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when the entire industry looks to 
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innovative ideas, cutting-edge 
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EDITOR’S NOTE

A
s finance minister Nirmala Sitharaman

readies to present her first budget on

July 5, the pharma sector once again

hopes against hope that some of their

demands will be met. 

A CARE Ratings analysis and predictions for Union

Budget for FY2019-20 (FY20) expects that with the

increase in raw material prices (especially key starting

materials and intermediates) denting not only the

profitability margins of the players but also causing

concern for national security to provide essential

drugs, the government may take initiatives to set up

the SEZs exclusively dedicated for manufacturing

such materials and intermediates. It may also provide

various sops for setting up such SEZs. But such

initiatives have been in the planning stage for a long

time. In some cases, implementation has been stalled,

due to multiple permissions required. Will

Sitharaman's budget give pharma SEZs and API

parks the final push? 

The agency also points out that the government

had started the Jan Aushadhi scheme in order to

increase the scope of affordability of medicines. This

budget may see the government increase its focus by

raising the number of these medical stores to enhance

their accessibility. According to a report from Spark

Capital, the Jan Aushadhi store network has ramped

up significantly in the last two years, with store count

currently at approximately 5300, compared to around

3700 in March 2018 and approximately 800 in the

previous year. The government targets to add about

2500 more stores by 2020.

But the finance minister (FM) is faced with a tough

task. With actual fiscal outcomes for FY19 falling short

of the revenue estimates put out in the interim budget,

FM Sitharaman will have to prune allocations to

certain sectors in order to prioritise the more

important ones. In fact, reports indicate that India's

economy hit a five-year low growth of 6.8 per cent in

FY2019. Will pharma and healthcare be considered

important enough? 

The interim budget 2019 presented earlier this year

before the polls had a Rs 61,398 crore budgetary

allocation for the health sector for the 2019-2020 fiscal,

with Rs 6,400 crore earmarked for the centre's

Ayushman Bharat scheme. With the scheme being

positioned as one of the flagship initiatives of Prime

Minister Modi himself, chances are that this allocation

will not be cut. But we will have to wait for July 5 to

find out. 

It is also true that the Union Budget is not the only

avenue for a government to set policy. Landmark

initiatives like the Goods and Services Tax (GST) were

launched independent of the budget and this still holds

true for the NDA’s second term. 

There is no doubt that India's pharma sector needs

a hefty policy push. Industry leaders are struggling to

cope with the high costs of R&D, given that bets are

taking longer than estimated to play out. Dwindling

margins on generic drugs translate into lesser funds

to plow back into pharma R&D. This June Dr Reddy’s

Laboratories Limited (DRL) sold US and select

territory rights for some of its neurology brands to

Upsher-Smith Laboratories. In April, DRL sold the US

rights for selected dermatology brands to Encore

Dermatology. 

These divestments will bring in sizable revenues.

For example, DRL’s deal with Upsher-Smith

Laboratories will bring in $70 million as upfront

consideration, $40.5 million in near-term milestones

and additional financial considerations including,

existing contractual obligation and inventory. In

addition, DRL will  receive sales-based royalties on a

quarterly basis. These revenues will be available to

fund its research pipeline. We could hear of more such

pragmatic deals, as pharma companies in India look

at ways to sustain their R&D dreams. Which is why, a

helping hand from government, in terms of more

favourable policies, will go a long way. 

One of the aspirational targets set in Vision 2030,

a report from the Indian Pharmaceutical Alliance

(IPA) is that the pharma industry in India will have

three to five new molecular entities and 10–12

incremental innovation launches per year by 2030.

Right now, that seems like a very tall order. 

The IPA report also suggests seven strategic

interventions from the government as a key enabler to

achieve these aspirations. None of these suggestions

are any different from those submitted in previous

years and remain unfulfilled. Will NDA-2 be any

different for the pharma sector? 

With actual
fiscal outcomes
for FY19 falling

short of the
revenue

estimates put
out in the interim

budget, FM
Sitharaman will
have to prune
allocations to

certain sectors
in order to

prioritise the
more important

ones

Will NDA-2’s first budget be any 
different for the pharma sector?

VIVEKA ROYCHOWDHURY Editor

viveka.r@expressindia.com
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Phillips-Medisize is an end-to-end provider of innovation, development and manufacturing
solutions to the pharmaceutical, diagnostics, medical device and specialty commercial
market segments. In an exclusive interview, Bill Welch, its Chief Technology Officer, discloses
his company’s plans for India’s life sciences segment and the role it wants to play in
transforming healthcare and making it more patient-centric, in an exclusive têtê-a-têtê with
Lakshmipriya Nair

Tell us about your presence

and evolution in the India

market.

With the company’s Primary

Pharma Packaging Business,

Phillips-Medisize has an

almost 20 year presence in

the Indian market where it

has collaborated to provide

high end packaging solutions

to Indian Pharma. The

opening of our India office in

2018 was a very exciting time

for our customers and our

company. As part of our

continued strategy to be in

the right places for our

customers, we provide a local

presence along with our

global continuum of services

for our Indian customers.

