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The Dawn of a New Era
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Launch of CTRI
20" July 2007

The Clinical Trials Registry - India (CTRI), launched by Prof N.K. Ganguly,
DG, ICMR on 20" July 2007, ushered in a new era in clinical research. The
CTRI, hosted at the National Institute of Medical Statistics (NIMS), ICMR,
New Delhi, is a free online registry of clinical trials being conducted in the
country.

The registration of clinical trials in CTRI is voluntary and those conducting
trials are expected to register with certain data fields before the
enrolment of the first patient/participants. For details visit www.ctri.in

In this Special Issue of CTRI Bulletin, we take great pleasure in bringing to
you a bird'’s eye view of the historic occasion.

Clinical Trials Registry - India
National Institute of Medical Statistics, New Delhi

Lausiched by .
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Prof. N.K. Ganguly, DG, ICMR, addressing distinguished guests

Dr. S.J. Habayeb, WHO Representative to India; Dr. Sunil Nandraj, NPO, WHO;

Dr. M. Venkateswarlu, DCG(I); Dr. S. N. Khan, DST Representative ; Prof. Arvind Pandey,
Director, NIMS (Administrator, CTRI); Dr. V. Muthuswamy, Sr. DDG, ICMR (Co-PI, CTRI) ;
Prof. S.D. Seth, Chair in Clinical Pharmacology, ICMR (Advisor, CTRI);

Dr. ANN. Kapoor, DDG (Sr.), ICMR; Dr. Abha Rani Aggarwal, AD, NIMS (Coordinator, CTRI) and
other scientists.
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Dr. S.J. Habayeb, WHO Representative to India releasing
the first CTRI Bulletin during the launch ceremony.

Prof. N.K. Ganguly, “With the launch
of this Registry, India will be among the
Sfew select countries like Australia, UK and
the US that are making researchers
accountable through registration and
public disclosure of clinical trials”.

Dr. S. N. Khan, DST Representative
“CTRI will act as a support system
for clinicians and researchers to
practice transparency during the
conduct of clinical trials .
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Distinguished guests gathered at the Indian
Council of Medical Research, New Delhi for the
inauguration of CTRIL.
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Dr. S. J. Habayeb, WHO Representative to
India “Congratulations to DG ICMR for the
launch and establishing the Clinical Trials
Registry - India. WHO will provide any assistance
to CTRI and assure the future links with
International Clinical Trials Registry Platform
(ICTRP)”.

Prof. N.K. Ganguly joins Dr. S.J. Habayeb, WHO Representative
to India in releasing the first CTRI Bulletin

Prof. Arvind Pandey, “We present to you a
platform for registering all prospective
clinical trials being conducted in India on
medicinal products and information of these
registered clinical trials will be made freely
and publicly available on the website
www.ctri.in’.

Dr. M. Venkateswarlu, DCG(I) “The
Registry is a welcome step in the regulatory
process of clinical trials and any further
support required from the CDSCO shall be
providedto the CTRI”.




Dr. Vasantha Muthuswamy, Sr. DDG, ICMR, “Itis a historical occasion when the
long desired initiative to launch the Registry is accomplished. All clinical trials with
drugs, biotech products, vaccines, devices, biologicals and traditional medicines
are expected to be registered with CTRI .

Also seen in the picture - Prof. S.D. Seth, Chair in Clinical Pharmacology, ICMR
(Left) and Prof. Arvind Pandey, Director, NIMS, (ICMR) (Right).

Prof. N. K. Ganguly addressing the media.

Also seen in the picture from Left to Right - Prof. S.D. Seth, Dr. V. Muthuswamy,
Prof. Arvind Pandey, Prof. N.K. Ganguly, Dr. S.J. Habayeb, Dr. M Venkateswarlu .
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The Clinical Trials Registry- India (CTRI)
has been set up by the ICMR's National
Institute of Medical Statistics (NIMS) and is
funded by the Department of Science and
Technology (DST) through the Indian
Council of Medical Research (ICMR), It alsa
receives financial an nical support
through the WHO, WHO-SEARO, and the
WHO India Country office. [izad mare...]

Mission

The mission of the Clinical Trials Registry-

« India (CTRI) 15 to encourage all chinical
by

trials ~ conducted in India  to

prospectively  registered before  the
enrollment of the first participant and to
disclose details of the 20 mandatory items
of the WHO International Clinical Trials
Registry Platform (ICTRP) dataset, [Read

mors..}
vision

The vision of the CTRI is to ensure that
every clinical tnal conducted in the region
15 prospectively registered with full
disclosure of the 20-tem WHO ICTRP
dataset, as well all itsms of the CTRI
dataset, in  order to 1) improve
transparency ceountability,  2)
improve the internal validity (details of the
methods of the trial that produce reliable

Representatives from Academic Institutes, Pharma
Industries, NGO's (PATH & DNDi), at the launch of the

Clinical Trials Registry-India (CTRI)

The CTRI is an online register of clinical
trials being conducted in India. Any
researcher who plans to conduct a trial
involving human participants, of any
intervention (drug, suraical procedure,
preventive measures, lifestyle
modifications, devices, educational or
behavioral  treatment, rehabilitation
strategies and complementary therapies)
are expected to register the trial in CTRI
before enroliment of the first participant.
Registration is voluntary but some fields
marked* are mandatory for registration to
proceed, Some fields marked WHO also
fieed to be filled if the trial is to receive a
registration number and fuffill WHO/ICMIE
requirements. Incomplete entries will be
given a provisionai registration number
that will not suffice for purposes of
publication in journals that endorse the

recommendations. for trial
registration. Registration of trials in the
CTRI i free. All registered trials wil be
made publicly avaiiable. The CTRI will be
searchable by anyone free of charge. The

Home page of CTRI (www.ctri.kin)

Leftto Right - Dr. Rajat Goyal, PATH; Dr. R.H Jani, Zydus Cadila; Dr. S.K. Mishra, Dabur Research Foundation; Dr. Abha Rani Aggarwal,

NIMS ; Dr. Ambujam Nair Kapoor, ICMR; Prof. Prathap Tharyan, CMC, Vellore.
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We must become the change
we want to see.

-Mahatma Gandhi

National Institute of Medical Statistics,
ICMR, New Delhi where CTRI is hosted.

Contact Us

Clinical Trials Registry - India

National Institute of Medical Statistics
Indian Council of Medical Research
Ansari Nagar

New Delhi 110029

Tel: 91-11-26588803, 91-11-26588725
Fax: 91-11-26589635

Email: ctribulletin@gmail.com

For more information visit us at www.ctri.in

Dr. Abha Rani Aggarwal, CTRI coordinator, demonstrating the process flow
of www.ctri.in to DG, ICMR.

Prof. Mt

Members of CTRI Team:

Right - Prof. Arvind Pandey, Prof. Prathap Tharyan, Prof. S.D. Seth, Dr. Abha Rani
Aggarwal, Ms. ShanthiJoseph

Left- Dr. Rahmat Bano, Dr. Mohua Maulik, Ms. Anuradha Dubey, Ms. Noori Dua
Back Row - Mr. Bir Singh, Mr. Harish Kumar, Mr. Anoop Upadhyay
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Up Coming Events
® 4 Regional Meeting is scheduled to be held on 12"
- September, 2007, at NIRRH, Mumbai.

® Journal Editors Meeting is scheduled to be held on 9"
October, 2007, at ICMR, New Delhi.




