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EDITOR’S NOTE

L
ess than a fortnight after the release of

USTR’s 2019 Special 301 report, a

delegation of around 100 companies from

the US spent a week in India in early May

scouting for business opportunities.

Organised by the US Commercial Service Trade

Winds Indo-Pacific Forum and Mission, the week

included ‘business matchmaking appointments’ with

pre-screened potential buyers, agents, distributors

and joint-venture partners in New Delhi, Mumbai,

Ahmedabad, Bengaluru, Chennai, Hyderabad and

Kolkata. 

This proves that even though India is part of the list

of countries pulled up for ‘long-standing IP challenges

facing US businesses in India’ and is on the 

USTR's Priority Watch List for the 27th year running,

the sheer size of the India market cannot be ignored.

(http://www.expressbpd.com/pharma/editors-note/india-

on-ustrs-priority-watch-list-again/409295/) Besides the

oft-quoted instances of Section 3(d) and compulsory

licensing, this year’s report quotes studies depicting

India as the one of the top five source countries for

counterfeit goods, including medicines.

But both governments seem to have decided to take

a pragmatic rather than confrontational stance. A

multi-ministerial delegation from India travelled to

Washington, the week after the release of the USTR

report, to convince the US government to extend the

benefits it provides to India under the generalised

system of preferences (GSP) benefits programme.

Media reports hint that the US might delay this

decision until the new government is in place. Thus

Indian exporters have won some breathing space. The

give-and-take between the two governments is further

evident when other reports hint of a climb down by the

Indian government on price caps on medical devices.  

(https://www.financialexpress.com/industry/india-

may-ease-price-control-regime-for-medical-devices-on-

us-request/1571703/)

Consider the trade figures. According to data from

the US Department of Commerce, pharmaceuticals

($6.1 billion) was the second largest category of US

imports from India in 2017. Across sectors, bilateral

US-India trade expanded to $126.2 billion in goods and

services in 2017 even as overall levels of global trade

volumes decreased. The US remained India’s largest

trading partner, with exports of US goods and services

to India reaching $49.4 billion (up 16 per cent from

2016), and imports from India hitting $76.8 billion (up

six per cent from 2016). The US also remained India’s

top export market – and its $27.3 billion trade surplus

with the US is its largest with any country – while India

was the 15th biggest export market for US goods 

in 2017. 

The US would clearly like to correct what it sees as

a trade imbalance and hence the pressure to ease off

on US companies. Flashpoints over the past year

included Harley-Davidson motorcycles, Amazon,

Walmart, as well as the US-based medical device and

pharma companies. 

While both governments continue the dialogue,

there are various groups working to find a middle

path. One such group is the New Delhi-headquartered

Council for Healthcare and Pharma (CHP) which

advocates the development of sustainable health

systems around the world. With members from

domestic and global pharma companies, diagnostics

providers, medical device manufacturers, hospitals

and adjunct services, CHP members are looking to

engage with governments and other stakeholders ‘to

adopt rational approaches that capture benefits, that

accrue through the optimisation of the ecosystem and

value chain involved in treating diseases and keeping

people healthy.’

In early May, soon after the release of the USTR

report, the Council organised a Legislative Day at

Capitol Hill DC with over 20 US Congress leaders, (a

mix of Democrats and Republicans) as well as

representatives from industry and trade, the medical

fraternity and the board of management of American

Association of Physicians of Indian Origin 

(AAPI). Speakers reportedly supported the 

need for greater affordability, accessibility and

accountability in keeping populations healthy.

(https://www.expresshealthcare.in/news/congressman-

industry-and-doctors-favour-accelerated-traction-on-

india-us-synergies-for-universal-health/411503/)

Commenting on the latest USTR’s Special 301

report, CHP President, Dr Gurpreet Sandhu concedes

that while equitable trade balance is an important

aspect, the need to bring affordable healthcare is

equally important and hopes the USTR “will walk this

fine line.” Agreeing that fakes and counterfeits are a

problem which the authorities must deal with a stern

hand, he emphasises that legitimate products

introduced following patent expiry or in countries

which do not have a patent regime serve a significant

purpose in battling the burden of disease, and

therefore their important role must be acknowledged in

lowering the cost of healthcare globally.

But this fine line is often a moving line in the sand.

Will India’s incoming administration succeed in

maintaining an independent voice in spite of the risk

of sanctions and isolation? 

While both
governments

continue 
the dialogue,

there are various
groups working

to find a 
middle path

Post USTR Special 301 Report, 
pragmatism wins over confrontation?

VIVEKA ROYCHOWDHURY Editor

viveka.r@expressindia.com
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Karan Daftary, Director, Business Development and Akshay Daftary, Director, Business
Development, Siro Clinpharm, speak on the current trend sin the CRO market, changing
templates of pharma-CRO relationships, role of technology in transforming CROs and more,
in an exclusive interview with Lakshmipriya Nair

‘Clinical research services at most leading 
pharma and biotech companies contain at least
one outsourced component’
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What are the dynamics and

trends in major pharma

markets that are swaying

the current scenario and

will influence the future

status of the India CRO

market?

The country’s pharma

industry is expected to

expand at a CAGR of 22.4 per

cent over 2015–20 to reach

$55 billion. India’s pharma

exports stood at $17.27 billion

in FY18 and have reached

$10.80 billion in FY19 (up to

October 2018). There has

been an increasing

healthcare spend by the

government. Moreover,

private sector investments in

R&D and acquisitions are

also on the rise. In FY18 –

pharma companies invested

8.8 per cent of their sales on

R&D. (Source: IBEF Report)

All of these will influence

the CRO market in country.

Apart from these, the

following factors will also

generate more business for
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the CROs in the country:

◗ Increased number of trials

that need to be conducted

during the drug

development phase.

Pharma companies tend to

focus more on the R&D

aspect while outsourcing

the trials to other

companies who have the

capabilities. 

◗ Shift of focus from generics

to biologics. According to a

report prepared by the

Department of Industrial

Promotion and Policy

(DIPP), Government of

India, the global biologics

market is expected to be

around $290 billion by 2020

accounting for an

estimated 27 per cent of

total pharma sales. Unlike

generics, they require

clinical trials. While the

overall drug development

pathway for biologics

remains the same as small

molecules, starting with

identifying the target,

validating the information,

screening and testing,

followed by pre-clinical and

clinical trials before its

commercial approval.

Therefore, the scope and

cost of each trial is

generally higher and even

large generic companies

need to keep up with

changes in industry. 

◗ Trials need to now be

conducted in the FMCG

sector for claims, which

will also directly impact

the CRO market in terms

of increased volumes. 

How has digitalisation

changed the way that CROs

operate? What are the new

competencies that CROs

need to develop to leverage

the true potential of these

transformative

technologies? Give us a few

examples of your efforts in

this direction.

There are thousands of data

points per patient in a

clinical trial — that’s a lot of

data. So, in order to

aggregate all that data,

automation of some of the

services will help streamline

their processes and bring in

better efficiencies. 

The increase in

investment into digitisation

of clinical trial elements is to

reduce cost and optimise the

time taken for trials as well

as post study wrap up

timelines. 

Siro Clinpharm has

invested significantly in

technology and enhanced its

capabilities to further

progress. Some of our

endeavours in this direction

include: 

◗ Besides having expertise in

paper-based studies, we

have developed capabilities

to do digitalised version of

this using various

homegrown and acquired

EDC platforms for e-diary

use to track patients in the

trial and give sponsor

results on digital platform.

It leads to less

maintenance of paper

including trial master files

(set of essential documents

required before, during and

post clinical trial)

◗ Initiated automation of

narratives – it would

reduce turnover time and

chances of errors. 

◗ Electronic handling of data

helps us in reducing

manual handling and

potential data integrity

issues

◗ Adoption of cloud-based

processes to make the trial

process more efficient and

cost friendly

How is the relationship

between CROs and pharma

companies changing? What

are the factors driving

these changes? What would

be the template/s of a

successful pharma-CRO

relationship in future?

Large pharma and biotech

companies either find and

manage their own vendors

for clinical trials or hire a

CRO to take over the

relationship between

sponsor and vendor. The

work for a specific R&D

activity is not continuous in

nature for a pharma

company; hence, engaging

full time employees for such

kind of activities is

troublesome for a pharma

company. Additionally,

outsourcing helps a pharma

company to have specialised

people working from a CRO

on specific activity, thereby

providing efficient solutions. 

According to some

estimates, 70 per cent of

clinical research services at

the leading pharma and

biotech companies contain at

least one outsourced

component. However,

strategic partnerships

between sponsors and CROs

require robust governance

structures and mechanisms

to ensure: 

◗ Important decisions that

need to be made are

identified and effectively

framed

◗ Optimal decisions are

made by the right people,

with access to relevant and

accurate data

◗ Accountability exists to

ensure important

decisions are effectively

implemented

◗ Problems are quickly

identified and escalated to

the right parties for

efficient and effective

resolution

How is Siro

metamorphising into a

‘CRO of the future'? 

Siro Clinpharm is

undertaking several

endeavours to become

future-ready CRO. Some of

them are as follows: 

◗ Innovation and

advancement of

technology to automise

processes that would

decrease chance of human

error – significant

investments are being

made by SIRO into testing

for these changes 

◗ Global approach:

developing sales and

operational unit in the US

to increase on-ground

presence there

◗ Building of robust

databases to make patient

recruitment more

seamless and efficient,

shortening of timelines

with quicker recruitment  

◗ Develop a specialised

model to cater to the large

and ever growing FMCG

segment that includes sub

areas like nutrition,

cosmetics etc.

◗ Continue to develop long-

term strategic

relationships with global

companies with end-to-end

data services 

◗ Adapt to recent regulatory

changes in 2019 that have

made trial timelines

shorter as well is make

India more favourable for

clinical trials 

◗ Expertise in the

outsourcing model of trials

and data services. We have

a sound understanding of

processes and challenges

around it and our team of

experienced, highly

qualified subject matter

experts ensure smooth

functioning of trials and

deliverables. 

◗ Our long-term strategic

partnerships or preferred

vendor status with large

pharma companies

◗ Consistency in high quality

deliverables and simple

communication models

have led to repeat

contracts awarded by large

global sponsor companies

Continuous and proactive

changes being implemented

by the government to

improve the clinical trial

industry in India. This will go

a long way in rebuilding trust

to conduct trials in India.

The ease in submission of

trials and approval processes

continue to bring India at par

with global standards.

What will the next five

years bring for the India

CRO industry? Where do

you see the industry

heading?

The next five years will

bring: 

◗ Increased digitalisation of

vital processes

◗ India as a destination for

trials: large database,

diverse demographics,

patient pool and variety of

diseases, patient pool,

English speaking

population and

investigators, sizeable

medical faculty trained in

western world, medical

treatment at par with

western world

◗ Large influx of trials from

global MNCs who have

started offshoring back

into India as the country is

heading towards

regulation and governance

that is at par with global

standards (GCP

guidelines)

◗ FMCG sector expansion

which would lead to more

clinical trials needed to be

conducted

◗ Growth in nutrition sector

and health claims related

to consumer products 

◗ Trials for FDC in category

B&D that could require

more information that can

only be retrieved through

trials – several large

companies have several

products that come under

these two categories

◗ AYUSH guidelines for

testing of Ayurveda

products to ensure safety

and efficacy of use. They

are coming under

stringent regulation.

All these would lead to the

outsourcing of large chunks

of work to move focus back to

R&D and generate a lot of

opportunities for the CRO

sector. 

lakshmipriya.nair@expressindia.com

Karan Daftary Akshay Daftary
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DEAL TRACKER

Lifesciences industry posts 53 deals worth $5.8 bn in April 2019

IN APRIL 2019, the healthcare industry reported 53

deals worth $5.8 billion as compared to the last 12-month

average (April 2018-March 2019) of 65 deals worth $26.8

billion. Novartis’ proposed acquisition of IFM Tre, a com-

pany focussing on developing anti-inflammatory medi-

cines targeting the NLRP3 inflammasome, for a total con-

sideration of $1.6 billion, was one of the major deals that

contributed 27 per cent to the total deal value in April

2019. This transaction will enable Novartis to develop

NLRP3 antagonist portfolio targeting innate immune sys-

tem. The second notable deal in April 2019 included Catal-

ent, a contract drug manufacturer, announcing to acquire

Paragon Bioservices, a vector development and manufac-

turing partner for gene therapies, for $1.2 billion.

The healthcare industry reported 83 venture capital

(VC) deals worth $1.4 billion in April 2019, compared to

the last 12-month average (April 2018-March 2019) of 88

deals worth $1.9 billion. Poseida Therapeutics raising $142

million in series C financing; SpringWorks Therapeutics

raising $125 million in series B financing; Talaris Thera-

peutics raising $100 million in series A financing; Vivid-

ion Therapeutics raising $82 million in series B financing

are some major deals reported in April 2019.

Novartis’acquisition of IFM Therapeutics contribute 27 per cent to the total deal value
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THE 6TH edition of PharmaLyt-

ica will be held in Mumbai

from June 10-12, 2019 at the

Bombay Exhibition Centre in

Goregaon (E). In the 6th edition

of this international trade fair

and conference, the pharma

community can pick up on the

latest industry trends, innova-

tions and do business with 

analytical, laboratory, machin-

ery and packaging industry. 

In a first, the 6th edition will see

a new pavilion for API and 

excipients.

PharmaLytica conference,

collocated with the exhibition

is the knowledge forum and

important industry gathering

that will bring an entire range

of topics in analytical, out-

sourcing, laboratory, scientific

and biotechnology sector.

PharmaLytica is evolving as

the leading marketplace for

products and services along

the entire value chain in niche

segments within the pharma

industry.

Express Pharma is the 

media partner for the event,

with CIPI as the  Association

partner.

The Innovation Gallery will

display innovative products

from leading exhibitors. Visi-

tors can attend the gallery for

free and at one location to see

a wide range of new products

and technologies in the mar-

ket. More than 300 exhibitors

will congregate at the venue

which will be spread around an

area of 12000+ sq mts.