Most importantly, this

initiative is aligned with our

strategy to achieve service

excellence by ensuring

maximum personal

availability for our valued

customers. With the local

presence of Vivek Malhotra,

Sr Director Business

Development, Asia, we look

forward to addressing the

networking challenges of

customers in the region as

they look to deploy more

intelligent drug delivery

solutions. In 2019, we have

started to create our Global

Innovation and Development

(GID) centre in Bengaluru, to

building a healthcare

focussed team within the well-

established Molex capabilities

already in place there. 

In which major

areas/functions of the life

sciences sector do you

provide solutions for?

The wide variety of our

contract services featured

include device strategy,

product development and

manufacturing across

specialty drug delivery

devices, disposable insulin

pens, blood glucose metres,

inhalators, and wearable as

well as connected drug

delivery devices designed to

improve patient engagement

and drive better outcomes.

The combined global

resources of Molex and its

parent company Koch

Industries, give us a core

advantage in integrating

design, moulding,

electronics, and automation

to provide innovative, high-

quality manufacturing

solutions.

How are you playing a role

in transforming the

healthcare industry in

India?

Our primary business focus

is on complex, regulated drug

delivery devices and

connected health solutions.

Together with our

customers, we challenge and

push the limits of product

design and development to

help transform the diagnosis

and delivery of healthcare.

Since Drug Delivery Systems

are playing a critical role in

global biosimilars and

generics markets, we are

helping Indian pharma

companies to enter into

global markets by expediting

product development with

proven technology

accelerators and showing

them on how to gain a

competitive edge with

human-centred design for

devices, and technology

solutions that support global

commercialisation. Now, on

top, being the global leader

for connected health, we are

inviting India pharma Inc to

join us on the journey

towards connected devices.

We know what Indian

pharma needs in terms of

support and expertise to

ensure success on connected

health. With the rapid

expansion of data

connectivity in Indian

market, our Connected

Health Platform and

powerful analytics will be

helping to improve patient

engagement and adherence.

This would help expand

health coverage in India and

provide enhanced healthcare

across the country and social

strategy.

How can solutions from

Phillips Medisize help the

pharma sector embrace

patient centricity to

remain relevant,

profitable, and to deliver

better health outcomes?

Through innovation

leadership, true end-to-end

services, electronics

integration, and technology

accelerators, we create more

value for our customers. By

driving innovation at every

level and project phase, we

help customers bring better

drug delivery devices and

connected health solutions to

market swiftly, with

increased confidence. An

integrated product

development model

incorporates the right

people, systems, and

processes, thus has powerful

potential to deliver

innovative solutions and

streamline the design cycle.

Human factors and patient

centricity support many

functional disciplines as its

continued involvement

ensures that human-centred

design principles are

integrated throughout

development process. Early

engagement, a cross-

functional approach, and

effective communication

leads to prioritised user

needs, managed risks, and a

united development team.

This collaborative, cross-

functional approach results

in safety, effectiveness,

quality, reliability and

compliance.

How are digital

technologies transforming

pharma R&D?

Connected Health Platform

and powerful analytics are

helping to improve patient

engagement and adherence.

Utilising connectivity in drug

delivery devices such as

injectors and inhalers,

connected health solutions

help pharma companies,

healthcare professionals and

patients, improve how people

Our primary business focus is on complex, regulated
drug delivery devices and connected health solutions

I N T E R V I E W

Through
innovation
leadership, true
end-to-end
services,
electronics
integration,
and technology
accelerators,
we create 
more value 
for our
customers
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take their medication. In

addition to medication

tracking, these systems

support patients through

reminders, incentives and

peer communities to improve

disease management,

medication adherence and,

ideally, outcomes.

What are the major

challenges for pharma

companies in their efforts

to become more patient-

centric?

Poor adherence to

medication is a costly

challenge worldwide, both to

patients and pharma

companies. An estimated 50

per cent of medications for

chronic diseases are not

taken as prescribed,

resulting in up to 70 per cent

of emergency department

admissions. A robust

information sharing and

analytics platform enables

pharma companies to

connect and aggregate

medication and diagnostic

information across their

medicines and therapy areas

on a single-enterprise

private cloud platform. Such

a platform allows them to

integrate data from multiple

other sources, such as

diagnostic devices, biometric

sensors and electronic

medical records. HCPs can

review patient medication

adherence, biomarkers and

patient reported outcomes to

help manage the patient’s

condition and boost

adherence.

What are the steps that

pharma companies need to

take to remain an

important link between

patients and physicians?

By integrating connectivity

into innovatively designed,

patient-centric drug delivery

devices, such as injectors and

inhalers, pharma companies

can make it easier and

simpler for people to take

their medication on-time and

monitor their condition.

These connected smart

devices can track medication

administration, collect patient

data and instruct and support

patients with reminders,

incentives, educational

content and access to peer

communities. The goal is to

help patients, caregivers and

healthcare professionals

(HCPs) improve not only

medication adherence but

also disease management and,

ideally, outcomes.

