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e 3T IRET F T H AT
(FaTee R afRET wegmr favmT)

st
T2 faeedt, 12 fewwaw, 2014

qT. F1. . 889(3r).—=iwfer i wamee araaft Ay, 1945 #r 7 worre= @ F forg siwfeyr sfiw
TETE AR AfATHEE, 1940 (1940 7 23) ¥ 917 12 % 977 Ifod 91T 33 FT TATUTENT FHfaaa =y
T UTET AT AT 6 TTeeT ST TRATE FHAT0 HATAd (FATE 3T TRATE FHed 107 f3m) it sfeg==r
. 91w, 292(37) At 24 1%, 2014 FIT AT o TSI, AATLTT, 90 11, 8 3, 36T (i) ¥,
TRTTAT TR0 T 9, I 9% 39 Gt SARAAT § e ITE Tq1fad gid sl S9TaHT 8 S<h AT8g=aT F oI
FT faat ST F7 3uesy g i ardrE & qreity At 7 srafer F fiaw sy s g st o
T

ST TTSTT= St AT ST =7 28 218et, 2014 T ITeTe4 FIT aF TS off

SIY I 9T (RTHT F gy § Sar 7 TTH e S GAE 9T Fweaid qEhE g F= FT fomm
Y

A:, AT hrald LRI, AT ST THTET FTHUT A7, 1940 (1940 F71 23) T &1 33 F A7
afed 9T 12 FIRT T& QT<hal &7 TART Fd gU, ST TahAlhl gl die o Tl Fid 6 T,
Sirfer s sHTer a9, 1945 FT T gerred e & o Aetated = 997t g, st —

1. (1) == =T = =ferg 9 drafer i yamee arnRit (21 saree) Fae, 2014 81
(2) T TSI § I YA F g A o T I gl |
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2. Sirofer i yoTe ardt R, 1945 9§ —
(F) Fag 122959 °§,—

(=)

(i) ST-FA=w (1) F T o =it S9-fF=e w@r S, s —

"(1) ToRelt AT T o ST TRt ST T I g ATell e il 0T § Y94+ g
.97 FIfehcaT aF @ &1 SITUIHT ST e STUTeTd l a7 39 q9T T S[d a Ig d1feld o T
3T ST o6 AT AeTiee T § Sated dgi g, 39 o S A1 qaa< ar 1"

(i) ST-F=w (2) F weaTq Mferfaa 9-fFae sia-wata BT SToa, st —

"(2%) TATA AT T FI AT AT H, T i AT STt aafad it JFfa v =afaa g
HIGLT 3 THATT K ATET 20T 1"

(i) 3u-fF=7 (5) §,—

(31) =T (1) § " TA@" qERl F T, "Sgl q9E @I, AT IqAsy ofF F
ST Al AT T TIERIA 6 T ITAH Tl HAT TAT" 968 A &ATHq hy
ST,
(3M) BT (F) § "STAN FIAT" a1 & A, "Sgl AF <@, qATg Iueree o &
FATFT AT AR T TR 6 T ITAH qgl HLAT TAT" 916 aq&q1iaa f&ho
ST,

ATIAT 7 H—
rarfors e & Haf i 2 # —

(i) 'gTSTE T SR | HEfaa 3OO (2), @ (iv) F T 9 fAefafed @ @
STTUATT, ST —

"(iv) TTHIT TTdEe HeAT H RaIe ®l, 8% e % 7997q TS gl a8
21 % @< (F) H FATHIETE Tod ITTERTLT, =1 FH T & STeqet 37 I JeqmT
= AL Tl gl TV AT RAT TAT AT, THIT TTAweT TedT 219 * A8 &
F frav, s frar s

"(ii) "STTERAT(3T) F " | "qatad SU-9%T (3) F @2 (i) H, "gF T A qiawe ger
T FOTe”, orsat | S g9 ATl 3 "NI¥iT Ifdshet =eAT &7 1", & THI g aTel 9Teal
o T 9 Aeferfed T@r Sos, eveiq —

