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Reflect 5

Indian bulk drugs manufacturing in peril

India’s active pharma ingredient requirements were till recently met through domestic manufacturing.
But China’s subsidies, tax incentives and infrastructural investments have led to a dramatic increase in Chinese imports

RAMESH
ADIGE

ndia can easily hope to be known
asthe‘pharmacy of theworld’. Al-
ready, Indian genericpharmaceu-
ticalsarefindingtheir way intoall
the markets across the globe and
are known for their quality and afford-
ability. India ranks 13th in value terms
and 3rd in volume terms in the global
pharmaceutical market. Drugs from In-
dia are exported to more than 200 coun-
tries. According to a report by PwC, In-
dia is expected to join the league of the
top 10 global pharmaceuticals markets
in terms of sales by 2020, with the total
value reaching $50 billion. Factors like
expanding medical infrastructure,
health insurance, rising healthcare
spending, a huge untapped healthcare
market and changing disease patterns
will provide a surge in growth of the In-
dian generic industry in the domestic
sector. In exports, the impending patent
expiries will make an over $100 billion
marketavailable(atinnovatorprice). In-
dia is poised torise to greater heights as
the provider of high-quality, affordable
generic medicines for the whole world,
given that all countries are taking cost
containment measures in healthcare.
Our country can be proud of the fact
that we have around 169 USFDA-ap-
proved facilities in India and around 153
EDQM (Europe) certified manufactur-
ing units. Almost 35% of all active drug
master file (DMF) filings with the USF-
DA arefromIndia (2,759 DMFfilingsasof
December 2011). On the manpower side,
the growth of the generic pharma indus-
try in India is underpinned by the avail-
ability of a large talent pool of English-
speaking technical and scientific
personnel. Every year around 300,000

post-graduates and around 1,500 PhDs
qualify in Biosciences. In chemistry
alone, around 150,000 Masters in Science
qualify every year.

Fully-integrated manufacturing is
one of the key strengths of the Indian
pharmaceutical sector. Manufacturing
costs in India are competitive in compar-
ison to the western countries. India is
Trade-Related Aspects of Intellectual
Property Rights (TRIPS) compliant. Our
scientists are adept at working around
patents and going up the value chain in
generics manufacturing, by providing
differentiated formulations based on
novel drug delivery systems. The cost of
innovation is a fifth or a seventh that of
Europe/US. But it is important that we
arenotovertaken by China.

The Chinese threat

The requirement of bulk drugs, also
known as the active pharmaceutical in-
gredient (API), for the Indian pharma-
ceutical industry wastillrecently met by
API manufacturing in India. API is the
principal product that is used in dosage
forms such as tablets, capsules, liquids,
and injectables, on the basis of safety;, ef-
ficacy &quality parameters. However, in
the last few years, large-scale imports
from Chinahave impacted APImanufac-
turing in India. Chinese imports are
cheaperandhighly subsidised. Approxi-
mately 38,000 crore of Chinese API, and
intermediates(therawmaterial forman-
ufacture of API), are being consumed by
the Indian pharmaceutical industry
China presently supplies over 30% of In-
dia’srequirements of APIs.

China has emerged as the dominant
player in the global API industry due to
its large-scale manufacturing capabili-
ties of APIs and intermediates, with
strengths in fermentation technology:
There is a challenge of quality and sup-
ply consistency. Importersaremanaging
this by judiciously identifying right
sources in China and monitoring the
supplies/deliveries.

Globally, innovator companies do not
outsource APIsfortheirproductstillthey

are protected by patents. However, after
the patent expires, innovator companies
gradually begin outsourcing APIs in or-
der to achieve greater cost efficiencies to
compete with generics. Companies like
Pfizer, AstraZeneca, GSK and others are
partnering with API suppliers in China
tofulfill their bulk drugrequirements.

Itis evident that the API manufactur-
ingbase is shifting to China globally, not
only for generic manufacturers, but also
in the case of innovator companies for
post-patent molecules. Of late, even for-
mulation manufacturing is starting to
shifttoChina.

Where China scores

The Chinese government provides sup-
porttoitsintermediateand APImanufac-
turers via export benefits (7% of FOB val-
ue), tax benefits (incentives for R&D,
reduced level of income tax) and direct
funding(plantoinvest$750millionforpro-
motion of intermediates and API manu-
facturing). In addition, it has bio-medical
parks and 5 SEZs—Shenzen, Hainan,
Zuhai, Xiamen and Shantau. Apart from
this, a two-year tax holiday, followed by
threeyearsof 50% tax,coupled with excel-
lent infrastructure, goes a long way in
boostingthe Chinese pharma industry:

There is also a systematic focus on
quality. The New Drug GMP 2010 pro-
gramme, published in February 2011
mandates: (i) Stringent quality systems
in manufacturing (in line with interna-
tional standard)and (ii) all manufactur-
ing plants must comply with the New
Drug GMP 2010 programme. The Health
Reform Plan of 2009—with a$125billion
investment in overall Chinese health-
care—isongoing.

