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“We welcome the agreement of Interna-
tional standards for reporting time-frames
that everyone can work towards”

Dr Soumya Swaminathan, Director Gen-
eral, ICMR and Secretary Department of
Health Research holds many professional
memberships such as International Union
Against Tuberculosis and Lung Diseas-
es;International Scientific Advisory Expert
Group for the All-Party Parliamentary
Group on Global Tuberculosis (APPG TB),
UK.

Dr Soumya Swaminathan also serves as a
Member, UNAIDS, Scientific and Tech-
nical Advisory Group, WHO Stop TB de-
partment. In addition, she serves on nation-
al committees of the health ministry, DBT,
DST and national institutes like AIIMS and
IISC.
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Prospective Trial Registration

The CTRI currently has 8950 trials registered (as on 30" June 2017) out
of which 3318 are prospective and 5604 are retrospective registrations.

The mandate of CTRI is prospective registration i.e. registration before
enrolment of first patient.

Upon registration all trials are flagged according to the status at the time
of registration

For Prospective Registration at the time of trial submission, patient enrol-
ment should not have begun i.e..

- Date of first Enrolment is an anticipated future date and
- Status of trial is Not Yet Recruiting

Otherwise, trial will be flagged as Trial Registered Retrospectively

Once a trial is registered, flagging cannot be changed.
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New Developments

In the last meeting of the World Medical Association' held in
2013, the policy statement the Declaration of Helsinki clearly
states that:

“Every research study involving human subjects must be regis-
tered in a publicly accessible database before recruitment of the
first subject.”

Moreover, it emphasizes that: “Researchers, authors, sponsors,
editors and publishers all have ethical obligations with regard to
the publication and dissemination of the results of research. Re-
searchers have a duty to make publicly available the results of
their research on human subjects and are accountable for the
completeness and accuracy of their reports. All parties should
adhere to accepted guidelines for ethical reporting. Negative and
inconclusive as well as positive results must be published or other-
wise made publicly available. Sources of funding, institutional
affiliations and conflicts of interest must be declared in the publi-
cation. Reports of research not in accordance with the principles
of this Declaration should not be accepted for publication.”

In keeping with these directions, in May this year, under the aegis
of WHO a joint statement signed by global non-industry research
funders, including ICMR, was released. This statement makes
clearly defined commitments to results disclosure’. The key fea-
tures of the Joint Statement are described below:

Prospective registration

To implement mandatory prospective registration for all interven-
tional trials.

Results disclosure

This includes the addition of two data set points to be filled by the
Registrant once a trial is Completed (defined as last patient, last
visit):

e Date of actual study completion

e Final enrolment number achieved

Once a trial is completed, it will make its results publicly available
no later than one year after trial completion by posting to the re-
sults section of the primary clinical trial registry. In case a results
database is not available, the results should be posted on a free-to-
access, publicly available, searchable institutional website of the
Regulatory Sponsor, Funder or Principal Investigator. The format
of the results has been predefined as

Participant Flow:This includes a summary of the progress of
participants through each stage of a study, by study arm or comparison
group. It will include the numbers of participants who started, completed,
and dropped out of each period of the study based on the sequence in
which interventions were assigned.

Signatories to Joint Statement

Indian Council of Medical Research
Research Council of Norway

UK Medical Research Council
Médecins Sans Fronti€res

Epicentre

CEPI

PATH

Institut Pasteur

Bill and Melinda Gates Foundation
Wellcome Trust

Why is Trial Registration Important?

Prospective trial registration would help to:

Prevent selective reporting and publication of positive
results

Prevent unnecessary duplication of research efforts
Empower patients and the public about planned or ongo-
ing trials and if necessary enrol in them.

Give ethics committees and researchers access to studies

being conducted and compare them to research that is
under their consideration or is being planned.

Baseline Characteristics: A tabular summary of the data collected
at the beginning of a study for all participants, by study arm or com-
parison group. These data include demographics, such as age and
gender, and study-specific measures (for example, systolic blood
pressure, prior antidepressant treatment).

Outcome Measures and Statistical Analyses: A tabular sum-
mary of outcome measure values, by study arm or comparison group.
It includes tables for each pre-specified Primary Outcome and Sec-
ondary Outcome and may also include other pre-specified outcomes,
post hoc outcomes, and any appropriate statistical analyses.

Adverse Events: A tabular summary of all anticipated and unantic-
ipated serious adverse events and a tabular summary of anticipated
and unanticipated other adverse events exceeding a frequency thresh-
old. For each serious or other adverse event the summary includes
the adverse event term, affected organ system, number of
participants at risk, and number of participants affected, by study arm
or comparison group.

In addition to the above, the protocol, along with its amendments,
would also be made available publicly.

Publication

Within 24 months of trial completion, trial findings should be pub-
lished in a peer-reviewed open access journal. If necessary, fund
allocation for publication should be included in the clinical trial
budget for publication in an open access journal.