How are you leveraging

technology to usher in new

paradigms in drug

development and delivery?

Our approach to electronics

integration and connected

health is based on experience.

With expertise in electronics

hardware, software

engineering, PCBA

manufacturing and assembly,

we have capabilities to

partner with customers to

create connected health

solutions. Connected health

platforms are an efficient way

to collect patient data and

provide instructional content

for patients, healthcare

providers and caregivers.

What are your plans for

India’s life sciences sector

in the next five years?

Phillips-Medisize is poised to

play a large and impactful

role in India. We are working

to bring our complete range

of capabilities and solutions

which would be made

available to pharma, med-

tech and diagnostic

companies. We are also

working to develop

partnership solutions which

are tuned to local business

models. Our Connected

Health Platform and

powerful analytics will be

helping to improve patient

engagement and adherence.

This would help expand

health coverage in India and

provide enhanced healthcare

across the country and social

strata. With our global reach,

cutting-edge technologies,

integrated service model and

a sound financial base we will

become the partner of choice

of Indian healthcare.

lakshmipriya.nair@expressindia.com

The Standard of Comparison

• For more than 70 years, we have delivered the industry's most extensive 

  Lactose portfolio

• The original patent for Anhydrous Direct Tabletting (DT) Lactose

• Batch to Batch Consistency

• Global technical service, regulatory and application expertise to ensure

regional and global market compliance

Pharmaceutical Grade Crystalline, Spray Dried,
Anhydrous, and Inhalation Lactose

www.SheffieldBioScience.com

Registered Office Address: 17th Floor, Nirmal Building, Nariman Point, Mumbai - 400021 
Corporate Identification Number: U15400MH2010PTC202946 

Tel.: +91 22 27815003, Fax Number ; (022- 27815989) 
Email:  Kerry-India.Info@kerry.com 



EXPRESS PHARMA

July 1-15, 2019

12

MARKET

INDIAN PHARMA Expo

2019 is set to be inaugurated

on July 16, 2019 in New Delhi.

The inauguration, which will

be held at Hall number 12 of

Pragati Maidan in the national

capital, will be attended by

senior personnel from Depart-

ment of Pharmaceuticals,

Ministry of Chemical and Fer-

tilizers and Ministry of Micro,

Small and Medium Enter-

prises.

IPE 2019 will provide an

opportunity for the participat-

ing companies to display their

products and services to the

gamut of business visitors,

coming from pharma and

healthcare industries across

the globe. A footfall of approx-

imately 10,000 visitors is ex-

pected.

In its 8th edition of IPE

2019, more than 100 compa-

nies are participating from all

over India and abroad to dis-

play their products, innovative

technologies and new trends.

These include manufacturing

companies, additives /APIs

suppliers, ayurvedic and

herbal product manufactur-

ers, Pharma Machinery Solu-

tion providers, CROs, infra-

structure solution providers.

The expo is expected to

witness the international and

national visitor footfall of ap-

proximately 10,000. Along

with the expo IPE will also

present ‘Business Excellence

Awards’ to felicitate the

achievers in pharma industry

in various domains to encour-

age healthy competition which

will result into better delivery

of pharmaceutical services.

EP News Bureau

Indian Pharma Expo 2019 to be held New Delhi
In its 8th edition of IPE 2019, more than 100 companies will participate from all over India and
abroad to display their products, innovative technologies and new trends

PRE EVENTS

AFTER THE success of the

first edition of Radiology and

Imaging Conclave in July 2018,

Express Healthcare and the Radi-

ology and Education Foundation

(REF) is all set launch its second

edition. The theme of Radiology

and Imaging Conclave 2019 will

be Radiology 2024, that delves

into understanding future chal-

lenges and opportunities in the

next five years. The conclave

aims to disseminate information

and knowledge that can help ra-

diologists to turn challenges into

opportunities and ensure a sus-

tainable growth.

Key topics that will be dis-

cussed are AI, CDS, women in

radiology — entrepreneurship

and leadership, devices as drugs

— the fallout (good or bad) of ra-

diology equipment coming un-

der CDSCO, sustainability with

responsibility, life cycle manage-

ment of equipment, bare mini-

mum practice takeaways (CDs,

films, etc), Indian moonshots in

radiology and what ails radiol-

ogy education?

Visitor profiles include radi-

ologists, radiology centre

owner, promoters of imaging di-

agnostic centres and HOD of

radiology dept in hospitals and

medical colleges.

EP News Bureau

2
nd

edition of Radiology and
Imaging Conclave to be held in
New Delhi from July 12-13, 2019
The theme of Radiology and Imaging Conclave 2019 will
be Radiology 2024

THE ASIA Pacific Division of the

UNESCO Chair in Bioethics will

organise the 1st International

Bioethics Health Sciences Con-

ference – BIOETHICON 2019.