EP News Bureau

6th edition of PharmaLytica to be held in Mumbai
from June 10-12,2019
The 6th edition will see a new pavilion for API and excipients

ORGANISED BY Express

Pharma, FDD Conclave 2019

will be held from June 7-8, 2019

at Novotel Airport, Hyderabad.

It is a thought leadership plat-

form for formulation scientists

and R&D heads of pharma

companies to come together

and converse on the current

and future trends in the indus-

try, their growth drivers and

challenges, as well as strategies

to fast-track progress in the

sector.

Now in its third edition, this

year’s FDD Conclave will focus

on the theme: Preparing for the

next frontiers in FDD. It will fo-

cus on the huge potential of

drug development and delivery

systems to create intellectual

property, improve life-cycle

management, gain cost and

market differentiation and thus

become major determinants of

success.

FR&D leaders of India

Pharma Inc will congregate at

FDD Conclave 2019 to share

their learnings as they explore

and experiment with different

dosage forms, compositions and

drug delivery options, be it

through oral, pulmonary, nasal,

transmucosal or transdermal

routes, in their continuous

quest for improved methods of

development, manufacture, and

administration of medicines.

The two-day event will also

highlight how pharma compa-

nies will have to continue mak-

ing significant investments on

new-age technologies and com-

plete their digital transformation

to ramp up their R&D produc-

tivity and achieve next genera-

tion of scientific breakthroughs.

Besides, industry captains

will discuss strategies which

will help augment their prod-

uct pipelines with formulations

which are faster and more effi-

cient such as fast-dissolving

drug formulations, multipartic-

ulate dosage forms and com-

plex drug delivery systems

while retaining their cost-com-

petitiveness.

Thus, for the 100+ leading

pharma professionals attend-

ing the event, the two-day

event will give an opportunity

to:

◗ Get updated on the advance-

ments in India’s pharma formu-

lations and drug delivery sec-

tor

◗ Demonstrate your pharma

formulation capabilities and

showcase your innovative solu-

tions

◗ Gain insights from thought

leaders of the pharma and

biotech industries

◗ Acquire access to solution

providers with cutting-edge

technologies

◗ Discuss on the role of formula-

tion and drug delivery in gain-

ing a competitive edge

◗ Network with who's who of

the pharma industry

EP News Bureau

Formulation R&D leaders to congregate 
at FDD Conclave 2019 in Hyderabad
In its third edition, the conclave this year will focus on the theme: Preparing for the next frontiers
in FDD



May 16-31, 2019

EXPRESS PHARMA 13

MARKET

To subscribe: bpd.subscription@expressindia.com

6TH EDITION OF PHARMALYTICA
Date: June 10-12, 2019 

Venue: Bombay Exhibition Centre in Goregaon

Summary: In the 6th edition of this international

trade fair and conference, the pharma community

can pick up on the latest industry trends, innova-

tions and do business with analytical, laboratory,

machinery and packaging industry. For the first

time ever, the 6th edition will see a new pavilion

for API and excipients. PharmaLytica conference,

collocated with the exhibition is the knowledge 

forum and important industry gathering that will

bring an entire range of topics in analytical, 

outsourcing, laboratory, scientific and 

biotechnology sector. 

Contact

UBM India 

Mumbai Office

Times Square Unit No.1 & 2

B Wing 5th Floor

Andheri-Kurla Road Marol,

Andheri (E) 

Mumbai 400059

+91 22 61727000

+91 22 61727273

INDIAN PHARMA EXPO
Date: July 16-18, 2019

Venue: Pragati Maidan, New Delhi

Summary

Indian Pharma Expo (IPE) will provide an opportu-

nity for the participating companies to display

their products and services to the gamut of visi-

tors, globally from pharma and healthcare indus-

tries. The three-day expo will bring together emi-

nent personalities from various sectors of pharma,

non-pharma and healthcare industries. IPE is one

stop juncture to all those who are planning to ex-

pand their business through various channels of

franchise and distribution; as well as wholesalers

and hospital purchase personnels who seek to buy

bulk products on concessional rates. 

The expo will showcase the latest trends and

technologies in pharmaceuticals, drugs and 

formulations The expo is expected to witness ap-

prox.10,000 visitors footfall Display of latest phar-

maceutical machinery, packaging equipments,

software technology for pharma industry & man-

agement etc. Direct access to highly targeted sen-

ior pharma executives, buyers, procurement man-

agers, contract manufacturers, hospital

administration and many more meetings with

manager and business development managers

who are looking for new supplies, building 

strategic partnerships or entering into new ven-

tures The expo will feature international cum

pharma machinery pavilion.

Contact details

Aparna Mayekar

Tel : +91-22-66122612/627

Mobile: +91-9930937020

Email: ipe@cims.co.in

EVENT BRIEFS



Demonetisation, Swachh
Bharat Abhiyan, Make in India,
Digital India, Ayushmaan
Bharat and implementation of
GST have been the major
highlights of the BJP-led
government. The government
also initiated policies and
invited many foreign investors
to boost exports.

Ayushmaan Bharat is
another recognised initiative
and may have the potential to
be a game changer in the
industry. The
government has also
initiated scaling up
the Jan-Aushadhi
scheme across India
to provide generic
drugs to the masses
at a low cost with easy
accessibility. However, the
momentum that it gained is
slower than what was
expected.

Industry experts highlight
the hits and misses of the
present NDA government and
share their expectations from
the new administration
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T H E  M A I N  F O C U S(

T
he implementation of var-

ious schemes and policies

by the NDA government

has brought about a lot of fresh

changes in the way things

worked within the country. De-

monetisation, Swachh Bharat

Abhiyan, Make in India and im-

plementation of GST have been

the key highlights of the NDA-led

government. Demonetisation

was an important step towards

curbing black money. However, it

caused a brief disruption to

trade, business, small industries

and workers. 

We also saw introduction of

the Benami Transactions (Prohi-

bition) Amendment Act, 2016. It

is believed that this Act, along

with the Black Money (Undis-

closed Foreign Income and As-

sets) and Imposition of Tax Act,

2015, will help the government in

its fight against black money

both within and outside the coun-

try. In totality, all sectors of gov-

ernance saw some improve-

ments and modernisation. 

The NDA government

changed orientation of earlier

freebie culture, and has taken the

right path in weeding out unde-

sirable subsidy regime and im-

plementing desirable ones with

strong and effective administra-

tive measure. ‘Give Up LPG Sub-

sidy’ was one such campaign.

These changes and improve-

ments were also reflected within

the pharmaceutical sector. In-

dia’s pharma sector is the sixth

largest contributor to Foreign Di-

rect Investment (FDI) in India.

With an increase in the FDI up to

74 per cent in existing pharma

companies, the existing govern-

ment has invited a lot of foreign

investments which eventually

caused an increase in pharma ex-

ports. India’s pharma exports are

estimated to be at $17.27 billion in

2017-18 and are expected to reach

$20 billion dollars by 2020.  

The ‘Make in India’ initiative

also played a role in successfully

inviting foreign investment,

which introduced many meas-

ures that focussed on the ease of

doing business in India. Digitalisa-

tion of various programmes and

licensing with Digital India has

also helped in streamlining

processes and reducing process-

ing times in various sectors.

Implementation of GST was

a game-changing indirect tax re-

form which simplified the earlier

indirect tax regime. After imple-

mentation of GST, the pharma

sector saw a six per cent in-

crease in the annual turnover in

the period between May 2017 to

May 2018. Few areas have been

affected in a major way, for ex-

ample, Sikkim was eligible to

avail exemption from payment

of Central Excise duty in terms

of area-based exemption notifi-

cations. Under the GST law, a

company is liable to reverse in-

put tax credit on free samples.

There have been investigations

on free samples given in

pharma, FMCG sector, food sec-

tor and retailers. However, later

it was confirmed that samples

which are supplied free of cost,

without any consideration, do

not qualify as supply under GST.

Along with this, there have  been

regulations with respect to drug

price control, ban on combina-

tion drugs and availability of es-

sential drugs. Thus overall, for

the pharma sector, past five

years have been tough.

Government of India has

taken various initiatives to pro-

mote the pharma sector. The ap-

proval time for new facilities has

also been reduced to further

boost investments. All govern-

ment schemes and policies have

collectively led to an increase in

growth and development over

the last five years. With the new

government also we expect fur-

ther fine tuning of the existing

schemes and policies. 

‘We expect further fine tuning of the existing schemes and policies’
Suresh Pareek, Managing Director, Ideal Cures 

RATINGS FOR SCHEMES ON A SCALE OF 10

Make In India - 8

Digital India - 7

GST Implementation - 7

Drug Policy reform - 4

Ayushman Bharat - 7

Jan Aushadhi Kendras – 6

W
hile  most reforms

carried out by the

Modi Government in

the past four and a half years

were incremental in nature, GST

and IBC (Insolvancy & Bank-

ruptcy Code ) were truly game

changers. GST with E-way bill

has benefitted many pharma

companies having  pan India

presence, significantly improving

the efficiency of their logistics,

distribution and effective track-

ing of the supply chain due to E-

way bill. 

Similarly, IBC/ National Com-

pany Law Tribunal (NCLT) has

helped to resolve many long

pending issues as we have seen

in case of Orchid Pharma & Ster-

ling Biotech. 23 point jump in the

World Bank ranking for Ease of

Doing Business  from 100 to 77

has improved credit worthiness

of Indian businesses in the eyes

of foreign investor. However, we

have a long way to go. Income tax

reduction to 25 per cent for com-

panies with turnover less than Rs

250 crore will benefit many

pharma MSMEs to improve

their profitability. The Com-

merce Ministry is working on

new MEIS to make it WTO com-

pliant. On the regulatory front,

several new amendments such

as Draft OTC policy, online phar-

macy, new rules for clinical trials,

GMP etc. will go a long way in ra-

tionalising and upgrading many

practices. 

Ayushman Bharat will also

benefit pharma companies by

expanding the market. While ini-

tiatives like Digital India, Make in

India, etc, will also benefit the in-

dustry, these will mainly remain

works in progress. The new gov-

ernment which will take office in

May 2019 has its work cut out.

First priority would be to move

from price control to price moni-

toring of drugs, as indicated in

the Draft Pharma Policy. Simi-

larly, our over-dependency on

Chinese API is a major geopoliti-

cal risk and has to be tackled

with urgency by developing sev-

eral API parks with appropriate

incentives. On the regulatory

front, having a unified FDA

Agency on the lines of US FDA

needs to be made operational on

priority.  The plan to reduce the

weighted deduction available for

in-house R&D to 100 per cent by

2020 is a retrograde step, and the

150 per cent deduction should be

continued for another five years.

The plan to increase the num-

ber of NIPERs in the country

should be accelerated with em-

phasis on newer technologies like

AI, Block Chain, IoT, 3D printing,

etc, to make the Industry future-

ready and globally competitive.

Many of these things can be re-

solved speedily if we have a dedi-

cated and independent Ministry

of Pharma. Lets hope that the fu-

ture of Indian Pharma is brighter

than before.

‘Hoping that the future of Indian Pharma is brighter than before’
Dr Ajit Dangi, President & CEO, Danssen Consulting 
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T
he Modi Government

has been following a pol-

icy of concentrating on

macro issues, leaving the micro

management to the executive

authorities. As such, the Health

Ministry, CDSCO (DCGI), DIPP

(DPIIT), IP office (CGPDTM),

NBA, MoE and others have

been pursuing the policy initia-

tives and procedural road maps

under the umbrella of non-cor-

rupt, world-trade friendly poli-

cies followed by India.

During the last five years,

various authorities have suc-

cessfully implemented many

policies and programmes. Reg-

ulatory reforms under CDSCO

by the new DCG(I) have been

remarkable, if not mind blow-

ing. The extensive procedural

reforms and online transparent

improvements by the office of

the IP/ Patents (CGPDTM)

have also been phenomenal.

These and other health/ insur-

ance/ Jan Aushadhi / health in-

surance reforms have con-

tributed significantly towards

the benefit of the public. 

At the same time, India has,

or at least has tried to, remain

friendly with the US on trade

policy issues. Even though, In-

dia tried to make progress on

RCEP and many free trade

agreement (FTAs), the China

factor continues to be an irri-

tant. 

Under the new regime, com-

ing into power by end of May

2019, I expect more bold initia-

tives on macro-economic front.

I expect India to act/react less

softly (more boldly) on eco-

nomic/IPR issues. I expect

changes and reforms in Min-

istries of Finance, Commerce

(trade), Health (reforms), Law

and others. The current re-

forms in drug regulatory, clini-

cal trials, IPR, healthcare and

environment will pick up during

the next five years. 

The seed of ‘Innovation-

Mantra’ sown during the cur-

rent regime will become more

prominent in practice during

the next five years.

The Indian IP office

(Patents, TMs and Copyrights,

etc) which is vibrant and con-

stantly evolving, will emerge as

equivalent to the US, Europe,

Japan and others albeit with a

more balanced IP policy and

with a practice beneficial to the

public and patients. India will

effectively and boldly respond

to the USTR’s Super 301 Re-

port, explaining the people /pa-

tient friendly approach of India

IPR policy.

The Indian pharma industry

will continue to make steady

progress including in interna-

tional trade, innovation and in-

vestments, both in domestic as

well in as international arena.

‘I expect more bold initiatives on macro-economic front’
Dr Gopakumar G Nair, CEO, Gopakumar Nair Associates 

RATINGS FOR SCHEMES ON A SCALE OF 10
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I
ndia is pharmacy to the

world, supplying medicines

to 195 countries, complying

with quality and CGMP stan-

dards. It controls 40 per cent

market share in volume of US,

and about 25 per cent of the

global generic market in volume.

The industry has evolved in the

last 20 years to reach a mile-

stone of  $19.2 billion as of March

31, 2019. The domestic market is

also vibrant at $20 billion, cur-

rently growing at 15 per cent

CAGR in the last five years. The

Indian pharma industry is ex-

pected to reach the milestone of

$55 billion by the end of 2020. 