Trial Identification Number

The Trial Registration Number assigned after the final registration
needs to be mentioned at the time of publication. This is essential for
linking journal publications with registry records.

IPD Sharing

The feasibility of implementing individual patient data (IPD) sharing
is being explored. Consensus and policy formation regarding the
same might take some time to be implemented after sharing the con-
cerns with all stakeholders.

Concluding Remarks

The implementation of the objectives of the joint statement would
help make research findings more discoverable, reduce bias and raise
research standards in the country. Currently, modalities are being
worked out in consultation with stakeholders as to how best to imple-
ment these changes in the CTRI platform.
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How to Register a Trial

Trial registration in the CTRI is an online process and free of
cost.
The trial registration dataset of the CTRI is given in Table 1.

NATIONAL INSTITUTE OF MEDICAL STATISTICS
CENOTAN COUNCIL OF MEDSCA. AmCr)

 Pege Triet .

Process of trial registration is discussed in detail in the E- tu-
torial on the home page of CTRI [http://10.1.75.7:8079/ctri/]

Welcome
to the series of e-learning modules on

Clinical Trials Registry - India

Steps to trial registration is described briefly below:

Register in the CTRI by clicking on NEW APPLICANT
on the CTRI Home Page.

Fill the form online and click on Submit button.

Login to CTRI and upload trial data by clicking on “ADD
NEW TRIAL”.

The form must be filled online only and may be filled in
parts as per Registrant convenience.

Please present information in proper sentence format us-
ing proper upper and lower case alphabets with proper
spacing as all information is viewable globally.

Upload Ethics and DCGI approval (if applicable).

Once the form is filled, click on the SUBMIT button (in
Part 8).

In case all fields are not filled, the trial will not be sub-
mitted and fields requiring attention would be highlighted
with a cross.

If all trial data set form items are filled, an acknowledg-
ment number (REF number) is assigned to the trial, which
should be quoted in all trial related correspondence.

Once a trial is submitted the trial is viewable but not ed-
itable by Registrant.

After review by the CTRI scientists, the trial may be sent
back in case any changes or additional information
Verification mails will be sent to all mentioned contact
persons other than trial registrant.

A trial will registered upon satisfaction of all clarifica-
tions/modifications requested, submission of documents
and receipt of confirmation mail from contact persons.

Table 1:Registration Data Set of the
CTRI

. Registration Number
. Trial Registration Date
. Public Title of Study*
. Scientific Title of Study* Acronym, if any
. Secondary IDs, (UTN, Protocol No etc.)*
. Principal Investigator’s Name and Address
. Contact Person (Scientific Query)*
. Contact Person (Public Query)*
. Source/s of Material or Monetary Support*
. Primary Sponsor*
. Secondary Sponsor*
. Countries of Recruitment*
. Site/s of study*
. Name of Ethics Committee and approval
status *
. Regulatory Clearance obtained from
DCGI*
16. Health Condition/Problem studied*
17. Study Type*
18. Intervention and Comparator agent™
19. Key inclusion/Exclusion Criteria*
20. Method of generating randomization
sequence
21. Method of allocation concealment
22. Blinding and masking
23. Primary Outcome/s*
24. Secondary Outcome/s*
25. Target sample size*
26. Phase of Trial*
27. Date of first enrollment*
28. Estimated duration of trial
29. Status of Trial*
30. Publication
31. Brief Summary*
32. Date of actual study completion
33. Final enrolment number achieved
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Footnote:

Underlined items are assigned by the CTRI
software upon trial registration.

Items marked with an * are mandatory items i.e.
without these items the trial will not be submitted

Items in Blue are WHO Data Set items.

Items in Green are additional requirements in
the CTRI.

Items in Red are New Data Set Items for Com-
pleted /Terminated trials




CTRI Facts and Figures Trials Registration Trend in CTRI
(Total Registered trials=8950)

Till 30" June 2017
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ChecKklist for Prospective Trial Registration
[Links to each are available under Publication button at www.ctri.nic.in]

[0 Online trial registration form submitted?
(1 REF number allotted? Contact Details
[1 Status of trial is Not Yet Recruiting ST T (R i LG
[1 Date of first enrolment a future date? National Institute of Medical Statistics
[1  Ethics and DCGI approval (if applicable) Indian Council of Medical Research
uploaded? Ansari Nagar, New Delhi — 110029
Trial ification® leted? Tel: 91-11-26588803
OJ rial verincation™ completea: Fax: 91-11-26589635
Email: ctri@gov.in
Questions 2 Send an email to ctri@geov.in For more information visit us at www.ctri.nic.in

| *What is Trial Verification?

email is sent from CTRI to all contact persons mentioned in the trial registration form (except to the trial registrant). Once all the tri
tact persons respond, trial verification process is considered complete.
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