The event will be held in Chennai,

on November 8-10, 2019. The

event will be organised in collab-

oration with The Government of

India, Indian National Commis-

sion for Cooperation with the UN-

ESCO. The conference will offer

a unique platform for the ex-

change of bioethics education in-

formation and knowledge and will

feature pre-conference courses

and workshops, panel discus-

sions, interactive lecture sessions,

and exhibition of posters and pho-

tographs highlighting bioethical

issues in health sciences. The

theme for the conference is 'Re-

defining bioethics in health sci-

ences for the next century.' The

purpose of the CHAIR is to build,

activate, co-ordinate and stimu-

late Bioethics Education in Acad-

emic Institutes through an Inter-

national Network of Units.

EP News Bureau

BIOETHICON 2019 to be 
held in Chennai
The conference will offer a unique
platform for the exchange of bioethics
education information and knowledge
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THE 4
TH

edition of Healthcare

Senate, India's largest 

private sector Healthcare 

Business Summit, will be held

from July 11-12, 2019 at Radis-

son Blu Airport, New Delhi.

Healthcare Senate 2019 invites

CXOs of hospital chains, own-

ers/promoters of hospitals,

CEOs, CFOs, CIOs, COOs, sup-

ply chain heads, thought lead-

ers, industry stalwarts and do-

main experts to congregate at

India’s largest private sector

business summit to ideate new

strategies, techniques and

business models to ensure a

steady transition of technology

in various business processes

to achieve financial sustain-

ability. 

The first three editions 

of Healthcare Senate served 

as an excellent platform for

thought leaders, key decision

makers, investors and budget

holders to share and exchange

strategies.  The first edition fo-

cussed on 'Value-based health-

care delivery’, the second edi-

tion highlighted 'Building a

future ready healthcare sector

for India’ while the third edi-

tion focussed on 'Strengthen-

ing Values for Sustainable

Growth'. 

The fourth edition takes 

forward this theme, analysing

strategies to make 'India

Healthcare Inc: Financially Fit,

Tech Empowered'. 

This year’s edition will ex-

amine the rapid advancements

that technologies such as AI,

cloud computing, block chain,

IoT and more have ushered in

healthcare by automating

most of the complex business

processes within healthcare

organisations. 

It will also drive home the

point that we need to adopt

strategies and approaches to

derive real value by turning

the initial support which

healthcare businesses receive

today through PE, VC, IPO

funding etc., into long-term

growth -- transforming a spark

into a sustainable fire. 

Thus, this year’s Healthcare

Senate will establish how fi-

nancial stability and techno-

logical empowerment is pivotal

for healthcare organisations to

tackle key business endeav-

ours like evolving healthcare

product/service lines, expand-

ing geographic footpints or 

investing in new areas that 

enhance patient care and 

experience. 

EH  News  Bureau

4th edition of Healthcare Senate to be held in New Delhi from July 11-12, 2019
The theme for the summit is 'India Healthcare Inc: Financially Fit,Tech Empowered'
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RETURNING CLOSE to Dehi on 

November 26 – 28, CPhI & P-MEC India

will bring together 43,000+ attendees

and 1,500+ exhibiting companies. More

than an exhibition, the event also facili-

tates finding the right partners with its

matchmaking tool, celebrates innovation

with the awards and encourages knowl-

edge gathering and sharing with its 

conference.

CPhI India will focus on API, finished

formulations, outsourcing, generics, ex-

cipients and drug formulation, fine

chemicals, lab chemicals, biotechnology

and biosimilars. P-Mec, which will be a

co-located event with CPhI India, will

have specific highlights on pharma ma-

chinery and equipment, packaging

equipment and supplies, process au-

tomation and controls, testing and meas-

urement, validation, automation and ro-

botics, processing equipment, RFID,

Tableting / Capsule fillers and more.

Express Pharma is the media partner

for the event.

EP News Bureau

CPhI & P-MEC India to be held in Delhi from Nov 26-28, 2019
The event will see participation from 43,000+ attendees and 1,500+ exhibiting companies

INDIA LAB Expo and analyt-

ica Anacon India will be held at

HITEX from September 19-21,

2019. analytica Aancon India

and India Lab Expo is a trade

fair which will showcase chro-

matographs, spectroscopes,

microscopes and imaging,

bioinformatics, medicine and

diagnostics, life sciences, ana-

lytical instrumentation sys-

tems, instruments for physical

and chemical analysis, labora-

tory furniture, equipment and

packaging machines, and re-

lated products.

Visitors from pharmaceuti-

cals, chemicals, food process-

ing, research and development

among other segments will ex-

plore the latest innovations

from the laboratory technol-

ogy, analysis, biotechnology, di-

agnostics, pharma packaging

and processing. 

Both the events will cover

the entire value chain for indus-

trial and research laboratories.

International market leaders as

well as local Indian manufac-

turers participate in the trade

shows. The conference is tai-

lored to the Indian market and

will give profound insights into

science and research. Interna-

tional experts will present the

latest techniques in all applica-

tion sectors.

Express Pharma is the me-

dia partner for the event.