Make in India
The pharma industry has been a

classical example of ‘Make in In-

dia’, and is a powerhouse of low-

cost generics manufacturing.

However, there is still ample op-

portunity to enhance growth. To

do so, some of the initiatives to

boost manufacturing and em-

ployment in the sector include:

◗ Foreign investments into the

Indian economy: The existing

FDI policy allows 100 per cent

FDI under automatic route in

greenfield projects, and up to

100 per cent FDI for brownfield

projects. The government has

decided to increase FDI to 74 per

cent in existing pharma compa-

nies through the automatic

route, thus attracting foreign in-

vestments into the Indian econ-

omy.

◗ Increase in exports: With the

government’s thrust towards

manufacturing under the ‘Make

in India’ initiative, the industry

recorded a 15 per cent increase

in exports in FY 2018-19.

Digital India
Digital India is one of the policies

which has had a major impact on

transformation of the pharma

sector. 

Jan Aushadhi Kendra’s 
The Jan Aushadhi Scheme initi-

ated by the government is a pow-

erful intervention against the un-

justifiable pricing of medicines

by private pharma industry, to

make the generic medicines

available at affordable prices. It

has been observed that lack of

awareness in the public, distri-

bution of free medicines by state

governments, lack of support for

JAS, poor supply chain, and doc-

tors not prescribing generic

medicines are the major con-

straints faced by the JAS leading

to its lukewarm impact.

GST
One major change after GST

was seen in the form of revised

tax rates on taxable products

and services. 

Challenges faced by Indian
pharma sector
◗ Compliance issues and good

manufacturing practices Non

implementation of Schedule-M

has led to proliferation of sub-

standard drugs and cross con-

tamination issues. This need to

be sorted out and taken for-

wards in consultation with the

industry. The companies are try-

ing to improve their standards

and this issue can be solved by

having officials who are more

stringent, and having inspec-

tions on a regular basis.

◗ Drug Price Control Orders -

Without going into ground real-

ities, CPCO & GOI have pushed

the NPPA leading to serious

‘Funding for pharma companies might be a way to move forward’
Dr Dinesh Dua, Chairman,Pharmexcil, Chairman, Entrepreneurship & Start Ups, CII North
India,CEO & Director, Nectar Lifescience

RATINGS FOR SCHEMES ON A SCALE OF 10
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shortage of drugs. Mechanism

of fixing prices is not at all trans-

parent and realistic; it needs

huge consultation with the com-

pany in a very transparent and

mutual conducive manner. The

companies cite that the reforms

of the government for the essen-

tial medicines have caused them

to lower the price of drugs. This

has been done by the govern-

ment for the betterment of the

public. But the government has

to think of a way to promote the

pharma companies as well.

Funding for pharma companies

might be a way to move for-

ward.

◗ Low input on R&D: Pharma

companies cite that due to the

low income, they are not able to

develop products the way they

want.

◗ Stronger IP regulations: IP

regulation has always been a

thorn in the skin for the compa-

nies, especially the foreign com-

panies. The companies strongly

feel that the rules have to be

amended and the so-called vic-

tim of the lax regulations has

been the foreign entrants. On

the contrary, frivolous litigations

and ever greening of process

patents of flimsy product by for-

eign companies impedes the ca-

pability of Indian pharma com-

panies. The solution to this

answer might be provided by the

IPR Think Tank formed by the

government to draft a stronger

national IP policy.

Expectations from the new
government 
◗ R&D incentives:- There are

no specific tax benefits for con-

tracted/ undertaking R&D for

group companies. The scope of

in-house R&D expenses should

be extended to cover significant

expenditure incurred on con-

sulting / legal fees for filings in

US for NCE and ANDA, prepa-

rations of dossiers, etc. for de-

fending patent rights.

◗ Rolling out GST provisions: -

Rolling out the long pending

GST provisions will provide

greater clarity and comfort cou-

pled with much required cer-

tainty for those running business

houses in the sector.

◗ Reduction of customs duty

on life saving drugs and re-

lated medical devices: - Higher

rates of customs on life saving

drugs, medical devices, diagnos-

tic equipment, etc have made

them less affordable. Bringing

rates down would have the im-

pact of greater affordability of

drugs and of treating serious ail-

ments.

◗ Clarifications on margin re-

quirement regulations: - Com-

panies involved in import of

products from related parties

like APIs /finished drug formu-

lations have to comply with

transfer pricing provisions by

maintaining higher margins/

lower import prices while cus-

toms (Special Valuation

Branch) regulations demand

higher import prices. Accord-

ingly, there is a dire need for

clarifications in order to har-

monise the same.
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T
here is no doubt that

since 2014, from the

time when the present

NDA government has come to

power, there is a sense of ur-

gency in most departments and

lot of new initiatives have been

taken or are underway. The

number of interactions have in-

creased. There is more focus on

healthcare and on the pharma

sector due to the many initia-

tives taken by the government

and also because of the focus on

pricing and other patient-cen-

tric issues.

The pace of initiatives/re-

forms needs to be accelerated

on war footing, otherwise, the

country will miss the opportu-

nities in the life sciences sector.

Make in India 
Current status of the pharma

industry is that India is the

third largest in volume (20 per

cent of the global volume) and the

13th largest in value (3 per cent

by value). This  is quite an

achievement, but it also shows

that we are at the lower end of

the value pyramid. We have, for

far too long, been focussed on

the generic market. With the

aspirations and the life style of

the population rising, this kind

of growth, based on low cost

manpower, is simply unsustain-

able, especially post 2017 when

fewer products are coming off

patent. We need to move up the

value chain, which can come

about only with innovation and

high- end research requiring in-

ter-disciplinary collaborations.

The industry is looking at

new government to provide

necessary ecosystem and in-

centives. Adoption of new-age

technologies like artificial intel-

ligence, 3D printing,  advanced

big data  analytics, robotics,

IOT in climate chain control

should be encouraged.

GST implementation
The industry welcomed

GST with open arms. Being in

the initial stage, there were

some teething troubles. Al-

though implementation has ma-

tured to a great extent but chal-

lenges still remain with

frequent changes. It should be

made easy in use for all to

adapt. The government should

take the following steps:

◗ Lower GST rate at five per

cent since drugs are an essen-

tial commodity. This is long

overdue, specially for un-

branded NLEM drugs which

the government wants to pro-

mote for poor masses.

◗ Reverse the inverted rate

structure

◗ Expedite disbursement of re-

funds, especially of those 

related to exports

Drug policy reforms
Large section of the home

grown industry, especially the

SME sector, feels throttled

with the number of changes

and the pace of increased ex-

pectations. There is a clear and

welcome direction  to align In-

dia pharma with the best global

practices. This is necessary not

only to compete, but also to

have the best quality products

for Indian patients. But the bal-

ance between the cost of medi-

cines  and sustainable  quality

practices with investments in

R&D remains a challenge.

Moreover, there is a perception

that the direction and more so,

the pace, tilts in the favour of

large companies and MNC’s.

Reforms are overdue specially

with respect to DPCO and

NPPA. Price control implemen-

tation must shift to high price

and high trade margin essential

drugs, like oncology and med-

ical devices. It does not make

sense for the industry, as well

as the regulators, to spend

their time and energy to con-

trol products whose daily

dosage cost is less than Rs 10.

Price approvals need to be sim-

plified for products defined as

‘New Drugs’ under DPCO.

Faster price approvals is the

need of the hour. A mechanism

needs to be evolved wherein

prices of certain essential

drugs, for example, silver sul-

phadiazine cream, chlorpheni-

ramine tablets are fixed to re-

alistic levels to make it widely

available and not push the Rxs

to other more expensive prod-

ucts. The SME sector which

formed the fabric of the

pharma industry, which has

been instrumental in keeping

drug prices the lowest in the

world and also making it avail-

able to every nook and corner,

needs to be protected and

helped to face the challenges,

and should not be left behind in

our endeavour to align to the

world. Steep increase in fees,

need for BA&BE studies for

new product approvals, etc, do

pose a challenge and the SME

sector see these as barriers for

growth. Proposed revision in

Schedule-M will make the  sit-

uation much more challenging

as investment in hardware and

skill upgradation will be very

high. There is a definite need to

support the SME’s upgrada-

tion. The new regulation while

necessary, poses a huge chal-

lenge and the government must

ensure that these don’t stiffen

the growth of the SME sector

or prevent new entrepreneurs

from looking at pharma. 

Ayushman Bharat is a great

initiative and can be a game

changer for the industry.  And

focus on pharmacovigilance is a

positive for patient safety

Jan Aushadhi
Great initiative which has

been scaled up by the present

government. Basically a highly

subsidised programme aiming

to provide generic drugs to

masses at low cost. Currently,

even after more than a decade

of launch, it is merely clocking

a turnover of about  0.1 per

cent of total domestic

turnover with lot of budgetary

support.

Accessibility  is still a chal-

lenge as in a universe of eight

lakh, 5000 stores are too little,

procurement is still by tender

basis which restricts the num-

ber of companies that partici-

pate. The scheme can be made

more liberal with more lo-

calised purchase. Some of the 

challenges that remain and that

need to be addressed. 

◗ Meeting the API challenge –

Negative. We have not moved

forward on this critical area.

Our dependence on imports for

API’s remains high. 2016 was

the year of API but little

progress was made.

◗ We need to make some big

ticket investment not only in

college at  graduate level but

also at the PG and higher levels.

◗ Research in new drug devel-

opment  is very negligible  and

needs some serious govern-

ment intervention with help of

academia.

◗ New Drugs and Cosmetic Act

is pending since long. Current

Act is of 1940 ad Rules 1945

with amendments being made

too often

Some expectations  
◗ Needs to increase health  to

four per cent of the GDP

◗ Insurance coverage must be

made universal

◗ API sector should be revived

with revival of PSUs. The exist-

ing land back available with

them can be leveraged to make

them top notch companies

meeting a large unmet need and

also become centres of excel-

lence for technology in drug de-

velopment and production

◗ The government must have an

innovation fund of at least Rs

50000 crores in five years  with

centres of excellence for devel-

opment of new drugs opened at

all NIPER’s and other colleges

◗ All PHCs need to be upgraded

to world class wellness centres

◗ The SME sector needs to be

supported to upgrade to global

requirements

◗ Jan Aushodi to be decen-

tralised to allow wider partici-

pation

◗ GST to be made simple in 

application so that it is adopted

by all

‘There is a definite need to support SME upgradation’
Harish Jain, Secretary and Sunil Attavar, President, Karnataka Drugs & Pharmaceuticals
Manufacturer’s Association

RATINGS FOR SCHEMES ON A SCALE OF 10

Make in India - 8  

GST - 9 on 10 on Intent  6 on 10 on

Implementation 

Jan Aushadhi - 7 

Ayushman Bharat - 8 

Harish Jain Sunil Attavar
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CONTRIBUTOR’S CHECKLIST

F
irst let me highlight the

good things done by the

present government.:

◗ Recently agreed to publish SQ

(What is SQ) also in addition to

‘Not of Standard Quality’ NSQ

which was pending demand of

HDMA.

◗ Requirement of Form 29 for

products being already mar-

keted and no more new drug, is

dispensed with.

◗ Introduction of Sugam Por-

tal to ensure data is available

with the government and goal

towards ease of doing business.

◗◗ Agreed to conduct regional

level workshops to solve many

outstanding problems at the

state level.

◗◗ Streamlined approval process

of new drugs, vaccines, etc.

◗◗ Recent notification of clinical

trial with lot of clarity.

◗◗ Regular conducting of subject

expert committees and IND

committee meeting for timely

evaluation of new drug applica-

tions.

◗◗ Formation of pharma forum 

◗◗File tracking system for applica-

tions for ascertaining the status

◗◗ Simplification of procedure in

lines with ease of doing business

by delegating powers to SLA,

port office, zonal offices

◗◗NOC for export of unapproved,

banned drugs for export, import

of small quantities of drugs for

personal use and import of dual

use items.

◗◗ Extension of validity period of

COPP from two years to three

years as per demand of the in-

dustry to boost export.

◗◗ Simplification of procedure at

port offices for expeditious clear-

ance of export consignment

◗◗ Setting up of a Public Relation

Office with dedicated staff at

CDSCO HQ.

◗◗ Publication of guidelines for

bio-similars, GDP, GCP, GLP,

new drugs

Future of pharma 
industry
In spite of frequent regulatory

intervention, the pharma indus-

try’s future is very promising

and bright and demand will rise

dramatically with the following

reasons:

◗◗ Global population increase

◗◗ Changing lifestyle of western

world in particular and India as a

special case.

◗◗ Many barriers to free trade

have been removed and helped

in bringing growth to global

trade.

◗◗Presently, 195 Countries are de-

pending on us and we are proud

about producing  quality and af-

fordable products at affordable

price. 

◗◗ In India, there is a huge market

potential to the industry. With

technology advancement also

the industry is only able to tap 17

per cent of the rural market out

of 65 per cent. Therefore, there

is scope to penetrate in remain-

ing 48 per cent market in years

to come.

◗◗ Govt of India announced

Health Policy wherein one per-

cent of GDP is going to be 2.5 per

cent by 2025

◗◗ Increase in the percentage of

disposable income of Indian pop-

ulation

◗◗ Large number of patented

product of pharma and bio-

similar are going to be off patent

very soon.

◗◗ Free distribution of medicines

of unidentified medicines

through 1500 Wellness Centre

◗◗ Increasing trend of 

population of elderly person

◗◗ Rising healthcare spending by

individuals

◗◗Rapid urbanisation resulting in

increase in life style related dis-

ease

Ayushmaan Bharat project

will also increase demand of

medicines.

We expect the new govern-

ment to reduce regulatory in-

tervention and consolidate the

existing policy decisions so that

the industry can focus on pro-

duction, quality, efficacy and ex-

port.

Expectations from the gov-
ernment
◗◗Reduce frequent regulatory in-

tervention.

◗◗Consolidation of existing policy

changes.

◗◗ To give moratorium to the in-

dustry from further changes in

regulatory system so that it can

focus on increasing production

with quality efficacy and afford-

ability into consideration.

