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Government of India

Directorate General of Health Services
Central Drugs Standard Control Organization

FDA Bhawan, New Delhi - 110002 (India)
New Drugs Division

Tele No .O11- 2 3236 96 5
Fax.No .0 11-23236973

Out ed: 0 (; - 08 -2 f;l ) ~

To,
Dr. Chanchal Ku mar,
Se n ior Res iden t , Departme n t of Neon atology ,
JlPMER, Pud uche ny-6 05006

Subject: "Magnesium sulfate as an adjunct to therapeutic hypothermia in the
management terms infant with hypoxic ischemic encephalopathy, A
randomized controlled trial" -regarding.

Reference : Your a pplica tion diary no. 3 119 dated-1 9. 0 1.1 8 on the s ubject ment ioned
a bove.

CT NOC No. : CT / ND/ 33 /2018

Sir,

This Dir ector ate ha s no objec tion to yo u r co nd ucting the su bject men tioned cli n ical
tri al as per the prov isions of Drugs & Cos metics Ru les u nder su pe rv is ion of the
followin g investigators and a s per th e Protocol No: JIP/IEC/2017/0361, Version
02, dated 18.10.2016 s ubmit ted to th is Directorate.

Sr. Ethics Committee .Name /Registration
No. Investigator & Trial site Number

1. Dr . Chanchal Ku mar , Jawaharlal In si t ute of Postgrad ua te
Se n ior Resident, Department of Medical Ed ucatio n and Res earch Jipmer
Neona tology , J IPMER, Room No. 106 Dean Research Office
Pud ucheny -605006 Admin is tra tive Bloc k 1st Floor

Dhanvantar i na gar Pu ducherry -605006
In dia .
ECR/342/Inst/PY/2013/RR-16

Kindly note that the clinical trial permission is subject to the following
Conditions:

a) Clin ical trial s hall be co nducted in co m plian ce with the a pproved prot ocols ,
requiremen ts of Sched u le Y, Good Clin ical Practic e Guide lines is sued by t h is
Direc torate a nd other a pplicable regulations.

b) Ap proval of In stitut ional Eth ics Committee d u ly regis tered with CDSC O (u nder
Rule 122DD of Drugs & Cosmetics Ru les) s ho u ld be obtained and submitted to
thi s Directora te be fore ini t ia tion of the s tudy.

c ) Clinical tri al s s hall be registered a t Clinical trial s Regis try of In d ia before enrolling
the first pa tien t for the s tudy .
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d) Annual status report of each clin ical trial , as to whethe r it is ongoing, com pleted
or terminated , shall be submitted to the Licensing Authority, and in case of
termination of a ny clinical trial the detailed reasons for the same shal l be
communicated to the said Licensing Authority .

e) Any report of s erious adverse event occurring during clinical trial study to the
subject, after due analysis , shall be forwarded within fourteen days of its
occurrence as per Appendix Xl and in compliance with the procedures prescribed
in Schedule Y.

f) In case of an injury or death during the study to the subjects, the applicant
shall provide complete medical management and compensation in the case of
trial related injury or death in accordance with rule 122 DAB and the
procedures prescribed under Schedule Y, and the details of compensation
provided in such cases shall be intimated to the Licensing Authority within
thirty days of the receipt of the order of the said authority.

g) The premises of Sponsor including their employees, subsidiaries and branches,
their age nts, contract ors an d sub-contractors and clinical trial study sites shall
be open to inspection by the officers authorized by the Central Drugs Standard
Control Organization, who may be accompanied by an officer of the Statc Drug
Control Authority concerned, to verify compliance to the requirements of Schedule
Y, Good Clinical Practices guidelines for condu ct of clinical trial in India and other
applicable regulations.

h] The Sponsor including the ir employees, subsidiaries and branches, their agents,
contractors a n d su b-contructors and clinical trial study sites and the Investigator
shall allow officers authorized by the Central Drugs Standard Con tro l
Organization, wh o m ay be ac companied by an officer of the State Drug Control
Authority concerned , to enter with or without prior notice, any premises of
Spons or inc lu d ing their employees , subsidiaries and branches, their agents ,
contractors a nd sub-cuntractors and clinical trial sites to inspect, search and se ize
uny record, data, document, books , In vestigational drugs , e tc . Related to clinical
trial a.n d provide adequ at e replies to any qu eries raised by the inspecting au thority
in relation to the cond uct of clinical trial.

i) Clin ical trial sball be conducted only a t those sites whi ch are institutes/hospitals
having adequ ate emergency faciliti es and duly registered by Institutional Ethics
com mittee s .

j) The spon sor shall ens u re that th e number of clin ica l trials an investigator can
undertake should be com mens urate with the nature of the trial, facility avai la ble
with the Investigator etc.

k) Th e details of payment/honorarium/financial support/fees paid by the Sponsor to
th e Inv estigator(s) for conducting the s tu dy shall be made av ailable to this
directorate before initiation of each of th e trial sites.

1) }11 addition to thc rcquirement of obtailling written informed co ns ent, an audio­
yjsleo .r ecording of the informed COl}Sen t proccss in cas e of vulnerable su biects in
flinical trial of New Chem ica l Entity or New Molecular Entity induding procedure
QLQro\!i.c:). ingj nfQpnatiorL to th e subject aIJ:~LJ}ls understandipg on such consent,
sh.HIl be main~incsLm~_th~.investigalor .for r.ecord; provided that in case of clinieal
trial_C}f anti-HIV ~ld a n ti-leprosy drugs, only audio recording of th e informed
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consent process of individu al subject in cluding th e pr ocedure of p rovidin g
information to the su bje ct an d his understanding on such co ns e nt shall be
maintained by the investigator for record, a s per Govern m en t of Ind ia, Gazette
Notification vide G, S . R. no. fi]l(E) dated 3] .07. 20 15 .

m) The formulation in tended to be u sed in the cl inical trial sh al l be m anufa ctured
und er OMP co ndition s u sing validated pro cedu res an d sh al l have ongoing s ta bility
program me.

n) It m ay kindly be noted th at merely granting permis sion to co nd uct clin ical tri als
with the drug doe s not co nveyo r imply th at based on the clin ica l trial data
generated with th e drug, pe rm ission to m arket this dru g in the co un try will
au tomatically be gran ted 10 yo u

0) Informed Co nsen t Documents (ICD) viz . Patient Information Sh eet (PIS) an d
Informed Co nse n t Form (ICF) co mplete in a ll respec t as per th e requ irements
specified in Appendix V of Sc hedu le Y of the Drugs a nd Co smetic s Rules, 1945
must be go t a pp roved from the res pe c tive Ethics co m m ittee and su bm it ted to
C DSCO before enrolling first su bject a t th e respective s ite .

p) Informed Consent Form needs to be modified w.r.t risk of intellectual
disability and mortality expected in this trial.

q) Issues related to compensation in case of trial related SAE needs to be
clearly mentioned in the Informed Consent Document.

You rs faithfully ,

~
(Dr. S. ~e~dYl

Drugs Controller General (India)
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