EP News Bureau

Hyderabad to host India Lab
Expo and analytica Anacon India
The event from September 19-21, 2019 will cover the
entire value chain for industrial and research laboratories

PHARMATECHNOLOGYIN-

DEX.COM will present the 10th

Edition of PharmaTech Expo

2019, to be held from August 20

to 22, 2019 in Ahmedabad. 

PharmaTech Expo 2019 &

LabTech Expo 2019 is an inter-

national exhibition on pharma

machinery, lab, analytical,

pharma formulations, nutraceu-

tical and packaging equipment.

This will give opportunities to

suppliers, manufacturers, in-

dustrialists, entrepreneurs, buy-

ers and consultants to assemble

at this common platform. This

year, the focus will be on the

pharmaceutical formulations,

nutraceuticals, API’s, cosmetic

and ayurveda sector. Drug Mar-

keting & Manufacturer's Asso-

ciation (DMMA) is the event

partner.

More than 300 exhibitors will

take part in the event and will

see around 8000 likely visitors.

The event will be spread across

7500net square metre area. 

Express Pharma is the media

partner for the event.

10th Edition of PharmaTech Expo
2019 to be held in Ahmedabad
This year, the focus will be on the
pharmaceutical formulations,
nutraceuticals etc

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-
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and expert insights. It’s no 
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4TH EDITION OF
HEALTHCARE SENATE
Date: July 11-12, 2019

Venue: New Delhi

Summary: The 4th edition of

Healthcare Senate, India’s

largest private sector

Healthcare Business Summit

invites CXOs of hospital chains,

owners/promoters of hospitals,

CEOs, CFOs, CIOs, COOs,

supply chain heads, thought

leaders, industry stalwarts and

domain experts to congregate

at India’s largest private sector

business summit to ideate new

strategies, techniques and

business models to ensure a

steady transition of technology

in various business processes

to achieve financial

sustainability. 

Contact details

Business Publications

Division,

Express Towers, 

Nariman Point, 

Mumbai 400 021, 

TEL: 022 - 6744 0002

INDIAN PHARMA EXPO
Date: July 16-18, 2019

Venue: Pragati Maidan, 

New Delhi

Summary: Indian Pharma

Expo (IPE) will provide an

opportunity for the partici-

pating companies to display

their products and services

to the gamut of visitors, glob-

ally from pharma and health-

care industries. The three-

day expo will bring together

eminent personalities from

various sectors of pharma,

non-pharma and healthcare

industries. IPE is one stop

juncture to all those who are

planning to expand their

business through various

channels of franchise and

distribution; as well as

wholesalers and hospital 

purchase personnel who seek

to buy bulk products on con-

cessional rates. 

The expo will showcase

the latest trends and tech-

nologies in pharmaceuticals,

drugs and formulations The

expo is expected to witness

approx.10,000 visitors footfall

Display of latest pharma 

machinery, packaging 

equipments, software tech-

nology for pharma industry &

management etc. Direct ac-

cess to highly targeted senior

pharma executives, buyers,

procurement managers, con-

tract manufacturers, hospital

administration and many

more meetings with manager

and business development

managers who are looking for

new supplies, building 

strategic partnerships or en-

tering into new ventures The

expo will feature interna-

tional cum pharma machin-

ery pavilion.

Contact details

Aparna Mayekar

Tel : +91-22-66122612/627

Mobile: +91-9930937020

Email: ipe@cims.co.in
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It was a pleasure
to be a part of the
panel discussion
at FDD Conclave
2019.Thank you
and your team for
providing me with
this opportunity.
Looking forward
to be a part of
your future
endeavours 
as well

RAVIKUMAR N
SVP- Formulations R&D.
MSN Labortories

I will like to thank
Ideal Cures and
Express Pharma
for inviting me to
FDD Conclave. It
was an excellent
opportunity to
meet all industry
stalwarts with
decorated
credentials and
vast technical
experience.
This was a rich
experience to
personally
witness the in
depth knowledge
of the Indian
pharma scientists

DR RAMESH JHAWAR
President, Ajanta Pharma 

The FDD conclave
2019 was
organised well
and has improved
tremendously
from the first
event of 2017. The
technical lectures
were relevant and
enriching.The
panel discussions
were also
insightful,with
senior stalwarts of
the industry
sharing their
personal
experiences

SAPNA RAMESH
Associate Vice President,
Indoco Remedies

It was a great
pleasure to
participate in the
FDD Conclave
2019.The topic
selected for panel
discussions were
quite interesting
and thought
provoking.Many
thanks to the
entire team of
Express Pharma
for putting all the
efforts and
making it
productive

ULHAS DHUPPAD
President – R&D,
Alkem Laboratories

I’m very thankful
to Express
Pharma for
inviting me to the
FDD Conclave as
a panelist. It was a
very well planned
and flawlessly
executed event
and provided all
delegates with 
an unique
opportunity to
meet industry
stalwarts and
professionals 
in FDD

DR SAJEEV CHANDRAN
Associate Director, Advanced
Drug Delivery Systems
Research, Pharmaceutical
R&D, Lupin

FEEDBACK TO FDD CONCLAVE 2019



It was really a very
thoughtful
initiative and
platform for
pharma
formulators.Keep
it up! Thoroughly
enjoyed it.

