
FTS No: 4045
Date: 24.01.2018

F. No 12-01/18-DC IPt-32}
Government of India

Directorate General of Health Services
Central Drugs Standard Control Organb:ation

FDA Bhawan. New Delhi - 110002 (lndW
[iew Drugs Division

Tele No.0 11-23236965
Fax. No.0 11-23236973

Dated I 1- 0 b' - ).. 0 I~
To
Dr. Arun Kowale,
B .J . Med ical Co llege,
& Sassoon Gen eral Hos pitals ,
1st Floo r , Pathology Museum ,
Jai Prakas h Na rayan Road,
Pu ne 41 100 1

Subject: Permission for conducting a clinical study entitled "A Phase-l/ll
open label, single arm study to evaluate the pharmacokinetic, safety and
tolerability of Delamanid in combination with optimized Multidrug
Background Regimen (OBR) for multidrug-Resistant Tuberculosis (MDR­
TB) in HIV infected and HIV-uninfected children with MDR-TB"­
regarding.

Reference : You r letter Da ted-09/0 1/ 201 8 on the subject men tio ned above .

CT NOC No. CT/N D /19/20 18

Sir,

This Directo ra te has no objection to you r co nduc tin g the subject me n tioned
clinical trial as pe r the provisions of Drugs & Cosmetics Rules under
su pervis ion of the following inves tigators a nd as per the Protocol No :
IMPAACT 2005 version No. 1.0, dated 09.03.2017 submitted to this
Dir ec tora te .

Sr.
No.

1.

Investigator & Trial site

Dr. Aarti Kinikar
BJMC CRS, B. J . Govt.
Medical College & Sassoon
General Hos p itals, Dept . of
Pediatrics , Jai Prakash
Narava n Road. Pun e

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

a) Cl in ical trial s hall be conduc ted in complia nce with th e approved pro tocols,
requ irem en ts of Sch edule Y, Good Clin ical Pract ice Guidelines is su ed by
this Directorate and ot her applicable regula tions .
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b) Approval of Institutional Ethics Committee duly registered with CDSCO
(under Rule 12200 of Drugs & Cosmetics Rules) should be obtained and
submitted to this Directorate before initiation of the study.

c) Clinical trials shall be registered at Clinical trials Registry of India before
enrolling the first patient for the study.

d) Annual status report of each clinical trial, as to whether it is ongoing,
completed or terminated, shall be submitted to the Licensing Authority,
and in case of termination of any clinical trial the detailed reasons for the
same shall be communicated to the said Licensing Au thority.

e) Any report of serious 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 agents, contractors and 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 State Drug Control Authority concerned, to verify
compliance to the requirements of Schedule Y, Good Clinical Practices
guidelines for conduct of clinical trial in India and other applicable
regulations.

h) The Sponsor including their employees, subsidiaries and branches, their
agents, contractors and sub-contractors and clinical trial study sites and
the Investigator shall allow officers au thorized by the Central Drugs
Standard Control Organization, who may be accompanied by an officer of
the State Drug Control Au thority concerned, to en tel' with or without prior
notice, any premises of Sponsor including their employees, subsidiaries
and branches, their agents, contractors and sub-contractors and clinical
trial sites to inspect, search and seize any record, data, document, books,
investigational drugs, etc. Related to clinical trial and provide adequate
replies to any queries raised by the inspecting authority in relation to the
conduct of clinical trial.

i) Clinical trial shall be conducted only at those sites
institutes/hospitals having adequate emergency facilities
registered Institutional Ethics committees.

which
and

are
duly

j) The sponsor shall ensure that the number of clinical trials an investigator
can undertake should be commensurate with the nature of the trial,
facility available with the Investigator etc. However, under no
circumstances the number of trials to be conducted by an Investigator
should be more than three at a time.
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le) The details of payment/honorarium/financial support/fees paid by the
S pon sor to the In vestigator(s) for con du c tin g the study shall be made
available to this directorate before initiation of each of the trial sites.

1) In a dd ition to the requirement of obtaining written informed consent, a n
audio -video recording of the informed consent process in ca s e of vulnerable
subjects in clinical trial 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 inve stigator for
record; provided that in case of clinical trial of anti-HIV and anti-lepros'y
dnlgs, only audio record ing of the informed consent process of individual
subject including the procedure of providing information to the subject a n d
his understanding on such consent shall be maintained by the investigator
for record, a s per Gover n m en t of India. Gazette Notification vide G. S . R.
n o. 611(8) dated 3 1.07 .2 0 15.

m) It may kindly be n ot ed that merely granting permission to co nduc t clin ica l
trials with the drug does not co n vey or imply that based on the clinical trial
data generated with the drug, permission to m arket this drug in the
cou n try will automatically be granted to yo u .

n) Informed consent do cuments (ICD) viz. Patient Information sheet (PIS) and
Informed Consent form (ICF) com ple te in all respect as per the
requirements specified in Appendix V of Schedule Y of the Drugs and
cos m etics Rules , 1945 must got a p pro ved from the respective Ethics
Com m ittee and Submitted to CDS CO before enrolling first subject at the
respective site.

0) You should submit the DSMB report to this office, a s and when it is
generated .

Yours faithfully,

~
u». s.~a Reddy)

Drugs Controller General (India)
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