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ARy AR aRarR Feaor JAeT
(Fareew 3R aRarR Fearor Rsmr)
ey
T feeeft, 24 =1, 2014
"L 292 (1) 3N 3R g IRl AYH, 1945 &1 3R waued WA F Qv
ffaf@a ya s, S Sy R, A ik gurrsr sfAfags, 1940 (1940 &1
23)ﬁm12mm33mwalﬁaﬁmmm§¢,mmm
A ¥ WAY A F NI, T F GFdd Fdl §, 30 G FiFaa) & I F [@w
YR BFar Srar B, s 3a@ wnla o i weamaen § 3k a7 gEem @ Sl § & s@a
v et wosw aflw @, Ses 3@ e #f o, e g sfEer yelRa #@
ST B, FoIaT B 3T FU & Fet g, Farehw e i afr it woa & wearq AR
frar sieen
FOI WHER G@RT 3970 99 Agdl & 9w § 380 9oR 39d7a Rfafis e &
s frelt safda & groa et sk gomal w REw far s ;
ey AR gemE, Ay &, N R, weew 3R 9RaR Feaor dAed, oRa
WFHR, fAATr sae, a8 Ree-110011 & AT ST FHI |
g g
1. g1 fagat &1 Wit A siwfr s sarer aerElt (it weteer) e, 2014 @
2. A ik gaue e @Ae, 1945 (B 39 0% 1A 399 Rad Fe1 7197 ),
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(®) 390 FI7 & A9A 122999 #,--
() 3ufTs (1) & Tua | Aeafef@a sufags w@r seen, srafq -
“(1) dAerfa® wdator F i safFa F1 FAY afg Fr gem & 3@ 1 3TH,
ot ddft safer & faw, s aw nfera @, forees RfFam w1 ey
fRaT STTIT AT W WHT dF I dF g TUIRT @ Iar § & dAgfaw
qlaror & weafta arfd adt @, g9 S sft qdeaw @ 17 ;
(i) 3TURT (2) F TR Arafaf@d 3TURT ra:Fafaa & seed, 3rafq -
“2%. STl H1§ TURN &fy At @ A e & yfdw w1 gRFOT Y T
aifer it rearht gfa, Fogdt ik aRaes #r afa & sregea gl 1 ;
(i) 39fAFH (5) H,--
(31) @3 (M) #A maR_T RAFET 9@ YT FA A ST 3G A
Rrear asal & T W “AAs @@ 1 g # 3mRd Rfecar voma
Yol A A ST 3cure A RAveran, derfas gferor qamR F e
mﬁgwaﬁm@ﬁﬁ,#mw#mﬁmﬂwm
|
(3mM) T3 () #H “SF Ay (carf@e)) AT afeor # o IwAeT FEAr
el AR FosH F TUW W “AETE S@IW Fr gem A, T W
(cenfAa)) RAEfa adetor & o IUANT FET, AQifAd TeIr FaER &
wmgwaﬁmﬁﬁ#mw#mwml"
(@) qqer 7 H,-
(%) Aerfew gderor ¥ Fefta Ry 2 #,--
() yAS® & gRca ¥ wefa 3o (2) &, @3 (v) § TUET W
frafaf@a war smeen, arafq -
“(v) TR wfasrer gear fr A RAE srgaca witsd wr g@es
EaRT FIF AT & qeurd A 21 & @z 2 # fAfdse o
Fqer Afy afdfy & srewer sk wEwr F wgw, SEr wderor
wenford fFam o o1 8, et iR sfage gee aRRa g€ 8, ¥ 24
et & sffax siselt gl |
(i) 39-RT (3) A, IATH (FN) & qAcal ¥ GE&aG, @s (i) A, “diR
yfage gear #r U el & @y e @ W smr & fAv sk i
yfdke geaAT & @1A” F Uedl F WY IHed g AT W F T W
eafaf@a w@r sreen, sy
“afy I=aver fFEt R gfga e f FEd s F s R
A A HARA g1 §, A g IHJAred NAFH F AU @ dF
TR gfcer gear A1 RAE & @ &8 1 FROT G0 | IFAvH, fAaHm
4T 21(@) # Fufafise sepafta witsd # 3R fAedwor &
TeaTd R gfdge gear fr RAE s@dfRa w¥am, R afdfa & srewe
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3R dEw = owE S W FE qdwror geifad R wr an, ik
yiage gear g & dlgg Faest Rawl & fiaw g Heir
@iy  3TRT (5) #H, IR AT F R ¥ gafa R (iv) & TIFT W
“(iv) sierferr wdetor & el wfeaat & @y @ arer Wi
yfdker gear @ gen &, AR |fAfy i gfager gear fr Rk,
FFaE ARAYr F e Redy yfasy W e 1, Iy F18 @,
P TR a1 3EF TR q@n dacd T I §, e st
Aafas qfetor F F QT fFEE f g 21(®) & [Afdse
TR gfaswe gear B & W Fost Rawt & s ik afaga
geAT & aR # 39 R 3raRa sam”
) 3997 5(F) #, MR wfdger geamit @ Wit & (2) #,
o) ersal “3iX YAAG” &1 AT fRar STeem)
@y 3R ey U@ ® AT HERIAF WA, AsEl & IAH
farafaf@a gorvafda fear smoen, srgfa:-
“gf 3dve R MR wfame e w1 Baa Efyr F iR
Rl #@ & Iwea war 8, A 9 MR gfagea gear A R
& WY IFACT WS N 30F FAUE F fAC S0 F1 FRor
ol
(@) dRfAse v &, o7 &I &, 3-FAF 1.H 1, AC T 9 .H, §3 (F) & T W
“(%) dAarAF Tdeor & R afFd ® A afa i gam F 3@ T 3TH,
Sraat aft afer & fAv, st aF nfda @, myew Rfvc 1 vyaw fFar
ST AT W@ FAY dF o9 dF Jg TUMT g a1 § fF Ao adiaor @
waftra aifay 7€t @, s@a o ot qdeaT @ 1
(1) aRfRIsT xu &
() 8. (1) & T R, Arafaf@a @ sreen, rafq -

