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During the past decade, India has been
actively reforming its key industrial sec-
tors to compete at world-class levels.

These reforms have been motivated by its
expanding global trade and a self-image that
has moved beyond that of a developing coun-
try. As with other industrializing countries
undergoing rapid shifts, India clearly recognizes
the need to restructure its regulatory system so
that its biopharmaceutical industry can com-
pete in international markets. 

India’s regulatory situation is described in
detail by Uri Reichmann, Bharat Kurana, and
Steven Ferguson in the publication, Advances in
Biopharmaceutical Technology in India, a joint
study by BioPlan Associates, Inc., and the
Society for Industrial Microbiology. According
to the authors, a new regulatory structure in
India is being formed, “to centralize drug
approvals and tighten the still somewhat lax
manufacturing practices that have led to a pro-
liferation of poor ethical practices and substan-
dard drugs.”1

THE CURRENT REGULATORY SYSTEM
India’s federal regulatory structure has been

plagued by some of the classic
problems of developing countries,
including red tape and corruption.
Expanding bureaucracies have
been particularly hard on biologics
manufacturers in India, who must
seek approval from multiple state,
district, and federal agencies for
routine activities such as the
importation of recombinant mole-
cules and cell cultures for research
purposes.2 

In India, state authorities are
responsible for licensing a drug
maker’s research and manufacturing

facilities. But the federal Central Drugs Standard
Control Organization (CDSCO) and the drugs
controller general of India (DCGI), have been
responsible for approvals of preclinical and clini-
cal trials, new drug applications, and the importa-
tion of drugs from abroad. For biologics,
additional approvals have been required by other
offices and agencies, including the Genetic
Engineering Approval Council (GEAC);
Recombinant DNA Advisory Committee (RDAC);
Review Committee on Genetic Manipulation
(RCGM); Institutional Biosafety Committees
(IBSC); State Biosafety Coordination Committees
(SBCC); and the District Level Committees (DLC).

Arguably, a worse problem has been the gen-
eral lack of state-level regulation in certain
areas. India’s state drug regulatory authorities
(DRAs) often lack the staff to police their respec-
tive domains. These staffing problems, com-
bined with their relatively limited technical
experience in regulatory issues, makes for a dif-
ficult situation. The DRAs have been susceptible
to influence by local political authorities, and in
some cases have been able to do little to prevent
illegal drug manufacturing and marketing activ-
ities. Manufacturers that set up operation in
states where regulatory oversight and enforce-
ment are weakest can then market their drugs
in the rest of the country. One senior federal
regulator in India lamented, “There are hardly
any regulations or control over the mistakes or
offences committed by the State DRA Officers
who permit even [the] manufacture [of] banned
or new [i.e., unapproved] drugs.”3

India’s relatively lax regulatory environment
potentially affects every country that imports its
drugs. Products made in India accounted for 20%
of US FDA generic applications in 2006, up from
only 7% in 2001. [QA: Transition feels awk-
ward. Can we add a sentence here about the
mistakes or warnings?] Although interactions
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between the FDA and Indian compa-
nies seldom make it to the media, in
2006 Ranbaxy Laboratories and
Wockhardt, two of the largest Indian
drug makers, were sent warning let-
ters by the FDA over documentation
and quality-control issues.4

STREAMLINING APPROVALS
India has recently begun to tackle
its red tape to accelerate drug
development. To encourage would-
be makers of biogenerics, for exam-
ple, India’s regulators have begun
to issue guidelines on biosimilars
and the requirements for obtaining
approvals.5 In 2005, India’s legisla-
ture enacted an amendment to the
prevailing Drugs Control Act, clari-
fying [QA: or do you mean modi-
fying?] its rules on clinical trials.
Previously, for example, Phase 3 tri-
als in India of a drug intended for
market in the country, were
allowed to proceed only if all prior
studies had been completed in
Western countries. This rule was
relaxed to encourage the develop-
ment of new drugs in India. Now,
in contrast, only Indian companies
are permitted to conduct first-in-
human studies [QA: edit correct?]
and involve substantial effort to
gain approval. [QA: what are you
saying about that substantial
effort? That it’s good because
they are exerting more control,
or that they went too far?]