◗ To give financial assistance to

MSMEs to increase exports.

◗To conduct regional level work-

shops with industry and SLAs.

◗ To resolve many chronic prob-

lems like FDC, implementation

of Sugam Portal.

◗ To give more focus on rare dis-

ease and orphan drugs.

◗ To consider Schedule-M

upgradation as guiding docu-

ment for three years and not to

make it mandatory.

u.sharma@expressindia.com

‘We expect the new govt to reduce regulatory intervention’
BR Sikri, Chairman, Fope
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T
he office of the United

States Trade Represen-

tative (USTR) has re-

leased its Special 301 report for

the year 2019 recently, wherein

India continues to be a Priority

Watch List country. Section 301

of the US Trade Act 1974 pro-

vides for identification of those

countries whose policies result

in the denial of adequate and ef-

fective intellectual property

rights (IPRs) protection or fair

and equitable market access to

the US persons who rely upon

IPRs and have adverse impact

on products from the US. It also

empowers USTR to pursue a

course of action that would elicit

favourable response from Prior-

ity Watch List countries.

Some aspects of the Indian

pharmaceutical sector have

been a major factor for USTR to

place India in the Priority Watch

List. This year’s Special 301 re-

port raises three major allega-

tions against the Indian pharma

sector — (i) threat of exercise of

compulsory license, (ii) lack of

proper incentives to innovators

due to section 3(d) of the Patents

Act and (iii) Indian pharma sec-

tor being the largest producer

and exporter of counterfeit med-

icines globally. A careful exami-

nation of these charges levelled

against Indian Patents Act and

Indian pharma industry shows

the deliberate attempt of the US

to weaken a well-crafted TRIPS

compliant patent legislation and

malign a vibrant generic pharma

industry.

Threat of exercise of 
compulsory license
India has issued only one com-

pulsory license so far – the li-

cense issued to Natco in 2012 on

the anti-cancer drug ‘Nexavar’

of Bayer. Thereafter, India never

issued another compulsory li-

cense owing to many reasons in-

cluding pressure from the US.

However, the US has issued a

number of compulsory licenses

for various purposes, including

promotion competition, facilita-

tion of licensing of technologies

and protection of public health.

When the threat of Anthrax at-

tack loomed in 2001, the Secre-

tary of Department of Health

and Human Services (DHHS),

US, threatened to issue compul-

sory license to authorise imports

of generic ciprofloxacin for

stockpiling when Bayer, who

held the patent for ciprofloxacin,

could not meet the demand in a

timely manner.

Article 31 of the TRIPS

agreement provides for issuing

of compulsory licenses. The dec-

laration on the TRIPS Agree-

ment and Public Health (Doha

Declaration 2001) clarifies leav-

ing no scope for any ambiguity

that TRIPS agreement allows

members to grant compulsory li-

cences for the protection of pub-

lic health and that members

have the freedom to determine

the circumstances in which com-

pulsory license can be granted.

The US allegation on threat

of exercise of compulsory license

by India shows lack of apprecia-

tion of the US for multilateral

rules and its quest for denying

other countries the same policy

options, which the US itself is ac-

tively pursuing.

Lack of proper incentives
due to section 3(d)
The TRIPS agreement also

grants freedom to all member

countries to decide on the

patentability criteria. This is one

of the core flexibilities provided

to members in the TRIPS

Agreement. India is well within

its rights to have in place a

patent regime that puts a check

on evergreen and frivolous

patenting. Section 3(d) permits

only those innovations in the

pharma arena, which prove en-

hancement in therapeutic effi-

cacy, to be patented. This provi-

sion indeed raises the bar of

innovation. If the US has any re-

gard for quality of innovations, it

should appreciate section 3(d).

The reason why the US tar-

gets some key provisions of In-

dia’s Patents Act is that many

developing countries started

emulating India’s legislation.

Countries like Philippines,

China, South Africa, Brazil, etc

have amended their patent laws

taking inspiration from India’s

Act. Philippines amended sec-

tion 22 of its Intellectual Prop-

erty Code in 2008 to put in place

a provision similar to section

3(d). When India issued its first

compulsory license in 2012,

China soon amended its legisla-

tion to allow granting of compul-

sory license to domestic pharma

firms for the manufacturing of

patented drugs. Therefore, the

attempt by the US is to tarnish

and weaken a well-crafted piece

of ‘mother legislation’, as far as

developing countries are con-

cerned. If the US has any re-

spect for rule of law, it should

raise its apprehensions on the

Patents Act of India in the Dis-

pute Settlement Body of WTO,

which is the most competent au-

thority to vet its TRIPS compli-

ance.

India as a major source of
counterfeit medicine
The report states that “a 2019

publication produced by the Or-

ganisation for Economic Co-op-

eration and Development

(OECD), ‘Trends in Trade in

Counterfeit and Pirated Goods,’

finds that India is among the top

five provenance economies for

counterfeit goods. A 2017 report

from the OECD and the Euro-

pean Union Intellectual Prop-

erty Office, ‘Mapping the Real

Routes of Trade in Fake Goods,’

revealed India to be a key pro-

ducer and exporter of counter-

feit foodstuffs, pharmaceuticals,

perfumes and cosmetics, tex-

tiles, footwear, electronics and

electrical equipment, toys,

games, and sporting equipment.

The 2017 report also found that

55 per cent of global seizures of

counterfeit pharma, by total

value, originated in India, mak-

ing it, by far, the largest pro-

ducer.” A reading of these two

reports shows that USTR has

selectively chosen from them

and presented in the Special 301

report in such a way to tarnish

the image of ‘pharmacy of the

world’.

USTR’s allegation on India as

Special 301 Report 2019: A deliberate attempt 
to weaken India’s Patents Act
The US allegation on threat of exercise of compulsory license by India shows lack of appreciation
of the US for multilateral rules and its quest for denying other countries the same policy options,
which the US itself is actively pursuing, opines Reji K Joseph,Associate Professor, Institute for
Studies in Industrial Development (ISID)

INSIGHT

The reason why the US targets some key
provisions of India’s Patents Act is that many
developing countries stared emulating India’s
legislation. Countries like Philippines, China,
South Africa, Brazil, etc have amended their
patent laws taking inspiration from India’s Act
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the largest producer and ex-

porter of counterfeit medicines

is based on two OECD-EUIPO

publications – Mapping the Real

Routes of Trade in Fake Goods

(2017) and Trends in Trade in

Counterfeit and Pirated Goods

(2019). Both the publications are

based on data on seizures of

counterfeit and pirated goods by

national customs authorities,

gathered from World Custom

Organization (WCO), European

Commission’s Directorate Gen-

eral for Taxation  and Customs

Union and US Customs and Bor-

der Protection. These publica-

tions define counterfeit and pi-

rated goods as those tangible

goods infringing ‘patents, trade-

marks and design rights’ and

‘copyright’, respectively.

This definition of counterfeit

goods is not the same as the one

provided in the TRIPS Agree-

ment, which defines counterfeit

goods in relation to infringement

of only trademarks. Trademark

counterfeiting is a deliberate ac-

tion with the intention to de-

ceive. By including other IPRs

also into the purview of counter-

feit goods, OECD and EUIPO

are expanding the coverage of

term ‘counterfeit’ to include

even those IPR infringements,

which do not have any intention

to deceive. Through this, OECD

and EUIPO are inflating the sta-

tistics on global trade in counter-

feit goods.  

The OECD-EUIPO report

(2017) uses the seizures data for

the years 2011 to 2013 and the

OECD-EUIPO report (2019)

uses data for years 2014 to 2016.

The 2017 report shows that 55

per cent of the seizures of coun-

terfeit pharma products origi-

nated from India. 82 per cent of

seizures of the ‘so-called’ coun-

terfeit pharma products was

routed through postal services.

Normally, large commercial-

scale exports are conducted

through sea routes. It could be

possible that patients in the US

are trying to buy cheaper

generic medicines from India,

which are sent to them through

post. If that is so, much of the ex-

port from India, which is classi-

fied as counterfeit medicines, is

in fact not counterfeits; but may

be infringing the patent rights.

The OECD-EUIPO 2019 re-

port, however, presents a differ-

ent picture. Although it does not

provide data separately for

seizures of counterfeit pharma

products, available data in the

report suggest that trade in

counterfeit pharma products is

not a major issue as compared to

the magnitude of trade in many

other counterfeit products and

India is not a major source of

counterfeit products.

Pharma does not figure in

the list of ‘top 20 industries with

respect to their propensities to

suffer from counterfeiting’. And,

India ranks only 12th in the list of

‘top 25 provenance economies in

terms of their propensity of ex-

port counterfeit goods’, provided

in Table 4.1. OECD and EUIPO

defines a provenance economy

as “an economy detected and

registered by a reporting cus-

toms agency as a source of an

item that has been intercepted

in violation of an IP right”.  The

2019 report shows that India’s

share in global trade in counter-

feit and pirated goods is 3.4 per

cent in 2016 as compared to 47

per cent of China and 16.4 per

cent of Hong Kong. This is not to

justify any trade in counterfeit

and pirated products in which

Indian producers are involved,

but to point out that the US is

making a huge issue out of some-

thing which requires a much

lighter or a totally 

different treatment.

While the US is pointing its

finger at India using the 2019 re-

port, it is conveniently forgetting

the fact that there are fingers

pointed at it as well. The 2019 re-

port provides a list of prove-

nance economies in counterfeit

and pirated goods (combined) in

which the US is also figuring in

as one of the top countries. In the

list of ‘top 25 provenance

economies for counterfeit and

pirated goods, 2014-2016’, (See

Figure 4.1) the US ranks 10th,

just three positions below India.

It should be noted that the US

does not figure in the list of

provenance economies in coun-

terfeit goods. This indicates that

the US is a major source of 

pirated goods. Germany ranks

9th in the list. The definition of

pirated goods in the TRIPS

Agreement is ‘connection to in-

fringement of copyrights’. Inter-

estingly, nowhere in the report,

a separate list for leading prove-

nance countries for pirated

goods is provided. The OCED-

EUIPO reports seem to be de-

signed and presented in such a

way that developing countries

are projected as source of all

problems. The US probably

should spend more time to find

out the reasons for why it is fig-

uring among top provenance

economies and plug the holes

than harassing other countries

who have put in place well-

crafted TRIPS compliant IPRs

legislations.
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N
ew research in The

Journal of Physiology

has found, using a

mouse model, that microbes

in the maternal intestine may

contribute to impairment of

the gut barrier during 

pregnancy.

Scientists previously

thought the changes in mater-

nal metabolism that happen

during pregnancy were due

entirely to pregnancy hor-

mones. We now believe that

changes in the microbes that

live in the maternal gut may

contribute to these metabolic

changes. If they do, then this

provides us with a therapeutic

opportunity to modify this mi-

crobial community during

pregnancy to improve mater-

nal and offspring health.

The gut acts as a barrier

preventing microbes and

other intestinal contents from

entering the bloodstream, but

in pregnant mice, more mole-

cules were able to cross this

barrier. This loss of barrier

was even greater when preg-

nant mice were fed a high-fat

diet, resulting in increased in-

flammatory markers in ma-

ternal circulation.

These changes in the

mother may be impacting the

development of the placenta,

as placental oxygen levels

were decreased by maternal

high-fat diet. Changes in the

placenta could contribute to

altered foetal development

which was what the authors

found in the foetal intestines.

Impaired foetal intestinal de-

velopment could lead to al-

tered intestinal function after

birth and ultimately impact

the baby’s metabolism.

Researchers discovered

these changes by feeding their

female mice a diet high in fat

for six weeks before and

throughout pregnancy. They

then studied how the intes-

tinal community of microbes

changed. They tested the ma-

ternal intestinal barrier by

measuring how much of a

large molecule was able to

cross the maternal intestine

into the bloodstream and then

looked at how the placenta and

foetus developed.

Deborah Sloboda, senior

author on the study, said “We

are currently investigating

when these changes in mater-

nal barrier function occur and

how they interact with the mi-

crobes in the intestines to in-

fluence the metabolism of the

mom and development of the

baby.”

EP News Bureau

Maternal microbes mediate 
diet-derived damage
Researchers discovered these changes by feeding their female mice a diet high in fat 
for six weeks before and throughout pregnancy

GW PHARMACEUTICALS said its

drug Epidiolex was successful in 

treating seizures in patients with a rare

form of childhood epilepsy called tuber-

ous sclerosis complex during a 

late-stage trial.

In June, the drug became the first

cannabis-based medicine to be ap-

proved in the US after regulators per-

mitted the treatment for two other

forms of childhood epilepsy.

The trial tested two doses of the drug

against a placebo in treatment-resistant

tuberous sclerosis complex (TSC) pa-

tients aged between one and 65.

The doses were able to reduce

seizures by 47.5 per cent and 48.6 per

cent, compared with a 26.5 per cent re-

duction in patients taking a placebo, the

company said.

It expects to focus on the lower 25

mg/kg per day dose as it was associated

with fewer side effects. The company

plans to file for a US approval in the

fourth quarter. TSC is a rare genetic

condition that causes tumours to grow

in different organs and affects as many

as 40,000 to 80,000 people in the US.

GW estimates over 90 per cent of TSC

patients have epilepsy, many of whom

do not respond to existing treatments.

Reuters

GW Pharma’s epilepsy drug meets main goal in late-stage trial
The company plans to file for a US approval in the fourth quarter



A EUROPEAN study of nearly

1,000 gay male couples who had

sex without condoms – where one

partner had HIV and was taking

antiretroviral drugs to suppress

it — has found the treatment can

prevent sexual transmission of

the virus. After eight years of fol-

low-up of the so-called serodiffer-

ent couples, the study found no

cases at all of HIV transmission

within couples. The study proves

that using antiretroviral therapy

to suppress the AIDS virus to un-

detectable levels also means it

cannot be passed on via sex, the

researchers said.

“Our findings provide conclu-

sive evidence for gay men that the

risk of HIV transmission with

suppressive ART is zero,” said Al-

ison Rodger, a professor at Uni-

versity College London who co-

led the research.

