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Editorial...

US TARGETING INDIAN PHARMA GENERICS ?

The current concerted onslaught against Indian generic and Indian Pharmaceutical industry, in particular, is
alarming. The planned and organized attack through multiple forums and platforms are sadly being ignored
by the Government, the Ministries and the departments concerned. While the Ranbaxy incidents happened
15 years ago and while Ranbaxy itself is dead as on date, the events exposed by a whistleblower, an exemployee of Ranbaxy, is being extrapolated and exaggerated to malign the Indian Pharma Industry as a
whole. Surprisingly, the response and reply from Pharma Industry associations and Pharmexcil is also
lukewarm. Articles by medical profession (ex:- Mumbai Mirror, Sunday, July 21, 2019, Dr. Sanjay Nagral)
appears motivated and misleading the public, since the authors say he will never prescribe any generic
medicine to his patients, hereafter. BJD-Member of Parliament BhartruhariMahtab has raised the issue in
Parliament. Many Indian TV channels (ET Now) and many Indian newspapers and print as well as online
media have been vociferously raising this concern including interview with author, Katherine Eban.
More recent developments involving extensive and intense USFDA inspections in July, 2019 are also
alarmingly coinciding with the hue and cry. The Indian generic pharma industry needs to be on their toes
for enhanced attention to quality and good manufacturing practices and also need more vigilance against
any negligence or improper unauthorised activity by careless employees. Any deviations or negligence by a
single employee can lead to devastating longstanding, long pending consequences. In light of the publicity
received by the “whistle-blower” from India, through the book “Bottle of Lies”, Pharma Industry need to
be cautious to prevent any intentional misdeed by any unfaithful employee to later blow the whistle on the
damaging incident. In short, all Indian Pharma companies need to be more stringent in quality standards and
worldwide Good Manufacturing Practices 100% with no excuse whatsoever.
At a time, when the Indian Pharma Industry is passing through its worst nightmarish times, the NGOs in
India is not leaving any stone unturned to tarnish the image of Indian generics. While comments from Indian
NGOs are quoted in the book, a few others are pouring oil into the fire by writing adverse commentaries
in print and online media. The war on Indian generics are on from multiple fronts, right, left and centre
including multimedia, FB, Twitter and WhatsApp. It is worth looking into the timing as well as its intensity,
when the reported Ranbaxy incident itself and the “whistleblowing” has happened 15 years back.
In the nineties, Indian Pharma has been extremely apprehensive about the Uruguay Round, the birth of
WTO and the emergence of the TRIPs from the Dunkel Draft Treaty. Completely defeating the objectives
of developing countries (which was to nip the growth of budding generics and generic pharma industry
from India), Indian Pharma Industry, quickly and successfully mastered the new IPR regime under WTO and
TRIPs and turned the tables on the architects of “TRIPs designs”. Post-WTO and TRIPs, India’s exports of
pharma generics to developed countries such as USA and Europe, grew by leaps and bounds. In fact, prior
to the WTO/TRIPs regime coming into force, India’s exports of generics were more to the third world (ROW)
countries. Post-WTO, USA and Europe became the largest market share contributors to Indian Pharma.
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Large number of patent wars were also fought both in USA and in India between Innovator companies and Indian (and other)
generic pharma companies. The “Gleevec” patent case which was won by CIPLA eventually in the Supreme Court after
prolonged battles is a case in example. The “Lipitor” patent wars fought by Ranbaxy against Pfizer bought the challenger
to his knees and eventually to extinction. India emerged as the largest single overseas country with record number of
pharmaceutical manufacturing units for APIs as well as formulations. India became the recipient of largest number of DMFs
(for APIs) and ANDAs (formulations) outside USA, for USFDA. The contribution from Indian pharma companies in bringing
down the prices of lifesaving medicines became the theme of many articles, novels and even movies (Fire in the Blood). Dr.
Yusuf Hamied’s and CIPLA’s crusade against HIV/AIDS became the theme of the movie of 2013. The film “Fire in the Blood”
depicted the intentional obstruction of access to low-cost antiretroviral drugs in the treatment of HIV/AIDS not only in Africa
but globally. Naturally, every such exuberant appreciation was bound to raise voices and counteracting actions. Indian
Pharma has also been making waves as “Pharmacy of the World”, “Global Generic Capital” and so forth. The reaction thereof,
the counter attack is here and now. And, it is intense and well supported from USA and from within India and even from the
Indian Pharma Industry and Indian NGOs themselves. Surprisingly, the Indian Medical Profession though at random, is also
jumping on to the “bottle of lies” bandwagon.
Majority of the large generic pharma manufacturers are members of IPA (Indian Pharmaceutical Alliance), eventhough they
are also members of IDMA. The IDMA Bulletin promptly came up with a special issue on responses to the allegations
against India. However, IPA appears to have ignored or only made casual comments to the media. At Indian generic pharma
industry level much more needs to be done not only to respond and counteract, but also to correct all shortcomings in data
management and record maintenance practices.
Eventhough, Indian generic pharma companies with DMFs and ANDAs from USFDA are following high standards of quality
and quality assurance as well as USFDA standards of Good Manufacturing Practices, there seems to be ‘employee’ errors
in handling documents strictly as per USFDA requirements. Eventhough the Indian pharma CEOs and management is taking
keen interest in “Quality Culture” of the highest order, very often there appears to be middle level or lower level slip-ups, which
lead to serious repercussions and damage to reputation as well as negative impact on exports of generics to USA. There is
an urgent need to control and reverse these wrong trends to regain the confidence in Indian Pharma Industry globally.