India has also taken pains to
streamline its clinical trials approval
process. Ethics committee and DCGI
reviews of applications now gener-
ally occur in parallel and take no
more than 14 weeks.6 Occasionally,
trial sponsors speed up this process
further by submitting a draft appli-
cation to the DCGI to get the clock
ticking, and then file more complete
data weeks later.7

The long-term goal is to encour-
age the industry by reducing  turn-
around times for all regulatory
approvals. Recent recommendations
for what is called the R-pharma

industry [QA:   why do they call it
that? If we aren’t going to explain,
perhaps we don’t need to even
mention it] included the following
targets:8

• approval of preclinical
animal studies 45 days

• approval of a human 
clinical trials protocol 45 days

• examination of clinical 
trials and response 90 days

• DCGI and GEAC 
decision [QA: on what?]
(simultaneous) 45 days
Of course, fast approvals don’t

always make for good enforcement.
In 2004, C. M. Gulhati, then the edi-
tor of India’s Monthly Index of
Medical Specialties, cited an example
in which, a voluminous protocol on
trastuzumab [a biologic, a.k.a.
Herceptin], sponsored by Roche, was
approved within five working days.
“It is humanly not possible to read
and analyse the bulky documents in
such a short period,” Gulhati said.9

TIGHTER MANUFACTURING RULES
In the manufacturing area, though,
the country has been tightening
the rules and enforcement. A new
regulation [QA: edit correct?],
“Schedule M” of the Drug and
Cosmetics Act, now specifies the
good manufacturing practice (GMP)
requirements for factory premises
and materials. These requirements
were modeled after US FDA regula-
tions, to improve regulatory coordi-
nation between Indian and US
regulators. The change has not met
with universal approval, however.
Small-scale manufacturers in partic-
ular argue that although the new
requirements will improve quality,
the changes should have been
phased in gradually. It took the FDA
nearly 15 years to implement simi-
lar programs in the US, they argue.

RATIONALIZING THE BUREAUCRACY
In the wake of drug-trial scandals in
the early 2000s, [QA: Can we
include a sentence or phrasing

giving the general idea of what
happened? e.g., people died
becuase of unscrupulous practices,
etc.] the Indian government
acknowledged the need for tighter
regulatory standards. Regulatory
officials announced  stricter enforce-
ment [QA: edit ok?] to interna-
tional good clinical practice (GCP)
and World Health Organization pro-
tocols. The DCGI also announced
that it would begin regular inspec-
tions of ongoing trials.10

More importantly, two major reg-
ulatory initiatives have been taken.
The first is the creation of the
National Biotechnology Regulatory
Authority (NBRA), under the
Department of Biotechnology
(DBT), as part of India’s long-term
biotech sector development strat-
egy. The creation of the NBRA is
expected to be confirmed by the
legislature this year and become
fully operational by 2010.11,12

According to the DBT’s latest devel-
opment strategy, the NBRA will be
an “independent, autonomous, and
professionally led body to provide a
single window mechanism for the
biosafety clearance of genetically
modified products and processes.”
In other words, the NBRA will
replace many of the other bureau-
cracies with which biologics makers
in India now must interact for
biosafety issues. The NBRA report-
edly will also include a training
center for its biotech regulators, to
build and maintain their profes-
sional competence.13,14

The second major initiative, for
which enabling legislation is
expected in 2008, will affect the
entire Indian pharmaceutical indus-
try. This is the replacement of most
state, district, and central drug regu-
latory agencies with a single, cen-
tral, FDA-style agency, the Central
Drug Authority (CDA). Over a five-
year transition period, this new
agency will take on nearly all facil-
ity-inspection, manufacturing-
license, and data-evaluation
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functions concerning drugs in
India.

The CDA is expected to have
separate, semi-autonomous depart-
ments for regulation, enforcement,
legal, and consumer affairs;
biotechnology products; pharma-
covigilance and drugs safety; med-
ical devices and diagnostics;
imports; quality control; and tradi-
tional Indian medicines. It will set
up offices throughout India and
will be paid for by inspection, reg-
istration, and license fees. Its
enforcement powers will be
strengthened by a new law increas-
ing the criminal penalties for ille-
gal clinical trials.15–17

India has recognized the impor-
tance of these issues for some time,
but it has taken the country several
years to go from the talk stage to the
implementation of solutions.
Meanwhile, its sales of pharmaceuti-
cal products to the West have been
growing and the risk of a major set-
back because of regulatory or quality
problems has been rising. As India
puts its own house in order, India
has coordinated some of its regula-
tory functions with Western organi-
zations. The US Pharmacopoeia
established an office in Hyderabad
in 2007 and has already been paid
by at least one Indian drug maker,
Dr. Reddy’s Laboratories, to inspect
its facilities.18 A representative of the
Indian pharmaceutical lobby also
recently has expressed openness to
an expansion of the FDA’s oversight
of Indian manufacturing.19 As India
expands its global drug and biolog-
ics production, US and Europe, as
the world’s largest drug importers,
will likely expand their regulatory
support in the development of the
country’s regulatory systems.  u
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