She said this “powerful mes-

sage” could help end the HIV

pandemic by preventing the

virus’ transmission in high-risk

populations. In this study alone,

for example, the researchers es-

timate that the suppressive anti-

retrovial treatment prevented

around 472 HIV transmissions

during the eight years.

The study, published in the

Lancet Medical Journal, assessed

the risk of HIV transmission be-

tween serodifferent gay male cou-

ples, where one partner is HIV-

positive and one is HIV-negative,

who do not use condoms.

Its findings add to an earlier

phase of the study which looked

at HIV transmission risk for

serodifferent heterosexual cou-

ples in the same circumstances.

It also found zero risk. While 15 of

the men among the 972 gay cou-

ples in this phase did become in-

fected with HIV during the eight

years of follow-up, genetic testing

showed their infections were with

strains of HIV acquired from an-

other sexual partner. Since the

start of the AIDS epidemic in the

1980s, more than 77 million peo-

ple have become infected with

HIV. Almost half of them - 35.4

million - have died of AIDS.

Global health experts say the

fight against HIV is at a precari-

ous point, with the annual num-

ber of AIDS deaths falling and the

number of people getting anti-

retroviral treatment rising, but

the number of new infections is

stubbornly high at around 1.8 mil-

lion new cases a year worldwide.

Reuters

According to researchers, using antiretroviral therapy to suppress the AIDS virus to undetectable
levels also means it cannot be passed on via sex
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INSIGHT

T
he global biopharma in-

dustry is undergoing

significant transforma-

tion across the spectrum of

drugs, drug delivery and busi-

ness model. There is an in-

creasing focus on patient at the

core. Some of the key drivers of

the transformation are -

● End of blockbuster era and

beginning of niche buster

era. The drugs are getting

more personalised and rele-

vant for much smaller popu-

lations. This also means that

the number of drug launches

are increasing 

● Focus on new science driving

more companion and digital

solutions as approved drugs,

genomics is driving person-

alised drugs

● Healthcare consumerisation

is being driven by the digital

revolution. Patients do not

want to be held back by dis-

ease and want to be treated

more like consumers. They

are looking for same experi-

ences as in their daily lives,

for example retail

● In North America and 

Europe, the focus on out-

comes has increased and re-

imbursements are tied to de-

fined and agreed outcomes

According to a recent re-

port (1), while the transforma-

tion is driving a change in pric-

ing models and patient

engagement, the costs of bring-

ing a drug to the market con-

tinues to increase and is pro-

jected to be worth $2 billion.

This situation has created a

perfect storm to reimagine the

entire biopharma R&D process

which is the main cost contribu-

tor in getting the drug to the

market.

As biopharma organisations

focus on reimagining the R&D

process, one of the key enablers

of this change is Artificial Intelli-

gence (AI). Though AI has ex-

isted for several years (in fact

decades), the adoption in the

biopharma industry was slow

and has increased significantly

in the last six to eight years. This

adoption can be directly attrib-

uted to increased generation

and availability of data, ‘big

data.’ There has been a tremen-

dous increase in both volume

and variety of data – genomics

data becoming mainstream and

cost effective, imaging data and

the ability to store and analyse

such data, patient data from dig-

ital solutions and patient med-

ical data with higher adoption of

EMR and EHR. In this evolu-

tion, the bottleneck moved from

quantity of data to quality of

data and curation, though the

fact that data is available for

leveraging artificial intelligence

techniques is a critical factor for

increase in adoption.

Reimagining R&D
If you look at the history (2)

of clinical trials, the first clini-

cal trial of a novel therapy was

accidentally conducted in 1537

and it took over 200 years (year

1747) to the first controlled clin-

ical trials and another 200

years (year 1946) to the first

double-blinded-controlled tri-

als, which has been the norm

since that time. It clearly shows

us that scientific establish-

ments take a long time to

change and modernise

processes. However, if you con-

sider technology evolution in

the same timeframe, for in-

stance, it has grown by leaps

and bounds. Today, we are at a

point where there is a need to

get medicines to the market

faster and there are several

technologies that are available

to help the overall R&D, specif-

ically clinical trials to leapfrog

many challenges.  

While clinical trials is an ob-

vious place to start given the

disproportionate amount of

spends, the future of R&D will

not only have a different ap-

proach for research, but to

safety and regulatory as well.

Let us start by looking at po-

tential use cases in R&D and

how they can drive transforma-

tion in R&D.

Potential use cases in
R&D

The first step to reimagine

the R&D process is to identify

use cases which are ready and

mature to be adopted for AI.

The primary drivers for this

would be quality and quantity

of data and predictability of the

use case. Some of the most

Reimagining biopharma R&D and
clinical trials in the age of AI
World Clinical Trials Day, May 20, marks the date of the first randomised clinical trial, held aboard
a ship in 1747.Today, as part of biopharmacetuical R&D, clinical trials is the area where the spend
is the highest and provides the most opportunity for automation and adoption of artificial
intelligence (AI). Sowmyanarayan Srinivasan, Managing Director - Life Sciences,Accenture
Advanced Technology Centers in India (ATCI) predicts that the future of clinical trials will be fully
AI-enabled, starting right from protocol to clinical operations around site and investigator
management and eventually pivoting to patients and making it easier for the patients to 
be part of clinical trials
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common use cases across re-

search, clinical, safety and reg-

ulatory are outlined in the next

sections.

Summary view of potential

use cases

Research reimagined
Science is evolving rapidly,

and it is humanly impossible to

track these changes. Research

is hypothesis-driven and is

amenable to using AI. In fact,

use of AI in research has ex-

isted for a very long time. The

earliest set of databases, be it

for compound, target or path-

ways, used AI and curation to

build and deliver at scale.

Some of the use cases in re-

search that are already in

play are as follows:

1. Next Generation Se-

quencing or genetics and ge-

nomics data in general – This

has been at the heart of big

data for biopharma. Requires

multiple steps to run the analy-

sis to get to relevant insights

around disease target or bio-

markers.

2. Pharmacokinetics (PK)/

Pharmacodynamics (PD)

Modeling – It has been in exis-

tence for very long. There are

well-known products in the

market that support this and is

commonly used and adopted.

3. Target, compound pro-

filing – There are companies

that are focussed on building

this as a product by leveraging

AI and then curating to ensure

high-quality data.

4. Pathways – AI plays a

key role in extracting entity in-

teractions from publications /

other data sources which be-

come the base for pathway

building.

There are industry-leading

solutions in this area which

have been around for long and

are well-accepted solutions.

The continuing challenge in

research has been around

bringing data together, drive

standardisation and leverage

analytics to enable business de-

cisions. The next horizon in re-

search is data platforms that

will enable broader AI and an-

alytics to reduce overall cost of

lab experiments and support

rapid hypothesis testing.

Clinical trials reimagined
Clinical trials and research

is the area where the spend is

the highest and provides the

most opportunity for automa-

tion and adoption of AI. 

Some of the main chal-

lenges in clinical trials are

around patients, site, investiga-

tors and collaboration. 

Patient identification and

recruitment continues to be a

challenge as the number of tri-

als and studies continue to in-

crease. Several of them are in

the same therapeutic area with

similar disease and target fo-

cus. This means that the target

population for several compa-

nies is the same and success in

getting to patients is limited.

This is compounded by the fact

that less than five per cent of

the patients opt to participate

in clinical trials.

While recruitment is key,

patient engagement is also im-

portant. Although the first

steps are to identify and recruit

patients, the industry also

struggles to retain patients for

the duration of the trials. Pa-

tient drop out is a big ongoing

challenge in clinical trials. On

the other side, site or investiga-

tor selection is a critical part of

trials success. As drugs be-

come more specialised and tar-

geted, the expertise for manag-

ing trials have also increased.

Finally, lack of clinical stake-

holder collaboration is also a

challenge. It is important to

bring together the various

stakeholders on a common

platform which is a critical 

success factor for trials com-

pletion on time.

There are several opportu-

nities that are fit for driving

transformation in clinical trials.

The clinical process starts

with a protocol document

which outlines the approach

and intent of the clinical study.

The key content of this proto-

col document then needs to be

used to set up an electronic

data capture system that will

help capture defined data of pa-

tients as outlined in the proto-

col during the various visits to

the site. Today, the process of

setting up the electronic data

capture system from the proto-

col takes anywhere between 12-

16 weeks since the process is

completely manual. The data

entry and quality-check itera-

tion time take the bulk of this

total time. The future of this

process will be AI-driven,

where AI will learn from past

protocols and provide sugges-

tions as new protocols are

drafted. It will support data ex-

traction from the protocol to

load into the electronic data

capture system and increase

productivity by 80-90 per cent

which will provide significant

competitive advantage.

Today, there are some op-

portunities especially in the

clinical operations area that

have adopted AI to varying de-

gree while there are several

others that are ripe for disrup-

tion. Identifying the right pa-

tients and retaining them along

with right sites and investiga-

tors is predominantly AI-

driven and will continue to be

dominated by AI, given the

large pool of data available.

◗ Patient recruitment helps

identify the right set of patients

for a given study by using data

across past studies,

EHR/EMR, other data sources

like patient communities based

on data access 

◗◗ Patient adherence and

drop out is based on patient be-

haviours like medication adher-

ence, diet, fitness regimen, on-

going health record etc.,

predict patients that are at risk

of not complying with the re-

quirements of the clinical trial

or dropping out of it completely

◗◗ Site selection helps profile

sites based on therapeutic area

across various parameters like

ability to recruit patients on

time, data quality, training etc. 

◗◗ Investigator selection/ 

profiling helps profile investiga-

tor performance specific to ther-

apeutic area leveraging propri-

etary data, commercial data

and public data like publica-

tions/clinical trials disclosure

sites etc.

In addition, Automated

Clinical Study Report (CSR)

generation, AI/ML-enabled

CSR generation based on avail-

able data, are some of the other

areas to benefit from AI.

As one can clearly predict,

the future of clinical will be

fully AI-enabled starting right

from protocol to clinical opera-

tions around site and investiga-

tor management and eventu-

ally pivoting to patients and

making it easier for the pa-

tients to be part of clinical 

trials.

Some of the start-ups that

are seeing success in driving

adoption of AI in clinical in-

clude:

◗◗ Deep 6 AI:- Trial match-

ing software can find eligible

patients for complex trials

within minutes

◗◗ Viz.ai: It helps analyse CT

scans to identify potential

stroke.

◗◗ AiCure: It helps improve

medication adherence by visu-

ally confirming medication in-

gestion. 

◗◗ Trials.ai: In its first trial,

AI retained 98 per cent of pa-

tients, had one critical 
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deviation throughout the entire

trial, and continued to comple-

tion without interruptions.

◗ Several biopharma com-

panies are focussed on setting

up control room like centres for

monitoring clinical operations

and interacting with sites real

time.

Patient safety reimagined
As the pharma industry piv-

ots to patients, their safety has

become the key differentiator

to drive success in the market.

An increased focus on safety

implies an additional cost bur-

den which adds to the ever-in-

creasing cost of bringing drugs

to the market. Pharmacovigi-

lance (PV) is the process of

monitoring/managing drug/pa-

tient safety.

For instance, focus on drug

safety is being driven by many

parameters. As patients be-

come more aware, there has

been a surge in safety data vol-

umes and the number of re-

ported cases is increasing

steadily. The regulatory au-

thorities across the world are

becoming more stringent and

the regulations continue to

evolve, which in turn again

drives increase in reported

events. Further, with digitisa-

tion taking center stage, there

is an increased proliferation of

social media usage and pa-

tients/consumers reporting po-

tential adverse events in these

forums, thereby increasing the

burden on biopharma compa-

nies. 

These trends together put

an undue pressure on bio-

pharma companies to increase

their spends on adverse event

processing. However, AI has

started to play a crucial role

leading to several use cases ,

where it has showcased  reduc-

tion in time and effort required

to process adverse events.

Below are some of the key

use cases in safety which are

being adopted by biopharma

companies globally: 

◗◗ Literature scanning to

support the mandatory re-

quirement to scan literature in

regular intervals to look for ad-

verse events. AI makes this

search simpler and easier.

◗◗ Proactive signal analytics

to continuously look for poten-

tial signals which can cause sig-

nificant harm to patients and

proactively address by label

changes or changing target pa-

tient population, etc.

◗◗ Case intake and process-

ing leveraging AI for case in-

take across both structured

forms like CIOMS or unstruc-

tured sources like publications,

patient support programmes

etc. This will be the game

changer. 

◗◗ PV social listening to mon-

itor social/digital media, AI can

help monitor for adverse

events. While the guidelines

are broad, this is a best prac-

tice that can at least help alert

for any real adverse events in

the social forums.

The future of PV will have an

integrated AI approach – today

an adverse event processing can

take place anywhere between

several hours to days, and this

can be reduced dramatically to

a few to several hours by lever-

aging AI for case intake and pro-

cessing, with humans reviewing

the results and approving the

submission. Increasing data will

mean better signal detection

and improved algorithms will

help drive better outcomes. 

Regulatory reimagined
Regulatory was the last to

start adopting technology solu-

tions and start the transforma-

tion journey from manual

processes, emails and excels to

newly evolving focussed plat-

form solutions. As the market

becomes hyper competitive

and crowded in specific thera-

peutic areas, it is extremely

critical to get the submissions

right the first time. The key

challenges that need to be ad-

dressed to achieve this mission

are keeping track of changing

regulatory requirements which

continues to evolve - as newer

forms of drugs hit the market,

new science resulting in several

companion digital solutions

with additional requirements,

collaboration and coordination

with local markets for region

specific requirements and the

inability to qualify submissions

based on past experiences and

interactions with regulatory

authorities.  

The challenges nicely lead

to several opportunities where

AI can play a role in solving

them. Here are few opportuni-

ties that can directly address

immediate needs:

◗ An AI-driven regulatory in-

telligence engine tracks

changes in regulatory re-

quirements. It is designed as

an intelligent engine to track

changes in submission re-

quirements for regulatory

agencies with digital pres-

ence. It will alert significant

changes to avoid delays dur-

ing the submission process.  

