XI, the following clause shall be
inserted, namely:-

“In case the Investigator fails to report any serious adverse event within the
stipulated period, he shall have to fumish the reason for the delay to the
satisfaction of the Licensing Authority along with the report of the serious
adverse event.”

(B) in clause (b), in para (i),
(a) 1insub-para (B),-

(i) the words, “Chairman of the Expert Committee with a copy of the report
to”, shall be omitted:;

(1) for the word “ten”, the word “fourteen” shall be substituted;
(b) insub-para (C),-

(1)  the words “to the Chairman of the Expert Committee with a copy of the
report”, shall be omitted;



[ Il-avz 3(1)] T =1 AT : AHHEET 7

(ii)  for the words “twenty one”, the word “thirty™ shall be substituted;
(c) after the sub-para (C), the following shall be inserted, namely .-

“(CA) The Licensing Authority shall forward the reports of the investigator,
sponsor or his representative whosoever had obtained permission from the
Licensing Authority for conducting clinical trial and the Ethics Committee
to the Chairman of the Expert Committee.”.

(d) in sub-para (D), for the words “thirty days of receiving the reports from the
Ethics Committee™ the words, “one hundred and five days of the occurrence of
the adverse event,” shall be substituted.

(e) in sub-para (G), for the words “three months of receiving the report of the
serious adverse event.”, the words, “one hundred fifty days of the occurrence of
the adverse event.” shall be substituted.

(C) in para number (ii),-
(a) insub-para (A) for the word “ten”, the word, “fourteen™ shall be substituted;

(b) in sub-para (B) for the words “twenty one”, the word, “thirty” shall be
substituted:

(c) in sub-para (D), for the words “three months of receiving the report of the
serious adverse event.”, the words, “one hundred fifty days of the occurrence of
the adverse event.”, shall be substituted.

[F. No. 18-2/2013-DC/DFQC]
ARUN K. PANDA, Joint Secy.

Note.—The principal rules were published in the Gazette of India vide notification No. F.28-10/45-H (1) dated
the 21st December, 1945 and was last amended by notification published in the Gazette of India, Extraordinary,
Part 11 Section 3, Sub-section (i), vide number G.S.R. 153(E) dated the 5th March, 2014,

Printed by the Manager, Government of India Press, Ring Road, Mayapuri, New Delhi- 110064
and Published by the Controller of Publications, Delhi-1 10054
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