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qT. FT. . 611 (37).—sfrwfer sie ymmee arRft =, 1945 &7 sfiv Hemae #37 * forw sirwfer
T T ATEUT A=A, 1940 (1940 T 23) FT T 33 F AT IS AT 12 G FATUTT
FAUT FIdi FT ITET GRT TR 6 e i I FedTo0 §Aed (Fares diT Iam

FATT @A) A =T |, ATaALE. 364(37) a7 §H, 2013 FRT ARG & IS4,

ST, 9T 2, @< 3, I9@e (i), TG 7 S, 2013 § A9 foham wam o, 39 9% 39 O+t
Rl & sl IHH T9TEd gie &l S91aAT g, 3% SATS=dT % ST sl STqar Sar i
SIS ZI ! TG & AT TE [adT hl AT o HIaL reqd iz gATT e f=a fhw o o ;

ST Ty T Wi ST &7 7 S, 2013 F I F7 &F T8 of

3T I wTET AW & gae H 9T el oY gATAN U Feald g g @A w7 o

T 8

ATz, AT FralT TLHE, SAOTE ST THTE qrdt afarf==w,1940 (1940 #1 23) ¥ a7

1T 33 F | qfSd &M 12 ZRT T ATHAT FT TART FId g0, AT THeA 6] AATSHL ATS
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TR FIA F TAT, Ao T At qarnt Faw, 1945 #7 $fiw gerrg F & o
feferfea s gt 8, s -
1. (1) = R s gferg ar siroter i yores arRft (q=w gerree) [, 2015 2
(2) T TSI § Ik ATATH THRTLH 6l TG T TG gl |
2. Sirafer 3 yoTee |radT 3w, 1945 &t seg=1 7 ¥,-
(i) "ETEE T 9T 91T 2 % "HEHd g9gAdT | "qatad 37 91T (4) ¥ @2 (jii) % TEq

[ NI e N e

et sta:emad foraT STrom, st -

"(iv) T TrETATE T AT A0 o] weet M it Zom § AqrHE aireon § ey sttt i
TT | A= AgHd TRAT &1 5T 397 ATH@Ed, SEe siava aafte &l AT T&H Fieed il

TTRAT 37T ST AEHTT T THA | g, T SAva T FILT ATHAT o [olT STqLeA0T FohaT STus:-

i TTArelt THerEAT S wiaret oo shufery & qari+e areor £ q9m | fte Fqr
YT TEHTd TRAT FT o7 ATHA@EH, [STE Said sAToe HidT &l AT T FHLA sl THRIT a7

UHT HEHTT 9T IHhT AH AT 7, FT AFATORAT GIT ST o ToIT SIqeror foham STros 1

(i) aRfore 5 § "AfFard g & gatgd swefivs 1.1 § "ggi=a qgata” o & qdie w79
HEAT 14 3T I HATIq TATeedl & ©F 9 [Awfoiad w7 §eqr i Jiafteat Tt o,
T -

eN

"14. 78 TEaer O smertaa e T9TE T&H e | Ui ScdTE o THRA L@ i
TATEAT 2 |

15. a8 A & wmer M= adreqor it gom § ARl &1 QU T0 S & w7 e i
T A5l BT |

16. IS =T T =T 1" |

[T, F.0F-11014/1/2012-F0FaFgH]
feoqur ;. o e T § sifeREeT deaiw U 28-10/45-t=(1), A 21 faEEw, 1945 T
weRTfora foRT s o sfie |T T 390 (31) AT 18 WS, 2015 g1y I9eT ifaw erra foram 7 |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 31st July, 2015

G.S.R. 611(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
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(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. 364(E), dated the 7™ June, 2013, published in the
Gazette of India, Extraordinary, Part II, section 3, sub-section (i), dated the 7™ June, 2013, 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 containing the said notification were made available
to the public;

And whereas copies of the Gazette were made available to the public on 07"y une, 2013;

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 under 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 (Fifth Amendment) Rules, 2015.
(2)  They shall come into force on the date of their publication in the Official Gazette.
2. In the Drugs and Cosmetics Rules, 1945, in Schedule Y,—

@) in paragraph 2 under the heading “CLINICAL TRIAL”, in sub-paragraph (4) relating
to “Informed Consent”, after clause (iii), the following shall be inserted, namely:—

“(iv) An audio - video recording of the informed consent process in case of
vulnerable subjects in clinical trials of New Chemical Entity or New Molecular
Entity including procedure of providing information to the subject and his
understanding on such consent, shall be maintained by the investigator for record;

Provided that in case of clinical trial of anti-HIV and anti-Leprosy drugs, only audio
recording of the informed consent process of individual subject including the
procedure of providing information to the subject and his understanding on such
consent shall be maintained by the investigator for record.”;

(i1) in APPENDIX V, under the heading “INFORMED CONSENT”, in sub-heading 1.1
relating to “Essential Elements”, for serial number 14 and the entries relating thereto,
the following serial numbers and entries shall be substituted, namely:—

“14. Statement that there is a possibility of failure of investigational product to
provide intended therapeutic effect.

15. Statement that in the case of placebo controlled trial, the placebo
administered to the subjects shall not have any therapeutic effect.

16. Any other pertinent information.”.

[F. No.X.11014/1/2012-DFQC]
NIKUNJA BIHARI DHAL, Jt. Secy.

Note : The principal rules were published in the Official Gazette vide notification No. F.28-10/45-
H (1) dated the 21* December, 1945 and last amended vide notification number G.S.R. 390(E) dated
the 18" May, 2015.
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