◗ One of the significant and

critical AI solution is Health

Authority Interaction Min-

ing/Intelligent Submissions.

This intelligent engine will

mine past health authority

interactions to enable re-

sponse to new queries. This

can also be forward looking

to act as a filter to avoid any

aspects that may lead to

queries from health authori-

ties.

◗ When it comes to actual sub-

missions, the AI engine that

will drive the future will be

automated regulatory sub-

mission for dossier compila-

tion. This will be an AI/ML

enabled data and document

collection based on the spe-

cific country/geography spe-

cific regulations and prepar-

ing a dossier ready for

submission and in some

cases e-submission to select

authorities. This will enable

automated conversion of un-

structured data/documents

to a structured format,

based on pre-defined config-

urations per country/geogra-

phy specific regulations and

AI/ML-enabled data extrac-

tion and data entry into regu-

latory portal for e-submis-

sion.

◗ Finally, an automated label

creation solution based on

AI/ML-enabled label creation

based on master specifica-

tions pre-configured on brand

category per regulations of

country/geography.

This holistic regulatory so-

lution suite based on AI will

dramatically improve the func-

tioning of regulatory team and

help them focus on the launch

planning with laser focus. The

solution suite will provide bio-

pharma companies with com-

petitive advantage and help

them get to market faster. 

Getting ready for NOW
Biopharma companies are

in the middle of a major change

and one of the important driv-

ers for success would be peo-

ple. The future is bringing AI

and people together to derive

key insights and drive rapid de-

cision making. The success of

biopharma companies will de-

pend on getting their people

ready for the present as AI be-

comes mainstream. While AI

can bring the art of the possi-

ble, the decision-making will

still be driven by humans.

Training and upskilling the

workforce will be a major focus

in the immediate future to en-

sure we are ready to deliver in

the reimagined world of bio-

pharma R&D. Some repetitive

tasks will be eliminated, but

more complex decisions with

new science will be there where

the humans will have a major

role to play. 

How to get started 
It is evident that AI has be-

come mainstream and will have

a major role to play in reimag-

ining the biopharma R&D

process. With increasing pres-

sure on cost, need to establish

outcomes-based models, shift

from volume to value, and most

importantly putting the patient

at the core, it is obvious that

biopharma companies will

need a dramatic change to the

current processes to drive in-

novation and stay competitive.

With increasing availability of

data, data-driven approaches

will take center stage and com-

panies that will succeed are the

ones that can get the most out

of this data and AI will be at the

heart of driving this transfor-

mation. 

The very first step in get-

ting started is to do an inter-

nal assessment on the current

state across the R&D func-

tions. The output of the as-

sessment should be a maturity

index for each of the R&D

function in terms of leading or

lagging. A blueprint should

then be created for each of the

functions on way forward with

clearly outlined success crite-

ria. The blueprint should call

out specific use cases, technol-

ogy solutions, data access and

veracity and anticipated chal-

lenges. The use cases outlined

in this point of view are a good

starting point to assess. Fi-

nally, translating the blueprint

into an execution roadmap

and following through to clo-

sure will be critical in getting

ready for the future and posi-

tioning for growth and suc-

cess.
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A world leader in 3-D cell culture, Corning is the global supplier of products for drug
discovery, inform Richard Eglen, VP & GM, Life Sciences, Corning and Amit Bansal, MD,
Corning India, to Akanki Sharma in a candid conversation

What are the various drug

discovery tools Corning

offers and which are the

markets it majorly caters

to?

We make tools for drug

discovery research as well as

drug discovery production,

and many of our products are

used in the production of

biologically-based medicines.

The products enable our

pharma biotech customers to

undertake the drug discovery

more efficiently as it helps in

making the development

faster as well as efficient.

Generally, we target both,

academic research and

universities. Apart from it,

we also target biotechnology

and pharmaceutical

companies across the world

as well as in India. We are the

global suppliers of products

for drug discovery.

From India perspective,

we have sales team all

around the country, who

work closely with our

customers to qualify our

products, understand our

customers’ requirements and

then sell the products.

In addition, we have a

local supply chain in Mumbai

– a warehouse. We bring our

products from across various

global locations into our

warehouse in Mumbai and

from there, we distribute it to

our different customers.

What all solutions have you

developed for cell and gene

therapy?

Cell and gene therapy are

examples of biologically-

based drugs. Our products

are designed to enable our

customers to grow a large

number of cells, and, as a

result of it, they can grow

large numbers of biologically-

based drugs. It includes

vaccine production and the

cells used for

immunotherapy to treat

several forms of cancer as

well.

We have products that

range from roller bottles,

where the bottles can grow

cells in large numbers as they

turn. In addition, we also

have products such as cell

stacks (sometimes used for

vaccine production), cell

cube (widely used in vaccine

production, specifically in

India) and hyperstack

products, (complicated

products used for very high-

volume biological

production) that are

manufactured by Corning.

Can you name some of the

institutions where these

products are being offered?

The Serum Research

Institute in India is one of the

institutions that we have

been working with over many

years. We help them in their

vaccine manufacturing and

provide them different

products, in which they can

grow vaccines for rubella and

rabies.

What are the different

types of 3D cell structures

Corning has developed, and

how is this innovation

going to make a difference?

Cells in biology naturally

grow in three dimensions,

and we at Corning, have

developed similar systems,

where the cells will grow in

three dimensions outside of

the human body. For

instance, when liver cells

start to form, it turns out

that they grow in three

dimensions and behave like

they do in the human body. It

then makes them suitable for

utilisation in drug discovery.

So, if I am developing a new

drug, and I want to predict

how that drug would behave

in the human body, I can test

it on cells that are grown in

3D with Corning products.

And by doing that, I can get

more efficient drug discovery

because I now have a greater

predictor of how it is going to

behave in the patient.

Also, 3D cell culture is a

focus for Corning Life

Sciences – we are a world

leader in this area of

expertise. We have developed

many new products in this

segment and have brought

our innovation and

technology to develop new

products for 3D culture, as

we have for the biology and

gene therapy spaces as well.

You have a domain with the

name ‘Life Sciences

Vessels’. Which are the

countries you are active in,

with respect to this

domain? Also, do you have

any specific plans for India

or any new launches?

When we talk about Life

Sciences Vessels, we are

talking primarily about

plastic vessels that are used

to grow cells in. We have a lot

of these in different sizes and

shapes, with all of them being

optimised for different uses.

Corning Life Sciences has

Corning has a great innovation
portfolio for life sciences

I N T E R V I E W
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been in the cell culture

business for the last 50 years.

These days, a lot of biology is

used in plastic vessels and so

we have also developed these.

Over the years, we have

developed special surfaces

and shapes in plastic. We also

have media and serum, which

go into the vessels to grow

the cells.

In addition, we are now

introducing a range of

products across all countries.

This year, we expect to bring

media and serum into India

to grow cells in and some new

vessels that can be used for

3D cell culture. 

Tell us about Corning AFR

technology. How does it

benefit your company?

AFR technology is one of

Corning’s business verticals

that focuses on emerging

innovations and

opportunities. Basically, as

per the traditional

methodology to conduct a

chemical reaction, also called

batch reaction, you mix a lot

of chemicals, a reaction

occurs and the end product

remains. The Corning

Advanced Flow Reactor

(AFR) is a continuous way to

make products. It involves

continuous flow, where we

have an input occuring at one

end (the reactor with its

unique design technology

keeps mixing the materials

continously) and the output

remains the same at the other

end. The second advantage is

the 'footprint' – because of

Corning’s technology, a 2000-

tonne batch reactor is not too

big in size. Thus, in reactor

technology like ours, you only

have so much liquid/chemical

mixture because the footprint

is so small. And, even if an

explosion takes place, it is

contained within a small

volume because the amount of

volume that is going through

the reactor is minimal.

The other advantage that

we get with our customers is

that the amount of output

goes up because the amount

of end product that is

received goes up as, the

mixing is so efficient and the

overall yield increases.

AFR technology is another

example of making drug

discovery and drug

manufacturing more efficient.

Currently, we have two

applications for this

technology. We work with a

lot of big pharma companies

in India. We have been

successful in last few years to

deploy both – our research

reactors as well as production

reactors and will continue to

innovate and develop our

technology in this space .

How has the acquisition of

Becton Dickinson

Discovery Laboratory

business that took place in

2012, helped Corning Life

Sciences serve its

customers better in India?

It was a large acquisition

and the main thing it did was

to bring with it the brand of

Falcon products. So, we have

four branded products in

Corning Life Sciences –

Corning products, Axygen

products, PYREX and also

Falcon. The Falcon name

came with the acquisition of

the laboratory consumables

that we acquired with the

Discovery Lab from Becton

Dickinson. So, it expanded

our product line, deepened

our footprint in cell culture

and also provided us with a

larger sales force as well as a

deeper reach into some

countries – for instance,

Japan. So, it has been an

enabling acquisition for us

and today we are fully

integrated, with all the

employees working within

Corning as one organisation.

Overall, it has been positive

and has assisted us in

bringing in some high-quality

individuals in the life

sciences business as well.

Apart from this, we have

undertaken some other

acquisitions too in life

sciences. Axygen was a little

acquisition that we had

undertaken previously. We

also acquired a media and

serum business for cell

culture as well. And in the

last two years, we have

undertaken a couple of other

acquisitions as well, VACCA

Biologics and JR Scientific,

so as to have access to serum

for cell culture.

How do you see Corning

Life Sciences in India in the

next five to six years?

We see a good growth plan

for India, with investments in

biotechnology, FDI and

bioparks coming into place.

The government too is

undertaking a lot of

initiatives in this regard. So,

all this will lead to an overall

growth of the life sciences

industry in India. We

continue to make sure that

we bring technology such as

3D cell culture and new

technologies for vaccine

manufacturing; and

continuously engage with our

pharmaceutical customers

and academic labs. We have a

great innovation portfolio for

life sciences and while

meeting our customers, we

not only talk to them about

our past developments, but

also share updates about new

and upcoming technologies.

Any other important

Corning product you would

like to mention about?

For more than 160 years,

Corning has innovated and

developed deep expertise in

glass and materials science.

Today, many drugs are

packed in glass vials – but the

glass that is being used in

these vials uses 50 years old

technology. We have invented

a new glass called Corning

Valor glass, which is a

revolutionary primary

pharma glass package.

Today, Corning Valor glass is

going into the packaging of

new pharmaceuticals. We are

using this innovation to

develop our whole new

business in pharma

packaging, thereby meeting

the needs of the pharma

industry to pack drugs

better.

akanki.sharma@expressindia.com

Corning makes  products like cell stacks
(sometimes used for vaccine production), cell
cube (widely used in vaccine production,
specifically in India) and hyperstack
(complicated products used for very 
high-volume biological production)
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OPTIMA received Biotech

Innovation Award for the in-

novative DECOpulse system.

Metall+Plastic, an Optima

Group company. The award

was handed out during Inter-

phex 2019 in New York.

“Interphex is a very impor-

tant trade show for Optima

Pharma. We are more than

happy with how it went,” re-

ports Ulrich Unterriker, Man-

aging Director, Optima Corpo-

ration, the American sub-

sidiary of the Optima Group.

“We are, of course, particu-

larly pleased about the

Biotech Innovation Award,”

says Unterriker. The trade

show prize commends exhibit-

ing companies whose prod-

ucts not only fulfill the cur-

rent demands of the industry,

but also surpass former stan-

dards and in this way make

pharmaceutical processes

simpler and more seamless

for the user. 

DECOpulse system allows

the duration of the overall con-

tamination cycle to be halved

and reduces the exposure of

materials, active ingredients,

and products to H2O2. 

The technology exhibited

was met with great interest

from visitors to the trade

show. Besides the highly flex-

ible OPTIMA MultiUse sys-

tems for small batch sizes and

a variety of container types,

Optima experts introduced

the CSPE process. For some

time now, the company has

been using digital engineering

technologies like these to min-

imise the time from when an

order is placed through to

when production gets under

way. Optima presented these

and other current topics to

visitors using a virtual reality

screen, which came across

very well.

EP News Bureau

OPTIMAwins the Biotech Innovation 
Award at Interphex 2019 

VENDOR NEWS

.

For any queries, call 022-67440002
or email at pharma@expressindia.com.

DECOpulse system allows the duration of the overall contamination cycle to be halved and
reduces the exposure of materials, active ingredients
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ROBERT PULFORD, 

previously Managing Director

of Domino’s Digital Printing

Solutions Division, has been

appointed by Domino Printing

Sciences to take over the CEO

role.

With Domino for 23 years,

Pulford has been part of

Domino Group’s executive

management team for 14

years and has led the com-

pany’s digital printing solu-

tions division for the last six

years. He has been responsi-

ble for driving the growth of

digital printing products into

direct printing, label and

packaging markets, as well as

other broader industrial ap-

plications. Joining as a Ser-

vice Manager, and later be-

coming General Manager

within the UK Domestic busi-

ness, Pulford’s other roles at

Domino have included Group

Product Management, Group

Marketing and General Man-

ager of Domino’s European

businesses, as well as leading

the New Product Develop-

ment programme for

Domino’s i-Tech products,

and the integration of a num-

ber of acquisitions.

Speaking about his ap-

pointment, Pulford says, “I’m

honoured to be taking up the

position of CEO and look for-

ward to carrying on Nigel’s

legacy. My goal is to support

the wider team to drive busi-

ness growth in all areas and

build on Domino’s reputation

as a leading provider of cod-

ing and marking and digital

printing equipment.”

EP News Bureau

Domino Printing Sciences appoints 
Robert Pulford as CEO
Pulford’s will support the team to drive business growth in all areas

RECIPHARM, the contract

development and manufactur-

ing organisation (CDMO), has

launched its end-to-end inhala-

tion offering to provide cus-

tomers with a fully integrated

service from early stage devel-

opment through to commercial

manufacturing.