“(1) At qdiator & S P F1 vy afy i g F ¥ T IR, TaD 6t
yafer & fav, S o @ &, myew Rfrc 1 yau R sean ar W& g aF S9
% Ig TR @ arar § B dafae aderor ¥ @efe afy ¢ swA Y o gder @
(i) FH. (2) A, “Fd & RAfFwr ywwa” dsai § T T S TR afa a@ g i
gem & wiawx HT aRATT A Ao aify A seyrh yfa, wegh IR aR@ed froafy F
HTET gl ereg T ST,

(i) F.9. (5) A,-

(®) @z (7) & “3maRa RAfFcEr gomE yg=r FA # I 3cag 1 AEaar asal & U |
“Alelh @@ A g & 3rRAd RFr goma gega & & g 3cu1g A Avdar, dAafas
Qﬁmamwa;awuﬁgcmwaﬁmm?zﬁ,#mw#mwmrwmw
ST ;
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(@) @3 (3.) ¥ G Avy (carf@el) FART deror & o7 3T FEr aee) 3T Fosw F
T W “AlS @@ T g H, o7 Ay (canfaa)) [AIRa gdaror F owr suAer 4,
AT THETOT FAATAR & T @ §U 3Ty At F0S AS ofl, F ATCAH F 3T AT ;
(iv) ®.9. (6) H,-
() Ts (F) #,
(iii) grea) “3R IvcRa” &1 AT fFAT S|
i) 3R gy wie F ST ImaeEw waEr, wedl F wea Aefaf@a genfa
T StTeem, 3ryte:-
“afy =dvs R R fge Tear Fr A IEfr & e R w A
HAGS Tgar ¥, A 9 MR vfage gear H ROE F @y sgaAfca e H
39F gAY & faw & &1 FROT AT Femw |7
(@) s (@) F, R () &
(F) 39 (@) &
() “Ra¥e & ve ofad & w1y {Awa wqg & reger real &1 a9 Ay seam;
(i) “T|" UsE F TUA W “digg” Usg W@ AW |
(@) 39T (M) #, -
() “Ru¥e & ve afa & w1y {Awa wqF & reger real &1 a9 A seam;
(i) “SHcdr” ASE F TYT W “dIA” Asg IW@T FATT |
(M) 39T (M) F TR AEfef@a sa:Fia fRar smeen, srat:-
“qeToTHRdl, TSR YAl 38F AW G Rl F dafes deor |9 F [
srgafea wiRer 3R IR wfafa aur Raws @ & sreger & sqafa wea # o,
# R e senr
(@) 399 (7) &, Imar @fAfy @ RO g F@ F v RET gkt F wue w o afawe
e Y Rufa & ve @t uiw Al aeg W@ G |
(3) 39T (8) A, ‘MR yfawa gear #r RO gread F@ & e AW Aeal F AW W
“gfdge gear @17 & v Wl g RElF wsel @ wiawwiRa s
(@@ T (i) A-
(®) 39-T (F) H qeg “GW” F TIH W “dleg” Usg @ AWN;
(@) 39-RT (@) A qsg “FFPA" & TYHA W “dQ” Ueg @ FATCH;
(@ 3597 (7) #, R yfdge g i RO oog &G F AT AR F W W
“gfdge geaT g & v |t quw Al asq W@ S |
[F1.4. 18-2/2013- SiH/Srewmagsl]
3¥OT F.908T, §YFd WA
feoqoft: Har st A oRa & TerwE A aftgEen €. v6.28-10/45-vH(1) i 21 RwE,
1945% ZaRT YA e e 3 sifawr weluer oR@ & TST9A, HTUROT, §0T7 2 &3 3 &
¥. araLfa. 153 (31) Reiw 5 AN, 2014 garT R amm |
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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. Inthe Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the said rules),
(a) in rule 122-DAB of the said rules,-
(i) for sub-rule (1), the following sub-rule 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.”;

(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’,-

@) 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 Institution where
the trial has been conducted within fourteen calendar days of the occurrence of
the serious adverse event.”;

(i) in sub-paragraph (3), relating to Responsibilities of the Investigator(s), in clause (i),
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 furnish the reason for the delay to the
satisfaction of the Licensing Authority along with the report of the serious
adverse event. The report 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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(iii))  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.

(ii) 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)

(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;

(i) 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 furnish 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) in sub-para (B),-

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

(i1) for the word “ten”, the word “fourteen” shall be substituted;
(b) in sub-para (C),-

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

(d)

(e

(i) for the words “twenty one”, the word “thirty” shall be substituted;
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.”.

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.

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.

in para number (ii),-

(a)
(b)

()

in sub-para (A) for the word “ten”, the word, “fourteen” shall be substituted;

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

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 IT Section 3, Sub-section (i), vide number G.S.R. 153(E) dated the 5th March, 2014.
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