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While current status of IPR and Regulatory follows, the “Indian Drugs” Annual Day Event as presented here, offers
a golden opportunity for Pharma Researchers, Innovators and Industry Professionals as well as Academics and
students.

‘INDIAN DRUGS’ ANNUAL DAY 2018
Thursday, 22nd February, 2018 from 10:30 a.m. to 1:30 p.m.
Lecture Hall 31, 3rd floor, Victor Menezes Convention Centre, IIT Bombay, Powai , Mumbai 400 076
Time

Agenda

Speaker

10.30 am -11.00 am

Registrations & Tea / Coffee

11.00 am - 11.10 am

Opening Remarks & Welcome Address by
Mr. Daara B Patel, Secretary – General, Indian Drug Manufacturers’ Association (IDMA)

11.10 am - 11.35 am

Inauguration by Chief Guest Prof. (Dr.) B Suresh and National President IDMA
Mr Deepnath Roy Chowdhary
Address by the Chief Guest
“INDUSTRY INSTITUTE Collaboration – The Way Forward “
Prof. (Dr.) B Suresh
President, Pharmacy Council of India.
Felicitation and Presentation of Memento by President, IDMA

11.35 am - 11.45 am

Presentation of Awards to the Editorial Advisory Board and Editorial Board Members

11.45 am

Guest of Honour
Dr. Anthony Melvin Crasto, Ph.D., Principal Scientist (R&D), Glenmark Pharmaceuticals Ltd.
Felicitation and Presentation of Memento by President, IDMA

12.15 pm - 12.25 pm

Presentation of Awards to the Reviewers of INDIAN DRUGS.

12.25 pm - 12.55 pm

Panel Discussion on “Role of Innovation for Indian Pharma R&D”
Chairperson : Dr Gopakumar Nair, Editor, INDIAN DRUGS
Dr. (Mrs.) Nilima A. Kshirsagar (member, DTAB);
Prof. Shreerang Joshi (ICT);
Dr. Raman Singh (Director, CDTL)
and other Eminent Pharma R&D Scientists

12.55 pm - 1.10 pm

IIT Bombay offerings to the Pharmaceutical Industry
Prof. Rinti Banerjee, Head, Biosciences and Bioengineering Dept., IIT Bombay.

1.10 pm - 1.20 pm

Closing Remarks and Vote of Thanks
Dr George Patani, Chairman Publications Committee

1.20 pm - 2.00 pm

Lunch and Networking

2.00 pm - 3.00 pm

Visit to the Laboratories at IIT Bombay
Contd on pg 2...
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REGISTRATION FORM
To,
The Secretary General
Indian Drug Manufacturers’ Association
102/B, A Wing, Poonam Chambers,
Worli, Mumbai-400 018						

Date :

Indian drugs annual day, 2018
vision for a ppp model for indian pharma r&d
Dear Sir,
THURSDAY, 22nd FEBRUARY, 2018 from 10:30 a.m. to 1:30 p.m.
Lecture Hall 31, 3 floor, Victor Menezes Convention Centre, IIT Bombay, Powai , Mumbai 400 076.
rd

Kindly register the name/s of the following person/s from our company/ Institution to participate in the above programme.
SR. NO.
1.
2.
3.
4.
5.

NAME

DESIGNATION

MOBILE No.

EMAIL-ID

Thanking you,						
Yours faithfully,
							

(Name & Designation)

Name of the Company/ Institution: __________________________________________________________________________
Address : ______________________________________________________________________________________________
_______________________________________________________________________________________________________
Tel No. :