Recipharm Inhalation Solu-

tions, which launched at Respi-

ratory Drug Delivery Europe

2019, offers pharma companies

a seamless outsourcing service

for inhalation products, includ-

ing metered dose inhalers

(MDIs), dry powder inhalers

(DPIs) and nasal sprays.

The offering follows the 

acquisition of Sanofi’s inhala-

tion manufacturing business in

Holmes Chapel, UK in June

2018, which has specialised in

the manufacture of inhalation

drug products for over 40

years. The facility is supported

by Recipharm’s inhalation 

development expertise in 

Research Triangle Park, North

Carolina, US.

Commenting on the an-

nouncement, Shabbir Mostafa,

Global Key Account Director –

Inhalations at Recipharm said,

“Treatments for respiratory

conditions are in high demand,

making inhalation products a

key growth area for our busi-

ness. In addition to respiratory

diseases, they are now being

explored as alternative delivery

routes to improve bioavailabil-

ity and lower the risk of ad-

verse effects, in treating for in-

stance central nervous system

conditions. This is making in-

halation an interesting area for

drug developers.”

“The Recipharm team has a

long history in inhalation drug

product development and man-

ufacturing. This heritage, com-

bined with market demand,

made the launch of Recipharm

Inhalation Solutions a logical

step for us.”

“Our team has the depth of

knowledge required to over-

come the challenges associated

with developing and manufac-

turing these types of products.

We also understand the hur-

dles on the path to commercial-

isation and are well placed to

manage complexity and risk

along this journey.”

Recipharm Inhalation So-

lutions includes dedicated an-

alytical services for inhalation

products, including compre-

hensive extractable and leach-

able expertise. A dedicated pi-

lot facility composed of

several suites which can repli-

cate commercial processes

also assists with the seamless

transfer of projects from

small to large scale produc-

tion. In addition, Recipharm

has the technical ability to

work with different devices,

combinations, APIs and sus-

pension formulations.

EP News Bureau

Recipharm launches end-to-end
inhalation solutions
Recipharm Inhalation Solutions includes dedicated analytical services for inhalation products,
including comprehensive extractable and leachable expertise
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CLEANROOMS are widely

used in scientific research and

manufacturing. They act as a

place to minimise airborne con-

tamination, while strictly con-

trolling factors like temperature

and humidity.

This makes them a crucial

space for a number of industries

such as pharmaceuticals, bio-

engineering, electronics, and mi-

cro-mechanics, where cleanli-

ness and precision are vital.

A level of cleanliness and

sterility that is not comparable

to any other place is essential in

the sterile room, or better, the

clean room.

An environment with a zero

level of pollution, an area of ex-

perimentation that requires ex-

treme cleanliness, where the air

inside the rooms is ~ 20,000

times cleaner than outside air.

In the rooms that require a

special clean air, access is al-

lowed only to trained personnel.

Cleanroom classification
With this in mind, there are

increasing regulations for clean-

rooms to ensure production re-

mains safe and free from con-

tamination.

Basically, cleanrooms are

classified by how clean the air is.

Air is constantly filtered and re-

circulated through filters to

maintain its quality.

As the sole entry and exit

point for most contaminants (i.e.

people), doors are crucial to

meeting international classifica-

tion standards. The right door

goes a long way to minimising

potential variables.

Airtightness
The first question to ask is:

are the doors well sealed? Effec-

tive doors should be as secure as

possible, with near impermeable

seals. Many laboratories even

use airlock systems for entry

and exit.

However, the process of air

filtration moves air around

within the room – we need to

breathe after all. Cleanrooms

tend to maintain high air pres-

sure, which occurs when slightly

more air is being put in than

taken out.

This means the excess air

looks to escape, so any airflow

around the door when it’s

opened and closed will be mov-

ing outwards, restricting 

the access of external contami-

nants.

Door speed
Another key component of

keeping a cleanroom…well,

clean, is the speed of the door.

Generally speaking, the faster

the better.

Doors with fast opening and

closing speeds regulate air ex-

change and reduces the risk of

contaminants such as drought,

moisture, dust and dirt. The less

time a door is open, the easier it is

to maintain stable air pressure.

Specialised doors can’t be

treated as an afterthought. They

must fit their purpose – in this

case, maintaining a clean, con-

trolled environment to ensure

testing and manufacturing

processes are as precise and effi-

cient as possible.

High-speed cleanroom
doors protect against
drafts, humidity, dust and
dirt

Gandhi Automations, one of

the leading cleanroom door

manufacturers, delivers high-

speed cleanroom doors per-

fected for controlled environ-

ments. Our cleanroom doors

feature an almost airtight seal,

which minimises pressure drop

and protects your environment

against drafts, humidity, dust

and dirt. These advanced high-

speed doors are ideal for clean-

room and associated controlled

environment applications in

pharmaceutical, chemical, elec-

tronics and micro-mechanics in-

dustries.

Prime clean reset high-
speed cleanroom doors

Prime Clean Reset high-

speed cleanroom doors help to

minimise contamination risks

and meet hygienic standards for

controlled environments with-

out compromising product qual-

ity or worker safety. Exception-

ally fast speeds, near airtight

seals and durable performance

provide greater control over

particle concentration and air

changes while maintaining strin-

gent cleanroom requirements.

Clean room doors (Prime

Clean Reset) are designed for in-

side applications requiring limi-

tation of leak flow. The perfect

sealing properties of Prime

Clean Reset provide environ-

mental control and protect the

inside environment against

draughts, dust and dirt. Clean

room doors provided by us also

has self- repairing system.

One of the most imperative

aspects of clean rooms is the

door you choose for clean room

facility. Time for which door is

open will play a critical factor in

avoiding dirt, temperature, hu-

midity etc. Opening and closure

of door has to quick enough to

isolate the two areas.

At Gandhi Automations, we

provide clean room high speed

doors specifically designed for

above purpose. The clean room

high speed doors are best suited

for pharma industries where you

need to have controlled environ-

ment. The opening and closing

of door is fast enough to separate

two areas.

Contact details

Gandhi Automations

Chawda Commercial Centre,

Link Road, Malad (West), Mum-

bai - 400064, 

Tel: +91-22-66720200 /

66720300 (200 lines)

+91-22-66720201

For enquiries via e-mail

sales@geapl.co.in

Customer Support

customercare@geapl.co.in

How to control the cleanroom environment?
PRODUCTS
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THE NEW DROPPERS in the

PETTE series from IKA were an-

nounced at the last ACHEMA and

are now available. A 

total of 18 models combine all the

most popular features of the labora-

tory classic. Their large displays,

durable construction and er-

gonomic handles make the PETTE

fix and vary ideal for frequent pipet-

ting. 

IKA PETTE unites everything

lab technicians can expect for reli-

able metering in a single instru-

ment. All models are fully auto-

clavable and can be easily sterilised.

This ensures accuracy, precision

and safety when metering. The

large mechanical volume display is

also easy to read as you perform the

metering. The lightweight droppers

are particularly pleasant to hold

thanks to three interchangeable er-

gonomic grips. The geometry of the

receptacle is designed so that it is

suitable for all commercially-avail-

able tips.

IKA PETTE fix and vario are

also shock-resistant, UV and chem-

ical resistant. Calibration and main-

tenance is user-friendly and can be

done yourself or with the help of

IKA Service.

Contact details

IKA India

Sonja Steiert

Project Manager – Sales & Mar-

keting

814/475, Survey No.129/1 Mysuru

Road,

Kengeri, Bengaluru 560060, 

Karnataka,

Phone: +91 (0)80 26253 900 

E-mail: info@ika.in

IKA launches PETTE fix and vario for all applications
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THE RIGGTEK Dissolution

Media Preparation Station Dis-

soPrep X15 represented by

LABINDIA is the innovative

original among the media prepa-

ration stations and today is a

market leader. Its continuous de-

velopment and restriction to the

essential functions assures high

accuracy in dosing and mixing

with proven reliability. The Dis-

soPrep X15 is not only convinc-

ing with its practical advantages

like easy operating, but espe-

cially with its performance con-

cerning efficient degassing, very

precise mixing and dispensing.

In 25 minutes, upto 15 litres of

dissolution medium in its en-

tirety and in accordance with the

guidelines of the USP, EP, FDA

and GLP/GMP are processed,

degassed and dispensed pre-

cisely into the vessels.

The outstanding feature of

DissoPrep X15 is mixing and dis-

pensing according to the gravi-

metrical dosing-principle (dos-

ing according to the mass). The

USP suggests heating the

medium, with gentle stirring to

about 41°C and then filtering it

under vacuum through a filter

having 0.45 microns or less, with

vigorous stirring and continue

stirring under vacuum for about

five minutes. At the same time,

the media is withdrawn with

high vacuum (typical <

100mbar) and dispensed by

pressure, so that there is no need

for inaccurate fluidic pump. Dur-

ing defined time period, residual

oxygen guaranteed less than

5.5ppm, typical 3.5 to 4.5ppm af-

ter filling into the vessel (inde-

pendent from waiting until dis-

pense), vacuum monitoring on

protocol refers to degassing effi-

ciency. Additionally, this always

guarantees a good degassing, a

precise dispensing of also foam-

ing media and a real repro-

ducibility of the media prepara-

tion and delivery.

Another unique feature is

the standard DissoPrep-

Browser-Interface. It integrates

DissoPrep fast and easily in IT-

infrastructure and allows sim-

plification of administrative

documentation with the option

available, remote control soft-

ware. All methods can be ad-

ministrated and all protocols

which are generated with the

DissoPrep can be transferred in

a PC network “21CFR Part 11

compliant”.

In addition to conformity to

the compendial and regulatory

requirements, there are a num-

ber of user requirements which

must be taken into account:

● Simple, safe and easy-to-use

operation

● Proven time saving in com-

parison with manual methods

● Compact (space saving)

● Accurate and reproducible

● Capable of validation 

● Documentation

Further, advantage of Disso-

Prep is precise and repeatable

mixing of the media accuracy <

0.5% of ratio 1:3 to 1:100, typically

0.2 per cent, monitored, fast dis-

pensing of the media directly

into the vessels of dosing accu-

racy < 1 per cent at 5.000-8.000g,

typically 2g; with DPX8 8.000g

of dissolution media is ready in

less than 15 minutes or with

DPX15 15.000g of dissolution

media is ready in less than 25

minutes, dispensing rate 2L/min,

total throughput 24-32L/h, time-

saving warming of the media

preheating 20–45°, reproducibil-

ity of the test results is independ-

ently of the operators (a result of

the automation of the media

preparation), by automating the

process, particularly the acid

preparation and media. The

user-interface of the DissoPrep

is quite simple with only a few

buttons and the remote control

nozzle simplifies dispensing into

the vessels.

The United States Phar-

macopeia (USP) recognised

that dissolved gases in the dis-

solution medium may affect

dissolution test results and

recommends that gases be re-

moved before the test is per-

formed.

DissoPrep X15: Dissolution media
preparation and delivery station efficient

VALUE ADD

Sushil Bapat, Vice President - International Business, Labindia Analytical Instruments
elaborates on how DissoPrep X15 has been able to maintain high accuracy in dosing and
mixing with proven reliability
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DISSOLUTION of drugs from

solid dosage forms is a key pa-

rameter in assessing the prod-

uct quality and uniformity at the

formulation stage as well as

throughout the shelf life of the

product. The dissolution method

should be discriminative, 

reproducible, scientifically justi-

fiable and more importantly

biorelevant.

Surfactant solutions are of-

ten proposed as dissolution me-

dia for drugs characterised by

low water solubility. Generally,

aqueous solutions of such sur-

factants may simulate the physi-

ological environment more accu-

rately. However, it was shown

that for a low solubility drug, in-

crease in solubility by addition of

surfactants to meet sink 

conditions (based on bulk drug

solubility data) may not always

produce biorelevant results.

(AAPS PharmSciTech. 2006; 7 (2):

E1-E6)

Aqueous buffers can be used

to reflect typical pH conditions

in the stomach or small intes-

tine, but do not represent other

key aspects of the composition of

the GI contents (e.g., Osmolality,

ionic strength, viscosity, surface

tension) that can be relevant to

drug release from the dosage

form to be tested. In particular,

they cannot be used to simulate

the influence of food ingestion on

drug release.

Normal adult diet contains

about 150gm of lipids, 95 per

cent of which are long-chain

triglycerides and 4-8gm of phos-

pholipids mainly composed of

lecithin. (Int J Pharm. 1996; 140:

69-76 )

In fed state bioavailability of

drug can be increased when

there will be change in GIT envi-

ronment such as: 

◗◗ Prolonged gastric emptying

and decrease in intestinal motil-

ity increasing the time available

for solubilisation.

◗◗ Increased dissolution rate and

solubilisation of drug substances

in mixed micelles due to simula-

tion of pancreatic secretion of

bile salts and lipase.

◗◗ Protection from gastric/lumi-

nal degradation, due to protec-

tion in lipids. 

◗◗ Increased lymphatic trans-

port, thus avoiding first pass me-

tabolism.  (Eur J Pharm Sci. 2007;

31: 8-15)

To bridge the gap between

the pharmacopoeial media and

human GI tract, simulated me-

dia were developed such as Sim-

ulated Gastic Fluid (SGF) and

Simulated Intestinal Fluid (SIF).

However, these are still far from

real conditions and pose prob-

lems such as low surface tension,

high pepsin content, high surfac-

tant concentration (in case of

SGF); high bile salt concentra-

tion (in case of SIF).

To overcome these issues,

the concept of Biorelevant Dis-

solution Media was developed.

These media are developed tak-

ing into consideration the phys-

iological aspects of human GI

tract. Bio-relevant media are

broadly classified into Fasted

state simulated intestinal fluid

(FaSSIF) and Fed state simu-

lated intestinal fluid (FeSSIF).

