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ndia's pharmaceutical industry is the
3rd largest in the world in terms of volume
with a total turnover about US$ 21.04 bil-
lion, with a domestic market of US$ 1226
billion which is estimated to touch US$ 20
billion by 2015, making India a lucrative destina-
tion for clinical trials for global giants. India tops
the world in exporting generic medicines worth
US$ 11 billion with a growth rate of 17%. India ac-
count for 20% of the global generics market. India
is a globally acknowledged source of high quality
affordable generic medicine with rich vendor base.
We are poised to become manufacturing hub for
pharmaceutical industry of the world and an
emerging hub for Contract research, Bio-technol-
ogy, Clinical trials and Clinical data management.
After the establishment of Pharmexil, the exports
of our country have grown from around USS 3.8
billion to US$ 8.9 billion.

AP: Industry Topper

Andhra Pradesh ranks first in the manufacturing
of Bulk Drugs and 3rd in manufacturing of formu-
lations in the country. The State is contributing
40% of the total Indian bulk drug production and
50% of the India bulk drug exports.

The state pharma industry and exports are ex-
pected to grow at a rate of 20% on par with the
country's growth., The sector employs more than a
lakh people in the state.

There are over 440 pharmaceutical exporters in
the state incdluding major glabal players like NEK-
TAR, DuPont and EISAI. The presence of
Pharmexil in Hyderabad, and the seed capital as-
sistance to promote pharma exports in the state,
has helped immensely. The pharma industry of
the state received global recognition in meeting
the challenge of HIN1 pandemic.

SEZs

In order to regulate the zoning of the Pharma in-
dustry, the State Government has promoted Jawa-
haralal Nehru Pharma City in an area of 2200 acres
at Visakhapatnam with required infrastructure fa-
cilities, which is first of its kind in the country.
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Similarly, the government has
promoted 5 pharma SEZs and 4 biotech SEZs de-
veloped by APIIC and local pharma industrialisis
A cluster for manufacturing of medical devices
and equipments called Medtech Valley has also
been launched at Jawaharnagar near Genome
Valley, the Biotech Hub of India,

People power

To meet the human resources challenges, the state
has promoted 255 Pharma Colleges with an annu-
al in take of 15,240 students and also National In-
stitute of Fharmaceutical Education and Research
(NIPER) in association with Government of India
to offer post graduate courses and research pro-
grams in various Pharma disciplines,

Academy-Industry Bridge

Though there are hundreds of colleges in the
state, there is a need to promote quality education
in these institutes to enable pharma students ac
quire the right kind of skills for the pharma sector.
The industry has to work dosely with the pharma
colleges to share the inputs on the industry re-
quirement.

Worldclass Research Institutions

In spite of the above challenges, the state has
unique advantage for the development of pharma
sector due to the presence of World-class R&D In-
stitutions like CCMB, IICT, ICICI Knowledge Park;
CDFD, NIN . That itself should attract investments
to the state in this sector.

Policy

An investor friendly industrial policy duly giving a
major thrust for pharma and biotechnology sector
is a key attraction in the state, The state offers the
lowest power tariffs among the Industrialized
states of the country. The industrial policy covers
investment subsidy, reimbursement of VAT, single
window dearance system and special incentives
for mega projects.
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New code for inspecting
human dl;yg trials

Guidelines to specify-
who will conduct
inspection, how it will
be conducted and the
documents required

By RanHIEKA PANDEYA
radhioka. p@liveminl.com

F I The drugs regulator has
issued guidelines for in-
specting human clinical

trials for drugs that are being

increasingly outsourced to In-
dia in an effort to ensure the
safety of people who partici-
pate in such trials.

The inspection programme
will verify if clinical triel Inves-
tigators and sponsors are com-

o

plying with the safety guide-
lines listed in the Drugs and
Cosmetics Act, and alsa sign
off on the authenticity of data
generated by the trial, said the
wehsite of the Central Drugs
Standard Control Organisa-
tion, or CDSCO.

All trials of drugs, biologic
drugs and medical devices will
be inspected, it added.

A study by research firm RN-
COS Industry Solutions esti-
mates that the clinical trial
putsourced market in India
will grow at a compound annu-
al growth rate of at least 30%
between 2010 and 2012 to
around %600 million (32,664
crore),

This rapid growth is set to
make India one of the pre-
ferred destinations for clinical

trials—at least in terms of
growth. Inspection of trials ba-
gan in August, when the drugd
regulator ordered an audit of a
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research organisation (CRO),
carried out the trial

The new guldelines—which
specify who will conduct the
inspection, how will it be con-
ducted and the documents re-

quired from trial sponsors and
Investigators—are expected to
make such inspections the
norm rather than the excep-
tions they currently are.
“Already the CROs have in-
ternal audits or engage a third
party to conduct audits of the
trials they conduct,” said D.G.
Shah, secretary general of the
Indian Pharmaceutical Alli-
ance, an indusiry lobby group.
“Sometimes the trial sponsor
gets its own auditor to also
check the CRO. All this 15 al-
ready a standard operating

age to be tarnished. “However,
there s nothing wrong if the
regulator wants to do an audit,
provided they have trained
people conducting the audit,
who know what to look for.”

Closer watch: A fi

CDSCO's drug inspectors
have been trained by the US
Food and Drug Administra-
tion. A bigger challenge facing
the regulator is that posed by
CROs. A parliamentary com-
mittee of the ministry of health
has asked why CROs have been
permitted to conduct trials
when they have no legal status
in India. They are not men-
tioned anywhere in the Drugs
and Cosmetics Act and there
has been no notification to

Eepl'.dure af a clinical research centre in Mumbai.

clarify thelr status either.

“The committee wants to
know where they have come
from, because CROs are not
defined- by law In India. So,
how are they being given per-
missions to conduct trials?”
sald C.M, Gulhati, editor of the
medical journal Monthly Index
of Medical Specialities.

“This is the bigger question
because nearly 90% of the tri-
als are being conducted by so0-
called CROs.”






