Novotech Update – July 2017

India streamlines clinical trial approval process and reduces
regulatory timelines
While India is home to almost 17% of the world’s population and 20% of its disease burden, it has
one of the lowest clinical trial densities in the world1; and while this ratio is not unexpected given its
population size, India’s clinical trial industry was once much more buoyant.
Minuted in June 2017, the Drug Controller General of India (DCGI) and Secretary of Health and
Family Welfare have made significant changes to India’s regulatory approval process, in effort to
rebuild its clinical trial industry. These changes are focused on streamlining regulatory pathways,
reducing approval timelines and enhancing India’s clinical trial attractiveness to sponsors.
On the back of the new regulatory changes, the Indian Society for Clinical Research has already
commented it is observing an increase in the number of clinical trials being approved2.

Building the path forward from past difficulties
Between 2010 – 2013, India’s clinical trial industry was rocked by the discovery that several principal
investigators had falsified trial data, of patients not being properly consented and a legal submission
claiming the Indian government had been negligent its monitoring of clinical trials.
In 2010, the DCGI created a new entity, the New
Drug Advisory Committee (NDAC), to ensure all
protocols submitted were reviewed by experts3.
The unforeseen result of this new review process
was a virtual standstill of the country’s clinical
trial industry. Clinical trial approval timelines
stretched out to almost 18 months and the
clinical trial approval rate dropped from 500 in
2010 to just 107 in 20133.
In 2013, to address this sharp decrease, the DCGI
developed a three-tiered regulatory process4 to
review all clinical trial applications; while
Independent Ethics Committees (IEC) or
Institutional Review Boards (IRB) undertook a
simultaneous review3. The three key regulatory
review committees were:
1. The Subject Expert Committee (SEC): Replacing the NDAC and almost 25 other committees, the
SEC was the starting point for most clinical trial applications.
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2. Following the SEC’s review and decision, applications were first reviewed by the Technical
Committee and was able to override the SEC and request it review its decision. The Technical
Committee was also able to refer to an Investigational New Drugs Committee (IND) if required.
3. Once passing through the Technical Committee, applications were then reviewed by the Apex
Committee; which was also able to override the SEC and request a review of the its decision.

New changes to streamline process and reduce timelines even further
In Minutes tabled in June 20175, the Apex Committee outlined four major changes to the current
regulatory process, streamlining it further and significantly shortening timelines – all great news for
sponsors and India’s clinical trial industry. These four important changes include:

1) Global clinical trial applications will be reviewed by
the SEC only
‘Proposals relating to global clinical trials should be placed
before the SEC only; and regardless of whether they are
accepted or rejected by the SEC, no further approval from
the Technical or APEX Committee is required.’ 3
This change simplifies the regulatory approval process and
reduces approval timelines. While dependent on each
application, approval timelines are expected to shorten
from 6 – 9 months to just 3 – 5 months; allowing sponsors
to expedite site start up and patient recruitment sooner.

2) The IND approval process is being simplified
‘IND clinical trial applications are to be placed before the
IND Committee and their decision will be final. In rare cases
where the IND Committee consider it necessary to keep the
Apex Committee informed, the matter can be placed before
the Apex Committee for guidance.’ 3
The IND clinical trial application process has been
streamlined. Previously sitting within the Technical
Committee, the IND Committee has been given structural
independence and final decision making authority.
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3) Applications rejected by the SEC can be put before
the Technical Committee for consideration
‘In cases rejected by the SEC and should the applicant
feel aggrieved, these cases can be placed before the
Technical Committee for its consideration. Should the
Technical Committee disagree with the SEC decision, it
can overrule and its decision will be final’. 3
The Technical Committee has been given a clearer
regulatory position for sponsors. Should a sponsor’s
application be rejected by the SEC or the DCGI disagree
with the SEC’s decision, this change provides sponsors
with a second line of regulatory approach.

4) Should the DCGI disagree with the SEC, the
Technical Committee will review and decide
‘In cases where the DCGI is not in agreement with the
SEC’s recommendations of a clinical trial application, the
matter may be placed before the Technical Committee
for a final decision within a month of the SEC
recommendation.’ 3
This change confirms DCGI oversight on the approval
process.

India will soon be a key international
clinical trial destination
Commenting on the regulatory changes, Novotech CEO
Dr. John Moller said, “By 2030, India will be one of the
top 5 emerging middle class markets in the world. Rising
disposable incomes and health awareness makes India
an important consumer market and warrants early
clinical trial engagement by biopharma companies6.
India also has one of the lowest clinical trial penetration
rates in Asia. These regulatory changes are great step in reestablishing India’s clinical trial industry.”7
____________________
For more information about the untapped benefits available in India and the Asia Pacific region, download our
free joint Frost & Sullivan white paper, ‘Asia: Preferred Destination for Clinical Trials’.
Or to find out more about undertaking a clinical trial in India, feel free to contact us.
For more information about India’s clinical trial system, please refer the Indian Council of Medical Research’s
Handbook for Applicants and Reviewers of Clinical Trials of New Drugs in India, January 2017 www.cdsco.nic.in/writereaddata/Scan1.pdf
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