These media closely mimic the

composition of upper GI tract

where majority drugs are ab-

sorbed. These media were first

described by Prof Jennifer

Dressman in 1998. (Dressman J B

et al, Evaluation of various disso-

lution media for predicting in vivo

performance of class I and class II

drugs, Pharm Res, 15, 698-705,

1998)

The conventional methods of

preparing these media are not

user friendly as they are

● Multi-ingredient

● Solvent based and its subse-

quent removal

● Giving variable results owing

to variability in preparation

process

● Difficult to produce on large

scale

● Difficult to replicate

● Time consuming to prepare

Biowise Science has devel-

oped BioWise, a ready to use

blend of biorelevant media pow-

der concentrate. The powder

concentrate has been manufac-

tured with high quality raw mate-

rials in a cGMP facility. The

preparation is simple, quick and

user friendly. The pack size of

one bottle is good for one disso-

lution test, which completely

avoids problems surrounding

the storage of leftover powder

concentrate.

Contact 

Tel: 022 40413131 

Email: sales@

electrolabgroup.com

BioWise: The next best thing to human gut
VALUE ADD

Dr Abhijit Gothoskar, Technical Head, BioWise Science and Padmanabh Mukhedkar,
Product Specialist, Electrolab, provide insights on applications of biorelevant media in
dissolution testing
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LABORATORY EQUIPMENTS

REMI SALES & ENGINEERING LTD.
Remi House, 3rd Floor, 11 Cama Industrial Estate, Walbhat Road,
Goregaon (East), Mumbai - 400 063. India
Tel: +91 22 4058 9888 / 2685 1998 Fax: +91 22 4058 9890
E-mail: sales@remilabworld.com l Website: ww.remilabword.com

Walk-in chamber

Deep freezer

Single Door Refrigerator Cyclomixer Mini Rotary Shakers Incubator Shaker

Refrigerated Centrifuge

Lab Stirrers

Hot Plate Magnetic 
Stirrers

Laboratory Centrifuge

GAYLORD PHARMA SYSTEMSGAYLORD PHARMA SYSTEMS
PROGRESS since 1986.

through innovation,

THE WORKHORSE

Gaylord is catering infrastructure supplies 
for Pharmaceutical and allied industries for 
over Three Decades. Facilities for many of 
the most popular brands in all the dosage 
forms were set up by us.  Over the years, we 
have been working on several innovations 
on our machines based on customer needs 
and feedback. One such Product is our 
“Work Horse”, The Triple Rotary Tablet 
Press. Three compression points give 33 % 
more tablets per rotation than conventional 
Double Rotary Machines. These are 
suitable for making  TRILAYER Tablets.

 TRIPLE ROTARY
TABLET PRESS

The One and Only

Very Small Foot Print 

Can be as small as 4’5” x 4’5”

CONSUMABLES, SPARES, SERVICE & TURN KEY PROJECTS, WORLDWIDE

107, Acme Industrial Park, I.B. Patel Road, Goregaon (E), Mumbai 400 063.
E-mail : info@gaylordpharmasystems.com. Web : www.gaylordpharmasystems.com

Corporate Office
Tel. : +91 22 2686 5341/2/3. Telefax : +91 22 26861131

Pharmaceutical Equipment & Machinery
for Tablets, Capsules, Liquids, Ointments,

Food & Beverages, Chemicals, Bulk Drugs,

OCTOCTAGONALAGONAL BLENDER BLENDER

of  any Type,Size & Specifications 
 for any Application 

Tablet Tools (Dies & Punches) 

They are slow, but every year our Blenders do  over a million spins, 
mixing Tons of  processed materials for life saving medications 

around the globe. 

The Gentle, Efficient Blender - 
will not beat your materials out of shape,

but treat them tenderly.

INCI 

Composition 

Form 

Indication 

Route of administration 

Recommended use 

Regulatory Status 

Regulatory Support 

Asiaticoside (and) Madecassic Acid (and) Asiatic Acid

40 % of asiaticoside, 60% of genins *

* madecassic acid and asiatic acid

Powder

Wound healing, Venous insufciency

Topical, Oral

Topical: 0.1 - 1%; Oral: 60 mg to 120 mg daily

Marketing Authorisation, OTC, Medical Device

ASMF / EDMF

Identity card

TECA™
Titrated Extract of Centella Asiatica

A Pharmaceutical Ingredient for Wound Healing and Venous Insufciency

Having Seppic & Serdex at your side

Asiaticoside

Madecassic 
Acid

Asiatic 
Acid

Serdex
TECA™ manufacturer

since 1978
GMP certied

Whole plant Ph Eur Support
ASMF

Oral and Topical
excipient expertise

Full regulatory &
quality support

Safety
Proprietary data Acute 

and Chronic doses toxicity
Reports 100.056 & 100.057

Mutagenicity Reports 
1429, 1483

& 1507

Sustainable sourcing
from Madagascar

Ensure Traceability & Quality
Protect Local Resources
Commit to Sustainable

Development

Highly puried extract of Centella Asiatica

Gangwal Chemicals Pvt. Ltd. :  706-707, Quantum Tower, Rambagh Lane, Behind State Bank Of India, Malad (west), 
Mumbai - 400064 Tel.: +91 22 2888 9000, Fax: +91 22 2883 5347, Email: info@gangwalchem.com, Web.: www.gangwalchem.com

angwal
® Contact for more information

Chronic Venous Insufciency stages

Diabetic Foot Ulcer (DFU)

422 million
of diabetic 

people
worldwide

DFU prevalence
Worldwide 6.4%

USA 13%

Major cause
of co-morbidity

and low
quality of life

Precede 85%
of lower limb
amputations
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TRIPLEX 
LAMINATE

PVdC COATED
PVC FILM

Corp. Off: 804, Siddhi Vinayak Tower B 
off. S.G. Highway, Makarba, Ahmedabad -380051
Factory: Chharodi - Sanand (Gujarat)
+91 -9726430369 / 7433966038

info@uniworthllp.com  •  www.uniworthllp.com

EMERGING AS 

THE MOST PREFERRED 

PRIMARY PACKAGING 

SOLUTIONS PROVIDER FOR 

THE PHARMA INDUSTRY.

Uniworth Enterprises LLP with it's location at 

Ahmedabad, INDIA, is ideally suited to cater 

efficiently to the Indian market and with ICD 

facility and excellent connectivity by road to 

Nhava Sheva port, Mumbai, can also service the 

export market with minimum time lag between 

production and export.

CALENDER

SLITTER

COATING LINE

LAMINATOR

Ÿ Dust Free & Fully Air Conditioned Factory

Ÿ Fully Equipped Analytical Lab 

Ÿ Producing 60 Micron PVC Film by Direct 
Calendering without Stretching.

Ÿ ISO 9001:2015 & ISO 15378:2017
Manufacturing site

Ÿ 29000 Sq. Mtr. of Manufacturing Area

Ÿ 6000 Sq. Mtr. Built-up Area

WE PACKAGE GOOD HEALTH.

PVC RIGID FILM 
FOR BLISTER 

FORMING

ALU ALU 
LAMINATE

US FDA Type III
DMF: 032495

US FDA Type III
DMF: 032497

US FDA Type III
DMF: 032496

US FDA Type III
DMF: 032494
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® ® ®

www.amipolymer.com | mktg@amipolymer.com

®

Vi
si
tu
s
@

Gandhinagar, Gujarat India.

10 11 12
June-2019 Stall#

11-A10

Silicone/FKM/PTFE/
FEP/TPE Tubes

Fabric Reinforced
Silicone Hose

Silicone Inflatable
Seals

Sifter Sieves Comminuting Mills

Antistatic Silicone
Tube

Silicone
Autoclave Gaskets

Silicone Diaphragms

Specialized in Platinum Cured Silicone Tubes, Braided Hoses & Inflatable Seals/Gaskets
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Introducing Range Of Gauntlet For 
Isolator/ RABS/ LAF

Isolator Gloves Isolator Gloves 

EPDM : 
Ÿ Autoclavable & 

H2O2 Fumigation

Hypalon : 
Ÿ Sanitizable & H2O2 

Fumigation

Nitrile : 
Ÿ Autoclavable 
Ÿ H2O2 Fumigation

Other Material 
Available

EPDM  
(Black)

5 Fingure 5 Fingure 
Gloves Gloves 

EPDM 
(White)

SleeveSleeve

Hypalon 

Mitten Mitten 
Available In 
All Standard

Port Dia

June Enterprises Pvt. Ltd. | www.june4gmp.com 
info@june4gmp.com | +91 9930359528

NitrileNitrile

NitrileNitrile

NitrileNitrile

1
1
X

1
4
E

P
A

d
0
2

ISO 9001 - 2015 Certied 

™

June Range of Products 
for free download look for

JUNE4GMP

LOOKING FOR CONTAINMENT SOLUTION ?

tra

Reactor discharge, powder transfer,
   powder transfer bag in isolators

      Blenders, Centrifuge, Dryers,
Granulators, Reactor charging, Mills

API Storage, Powder charging,
Powder transfer, Buffer mixing

Continuous liner system Flexible enclosures systems DoverPac / DoverPac SF /
             EZ BioPac

We are professionals at your service !

India, .
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The formula
for those who
formulate the

pharmA sector
Express 

Pharma has 
been the backbone of 

this sector since 20 years. It is 
what the experts look to when 

the entire industry looks to them. 
That is because the magazine 

contains a potent mix of  innova-
tive ideas, cutting-edge analyses 

and expert insights. It’s no 
wonder then that the finest in the 

field trust the foremost in 
the field.          

For any queries, call 022-67440002  
or email at pharma@expressindia.com. www.expresspharmaonline.com
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APPOINTMENTS

T
akeda announced Andrey Potapov as its

Area Head for India, CIS (the Common-

wealth of Independent States), the Mid-

dle East including Turkey, and Africa

(ICMEA). 

Potapov’s appointment follows Takeda’s re-

cent acquisition of Shire Pharmaceuticals – en-

abling Takeda to become a global, values-

based, R&D-driven biopharmaceutical leader

headquartered in Japan. Potapov will be in-

strumental in guiding the successful integra-

tion of Takeda and Shire under the Takeda

brand, reinforcing the company’s leadership

position across its global footprint while

strengthening its research and development-

driven pharmaceutical operations. 

The acquisition and subsequent integration

will see Takeda evolve its operational focus

from the NEMEA region (Near East, Middle

East and Africa) to ICMEA (India, CIS, Middle

East including Turkey, and Africa). The move

will reduce complexity within the organisation,

while increasing agility and moving Takeda

closer to the patients it serves.

Handling the reigns from Takeda’s Dubai

hub, Potapov will spearhead Takeda’s contin-

ued growth across the region, while upholding

the organisation’s unwavering commitment to

serving patients and its long-held reputation

as an employer of choice. Potapov will work

closely with Taka Horii, the outgoing NEMEA

Area Head for Takeda, to maintain his success

to date. Since Horii’s appointment in 2018, the

outgoing Area Head has helped define a suc-

cessful operating model for the area, focussing

on key business priorities such as portfolio op-

timisation, Specialty Care product launches,

and talent development. Taka will now transi-

tion to a new role as General Manager for the

Middle East. 

“Now is a great time to be heading up

Takeda’s regional operations as we look ahead

to the integration of Shire into our business

and the many opportunities this will bring to

better serve patients,” commented Andrey

Potapov. “In this role, putting people first will

remain a key principle of mine because the suc-

cess of our company is determined by our em-

ployees, above all else. Ultimately, success for

Takeda is reflected in the wellbeing of patients

and fair access to the most effective treat-

ments. I am committed to seeing that Takeda

continues to ensure both of these outcomes,”

he added.

In his most recent role as General Manager

of Takeda Russia and Head of the CIS Area,

Potapov oversaw the successful launch of new

pharmaceutical products, while delivering

above market profit growth for the past five

years. He spent over 15 years of his career at

Nycomed, which was acquired by Takeda in

2011. During his time with Nycomed, Potapov

held various positions, from Finance Manager

at the company’s Novosibirsk office to Finance

Director of the Russia and CIS region. He was

promoted to Vice President and CFO of Rus-

sia-CIS in 2007, before taking up the role of

Country Manager of Nycomed Russia in 2011. 

EP News Bureau

Takeda announces
Andrey Potapov as
ICMEAArea Head
Potapov will spearhead Takeda’s continued growth
across the region

GLENMARK PHARMA-

CEUTICALS has appointed

Dr Yasir Rawjee as the

Chief Executive Officer of

Glenmark Life Sciences, its

subsidiary for the API (Ac-

tive Pharmaceuticals Ingre-

dients) business.

Rawjee was previously

the Head of Global API Op-

erations at Mylan Inc. He

has also held the positions

of Senior Vice President of

API Technical Operations,

and Senior Vice President

and Head for Sales and

Marketing for the API Busi-

ness at Mylan.

Rawjee started his ca-

reer with SmithKline

Beecham Pharmaceuticals

based in the US and has

also been associated with

GlaxoSmithKline and Ma-

trix Laboratories previ-

ously. He has over 25 years

of experience in the phar-

maceutical industry. He

holds a PhD in Chemistry

from Texas A&M Univer-

sity, USA, and holds a de-

gree in BSc (Tech) from

UDCT Mumbai, India.

Glenmark’s API business

has witnessed a growth rate

of 15 per cent CAGR over

the last 5 years. To provide

a strategic focus to its API

business, Glenmark had,

early this year, transferred

the API business to a

wholly-owned subsidiary,

Glenmark Life Sciences.

“We see significant

growth potential in our API

business, given the increas-

ing demand for good quality

and sustained supply of

APIs globally. With this

view, we housed our API

business into a separate

subsidiary, which will be run

independently. We are

happy that Dr Rawjee will

now spearhead the API unit

and take it to greater

heights with his rich experi-

ence both in the technical

and marketing aspects of

the business,” said Glenn

Saldanha, CMD, Glenmark

Pharmaceuticals.

“Glenmark Life Sciences

has built strong partner-

ships across the globe and

has a very focussed ap-

proach to further expand

the API business. I am

pleased to join the organisa-

tion at a time when I believe

I am getting an opportunity

to contribute meaningfully

in scaling up and shaping

the next leg of growth for

the API unit,” sad Rawjee.

EP News Bureau

Glenmark Life
Sciences
appoints Yasir
Rawjee as CEO
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