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Mumbai: Though the recent visit
of Prime Minister Narendra Modi
to Japan ended on a not-so-eventful
note for the Indian pharma sector,
the industry is hopeful that the
Japanese market will slowly turn
to India for exports of generics.
Japan, which was sofar had been

‘a market for patented and innova-
‘tive drugs, is slowly realising the

importance of low-cost generics,

_due to growing ageing population.

-+ - § V Veerramani, president, In-

dian Drug Manufacturers’ Associ- -
" ation (IDMA) and chairman and

managing director, Fourrts (India)
Laboratories, told dna, “Japanese
market was earlier a more innova-
tor and research-based market,
and only allowed patent-based

" products. But they are slowly turn-

ing to generics because they have
realised that prices of generics are
lower and also that Japan has a
large ageing population.” The gov-
ernment there is giving added ben-
efits, such as tax incentives, etc, to
hospitals and doctors who are pre-
scribing generics, he said.

P V Appaji, director general,
Pharmaceuticals Export Promo-
tion Council of India, said if Japan
has to reduce its healthcare bur-
den, it must depend on generics,
adding that the Japanese govern-
ment also has announced policy for

_ increasing share of generic usage

in the country.

“So far, the Japanese industry
and government were not in a posi-
tion to draw any understanding of
the capabilities of the Indian phar-
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company to do business, it is com-
pulsory to partner with a local
manufacturer. Besides, the bio-
equivalence studies, if the generic
drug is for Japanese market, must
also be conducted in Japan.

“For the US and the UK, they have
accredited laboratories in India and

i -~ those studies canbedone inIndiaas

ma mdustry Therefore, Indian in-

dustry was not able to get the entry
through collaborations in Japan or
through Japanese FDA approval.
Besides, Japanese government and
local medical authorities prefer
branded and innovator drugs.”
Biit with increasing ageing pop-

‘ulation in Japan, there is now an

increasing burden of healthcare
on the government and so Japan is
slowly understanding the need for

. generic drugs, he said.

Except for Lupin and Zydus

- Cadila, no other pharma compa-

‘nies have been able to really enter
the Japanese market.

In an earlier interaction with
dna, Lupin managing director
Nilesh Gupta had said, “One can-
not treat Japan like any other ge-
neric market which is a limitation
in itself. There must be a strong
local understanding about the
quality The biggest challenge is to
have products of right qualities.”

In Japan, for any international

‘per requirements. But in case of Ja-

pan, they want all studies to be done
only in Japan and on Japanese pop-
ulation. This automatically increas-

-es the cost,” said Veerramani.

At present, Japan accounts for
only 1% of the-country’s $16 bil-
lion overall pharma export. In ru-
pee terms, it is about Rs 900-1000
crore. Of this, around Rs 600-700
crore is active pharmaceutical in-
gredients (APIs) export to Japan.

“They are more interested in
API. It is also relatively easier to
enter the Japanese market with
API than with generic formula-
tions since no bioequivalence

- study is required in case of APL

Only in case of formulations, we
have to do bioequivalence 3 in Ja-
pan which takes more time,” said
IDMA president.

Appaji said that that out of the
overall exports to Japan, formula-
tion exports value has increased
from 10% to 30-35%.

“From our recent visit to Japan,
we could see alot of understanding
by J apanese pha¥ma manufactur-
ers and increasing acceptance of
India’s pharmaceutical capabili-
ties. We are hopeful that the ap-
proval of drug formulations by
Japanese FDA will be faster inthe
coming days,” he said. -
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