'S STHAT AqaE a9 % Hia FRET T gfage geqr it e w3 § seea
AT § qT ag AqATed TR & GHIEEIE €9 §, [add % F0l & 91 T4
TTa&e HeAT dl RAIE T&qa T | A/ fade wear @ {are Fi geag fFeero
o TeATG ST=hdl g1 (Fa7 21 & @2 (@) § FATAIESe, = G F Teqe 37
I HEATH  3Teqe I STl TV HATerd AT AT AT, THIT TAhe 2T g
Htag T & iay, st BT s
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(iii) 'sm=TE A AT F Saverted’ ¥ gafea 3u-9 (5) §, @< (iv) F T ¥ A=fefea g
T@T ST, AT —
"(iv) =TT TLIET0T o T (Rl ST 0 gI ATl AR TTahel HeT sl 29T H,
AT GG T8 (Feervor o q9=Tq T Tidsd JeqT 9¥ o+t fare &1 G
TTdehe 9% IHhl T F 919, A Fle I, T 927 TS 91 39 it
g1 e fohar ST g, S ot Mem 21 & @ (') § [idse sgafea sresrrr &
ARTAE T HATed e o (oI ST ITeq il g, THIT Tfade gedT g & 30
o 3 ofiae srfoe ety 1
(iv) ST TTaEe AT ¥ gafed 37-927 5(F) H @€ 2 §,—
(37) "Sf¥ ATATIAT" real &7 AT FohaT STuar ;
(3M) "SfiT SET AELTE HEH oG UTA HOAT' el ok qeATq [AEAfeted
st eI TR ST, s —
" SAT=HAT AqaE 97 % Hia FRET T gfage weqr it e w2 § sea
AT § qT ag AqATed TR 6 GHIEEIE €9 §, a6 F0l & 97 T4
STasel "edT i RATE Toqa HaT 1"
@ uRforce 58, #@ T 14, 92 9. 1143792 9 ¥ @ (F) & &= ¥ A=fefea g @
STTURT, ST —
"(F) WRTH TLIEAT o I el At i &t g f 29 o, e Fienar 59 a9
TR &l SIS ST ek STaterd gl AT A AT Al e (o AT STav g o &fq qarees aireo &
HETerd Tol 2, 38 & S A T@cav ar 1"
() Tifores 12 §,—
(i) %9 &. (1) = =19 92 A forfaa @ S, i —
"(1) WIS T % I RET AT T @fd g #f 297 §, 9w e sa a9
TR &l SIS ST ek STaterd gl AT A AT Al e (AT STaT g foh &Tq qariees aireo &
HETerd Tol 2, 398 & S A T@cav ar 1"
(i) 7 . (2) H " THI SN A&l 6 qeATq, T Afd T g A e |, wiawe A
HTAT ST @i sl T ST ST g ASTGLT & AT 6 =T gNl" ¢ea q-#mia
[EQUE I
(iif) 7w . (5) H,—
(31) @< () § "wA § ARAQr ga=at & 7eATq, "Wel q9E @A, TATY IuAsd AT A
FATFT AT AQTAH T TR 6 T ITAH qgl FHLAT TAT" 916 saq - &q1iaa f&hy
ST,
(3M) @ (T.) | "FEHATST T TART" Qa1 6 TLAT, "Gl AT @A, TATT ITA= ofF Fl
FATFT AT AR T TR 6 T ITAH qgl HLAT TAT" 916 - &q1ua f&hy
ST,
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(iv) #9 . (6) H,—
(31) &= (F) §,—
(i) "SI sroreATtera " ersat T ey fRAT STUA
(i) "24 = F AAT T ASET F A At saEThg R s,
AT —
"7f% STEwaT Sqag a9g & sfae R i gfdger mear fi fae w1 &
AR TZAT ¢ Al dg STqATed TTIEHRTLT o THILTIE &9 ¥, o & weon & a1
T Tfcsher =ear i ROe weqa weeT g 1",
(3m) @ (@) §, 927 (i) §—
() IT-9=T (/) H,—
(i) "Tarerest FfHta " ersai &1 9 BT ST
(ii) "= FeieT A" Teat % T UX "Hieg faA" e T S ;
(@) ST-97T (1) H,—
(i) "farorast |fafa = sreger” oreal &1 &0 f3Fa ST
(ii) "= SFetsw feAT" ereal o w79 9 " feq” eres T ST ;
(A1) IT-0T (371 % TeATq et siaearaa AT ST, 79iq —

"(ITF) STAATCA TTIEHRRT STT=rehal, TSR AT 396 Niaig S ot sfea
TTTERTEY & AQTAE ST AT Tl il ST SATTIATT T g, FT ST FT 3T
=T At i Rdre, Teas afuf F srerer v sEfug w17

() IT-977 (F) ¥, "= GHta & RO e #8739 & o G st F ' 97 iaE
AT B9 o U &1 q79 faq" 9Teg ¥ ST ;
(=) 37477 () |, "o afasger gear f foe ureg #3 F W 9|t oresl F T U
"I ITTEe Tt g o UF |7 = QA" ae8 T S0
) T (i) ", —

(F) IT-UTT (F) |, "= Fele< A" oeal & TIH I "Aag fod" oreg ¥ A0 ;

(@) IT-UT (T) ®, "SI Feie< " gTeat & T 9 "qe faq" ares & S ;

(1) ST-U77 (7) H, "THIT Tiame gedAT i RO qTeq w7 F AT 8" «Teal o T 9¥ "HIT

TR 2T 21 * UF &1 T fo" 97ea T S0 ;