China also has advantages in human
resources with a disciplined labour sup-
ply. The Chinese government is encour-
aging overseas Chinese PhDs to return
home. Around 80,000 persons with PhD
have already returned. Coupled with
this, low power tariffs and low capital
costsfurtherboost the industry.

Indiahad displaced Italy asthe major
global source of API, but China has now
taken the lead. Policy interventions
must happen so that India regains and
retains its position as the top provider of
APIs and formulations for global re-
quirements. One can recall that during
the Beijing Olympics in 2008, China
closed most of its API plants to reduce
pollution. This resulted in an almost
20% increase in Chinese API prices. We
had no alternative since China has a

near-monopoly in several APIs.
Basicchemicalsandearly-stageinter-
mediates do not require a Current Good
Manufacturing Practice (CGMP) com-
pliant facility and manufacturing of in-
termediatesisnotenvironment-friendly.
It may therefore be desirable to encour-
age Chinese intermediates and discour-
age Chinese APIsforimport into India.

How to meet this threat

The import duty structure can be
changed so that APIs fall in the highest
bracket (increase from present level of
7.5%)and intermediatesfallinthelowest
bracket (reduce from present level of
7.5% tolessthan5%). Asfarasfiscal sup-
portisconcerned, we can provide export
benefits for APIs and formulations simi-
lartoChina,additional taxholiday zones
and extensions of SEZ benefits for API
manufacturing plants, increased R&D
incentives, low interest rate loans and
dedicated API parks with incentives,
common infrastructure, etc, to avoid du-
plication of investment.

Other areas of support include a sub-
sidyforeffluenttreatmentplantsandoth-
ersimilarinvestments, subsidised power
for fermentation-based intermediate fa-
cilitiestosupportthefermentationbased
pharma industry, a robust vendor regis-
tration process for imports, including
overseas plant inspection by the Drug
Controller General of India, similar to
what USFDA & MHRA do. Inspectors
should beposted in Beijingand Shanghai
in ourembassy or consular offices.

Public sector units should be revived,
not really to meet competition from Chi-
na, but in order to provide an assured
manufacturing base for intermediates
and APIs. We should encourage PSUs to
get back into business. This is so as to
meetnationalhealth securityneeds. Con-
sidering the high volumes and usage in
manufacture of API, tostartwith, thefol-
lowing advanced intermediates can be
manufactured by Indian PSUs: Ery-
thromycin Thiocyanate (used in manu-
facturing antibiotics), 7 ACA (used in
manufacturingantibiotics), OTBN (used

in manufacturing anti-hypertensive
drugs), Penicillin/CAPA/FADCS (used
in manufacturing antibiotics), Menthyl
5R Hydroxy-1,3 Oxathiolone, HME (used
inmanufacturinganti-HIV/AIDsdrugs),
Beta Thymidine (used in manufacturing
of antiHIV/AIDSdrugs), RIFA-S (usedin
manufacturing anti-TB drugs), Cystofer
base (used in manufacturing anti-ulcer
drugs) and Iso Buty benzene & sodium
dichromate (used inmanufacturingNon-
steroidal anti-inflammatory drugs)

Similarly, the following APIs can be
considered for manufacture by Indian
PSUs: (a) ARVs—Lamivudine, Nevirap-
ine, Zidovudine, Efavirenz, (b) Anti-
malaria—Artemether, Lumefantrine,(c)
Anti-TB—Rifampicin, Ethambutol, Iso-
niazid, Pyrazinamide, (d) Anti-inflam-
matory—Ibuprofen, (e) Anti-ulcer—Ran-
itidine, (f) Antibiotics—Amoxyecillin,
Ampicillin, Cloxacillin, Cephalexin,
Ciprofloxacin and (g) Combination with
antibiotics—Potassium Clavulanate.

When the government makes invest-
ments in PSUs for the manufacturing of
important advance intermediates
and/or APIs, profits should not be antici-
pated in the initial years, since this is a
long-term strategy to meet public health
needs, especially in emergencies.

If we take harsh steps against China,
itislikely that China may takeretaliato-
rymeasurestopreventgenericformula-
tionsbeingexportedfromIndia into Chi-
na. It must be kept in mind that China
will be a huge market for formulations.
AsperanIMSreport, itispredicted that
Chinawillbethethird-largestmarket af-
tertheUSandJapan inthenext2-3years.
India must take advantage of this mar-
ket. India must take definite and cali-
brated steps. The world has seen trade
wars fought for beef, bananas and bas-
mati. Once we have our priorities clear,
India and China can also engage with
each other in a spirit of ‘co-opetition’—
competition and also cooperation in the
pharmaceutical space.
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