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GIobaHy, 2015 saw record mergers led by $160 billion deal between Pfizer and Allergan

NEW DEIHi; Facing an increas*
ingly ~watchful eye. of the
health regulator in the U.S,
Indian pharmaceutical firms
are gearing. up to tap new
markets in 2016 as they look to
consolidate their positions af*
ter a spate of mergers and ac-
quisitions consuinmated this

ear.

Globally, it remained a year
marked with record mergers
led by the 160-billion-dollar
deal between Viagra-maker,
Pfizer Inc and Botox manu-
facturer, Allergan.

These deals came aka time
when the domestic pharma’

firms continued to remain un-
der intense regulatory spot-
light, specially of the US.
Food and Drug Authority
(FDA) while they stared at yet
another challenge domesti-
cally over possibility of prices
of more drugs coming under
government control.

“ The biggest of the deals
came from Pfizer which
stitched a 160-billion-dollar
deal to take over Allergan cre-
ating a global pharmaceutical
behemoth.

Tt wasn't Plizer's only deal.
The U.S. giant also bought
Hospira Inc,, a leading pro-
vider of injectable drugs, in-
fusion technologies and bio-
similars, in a 17-billion-dollar
deal.

Indian firms; including Sun
Pharma, Cipla and Lupin, too,
took the acquisition path<in
their quést for international
footprint expansion.

e blppest acquisition Ly

an Indian firm in 2015 was by

Lupin which agreed ‘to pay-”

$880 million- (oyer Rs.5,610
crore) to'take control of the

Unless the maj_dr'_.cq_r}ﬁ_p_an’ies_.aré_., :
ditious-resolution: f

U.S.-based Gavis: Drug majoi

.Sun Pharma also inked deal of

over $48 million to acquire
the US.-based eye-care firm
InSite. ]

-Another homeg‘rov{r;x phat-

ma major, Cipla, also paid 26-

- million-dollar (around Rs.166

¢rore) upfront to acquire ma-

jority stake in Uganda’s Qual-

ity Chemicals.

Reflecting on implications
of the'events of 2015, Novartis
ndia Vice Chairman and Ma-
naging Director Ranjit Shaha-
ni, who was earlier the Presi-
dent of industry body, OPPL,
told PTT:#As pharma compa:

nies globally.look at consoli+ .

dating in some way orthe oth-
cr, Indian pharma firnis

would do well tonegotiate the *

new pharma landscape. It will
also provide them the oppor-
tunity to actually benefit from
spirt-offs.” a

Almost a year after an-
nouncing the four-billion-
dollar deal, Sun Pharma.com-

pleted the merger of Ranbaxy

with itself. .
_The deal fortified Sun’s po-
cition .as ihe worlds fifth
largest  $pecially generic
pharmaceutical firm and the
top ranking Indian pharma
company with significant
lead in market share,

In contrast, Japanese drug
maker Daiichi Sankyo sold its
entire stake of around nine
per cent in Sun Pharma for
aver Rs.20,420 crore, which it
had received after merger of
Ranbaxy with the Indian firm,
ending its Seven years of tu-
multuous experience in the
country, 2l
. O thie vegulatory front, the
year witnessed many Indian
fitms coming under the scan-

ner of -the regulator, in the-’

U.S., which remains a key
market for . Indjai ‘generic
drugmakers.. e

e
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On the regulatory front, the year witnessed many Indian firm;
coming under the scanner of the regulator in the U.5., which
remains a key market for lndian genetle drugmakers.

Sun Pharma was forced to
take remedial action at its Ha-
lol facility for lapses in manu-
facturing norms and was giv-
en a warning letter. Earlier, its
another plant at Karkhadi, al-
so in Gujarat, had received a
warning letter from the USF-
DA after investigators found
similar violations, |

Hyderabad-based Dr. Red-
dy's Laboratorics algo. ro-

ceived a warning letfer from:

the U.5. drug regulator over
quality issues at its two ARI
manufacturing plants and a

formulation unit in Andhra

Pradesh and Telangana.

“Pharmaceutical compa-
nies will have to gear up 1o
meet the increasingly watch-
ful eye of the USFDA and this
is bound to haye an impact in
the near term for companies
who export ‘Theavily to the
U5, Mr. Shahan said.

Wockhatdt had to recall 13.
drugs in the U5, manufac-

«er fee by its owner for three

rared at its two units at Chi-
walthana and Walnj in Maha-
rashtra, which were under
import restrictions from the
USFDA. |

In the U.5, Cipla also rer.

called 141 lakh vials of Leval-
buterol Inhalation solution
used for relieving shortness
of breath ‘and coughing
cunised by asthma and chronic
obmltuctive pulmonary dis-
case for failed impurities and
degradation specifications.
Likewise, Mylan got a

warning letter from the USF-’

DA for violation of current
good manufacturing practice
(CGMP) norms at its' thrée
plants in Karnataka, J
Drug maker Sharon Bio-
medicine was issued a warn-
ing letter by the USFDA for
failing to pay generic drugu

years starting 2013, saying its
Dehradun-based  * facility

would be barred from shipz. i

ping productsto the US. if the
“dugs are not ¢leared. “Unless
the major companies axe suc-
cessful in expeditious resolu-
‘tion of regulatory issues; the
“developed markets will con-
tinue to hurt the growth, Thie
opening up of Japanese gener-
ic market and focus on the La-
tin America and Africa may
bring -some relief” Indian |
Pharmaceutical Alliance Sec-
retary General D G Shah told
PTL .

The year also saw the gov-
ernment making an attempt
to expand drugs under price
-control’ by revising the Na-

; tional List of Essentidl Medi-

" cines which, the industry felt,
would. hamper, growth of the:
sector. ) :
“The volume and value arc
consistent with the character
of the generic industry...but

Cnew products -growth i3

grossly below its potential.
This is mainly due to slow-
down in marketing approvals
during the preceding two-

" year period and delay/denial

of price -approvals by the
NPPA for new products. dur-
ing 2015, M Shah said.

On expectations for the
next year, Mr Shah said 20164s
expected to maintain the cur-
rent year’s growth rate in the
domestic market, against its
potential of about 18 per cent
growth, W

“This below polential
growth is due to the change

- over tothe NLEM 2015, which
will enlarge the span of con-
trol adversely impacting val-
ue growth. It may in fact have
negative impact. Besides, in-
tenae cnmpetition will lead to

.price erosion,” he added.

The gevernment, on its

. part, took steps such as mea-
sures to- imprave bulk drig

| manufactiring in India to re-
duce dependence on China
and planning a separate, fhin-
istry for pharmaceuticals sec-
b “the domestic

ary