[T, €. 18-2/2013-S = 1/STUwaFgH(]
. TS, oTHT, Th qr=a
foqur:  w@ e 9T F oo § sfEagEET St U 28-10/45-t=(1), aE 21 fTEaw, 1945 T

TeRtad o 0 o S |aran . 718 (31) e 13 TEqEy, 2014 FIT ST Sifad e
ERIRE I
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 12th December, 2014

G.S.R. 889(E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, was
published, as required by Section 12 read with Section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), vide
notification of the Government of India, in the Ministry of Health and Family Welfare (Department of Health and
Family Welfare), number G.S.R. 292(E), dated the 24th April, 2014, in the Gazette of India, Extraordinary, Part II,
section 3, sub-section (i), dated the 24th April 2014, inviting objections and suggestions from all persons likely to be
affected thereby before the expiry of a period of forty-five days from the date on which the copies of the Official
Gazette of the said notification were made available to the public;

And, whereas copies of the Gazette were made available to the public on the 28th April, 2014;

And, whereas, objections and suggestions received from the public on the said rules have been considered by
the Central Government;

Now, therefore, in exercise of the powers conferred by Section 12 read with Section 33 of the Drugs and
Cosmetics Act, 1940 (23 of 1940), the Central Government, after consultation with the Drugs Technical Advisory
Board, hereby makes the following rules further to amend the Drugs and Cosmetics Rules, 1945, namely: —

1. (1) These rules may be called the Drugs and Cosmetics (Sixth Amendment) Rules, 2014.

2) They shall come into force after six months of their publication in the Official Gazette.
2. In the Drugs and Cosmetics Rules, 1945,-
(a) inrule 122DAB,—

(i) for sub-rule (1), the following sub-rule shall be substituted, namely: —

“(1) In case of an injury occurring to the subject during the clinical trial, free medical
management shall be given 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 be
commensurate with the nature of the non-permanent injury and loss of wages of the
subject.”;

(iii) in sub-rule (5), —

(A) in clause (c), after the words “therapeutic effect”, the words, “where, the standard
care, though available, was not 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, “where, the
standard care, though available, was not 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, the Chairman of the Ethics Committee and the head of the institution
where the trial has been conducted, within fourteen days of the occurrence of
the serious adverse event.”;

(i1) 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 of death” and ending with the words “occurrence of the serious adverse
event.”, the following shall be substituted, namely:—
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(i)

(iii)

“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, the Chairman of the Ethics
Committee and the Head of the institution where the trial has been
conducted within fourteen days of the occurrence of the serious adverse
event.”;

(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 subject,
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 days of the occurrence of the serious adverse event.”;

(iv) in sub-paragraph 5(A), relating to ‘Serious Adverse Events’, in clause (2), —
(A) the words “and unexpected” shall be omitted;

B) 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 item number 1.1, in sub-item number 9,
for clause (a), the following clause shall be substituted, namely:—

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

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

“(1) In case of an injury occurring to the subject during the clinical trial, free medical
management shall be given 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 be commensurate
with the nature of the non-permanent injury and loss of wages” shall be inserted;

in serial number (5),—

(A) in clause (d), after the words, “therapeutic effect”, the words, “where, the standard care,
though available, was not 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, “where, the standard
care, though available, was not provided to the subject as per the clinical trial protocol”
shall be inserted;
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(iv)  in serial number (6), —
(A) in clause (a),
@) the words, “and unexpected” shall be omitted;

(i) after the words “occurrence as per Appendix XI.”, 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 clause (b), in para (i),-
(a) in sub-para (B),-

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

(i) for the words “ten calendar days”, the word “fourteen days” shall be
substituted;

(b) in sub-paragraph (C),-
(i) the words “to the Chairman of the Expert Committee with a copy of the
report”, shall be omitted;

(i) for the words “twenty-one calendar days”, the words “thirty days” shall
be substituted;

(c) after the sub-paragraph (C), the following shall be inserted, namely:-

“(CA) The Licensing Authority shall forward the report 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-paragraph (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-paragraph (G), for the words “three months of receiving the report of
the serious adverse event”, the words, “one hundred and fifty days of the
occurrence of the adverse event” shall be substituted;

(@) in para number (ii),-

(a) in sub-paragraph (A), for the word “ten calendar days”, the words, “fourteen

days” shall be substituted;

(b) in sub-paragraph (B), for the words “twenty one calendar days”, the words,
“thirty days” shall be substituted;

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

[F. No. 18-2/2013-DC/DFQC]
K. L. SHARMA, Jt. 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 II, Section 3, Sub-section (i), vide number G.S.R. 718(E), dated the 13th October, 2014.
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