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I n \Th Is ISS u e Welcome to the third Bulletin of the Clinical Trials Registry - India. This newsletter
- CTRI Highlights provides a concise summary of recent and upcoming activities relevant to the CTRIL.
I + CTRI Registration Process

- CTRI Registration Dataset CTRI Highlights

62 trials have been registered in the CTRI till June 2008.

+ Current Status
+ WHO Network of Registers

- News Clippings ® The CTRI (www.ctri.in) was formally launched on 20" July, 2007.
| *  Advocacy & Dissemination of ® Registration of trials is online, free and voluntary.
CTR_I . . _ ® Presentations have been made at various conferences to enhance awareness.
*  Monitoring Committee Meeting
Regional Workshop ® The CTRIsite has received more than 8500 hits.
®
®

Regional Workshop was conducted at Kidwai Memorial Institute of Oncology

(KMIO), Bangalore. More than 100 participants attended the workshop.

® Several queries have been answered through email and telephonically. Of
these, about 60 queries were directly related to the trial registration process in
the CTRI.

For more information visit us at www.ctri.

Statement in Indian Biomedical Journals
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In brief: The Clinical Trials Registry-India (CTRI) has been set up at NIMS, ICMR, New Delhi to provide a platform for registration of all clinical
trials. Primary objectives are to establish a public record system by registering all prospective clinical trials (before recruitment of first patient)
conducted in India on health products including drugs, devices, and vaccines , herbal drugs, which will be made publicly available on the internet
at no cost. At present, ongoing and completed clinical trials are also being registeredin the CTRI.




CTRI - Registration Process Flow

TRIAL
Registrant applies for STAGES
User name & Password _—

Receives Password|

Reference Number assigned.
I Registrant enters Data Fields Online L - - § pata s still with Registrant
Can save entry and return later not visible to Administrator

)

Registrant Submits completed | _ _ __ _ _ Submitted Status
Registration Data Set Form under Verification
l ----------- { Queried Status |
l Verification by CRTI staff r_
Je
LChanges I Corrections required l
l ‘Changes Requested Online I

Amended Data re-checked,
Trial Verification & Validation performed

v !

l Satisfactory changes | I Changes required l_

| Complete Data Set

Full CTRI Number assigned
(Trial is compliant to WHO/ICMJE
Requirement for Trial Registration)

l Incomplete Data Set l

Provisional Trial Number
assigned (Trial is NOT compliant
to WHO/ICMJE Requirement for

Trial Registration)

Trial
Registered
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Registration Data Set of the CTRI
(www.ctri.in)

Public Title of Study *

Scientific Title of Study *, and Trial Acronym, if any.

Secondary IDs, if any

Principal Investigator’s Name and Address

Contact Person (Scientific Query)
Contact Person (Public Query)
Funding Source/s

e

Primary Sponsor
Secondary Sponsor

Name of Ethics Committee and approval status *

-
—_ s .

Regulatory Clearance obtained from DCGI *
12. Date of first enrollment

13. Estimated duration of trial

14. Target sample size

15. Health Condition/Problem studied

16. Intervention and Comparator agent

17. Key inclusion/Exclusion Criteria

18. Primary Outcome/s

19. Secondary Outcome/s

20. Countries of Recruitment

21. Site/s of study

22. Status of Trial *

23. Phase of Trial *

24. Study Type

25. Brief Summary ’

26. Method of generating randomization sequence
27. Method of allocation concealment

28. Blinding and masking
Items in Blue—WHO Data Set.

* ltems are mandatory for registration
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Advocacy & Dissemination of CTRI Monitoring Committee Meeting

The first Monitoring Committee Meeting of CTRI was held on
16" June 2008, at NIMS, CMR, New Delhi under the
Chairmanship of Dr. P.S.S. Sundar Rao. The progress of the

® National Conference on Recent Statistical Techniques
in Biostatistics, Management Sciences and Related Areas
(14" — 16" Feb, 2008), Dr. Abha Rani Aggarwal, was deputed

to present the overview of CTRI CTRI was presented before the committee. The work done till

date was appreciated by the committee members.

® 18" ICON Meet (Indian Co-operative Oncology
Network) 21"-23" March, 2008, held at Swasti Plaza,
Bhubaneshwar. Prof. Arvind Pandey Dr. Abha Rani Aggarwal
and Dr. Juneja attended the Workshop and disseminated the
information regarding CTRI.

From Left- Prof. Arvind Pandey; Dr. Lakshman Prasad, DST; Dr.P.S.S. Sundar
Rao, Chairman; Prof. S.D. Seth, Adviser, CTRI; Dr. G.J. Samathanam, DST.

Prof. Arvind Pandey, Director, NIMS, Administrator, CTRI; Dr. Abha Rani
Aggarwal, Scientist E & Co-ordinator, CTRI and Dr. Atul Juneja, Scientst B,
NIMS on the dais.

® NIMS was invited to attend the Global Registration
Session in 2™ South Asian Symposium on Evidence
Informed Health Care at CMC, Vellore on 9™ April, 2008,
where a session was organized on the CTRI. The session was
attended by Dr. Abha Rani Aggarwal, Co-ordinator, CTRI,

disseminated the registration process in the Registry. From Left — Ms. Anagha Khot, WHO, New Delhi; Dr. Abha Rani Aggarwal,
Prof. Arvind Pandey, Dr. Lakshman Prasad.

® Meeting with Ms. Davina Ghersi (Co-ordinator
ICTRP, WHO), Dr. Ambujam N. Kapoor (ICMR), Dr. Abha
Rani Aggarwal (NIMS) and Dr. Pratap Tharyan (CMC)
attended the meeting on 9+ April, 2008, at CMC, Vellore, to
discuss to trial registration in respect of CTRI as a Primary

Register.

® A Student Forum of AIIMS, New Delhi, invited Prof.
Arvind Pandey to disseminate the information about the CTRI
on 30th April, 2008 at AIIMS, New Delhi. Prof. Pandey
discussed the genesis of CTRI and Dr. Abha Rani Aggarwal

Participants in CTRI Dissemination workshop.

presented the process flow of the CTRI.




Regional Workshop

e Dissemination workshop on CTRI was organized at
KMIO, Bangalore on 20th June, 2008, where the members
of the CTRI team spoke on various aspects of the registry,
including global scenario, its genesis as well as trial
registration process. Moreover, diverse queries raised by
the participants were also answered by the CTRI team.

OWAI MEMORIAL INSTITUTE OF ONCOLOGY

Prof. Arvind Pandey, Dr. Ambujam N. Kapoor, Ms. Anagha Khot,
Dr. Abha Rani Aggarwal, Prof. S.D. Seth, Sri M.P. George, Drug
Controller, Kerala, Dr. B.R. Jaga Shetti, Drug Controller, Karnataka

Status of Trials Submitted Trials

Number of Trials

Registered trials Trials Awaiting EC Pending Trials With
Documents Respective Registrants

Prof. S.D.Seth discussing the queries raised by participants. Also
seen, Dr. Ambujam N. Kapoor, Prof. Arvind Pandey, Dr. Abha Rani
Aggarwal.

Number of Trials Registered from June, 2007 -June, 2008
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WHQO Network of Registers
Primary Registers

Australian New Zealand Clinical Trials Registry
(ANZCTR)

e Chinese Clinical Trial Registry (ChiCTR)
e Clinical Trials Registry - India (CTRI)
e [SRCTN.org

°

Sri Lanka Clinical Trials Registry (SLCTR)

Although not a primary register, data from
ClinicalTrials.gov is also included into WHO-ICTRP

www.who.int/ictrp/network/list registers/en/index.html

Contact Us N

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




