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With many Indian
pharma companies
being red-flagged, the
issue of compliance and
regulatory standards set
by FDA is creating an
image problem for the
country. In an interview
with Soumonty
Kanungo, FDA'’s
Margaret A Hamburg
says training will help.
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8 Going by the present -
latory hurdles faced by :‘;!ule
major Indian drugmakers,
how do you feel most Indian
companies can meet’ the
issue of compliance, quality
and regulatory standards set
by FDA before it becomes a
growing problem across the
sector?

Many Indian firms under-
stand good manufacturing
practices and use them. The
problems we've seen with
companies are why we have
chosen to make quality one
of our highest priorities this
year. Whether innovator or
generic, building quality s
how companies must build
their reputation and why pa-
tients and healthcare profesa
sionals will build trust in
their products. Quality is the
basis of public confidence in |
pharmaceuticals and confi-~
dence in the high quality of

products being produced at. |
American facilities is what ~ §

has helped to thake the US
pharmaceutical industry the
gold standard for the world.

» Why do you think it is so
difficult for Indian compa-
nies to be compliant with
good manufacturing prac-
tices in the first place?

Ensuring that the products
distributed in the United
States meet our require-
ments for product safety and
quality is among my top pri-
oritics as commissioner. Un-
fortunately, the many Indian
companies that understand
good manufacturing and
quality processes have been
overshadowed by recent
lapses in quality at a handful
of pharmaceutical firms.
While the FDA will take ap-
propriate action against any
company that doesn’t meet
our requirements, we are
also willing to work with
them to address their issues.
All consumers deserve ac-
cess to safe and affordable
drugs and should not have to
sacrifice quality to get that.
Officials at India’s ministry of
health and family welfare
share this goal. In the spirit of
continued collaboration and
a commitment to quality, our
agencies signed the first-ever

2C% of US import alerts we
for Indian products last year

“statement of intent. Our or-

ganisations plan to collec-
tively work together to im-
prove the lines of communi-
cation between our agencles
and work diligently to ensure
that the products being ex-
ported from India are safe
and of high quality

aThe USFDA is to conduct
training sessions with the
pharma industry here to
bridge the gaps in manufac-
turing practices. Is this a reg-
ular practice of the FDA to
conduct such training or is it
especially for countries,
which fafl to live up to the
regulatory standards and
ce Issues?
The establishment of an FDA
India office has allowed us to
collaborate more effectively
with our Indian regulatory
counterparts and enables us
“to leverage our combined re-
sources, ensure standards
consistency and increase
regulatory capacity, which in-
cludes information sharing,
exchange programmes and
specialty training. Through
our India office, the FDA also
works to ensure that Indian
manufacturers shipping to
the United States under-
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stand the risks assoclated
with their product’s process-
es and that they remain com-
pliant with the FDA's re-
quirements for product qual-
ity, safety and, as applicable,
efficacy. And our presence in
India allows us to better col-
laborate with our Indian reg-
ulatory counterparts and en-
ables us to leverage our com-
bined resources, harmonise
science-based standards and
increase regulatory capacity.
In doing so, the FDA contin-
ues to help ensure that prod-
ucls intended for US con-

sumers moving in interna-
tional commerce are safe, ef-
fective and of high quality.

m How exactly does FDA en-
sure that the product manu-
facturers comply with the set
standards and regulations?
Through a variety.of meth-
ods, including scientific re-
views, inspections of facili-
ties and post-market survei-
lance, FDA strives to ensure
that regulated product man-
ufacturers, wherever they
may be located, comply with
standards and regulations for
their products provided to
the US consumers. FDA
seeks to ensure that Indian
manufacturing facilities im-
porting to the United States
understand the risks associ-
ated with their product's
processes and assure they re-
main compliant with FDA
regulations.

- While Ranbaxy, Wock-
hardt and Strides Arcolab
have recelved an import alert
from FDA in the recent
times, receiving Form 483s
seems a rather common phe-
nomenon in India. Is it really
such a commonplace thing?
How frequent is this phe-
nomenon in the case of other
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countries?

In FY13 (which ended Sep-
tember 30, 2013), FDA is-
sued 78 Form 483s in India,
and a total of 384 foreign in-
spectional findings. So Form
483s issued in India com-
prised 20 per cent of all for-
eign 483sissued in FY13.

» With the current regulato-
1y issues, will FDA now be
more careful before giving
approvals to Indian compa-
nies manufacturing drugs to
the US market?

FDA must, by regulation,
conduct a formal standard
review of applications sub-
mitted by companies world-
wide before granting an ap-
proval. Indian companies,
like all others around the
world, must continue to
focus on quality in the devel-
opment and manufacturing
of drug products. As | said
earlier, whether innovator or
generlc, building quality is
how companies must build
their reputation and why pa-
tients and healthcare profes-
sionals will bulld trust in
their products.
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