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MINISTRY OF HEALTH AND FAMILY WELFARE
{Department of Health).
NOTIFICATION
New Delhi, the 18th November, 2011

GS.KR. 821(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-expity-of -a-peériod-of -forty-fivé days from the date on which the copies of the Gazette of India
o contammg the draﬁ rules are made available to the publ;c, '

Any person 1nterested in makmg any objectlons or suggesttons on the proposed draft rules may do

Tl rr'jl.f.':(l) These;oles may  be called = the Drugs and Cosmetics
R 3rd -Amendment) Rules; 2011
i _(2) They shall come into force on the date of their final publlcatton in the Official Gazeu

. Z-In""'the.ﬁ. Dr’u‘g:'s and Cosmetics Ru]es 1945, (hereinafter referred to as the said rules),-

SoTIoE (1.) ‘in the sald rules after rule 122DAA, the following rule shall be mserted namely:-
R | “l 22-DAB. - Compensatmn in case infury or death during the clinical trial -

(l) In the case of permanent injury occurring to:the clinical trial subject as a result of his / her

part1c1patton in'the clinical trial, he / she shall be entitled for coverage of medical treatment;
- .-and financial compensation, as per recommendations of the Ethics Committee.
T ) Tfi the Gase of death of the subject as a result of his7 her participation in the clinical trial, his
o her legal ‘Heirs shall be entitled for financial compensatton, subject to confirmation of the
- Ethics. Committee, The financial compensation shall be over and above any expenses
P incorred on the treatment of the subject. - - - :




[9r —avs 3()] B RO R -aqerentw . - 9

-
]

(3) The medical treatment as well as financial compensatron in the case of injury to the subject
- or his death shal | be borne by the sponsor-of the clinical trial. In the case of foreign sponsor,
he shall appoint-a local representatlve or a Clinical Research Organization (CRO) to fulfill

- the appropriate local responsibilities as governed by the Indian regulations and he shall also .~ |

enter into an agreement with his local. represéntative that the expenses for the medlca]_
treatment as well as eompensatron in the case of lnjury or death of trral subjeets shall be
* borne by him, _ :
(4) The subject shall be’ entrtled for coverage of medrcal treatment and fi nancral compensatron '
o a0 . in'the cases of injury or death occurring due to the following reasons: -
b () adverse effects of Investrgatronal product(s); -
- . (b) departure from approved protocol, scientific mlsconduct or negl'ge,.ce by
- the Investigator or sponsor or local representatrve in the case of foreign
sponsor or Clinical Research Organlzatlon
B (c) failure of an Investigational Product to provide mteuded Lnerapeuuc eff ect.
—(dyadministiation of placebo providing no therapeutic benefits:-

i 76‘1 adverse mc“”ef‘ts duc- o concoritant meorcatron admrmstered as per approved
protooo] : o SR

~ Clinical Trial. - : L :
) The Sponsor,. whether a pharmaeeutrcal company or an 1nst1tut10n shaH undertake before the '_
clrmcal trial begms to provide compensatron in case of rn]uw or ,death for ‘nmcn sub]ects--
"~ are entrtled to compensatlon | | : | O : R
"(6) The quantum of minimum compensatlon for the trraI related mjury o death shal be<:~‘--'f'
: specrﬁed in the: Informed Consent Doeuments The sponsor may provrde insurance coverage
for any. unforeseen mjury wherevet possrble : - o
-(7) In case the sponsor fails to provrde compensatlon to the trlal subjeet for ehmcall‘__
“trial related injuries or. compensation to the legal heir(s} in case of" death, the
' "'.Llcensmg Authorrty thay after- grvmg -an- Opportumty to show cause why such-ah -
~order should not be passed; by. an order in ‘writing, statmg the reason thereof o
g suspend and’ cancel ‘the clinical trial or restrict sponsor / Clinical - Research -
“Organization / local. representatrve in the case of foreign sponsor to conduct any .
-further chnrcal trrals in the country or take any other actlon deemed fit under the -

bxpianatron - For the purpose of this rule a clmrcal research orgamzatron (CRO) is an- -

; (f) compensatron for mjury toa chrld m—-uteto because of the partrcrpatlon of parent in - |

‘ mdrv1dea]—or—an—ergamzat1en-Feommercrairacademte—or—othor Y-to-which—
-the-sponser-may-transferordelegate some of ail-of the tasks, duties and /'or

