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'1't�, 31�, 2015 

m. CfiT. f.r. 611 (3T).-afrmr 3lh: �&"1 ��, 1945 CfiT 3lh: "«�fT&'1 m � � afrmr 

3lh: 'Sffif&<1 'tfTlllft �, 1940 (1940 CfiT 23) � &TU 33 � � m- &TU 12 IDU �� 

CflRiQ4 � CfiT � � fI(CflI( � � 3lR qftccl( Cfl�4101 4i3l1<14 (� 3lh: qf):ccl{ 
cfw4/01 fchrm) � 3lftl«"cH/ �. m.CfiT.f.t 364(31') � 7 �, 2013 IDU � � {/G1q3l , 

3Tmm<UT, mlf 2, m 3, � (i), � 7�, 2013 � � � 1f'4T�, � If{ \Vi" fI"'4T 
04Rlilll if � � � � � � �,\3W � � (/G1q31 � � \jff1'(1T en 
�� � � � if �a I�ht WIT � 3l'CTfir � � anifq- 3lh: � OIf4iRa � � �; 

3lh: (l\JIq31 � ��en 7�, 2013 en �a-Cfl(T<ftlr{?ft; 

3lh: \3"'ffi � f.r<n:r � �a- � mtr 3TtittIT 3lh: t!� /241 "CR � fI (Cflr ( IDU � � � 

1f'4T �; 

3la:, 3R � fI (Cfll {, afrmr 3lh: � 'tfTlllft �,1940 (1940 CfiT 23) <fiT &TU 

&ro 33 � � � &ro 12 ID'U � �� <fiT � � �, afrmr a Cf);:ftcfi1 fI <11 �Cfll ( � if 
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·'lDl1�f m ��, � � �urr � frrnr, 1945 'fiT 31tt ��fturr <fiB � � 

�f'tGtrn(1 f.nn1 ��, 3T� :-

. 1. (1)��'fiTrtf&np'TlT�31tt�urr�(���Tt&'1)�. 2015� I 

(2)� {I\i1q'31 �����R�m-fusrCfiT�� I 

2. � 3lh: �&<f m+Rfi frrnr, 1945 � � IT if,-

(i) "��I�<ti W�1f l1< ta 2 � 1f��(1 fi�P4fd" � � \1Cf ta (4) � � (iii) � 11� 

�f'tPlrn(1 atcf:�� � . �:-

"(iv);:nz (lfil�rl<ti m-r.r <IT � 3Tl'J �ar � � ��TT � �Glrl<ti W&fUIT � iRr 0l0l�4Y eft 
��TT � ��J�(1 fiQ4R1 � 'fiT � �l?<f �. � � � CfiT � � � eft 

� �ar �arrffi * m-Dar ¥'O .� � �GI rl<ti W� efiT �l?TT if � CRTf ft 
��Rta fi�4fd � 'fiT � �. � � � epcrf CfiT � � m � � Cfm 

�fi�4fd l1<����. 'fiT3f�tS4ol<ti(1fmu������ � I"; 

(ii) � 5 � "3frlcwf CRCiT" � � ,3'Hm 1.1 � 1f��Rt(1 fi�4R1" l?fhf � 3TaTrr � 

msm 14 a1h: � � SlfCt�4'i � � 1R �k1P1rna � mr * SlfClfQ�i oo�. ' 

3T�:-

"14. � fCtct{OI feF 3lTl?� RtPtlctil � � <fiB � 31�tS4ofl� � � � � eft 
�mcRT � I 

15. � fCtct{OI feF c<:lfia!l rl4Ra W� � �l?TT � OlOlRti4Y CfiT fu1: � � 'fiT RtPtlctft4 

'nlTCr�� I 

16. �3f.=lf�� Ilf I 

pm. �.�-11014/1/2012-11ctq:;Cf1:B1] 

�f4�lt)m:r.�� 

� : 1fT � (I\i1Q'31 � � �€4i<ti � 28-10/45-�(1). m-fusr 21 fd:�Gl{, 1945 mu 

� � � � * m. <fiT .f.f. 390 (3T) m-fusr 18 �, 2015 mu \1il<tiT affitlT �l?ft&'1 feF<.rr 1Tln I 

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 ami Cosmetics Rules, 
-1945, was published, as required by section 12 read with section 33 of the Drugs and Cosmetics Act, 1940 



.J 

(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 7th June, 2013, published in the 
Gazette of India, Extraordinary, Part II, section 3, sub-section (i), dated the 7th 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 '..vhereas copies of the Gaze.tie were made availahle to the public on 07tb June, 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 fonowing rules further to amend the Drugs and Cosmetics 

'Rules, 1945, namely:-

I. (1) These rules may be called the Drugs and Cosmetics (Fifth Amendment) Rules, 2015. 

f " ) \,L. They shall come into force on the date of their publication in the Officia 1 Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, in Schedule Y,-

(i) in paragraph 2 under the heading "CLINICAL TRIAL", in sub-paragraph (4) relating 
to "Informed Consent", after clause (iii), the following shall be 'inserted , narnely:-

"(iv) An audio - video recording of the informed consent process in case of 
vulnerable subjects in clinical trials of New Chemical Entity or New Moiecular 
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."; 

(ii) in APPENDIX V, under the heading "INFORMED CONSENT", in sub-heading).1 
relating to "Essential Elements", for serial number 14 and the entries relating thereto, 
the following serial numbers and entr,ies 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. 
] 6. Any other pertinent information.". 

[F. No.X.110141112012-DFQc] 

NIKUNJA BIHARl OHAL, Jt. Secy. 

Note: The principal rules were published in the Official Gazette vide notification No. F .28-10/45-
H (1) dated the 21st December, 1945 and last amended vide notification number G.S.R. 390(E) dated 
the 18111 May, 20]5. 

Printed by the Manager, Government of lndia Press, Ring Road, Mayapuri, New Delhi-ll 0064 
and Publisheu by the Controller of Publications) Dclhi-l1 0054. 
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