IS RCEP negotiations triggering attack on Indian Pharma ?
The timing of the alarming all out war on Indian pharma comes as no surprise. TPP (Trans Pacific Partnership) which
was viewed with concern by India, has lately been dumped by the Trump regime, while USA had conceived and led the
TPP Agreement proceedings all the way. The next largest multilateral negotiations in progress is that of RCEP (Regional
Comprehensive Economic Partnership). This is the largest ever proposed Free Trade Agreement, only next to WTO. Over
and above the ASEAN (Association of Southeast Asian Nations comprising of Ten member countries, Indonesia, Malaysia,
Philippines, Thailand, Singapore, Vietnam, Myanmar, Cambodia, Laos, Brunei) , six more countries, India, China, Japan, South
Korea, Australia and New Zealand are members of RCEP. RCEP member countries and their market will cover 55% of the
global population and will emerge as the largest economic block globally. RCEP negotiations are in final stage. If RCEP is
ratified by these 16 member countries, USA stands to lose and get isolated, especially after the TPP was dumped by USA. It
is very natural that USA will try to play its trump card against the RCEP and more particularly India, who is leading the Pharma
generic block in RCEP. However, what is surprising is that the Indian NGOs especially the pharma related NGOs have also
joined hands with US players in targeting and denigrating Indian generics and Indian Pharma Industry.
Unfortunately, the affected industry, Industry Associations and agencies and more importantly the Government of India and
their Ministries and departments related to pharmaceutical industry seems to have not recognised this crucial timing and
intensity of attack on Indian generic pharma industry as coinciding with the impending conclusion of RCEP negotiations.
Deeply hurting is the fact that some Indian elementsand the media are giving fillip to these global designs against India, where
the allegations are largely untrue and happens also in the developed countries too.India need to wake up to these challenges
which are timed and calculated to damage India’s promising growth potential. This aspect has been well articulated in a
recent interview by Dr. Kiran Mazumdar Shaw, Managing Director of Biocon,
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What we see now is not loss of business in high-income countries — the US and Europe continue to very much be dependent
on Indian generics.

However, the USFDA inspectors and auditors are becoming more and more stringent with Indian companies because of this
kind of reporting and writing, which is essentially making them forensic audits. The Indian companies and the government
itself should do a better job of profiling India’s role in global healthcare.
Yes, of course, every industry around the world has black sheep. But they shouldn’t be the only focus in the larger narrative.
It is imperative that there is also attention on that part of Indian industry that is doing this yeoman service for the world.
I don’t think it’s fair to write sensationalistic books just because there’s a punching bag easily available. The trouble is that
people around the world have certain perceptions, and it’s very easy to start whipping up sentiments around them.
What the author of this book has done is something which I don’t think is good, honest reporting. A lot of it is anecdotal
reporting, especially from the whistle-blower, and no one is giving the big picture of what Indian pharma actually is like.
Had the book been more balanced in its coverage and included the true contribution of India to the pharmaceutical industry
as well, and shown Ranbaxy in that context, it would have been far more accurate and fair.
*Source: https://theprint.in/health/indian-pharma-is-not-sub-par-it-is-ensuring-the-world-doesnt-face-a-healthcarecrisis/264124/
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Indian Council of Agricultural Research – CENTRAL INSTITUTE OF FISHERIES
TECHNOLOGY
AgrIP 2019:
ICAR-Central Institute of Fisheries Technology (ICAR-CIFT) celebrated the World Intellectual Property Day on 26th April 2019
by organizing a workshop titled AgrIP2019. The event was organized by the Zonal Technology Management – Agribusiness
Incubation (ZTM-ABI) Centre to raise awareness among scientific staff about Intellectual property rights and to acknowledge
the creativity and the contribution made by innovators of the Institute.
Dr. Gopakumar G. Nair, Patent Attorney, Gopakumar Nair Associates, Mumbai addressed the scientists and gave a lead talk
on IP rights and ways to protect them.Dr. GeorgeNinan, Principal Investigator, ZTM-ABI Centre, welcomed the gathering and
also gave an overview about the importance of IP management in a research institute like ICAR-CIFT. Dr.Ravishankar C.N.,
Director, ICAR-CIFTtalked about how we need to translate the scientific knowledge into innovation and about the issues of
generation, evaluation, protection and exploitation of IPR.Dr.A. Suresh, Co-Principal Investigator, ABI Centre proposed the
vote of thanks.

Read More at:


Read More at:http://cift.res.in/agrip2019
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