- OyCs ] ‘Aafirmad 3 et 1
tx ua.mfers GI‘ Obhgat.reus arg uex .lJ.l.\/\l- i ‘v'w.u.u.l5

-'oblrgatronsd.regardmg a Clinical trial, provrded that all such eontraetua[ ‘ .
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Yoo (v) in case of clinical trial related injury or death, the sponsor whether a
= ' :pharmaoeutreal company, an Institution, -a Clinical Rescarch Organization or
- o local representative in the case of forergn sponsor, shall make payment for

“medical treatment of the subject for injury and also.provide eompensatlon for .

- : the 1 1n3ury or death in the manner as presor1bed m Appendtx X1 l

- (v1) the sponsor Whether a phannaceutlcal company, an Institution, a

- Clinjcal Research Organization or local representative in the case of forergn _

T '~ -sponsor who has obtained permission for'conduct of clinical trial shall submit
g —— ~-detailsof ‘compensation nrovided or paid for such injury or death, to the -
PR R Licensrng Authorrty within 90 days of the report of the Serious Adverse
et T Event :

D sub para ‘(3) Responszbtlttzes of the Investigator(s)’;
(1)-theeXisting ¢ clause shall be numbered as. clause (1);

'7 411} The investigator will provide nformation to the clinical trial subject througfr—
Informed Consent process as provided in appendrx V about the essential elements
-of the clinical trial and the subject’s rights 10 claim- eotnpensatron in case of trial .
~related | injuries or ‘death. He will also inform-the subject or his /her legal heirs of
thelr r1ghts to contact the sponsor / Clnncal Research Orgamzatron / local.

L Sk

' _': the purpose of makmg clarms in the case: of tnal related nnury or death

_(111) In case. of chmcal trial related 1nJury, the 1nvest1gator shall request the Eth!CS
Committee to review and make recommendatrons for the payment for medical
ot "".treatrnent as well as compensatlon for the trlal related tn]ury or death of the .

(c);'

in clause (5) under the headmg responsrblhnes of the Eth1cs Commrttee after sub
clause (111) the followrng sub olauses shall be 1nserted namely - \&; s

' ':Serrous ‘Adverse Event and recommend the detalls of compensation to be prov1ded by -
the sponsor I CRO /local representatrve in’ case of forergn sponsor

{ i) after the so numbered clause (i) the rouumng clauses shall be tnsertea namel y ;o

representame ui mie cacs of foreion snonsnr of the trial aid Ethics (‘omnnttee for .

:(rv) In he.event ofa trtal related mjury or death the Ethlcs Comm1ttee Shall rev1ew the ‘ '.

LA'DT)T‘T«TT\TV ‘vr —
o

() undersenal nurnber 1 1n sub ser1al number 1 1 the entrres at number 9 shall be

. ' anlﬂ\s‘hhﬁ'ar] na 1inda
o EeA P (R APEAWIE § ul’ mlu\ll, .l.].alll\llj

L “9 Statement descrrbmg the eompensatrons and treatment as under
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who has obtained permission from the licensing authority for conduct of the
clinical trial in India shall pr0v1de complete medical care and pay
compensation for injury or death.

(b) Minimum quantum of compensations to be paid for the trial related injur
and death.”

(i) At serial number 2, after the line “Subject’s Initials............. Subject’s

ST T Name...eeenen, ” the following lines shall be inserted, namely;
| : - ~““Address of the Subject ..., ‘

- Oécupation and qualiﬁcation of the Subject..........

'”I'Income ofthe Subject....'...Q_....” |

(1‘1) :"*Affer the wnrd&——name of Lhc WitTess memmm=m- “ the follgwing shall be inseried,
L&_Mnamel“ - ‘

: (Coples of the Patrent Informatlon Sheet and duly fiiled Informed Consent Form
R Shall be handed over to the subject or his /her attendant also.)”