DR SWATI MUKHERJEE
General Manager – R&D,
Kusum Healthcare

I have attended
the programme
for first time and
found it very
thorough and
encouraging for
the future growth.
Looking forward
to attend in 
future too

DR PIYUSH YENKAR
Sr. VP and Chief Scientific
Officer, Enaltec Labs

It was a wonderful
event and well
organised by
Express Pharma.
The content of the
conference was
very informative.
Congratulations
to team Express
Pharma

SAURABH GUPTA
General Manager- R&D
(Formulation Development),
Medley Pharmaceuticals

The designing of
a conference 
for drug
development
scientists is  a
good initiative
wherein it gives us
the opportunity to
meet and interact
with our fellow
classmates,
industry
colleagues,
experts and
seniors etc.
In nutshell, it 
was very
well-managed
and good event

AV KIRAN
Head - Formulation
Development, Sanofi

I loved the event
as always and
made it a point to
attend and even
be a panelist
though I was
flying to the US
immediate next
week of the event.
Looking forward
to more
interactions as
always! 

SUMEDHA NADKAR
Site Head & Senior Director,
Perrigo Laboratories
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FR&D leaders congregate to highlight the huge potential of 
drug development and delivery systems to create IP, improve 

product life-cycle management, gain cost and market 
differentiation and become major determinants of success

FDD CONCLAVE 2019
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(L-R) Vinod Arora, Principal Advisor, Institute of Good Manufacturing Practices India (IGMPI); Dr Ranjit Barshikar, QbD/CGMP Consulting,
United Nations Consultant MPP Geneva;  Dr Ramesh Jhawar, President, Ajanta Pharma; Suresh Pareek, MD, Ideal Cures; and Viveka
Roychowdhury, Editor, Express Pharma

Unveiling of the FDD Leadership Handbook 2019
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E
xpress Pharma hosted its second

edition at Novotel Airport, Hyder-

abad, recently. FDD Conclave 2019

witnessed leading scientists and R&D

heads from pharma organisations and top

biotech companies congregate and initiate

discussions on key issues in formulation de-

velopment and drug delivery. This year, un-

der the theme, ‘Preparing for the next

frontiers in FDD’, it highlighted the huge

potential of drug development and delivery

systems to create intellectual property, im-

proving life-cycle management, gaining

cost and market differentiation and thus

become major determinants of success.

Welcome Address 
◗ Lamp lighting
ceremony + Launch of
FDD Leadership
Handbook 2019

◗ KEY NOTE ADDRESS:
Molecule to market

◗ New Generation
Moisture Barrier
Coatings

◗ Height Resolution
Nano & Micron Particle
Characterization -
Pharma Development
to Production

◗ QbD: Lessons learned,
challenges and
opportunities 

◗ Complex Generics –
An Insight

◗ Panel discussion:
Futuristic formulation
development and drug
delivery technologies

Networking Break

◗ FDD Leadership
Awards 2019

FDD CONCLAVE
2019

INAUGURAL CEREMONY
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D
r Ramesh Jhawar, 

President of Ajanta

Pharma, and a veteran

with over four and half decades

of experience in the life sciences

industry was the keynote

speaker at FDD Conclave 2019.

He spoke at length on the topic,

'Market to Molecule' and elabo-

rated on the importance and rel-

evance of generics medicines in-

dustry in the Indian context. 

He gave a rundown on the

opportunities and benefits in

this arena and spoke on the

challenges faced by generic

medicines manufacturers on

economical, technical and 

regulatory fronts. Examining

different aspects of generic 

development, Dr Jhawar 

expounded on the patent land-

scape, availability of DMP grade

API, RLD evaluation, product

development, analytical method

development, manufacturing 

of exhibit batches,  pivotal bio-

study, stability evaluation and

ANDA filing. 

He pointed out how formula-

tion development is a core activ-

ity of our industry and empha-

sised that we need to develop

strategies which will help us 

optimise our resources and 

enhance our outcomes. He also

accentuated on how scaling up

a product is a science in itself

but also said that the pharma-

cist working on the bench has

limited understanding about the

process. It is important to over-

come this limitation. Stressing

on the role of a well written pro-

tocol in the successful outcome

of a biostudy, Dr Jhawar said

that if the protocol does not 

include exclusion criteria, it can

cost the company a bio-equiva-

lence study.  Thus, it was a very

insightful session with several

takeaways for the audience. 

KEY NOTE ADDRESS: Molecule to market

T H E  M A I N  F O C U S(

Intraspheres TA as functional starter core for ER Formulations

T
he first speaker for this

session, Dr Ashok 

Omray, President, Ideal

Cures took the stage to set the

context for the topic presented,

“Intraspheres TA as functional

starter core for ER Formula-

tions”. He informed that Ideal

Cures has been partnering the

life sciences industry's progress

since several decades by facili-

tating research and excellence

in the formulation development

arena. He also said that his

company is constantly innovat-

ing to find effective solutions to

the challenges faced by the

pharma industry. He informed

that Ideal Cures offers several

spheres for various applications

in the pharma and nutra seg-

ments. Dr Omray also ex-

plained the various features

and advantages of these

spheres, especially Espheres

and Instaspheres.

