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MINISTRY OF HEALTH AND FAMILY WELFARE
(Departinent 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
nofification of the Government of India, in the Ministry of Health and Family Welfare (Department of Health and
Family Welfare), number G.8.R. 292(E), dated the 24th April, 2014, in the Gazette of India, Extraordinary, Part 1i,
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 [rom the dale 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 {0 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
Roard herehy makes the following rules further to amend the Drugs and Cosmetics Rules, 1245, namcly: —

1. (D 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,—
@) 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.”; .

(ii) after sub-rule (2), the following sub-rule shall be inserted, namely:—
“(2A) Tn case, therc is no permanent injury, the quantum of compensation shail be
commensurate with the nature of the non-permanent injury and loss of wages of the
subject.”;

(til) in sub-rute (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”
shali 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 fo ‘CLINICAL TRIAL’,
6} in sub-paragraph (2), relating to ‘Responsibilities of Sponsor’, for clause {iv}, the
following clause shall be substituted, namely:—-
“¢v) Any report of the serious adverse event, afier 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.”;

(ii) 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 of death” and ending with the words “occurrence of the serious adverse
event.”, the following shall be substituted, namely:—
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“In case, the Investigator fails to report any serious adverse even! 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 serions adverse event, after due
analysis, shail 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 ihe institution where the trial has been
conducted within fourteen days of the accurrence of the serious ddverse

event,”;

(HD) in sub-paragraph (5), relating to ‘Responsibilities of the Ethics Committee’, for
clause (iv), the foliowing 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 financia| 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
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(iv} in sub-paragraph (A, relating to ‘Serious Adverse Events’, in clausc (2), —
A) the words “and unexpected” shall be omitted;
p

(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 shail have to furnish the reason for the delay to
the satisfaction of the Licensing Authority along with the report of the
serious adverse event,”;

s

' {b) in APPENDIX V, in serial number 1, in item number [.1, in sub-item number 9,
for clause (a), the following clause shall be substituted, namely:—

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

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

“(1) In case of an injury oceurring to the subject during the clinical trial, free medical
management shail 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). afier the words, “medical management of the subject”, the words, “In
case, there is no perinanent 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 protoco)”
shali be inserted;

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

{if) after the words “occurrence as per Appendix X1.", the tollowing shali 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

10", shall be omifted;

(i) for the words “ten calendar days”, the word “fourteen days” shall be
substituted;
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(i) the words “to the Chairman of the Expert Committes with 3 copy of the
report”, shall be omitted;

(ii) for the words “twenty-one calendar days”, the words “thirty days™ shail
be substituted:

(c) after the sub-parageaph (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 ctinical trial and
the Ethics Coramittee to the Chairman of the Expert Committes.”;

{d) in sub-paragraph (D), for the words “thirty days of receiving the repo;-ts from
the Ethics Committee” the words, “one hundred and five days of the
occurrentce of the adverse event” shall be substituted;

(&) 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: : ‘

(¢) 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 11, Section 3, Sub-section (i), vide number G.S.R, 718(E), dated the 13th October, 2014,

1

Printed by the Manager, Government of India Press, Ring Road, Mayapuri, New Delhi-] 10064
" and Published by the Controller of Publications, Delhi-110054.




