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OPFORTUNI

No. of[ndian faciliti_«_va.s*" '

The year 2013 saw an Increase in
USFDA regulatory actions against In-
dian pharmaceutical manufacturers.
Import alerts which ban import of
drugs manufactured at a pharma-
ceutlcal facility were issued against
21 manufacturing facilitles, and
warning letters, which can lead toan
import alert, if observed defects are
not corrected, were ssued to 10 facil-
ities. In all, as on February 19, as
many as 31 Indian manufacturing fa-
cilities were under import alert, the
Tatest to join the List being Ranbaxy's
Toansa facility on January 24. .
Of these 21 joined the list during
9013. Although regulatory actions in
9013 denote a marked increase, Ind-
Ra believes they do not weaken the
industry’s prospects.
: This is not to downplay the impor-
.4 tance of the US market or USFDA to
the Indian pharmaceutical industry.
Exports to the:US have been the
most important-driver of growth for
the industiy over the last decade. In-
dian exports to the US have grown:
from Rs 2,937 crore in-2005 to Rs
92,463 crore In2013 at a CARG of 29
per cent. The potential to grow re-
mains high and webelieve the CARG .
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ary 19. Thi§
the total 2,997 such facilities in the

can be maintained -a¢ 20 per cent?. double the expected share, and on

plus level at Jeast for the next five
years: The. importance placed on.
genefiés by the Patient Protectioh
and Affordable Care.Act in the US
(popularly called Obamacare) as well
as the large number of drugs going
off-patent over the next two years will
contintie to offer opportunities. And
to capitalise ofi these opportunities,
pharmaceutical companies have no
choice but to manufacture them to
US domestic -standards' as deter-
mined by the USFDA.and in facilities
whose manufacturing practices have
been approved by the USFDA.

The' Indlan pharmaceutical in-
dustry has respended to this opportu-
nity-with commendable zeal. The
number of manufacturing factlities
registered with the USFDA has in-
creased from less than 100 in 2008 to
593 as of February 19. This is the
highest in any country outside of the
US. The number of product ap-
provals has also Béen very high. Indi-
an compa.nie_s'accounted for 43 per
cent of all ANDA approvals in
1H2013. It s this background of
tremendous increase in activity that
provides the context to assess the im-
pact of the regulatory actlons.

USFDA issued 43 import alerts

Y against pharmaceutical facilities
ot a CARG of 29 per cent d%mng 20%3, of which 21 were facill-
u The Indion pharmaceutical  tlesin India, making India’s share 49
industry is expected 1o per cent of the total. This compares
continue to be the leading unfavourably with the total number
supplier in this segment of Indian facilities registered with
TSR USFDA, which was 523 as on Febru-

= Exporis to the US have
been the most important
driver of growth for the
industry over the last decade

. |r\dnr(expods tothe US
grew from Rs 2937 cin
2005 o Rs 22,463 crin 2013

first sight is a definitely large and
alarming proportion. Howeyer, con--
sidering
registered facilitiés in India, from

500 now, we may be able to ascribe
some of the lapses to the p [
learning, The propertion i§ also co

paratively stilar in scalé to these.of *
other countries. The total number of
Indian facilities currently under im- -

portalertis 31 which 1s about 5.9 per;

507) but somewhat highet than that
for Germany (4.1 per cenit) and UK
(2.5 per cent). S :

The impact ofthe bati has also not
been significant on the Indian phar-:
maceutical industry. If we look at the
history of import alerts, they were al-
ways there, Seven Indian facilitles
were under rmport alert at the end of

* 9011, nineat the end 0f 2012 anid 31

as on February 19, More importantly,
many of those under import alert
have, set right their processes and
have had the import alert lifted.
Claris Life Sciences and Aurobindo
Pharma both had import alert lifted
on their facilities during 2012 and
9013 respectively. Such actions have
been taken an MNCs exporting from
India as well. Facilities of Hospira
Healthcare Indla and Freesnenius
Kabi Oncology were issued warning
letters in 2012 and 2013, respective-
Ty, which were ﬂ.\“\{seq‘f?;‘}ﬂ}' Hhed In

world outside the US. So'India's |
share of import alerts is.more than *

the rapid growth of USFDA,.

less than 100 in 2008 to more than

cent of USFDA registered facilities
in India. This is slightly better than':
6.1 per cent for China (31 out of’

_ enue is insignifl

ent of all generidjmports to the US, the Indian shere of the United States
creased from2.5 per cent in 2008'to 5.6 pex cent in 2012

™ a1l such cases there is an inevitable

loss of-revénue during the period of
the barywarning létter arid additional
expenses have to be inctirred o get
right'the defects. Such losses can
4lso be sigriificanit for the affected
cofripanjes. Loss of reveniue for Au-
Tobindo was about $36m in 2012 or

_abont only about 5 per cérit of its tora

tevenue FY13 revenues but the
prospectlve loss for Wockhardt which

£~ has two facilities curfently under im-

port alert is expected by the company
to be.around $400m per annum or.
40 per cent of their FY13 revenues.

" For the much smaller Smruti Organ-

ics, revenues decreased from Rs 180

cfore in FY13 to_Rs 41 crore in

HIFY14, a fall of more than 50 per

cent. However, given the overall size

‘of exports, from India, the loss of rev-
sficant. .

Also to be kept'tn mirid 1s the im-
portance of Indian pharmaceuticals
to the US matkets. Accounting for 40
‘per cent of all generics imports to the
US, the indian shate of the US phar-
maceutical import pie has increased
from 2.5 per cent in 2008 to 5.6 per
¢ent in 2012. Considering that India
exports very little of the more expen-
sive, under patent drugs, the in-
crease in Indlan exports with ation's
share of cheaper generics represents
the contrihution of India tp afford-
able health care in the US. At a time
when the demand for generics is
potsed to increase in the USA, theIn-
dian pharmaceutical industry is ex-
pected to continue to be the leading
supplier in this segment, as it has
‘been registering the largest number
of genetic products with the USFDA
in ;e(:‘ent years. .
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. tial for the Indian Pharmaceutical in-

‘industry will be able to establish qual-

IN CRISIS |

stered with the FDAhas risenfrom l_e_"sé than 100 to 523in 5 years

Recognising the importance of
the Indian pharmaceutical industry,
the USFDA commissioner Margaret
Hamburg, during her recent visit to

‘Indla, announced the declsion to in-

crease the number of staff in the
India office to 19 from 12. She also
volced her expectation that the
ANDA approval backlog will be
¢leared quickly, underlying the im-
portance US is placing on both, the
need to incresse the availabllity of
generics as well as the expectation of
g greater role of Indian manufactur-
ers in meeting this need. [
The Indian pharmaceutical in-
dustry will now have o install strong,
quality processes in its manufactur-
ing factlities and inculcate a culture
of compliance among its staff to en-

sure that the isk of import ban from &

USFDA is eliminated. The Indian
players can then take full advantage
of the market opportunity to be-
come world class suppliers of drugs
not only to the USA but also to the
rest of the world. :
Constdering all these factors, in-
cluding the rapid increase in product |
approvals and manufacturing facili-
tes registered by, the USFDA, the i
strong trend of growth in drug ex- F
ports to the US, the considerable op- £
portunities in the US and the cor-
rectible nature of the regulatory ac-
tion, Ind-Ra believes that the poten-

dustry to grow at a 20 per cent plus
CARG aver the next five years is in-
tact. We also believe that the Indian

ity assurance processes as wellasa
compliance culture to reduce import
alertsin the future. -
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