Dr Akshay Koli took the

presentation further and gave

detailed insights on the various

advantages of Instaspheres TA,

the current offering by Ideal

Cures. He explained that it of-

fers significant benefits such as

improved sphericity, cost effec-

tiveness, better readiness in the

form of instant and uniform

drug layering, better control on

drug release, reduced process-

ing time and improved flow, its

ease of use as a functional

starter for IR and MR drug de-

livery etc. He also demon-

strated the advantages through

some case studies. He ended

the presentation by assuring

the audience that Ideal Cures

as a good partner is working to-

wards anticipating the chal-

lenges that the industry is likely

to face and working towards al-

leviating them.

Dr Ashok Omray, President, Ideal Cures and Dr Akshay Kohli, Senior Manager-Technical, Ideal Cures

Dr Ramesh Jhawar, President, Ajanta Pharma

‘‘Formulation
development is a
core activity of our
industry.We need
to develop
strategies which
will help us
optimise our
resources and
enhance our
outcomes

‘‘Ideal Cures has
been partnering the
life sciences
industry's progress
since several
decades by
facilitating research
and excellence in
the formulation
development arena
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R
amanuj Samal from

Beckman Coulter

started off by giving an

overview about his company

and its solutions to drive part-

ner progress in the life sciences

sector. Then, he gave a technical

presentation on ‘Height Resolu-

tion Nano & Micron Particle

Characterization - Pharmaceuti-

cal Development to Production’.

As part of his session, he spoke

on Beckman Coulter's TOC

Analysers and their capabilities.

He informed that these analy-

sers can drive better efficiencies

and went on to explain their var-

ious applications in the formula-

tion development process. He

elaborated on the technologies

utilised by Beckman Coulter to

usher better effectiveness. 

The latter part of the pres-

entation was given Kalpesh 

Patel from Beckman Coulter.

He spoke on Advanced Appli-

cation of Centrifugation in 

Formulation Development. He

gave a rundown on how Beck-

man Coulter also supports 

development of NDDS. For 

instance, liposomes are often

part of several  novel drug de-

livery systems and purifica-

tion of liposomal based prod-

ucts is often a challenge. He

informed that with solutions

from Beckman Coulter such

as analytical ultracetrifuge,

these processes become easier

and more accurate. He also

spoke on solutions to charac-

terise peptides and other com-

plex procedures. 

Ramanuj Samal, Field Marketing Manager – Particle Counting & Characterization, Beckman Coulter

Kalpesh Patel, Beckman Coulter

QbD: Lessons learned, challenges and opportunities 

D
r Ranjit Barshikar’s

session was a testi-

mony to his rich and

varied experience in the

pharma industry, especially in

Quality Management, R&D,

Mfg.-US FDA / EU / WHO etc.

compliances. Speaking on the

topic, 'QbD: Lessons learned,

challenges and opportunities',

he highlighted how QbD is a

systematic, knowledge and

risk-based activity customised

for pharma, he informed that

it is the new quality system

that replaces current GMP

concepts. He also informed

that it involves focus on 

patients and products, science

and risk-based approach, and

continuous improvement,

among others. 

Elaborating on various 

issues that Indian pharma 

industry faces such as quality,

lack of efficacy, product recalls

and drug shortages, he accen-

tuated the need for QbD  to

tackle these challenges and 

assure  good quality for sus-

tained success in the pharma

industry. He also detailed the

various regulatory challenges

that arise after companies 

submit their  documents and

briefed the audience on the

various measures taken by

renowned pharma firms to

deal with them. 

He went on to assert the

need for quality and advised

building a harmonised pharma

quality system across the life-

cycle of the product. He said

that we need a fundamental

shift in our technical skills and

mindset about design, manu-

facture and control to establish

a culture of quality across the

organisation. He ended the 

session by highlighting the 

advantages of QbD such as 

patient safety, scientific under-

standing of process and 

methods, robust product/

process development, right

first time, cost savings, 

improved productivity and

transparent operations. 

Dr Ranjit Barshikar, QbD/CGMP Consulting, United Nations Consultant MPP Geneva

‘‘QbD is a
systematic,
knowledge and
risk-based activity
customised for
pharma, it is the
new quality
system that
replaces current
GMP concepts

Height resolution nano and micron particle characterisation - Pharma
development to production
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Complex generics – An insight

D
r Girish Jain, Head-

Global R&D, Slayback

Pharma and a veteran

in the field of pharma R&D gave

a very informative session on

Complex Generics. His 

session demonstrated his expe-

rience and expertise across

both, innovative and the generic

pharma research space. Yet

many complex drug products

have relatively small market

capitalisation and are less entic-

ing for generic drug developers

due to cost constraints, com-

plexities in regulations and

other factors.  He also detailed

the challenges in complex

generics to ensure pharma

equivalence, bioequivalence

and therapeutic equivalence. 

