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ABSTRACT
The Government of India, through the CDSCO office, has
been trying to engage with the drug industry and other
stakeholders through its inclusive approach for instituting
measures, through administrative orders, in helping remove
regulatory bottle necks, and thereby improve ease of doing
business. Some of the measures which have been
instituted include facilitating the conduct of trials;
rationalizing and simplifying various formats of applications;
doing away with pre-inspection of manufacturing sites for
grant of test license; potentially reducing approval timelines
for different kinds of regulatory submissions by making the

submission process online etc. These measures have
helped to remove the constraints which have been
plaguing the industry. At the same time CDSCO has been
building in enough checks and balances within the system
to monitor quality, safety and compliance. Emphasis has
been laid on quality standards being followed by
manufacturing firms with a view to bringing the GMP
standards at par with the WHO guidelines. There are plans
which include scrapping the need to renew manufacturing
licenses at the end of five years etc for which industry and
other stakeholder’s opinion is being sought.
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Introduction
The Central Drugs Standards Control Organization
(CDSCO, the national regulatory authority of India), has
in the recent year or two has undertaken a slew of
reforms by amending, upgrading and optimizing the
regulatory requirements and policies with a view to
encourage companies undertaking basic research, preclinical studies, clinical development, and commercial
manufacturing (http://www.cdsco.nic.in/). The Government
of India (GoI) intends to break into the top 50 countries
in “Ease of doing business” in 2017 ranking, up from 130
(out of the 190 countries) where it currently stands as of
2016. Each ministry under GoI is taking steps by
meeting
stakeholders,
gathering
feedback
and
addressing problems. Amendments in the Drugs and
Cosmetics (D&C) Rules, 1945 are being done with new
provisions being incorporated under the D&C Act, 1940
for strengthening of rules related to quality control of
drugs. These changes have been done with the
concurrence of the Ministry of Health GoI. A plan for
digitalization of various activities of CDSCO has also
been initiated.

Key Reforms brought about by
CDSCO in the Recent Past
The CDSCSO has been streamlining various
activities under D&C Act and Rules there under (Bobby
2016a). Some of the important reforms implemented over
the last one year or so are enlisted below:

(a) Amendment in the definitions related to Clinical
Trial
As per Gazette Notification GSR 826 (E), dated
30 October 2015, certain definitions related to
clinical trial (CT); have either been added or
modified with a view to streamline the
regulatory processes for doing CT in India,
including global clinical development.
 “CT” means a systematic study of any new
drug(s) in human subject(s) to generate data
for discovering and/or verifying the clinical,
pharmacological [including pharmacodynamics
and pharmacokinetic], and/or adverse effects
with the objective of determining safety
and/or efficacy of the new drug;
 “Global CT” means any CT which is
conducted as part of multi-national clinical
development of a drug;
 “Investigational New Drug” means a new
chemical entity or a product having
therapeutic indication but which has never
been tested earlier on human being;
 “New Chemical Entity” means an active
substance in developmental stage which may
be specified as a drug under the Act, after
undergoing any CT.
The amendment has also made provision for
providing information enlisted below to be
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