___________________ Fax No. : _____________________

E-mail : __________________________________________________
Editorial contd from pg 1..…
Current IPR Status
On the Intellectual Property front, 2017 has been “and Quiet Flows the Don” scenario. (“Quiet Flows the Don” is the Nobel prize winning
Russian Novel of 1940’s). The National Intellectual Property Rights Policy of India, announced in May, 2016 has also been ‘snoring’, inspite
of the occasional crying foul (Lamb and the Jackal) statements from US-GIPC & Super 301 lobbies. False alarms are also being sounded
off and on, by NGO’s regarding surrender by India (nothing of the sort) on the IPR front in the ongoing RCEP negotiations.
On the IPR front no news is good news, for India. The IP India office is also quietly making steady progress in streamlining expediting
grants of Patents, Trademarks, Designs and Copyrights as well as other office actions including Oppositions. The IPO as ISA has also been
making steady progress and gaining international reputation and acclamation. Patent training programs such as by Patent Gurukul, IIPS
and the online Nalsar course are continuing to empower aspiring Patent professionals. The newly revamped well equipped, Rajiv Gandhi
National Institute of Intellectual Property Management, is also contributing immensely to IP training in India. The tie-up with WIPO for
WIPO summer school and also with FICCI for online training has added value to the Nagpur IP training centre of IP India. The role of Nagpur
training centre in awareness creation and IP empowerment on India is commendable.
Contrary to the dooms day predictions, India adopting WTO-TRIPS compliance has immensely benefited Indian industry, especially Indian
Pharma Industry. Year on year Indian ANDA filings as well as generic negotiations in USA are on the rise. The trend of trade has shifted
substantially from ROW (Rest of the World) to Regulated markets like USA & Europe.
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Indian pharma cos get record 300 USFDA generic drug nods in 2017
TNN | Jan 25, 2018, 04.00 AM IST / Rupali Mukherjee
MUMBAI: Domestic pharma companies
received more than 300 approvals in 2017
to launch generic drugs in the US, which
is an all-time high. The clearances came
despite regulatory pressure from the US
Indian
pharma cos get record 300 USFDA generic drug nods in 2017 - Times of India
Food and Drug Administration (FDA), and
unprecedented warning letters issued to
the pharma companies’ facilities. The final
approvals for Indian players are up by nearly
43
per cent from 211 in 2016, and corner
Printed from
about 40 per cent of all global filings in
the highly lucrative around $70-billion US
market. This, even as all drug biggies —
including Zydus, Sun Pharma, Dr Reddy’s
and Cipla — faced regulatory ire, while
some were pulled up for manufacturing
lapses by the US regulator during last year.

Page 1 of 2

In terms of each company, Zydus leads
with 66 approvals in 2017, followed by
Aurobindo (52), Glenmark (18), Lupin (17),
Gland Pharma (16) and Cipla (10). Zydus
cornered a majority of US filings as its Moraiya facility, which contributes about 60 per cent of US sales, came out from under USFDA
scanner in June last year. Sun Pharma remained static at 10 approvals, due to its Halol plant continuing under the regulatory glare.
The US generics market, a key driver of Indian pharma’s growth, has always been a dynamic market. But the pace of change has
accelerated in the last few years. The increase in competition and consolidation of distribution channels have led to the US generics
business getting commoditised. Price erosion has been at an all-time high and this has impacted operating margins significantly. Major
domestic companies earn at least 40 per cent of their overall sales from the US.
To maximise margins, companies are now launching complex generics and speciality products.Glenmark Pharma chairman & MD Glenn
Saldanha says, “While the number of ANDA (abbreviated new drug application) approvals continue to remain strong for us, we, however,
have begun the process of transitioning the US business to a specialty/innovation business. While the generics business in the US will
still grow, the future for us will be in the specialty and innovation business. We plan to file our first specialty NDA in the next few months
in the US.”
The US generics market stays very
attractive and continues to see the entry
of new entrants — Mankind Pharma
launched its first product in the US in
September last year. An analyst from
Credit Suisse says, “Fragmentation
is increasing fast in the US generics
market and it is validated through everincreasing ANDA filings. For calender
year 2017, overall ANDA filings were
one of the highest at 1,128 (up 11 per
cent year-on-year). We expect approvals
to increase by another 50 per cent over
the next two years and therefore expect
price erosion to accelerate further. We
expect the market to decline at midsingle digit CAGR (compounded annual
growth rate) over next three years, and
the profit pool for generic industry to
decline at high single-digit CAGR.”
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INTERDISCIPLINARY COLLABORATIVE RESEARCH: AN IMMEDIATE NEED IN TODAY’S
PHARMACEUTICAL RESEARCH
(Editorial by Dr.Gopakumar G. Nair, Editor, INDIAN DRUGS in January 2018 issue)