SR, ( )After APPENDIX X1, the following shall be inserted, namely;-

- “APPENDIX XII’

'.Compénsation for Clinical Trial Subjects' for_Clin'i'cal Trial Related injury or death

(1)Research subject enrolled for a clmlcal trxal who suf?ers a permanent injury as a
“result of his participation in the clinical trial is entitled for medical treatment and i

~ financial compensation. In case of death, the legal heirs of the subject are entitled [or 3 |
|

* financial or material compensation. The financial or the material compensation shall
T he rov_1ded by the sponsor as. per recommendatlon of Ethlcs Commlttu

) T tire—event-ofan imjury or death occurring during the trial, the sponsor or his

renreqenmtlxashalmev&bafem%he-&h;es@—em ittee-thatthe-infurncordeathasnot—
—on-account of“the clinical trial-within-30-days-of receivingthe report-of injury or

~ death from_the_investigator; failing which sponsor- shall-be liablc to provide the
compensatlon within 60 days as decided by the Eth]CS Comm[ttec

Gt 3

)The compensatlon for clm*cal trlai related injury-or deafh could be in the form of:-

i
re -

11 5]
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(a)payment for medical / surgical management of case of trial related
~injuries. ' .
(b)compensation for trial related injuries leading to temporary or

permanent disabilities.
(c)compensation to legal heir of the trial subject in case of death.
(d)compensation to a child injured in-utero through the participation of

____parent in Clinical Trial.

- (4)The sponsor, whether a pharmaceutical company. an Institution, a Clinical
-~ -~ ~Research Organization or local representative in the case of foreign sponsor,
" shall provide financial compensation if the injury or death has occuired
~no-because of any. of the following reason. |

oo (@)adverse effects of Investigational product(s) (IPs}.
————(¢ydeparture “from approved protocoi, scientific misconduct of
e gslisence by the Investigator / Sponsor / CRO etc.
(d)failure. .of.-an . Investigational Product to provide intended
... therapeutic effect.
T 7 (e)administration of placebo providing no therapeutic benefits.
U () adverse effects due to concomitant medication administered as
... perthe approved protocol. |

( 5). Procedure for payMentl of financial compensation

(1) In the case of clinical trial related injury the trial subject, and in case of death, his
" legal heir may make claims, through the investigator who had enrolled the
subjects-for-the-clinical trial; to-the sponsor or Clinical Research Organization or
S0 local representative in the case of foreign sponsor, who has obtained permission
. from-the licensing authority for conducting the clinical trial in India.

(2).dn_case_the claim..has been made directly to the sponsor, Clinical Research

ST Oigaization, Tocal representative of foreign sponsor, he shall take up the matter ’
- "with the investigator for authenticating the claims made as per recommendations
7777 of'the Ethics Committee. | B

= ::.'-.:::ﬁ(f?")iﬂfhe'Fjquant,umt:o;r---}-compensation —shatt—be “decided by the respective Ethics
—Committee-in-their meetings within the thirty days of the reference made to the
~Ethics Committee. B '

-';f'(:"a_sie'_s'.;:\‘ﬁvheré ’-’hc’i’"f-fo'rmai..clai'ms have been made by the subje_ct. ._ih_c _ o

concerned - Ethics:
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(5) Investigator will forward the recommendation of Ethics Committee to the
sponsor/ CRO or local representative - as the case ‘may be for providing
compensatlon ' '

(6) Claims made by the subject shall be settled within 90 days.
(7) In case there is a dispute or difference between the involved parties (trial subject /
| trial subjects legal heir in case of death and sponsor / CRO, local representative
e - in case of Foreign Sponsor, investigator) regarding amount of compensation etc.
oo iianappeal may be made to the Ethics Committee for review and re-consideration.

TR () 'i"'_h"efdecision of Ethics Committee after the review shall be final.

oV thithe decision of the Ethics. Commmee they shali retain-the. right to seek- Jegal- ]
- l‘(—'mprlw ﬂ‘!rnunrln +|w]e \JG{JI LS . R

S (9) ln case ‘the research subjects or the legal heirs in case of death, are not satistied

[ F.No. X. 11014/6/2011-DFQC].
ARUN K. PANDA, Jt. Secy.

| "__-__'.:Foot Nete The principal rules were published in the Official Gazette vide
R ‘_notn"catzon No. F.28-10/45-H(1), dated 21" December, 1945 and last amended vide
—~ "_-notlﬁcatlon number G.S.R. 101(E), dated the 18-2-2011. '

*Fitied by ihe Mandger, Govemmient Of 1nda Fress, King Road,” Mayapun, New Delhi 110664
and Published by the Controller of Publications, Delini-110054.




