F. No. 12-31/17-DC
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organization
New Drugs Division

FDA Bhawan, Kotla Road
New Delhi.
Dated; ¢ € ¢5-2¢(9

To

Director,

National Institute of Malaria Research,
Indian Council of Medical Research,
Department of Health Research,
Sector 8, Dwarka,

New Delhi - 110 077.

Subject: Permission for conducting clinical study entitfed, "Evaluation of Safety and Efficacy of
Curcumin (Biocurcumax capsule) as an adjunct drug to standard therapy [(Artesunate) +
{Sulfadoxine-Pyrimethamine) tablet] for treatment of Uncomplicated P. falciparum Malaria" -
regarding. '

CT NOC No. CT/IND/47/2019
Madam,

This Directorate has no objection to your conducting the subject mentioned clinical trial as per
the provisions of Drugs & Cosmetics Rules under supervision of the following investigator and
as per the Protocol No: NIMR-lpca/ARCU/Plla-16, Version No. 1.0, Dated 22.07.2016
submitted to this Directorate.

s, Investigator and Trial site Ethics Committee Name and
No. Registration Number
01 | Dr. Sudhanshu Shekar Pati, Institutional Ethics Committee,
Ispat General Hospital, Ispat General Hospital,
Rourkela, Odisha - 769 011. Rourkela, Odisha - 769 011.
ECR/369/Inst/OR/2013/RR-16
02 | Dr. Saibal Jana, Institutional Ethics Committes, ]
Shaheed Hospital, Dalli Rajhara Dist. | Shaheed Hospital, Dalli Rajhara, Durg,
Balod, Chhattisgarh. Chhattisgarh.
ECR/754/inst/CG/2015

Kindly note that the clinical trial permission is subject to the following conditions:-
a) Clinical frial shall be conducted in compliance with the approved protocols,
requirements of Schedule Y, Good Clinical Practice Guidelines issued by this
Directorate and other applicable regulations.

b) Approval of Institutional Ethics Committee duly registered with CDSCO (under Rule
122DD of Drugs & Cosmetics Rutes) should be obtained and submitted to this
Directorate before initiation of the study.
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¢) 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 triai, 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 Authority.

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

f) Incase of an injury or death during the study to the subjects, the appilicant 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 Scheduie
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.

d) The premises of Sponsor including their employees, subsidiaries ang branches, their
nical trial study sites shall be open to

inspection by the officers authorized by the Central Drugs Standard Control

h) The Sponsor including their employees, subsidiaries and branches, their agents,
contractors and sub-contractors and clinical trial study sites and the Investigator shali
allow officers authorized by the Central Drugs Standard Control Organization, who may
be accompanied by an officer of the State Drug Control Authority concerned, to enter
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} Ciinical trial shall be conducted only at those sites which are institutes/hospitais having
adequate emergency facilities and duly registered Institutional Fthics committees.

i} 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. : '

K) The details of payment/honorarium/financial Support/fees paid by the Sponsor to the
Investigator(s) for conducting the study shail be made avallable to this directorate

before initiation of each of the triai sites.
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F. No. 12-31117-DC
CT NOC No: CT/IND/47/2019

) In addition to the requirement of obtaining written informed consent, an audio-video

per Government of India, Gazette Notification vide G. S. R. no. 611(E) dated
31.07.2015.

m) Investigational products shall be manufactured under GMP conditions using validated
procedures and shall have ongoing stability programme.

formulation along with Clinical study Report,

drug does not convey or imply that based on the clinical trial data generated with the
drug, permission to market this drug in the country will automatically be granted to you.

q) 1. The study s'hould be conducted in patients only.
2. Biocurcumax capsule to be used in the trial should be manufactured under

The applicant shali submit the revised clinicai trial protocol to CDSCO before initiation

of clinical trial.
Yours faithfully,

X Q/j
©-dh,
(Dr. 8. ESwara Reddy)
Prugs Controller Generaj {India)
and Licensing Authority
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