While India has acquired global recognition as a reliable source
of high quality, impurity free active pharmaceutical ingredients
(APIs) and generic pharmaceuticals, Indian pharmaceutical R&D
has to go a long way to enter the global pharmaceutical R&D
map. The 2016 OECD report “Measuring Science Technology
and Innovation” (https://www.oecd.org/sti/STI-Stats-Brochure.
pdf) has large a compilation of data on R&D. India hardly finds
a place in this study except on the use of the internet & IT. As
confirmed by the OECD data in 1960, 70% or more of all R&D
spend globally was from Government funds. India claims to have
the largest chain of R&D laboratories in the world in the CSIR/
DSIR umbrella. Between 1960 to 2017, the contribution of CSIR
laboratories,including once-reputed laboratories such as CDRI,
Lucknow and IIIM Jammu, to pharmaceutical research has only
gone down.
Over the years, the R&D funding to pharmaceutical companies
from the government and others has only been dwindling. It is
therefore, becoming abundantly clear that pharmaceutical (and
biotechnology) R&D has to be driven by the pharmaceutical
industry. Can the pharmaceutical industry drive the R&D by
itself? With the current trend of future molecules moving from
chemistry to Biotechnology, challenges have been mounting for
pharmaceutical corporations to find its road map for innovation
to keep pace with the rest of the world, leave alone OECD
countries.
The innovation challenges for the pharmaceutical industry gets
compounded by the NGO driven NPPA model for price control
in India. Pharmaceutical R&D has no sympathiser leave alone
a Godfather ministry in India, inspite of pharmaceutical exports
being one of the largest from India.
It is in this context, that the Industry-Academia collaborations for
pharmaceutical and biotech R&D has become a Hobson’s choice.
Industry has no option than to tie up with academia, especially
for tapping, training and utilising the Human R&D resources in
Academia. Academic research in India (and generally all over
the world) is considered unfit to be adopted for Industry to
commercialize as such. Industry has to train skilled and talented
academics to take up innovative projects needed by industry.
Industry also has to hand-hold and guide academia to plan
projects, develop R&D pipelines and convert the processes and
products to commercial outcomes. To achieve this objective, R&D
in industry must be able to attract and retain skilled researchers
and have the patience to fund the research to take it eventually
to logical commercial conclusions. Academia need to shed the
current on-site politics and ego based one-upmanships and
crab mentalities. Academic R&D leaders and researchers need
to adopt and acquire work disciplines and productive styles and
practices akin to industry R&D. GLP and GR&DP has to be adopted
by academic institutions.
In these times when chemical blockbusters are becoming
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slowly extinct and more and more biologics and genomic drugs
are coming of age, pharmaceutical industry needs to find R&D
partners within the medical fraternity in public hospitals too.
While Bio-medical research, which will move forward in the
coming years will need close co-ordination of industry with
academia and medical fraternity (and government institutions to
the extent available and forthcoming).
NMR arrived in India in early sixties for chemical and
pharmaceutical research. HPLC, LCMS and X-ray crystallography
came into pharma R&Ds a couple of decades later. These
instrumental techniques are being routinely used by Research
Laboratories as pharmaceutical R&D has been relying increasingly
on instrumentation and IT support in recent years. Advanced
Spectroscopy, Automated Chromatography, Crystallography and
the like have been driving as well as supporting pharmaceutical
R&D over the last 50 to 60 years. Advances in integrated Homology
Analysers and gene amplification detectors etc. could increasingly
assist future bio-pharma R&D projects and platforms.
Plant based drug discovery research dominated the early
breakthroughs in pharmaceuticals. From Digitalis in 1785 to
Caffeine, Codeine, Morphine, Quinine, Reserpine, Scopolamine,
Paclitaxel, (Taxol), Theophylline to Vinca alkaloids, it has been
a long and distinguished journey. However, of late, the undue
domination of biodiversity issues, traditional knowledge
protection and NGO driven impractical benefit sharing models and
high royalty demands are discouraging R&D initiatives in Natural
products. Research in biological resources also need support
from synthetic chemistry laboratories as well as analytical,
pharmacology, toxicology and clinical evaluation streams. Of late,
such collaborative, net-worked, knowledge sharing practices have
died down and every pharmaceutical researcher is turning to live
and work on his own island. The Indian pharmaceuticalindustry
needs to move on similar biologics (‘mabs’ as example). Opening
up of metabolic pathways, advances in protein chemistry, data
from genomic sequencing are all the emerging frontiers of
tomorrow. Nano particles based research for resolving future drug
delivery problems and for cell specific targeted drug development
leading to reduced side effects, will also need collaborative
initiatives. From targeted delivery systems, implants, coated
stents and needleless injections, pharmaceutical research is
moving on to 3D printed drugs (such as FDA approved SPRITAM)
which delivers the dose layers till the needful peak is achieved.
3D printed oral dosage forms in different shapes and designs are
also evolving. Newer processes such as “hot melt extrusion” are
also emerging. ‘Nanobots’ are also on the anvilas a collaborative
effort with robotics for drug delivery. All these writings on the
wall, call for increasingly enhanced levels of networking of
bio-pharma researchers with industry and academia with IT,
Analytics, Diagnostics, Medical researchers, Genomic, Robotics
and in short “whomsoever who can deliver most effectively”.