Highlighting that the FDA 

is helping the generic drugs 

industry to understand and

comply with requirements of

complex generics through

workshops, he enlightened the

audience on FDA’s key steps

towards complex generics

2018-19 such as:

◗ Approval/TA of >1000

Generic drugs – 10 per cent are

FIRST GENERICS (18 per

cent of which are COMPLEX

GENERICS) and 14 per cent of

total stand for COMPLEX

GENERICS. Approved the

first generic Epinephrine

Auto-injector

◗ Implemented a new pre-

ANDA programme for com-

plex generics per GDUFA II

(92 pre-ANDA meeting re-

quests)

◗ PSG’s – Issued 128 new and

117 revisions – 115 of them are

for complex products 

◗ Office of Bioequivalence col-

laborates with other CDER

and OGD offices to consider

new methodologies for demon-

strating BE in complex dosage

forms

He also gave an outlook on

the GDUFA Regulatory Sci-

ence Priorities FY2019 that in-

clude complex routes of deliv-

ery; complex active ingredients,

formulations or dosage forms;

complex drug device combina-

tions, and tools and methodolo-

gies for BE and substitutability.

Dr Girish Jain, Head - Global R&D, Slayback Pharma

‘‘Many complex
drug products
have relatively
small market
capitalisation  
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T
he third edition of the

FDD Conclave wit-

nessed several inter-

esting discussions on topics

which are very pertinent to

the professionals working in

pharma formulation develop-

ment arena. One such discus-

sion was on 'Futuristic for-

mulation development and

drug delivery technologies.' 

The eminent panelists Dr

Ramesh Jhawar, President,

Ajanta Pharma; Dr Sajeev

Chandran, Associate Direc-

tor, Advanced Drug Delivery

Systems Research, Pharma-

ceutical R&D, Lupin; Ulhas

Dhuppad, President – R&D,

Alkem Laboratories; Anil Ku-

mar R, VP-Formulation De-

velopment, Strides Pharma

Science enlightened the audi-

ence about the current

trends in FR&D and spoke on

technologies which will bring

in a paradigm shift in this

segment.  

Highlighting several

processes and systems which

are revolutionising the FDD

segment such as the role of

continuous manufacturing

process, 3D printing tech-

nologies, nanotechnology,

etc; the panelists elaborated

on how they are bringing in

better drug release rates,

greater accuracy, cost and

time optimisation and better

treatment outcomes. For in-

stance, as continuous manu-

facturing processes gain

more acceptance and usher

in more efficiencies, the sec-

tor needs to start planning

for them right from the 

formulation stage. 

The discussions and delib-

erations on the advance-

ments in this field also 

accentuated how the era of

personalised medicine will

demand renewed and re-

imagined ways and methods

of formulation development

and drug delivery. For 

instance, the experts on this

panel discussion pointed out

how genetic data will help 

develop more customised and

effective drug formulations.

They said that gene therapy,

personalised medicines are

transforming the life sciences

sector. Therefore AI and 

machine learning will play

important roles in formula-

tion development and drug

delivery as well. 

The panelists were em-

phatic that 3D printing is also

revolutionising the life sci-

ences sector. They predicted

that with advancements in this

sphere we might get solutions

to even life threatening dis-

eases such as HIV, cancer etc. 

They pointed out that huge

role that data will play in de-

veloping optimised solutions,

and informed that patient

safety and convenience will

also be crucial factors that will

drive trends in formulation

development and drug deliv-

ery in future. For instance,

lipid-based delivery technolo-

gies are really ushering better

efficacies. Citing another 

example, they said that orally 

delivered peptides soon 

become a reality.

They urged life sciences

firms to invest in new-age

technologies to get future-

ready and gain a competitive

edge by  developing improved

formulations and drug

delivery technologies. 

(L-R) Dr Ramesh Jhawar, President, Ajanta Pharma; Dr Sajeev Chandran, Associate Director, Advanced Drug Delivery Systems Research, Pharmaceutical R&D, Lupin; Ulhas Dhuppad,
President – R&D, Alkem Laboratories; and Anil Kumar R, Vice President-Formulation Development, Strides Pharma Science

Panel discussion: Futuristic formulation development and 
drug delivery technologies
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PANEL DISCUSSION: From formulation development to
commercialisation of complex generics: Challenges and
mitigation strategies

F
DD Conclave, a one-of-its-kind 

platform for formulation develop-

ment and drug delivery profession-

als, is a thought leadership forum which

aims to facilitate sustained progress for

India's pharma sector and take it to

greater heights. Therefore, in its recently

held third edition, several crucial topics

which are very relevant to the current 

scenario in FR&D were discussed and 

deliberated upon by experts and veterans

of this industry.  'From formulation devel-

opment to commercialisation of complex

generics: Challenges and mitigation

strategies' was one such topic under 

discussion. The esteemed panelists for

this discussion were Dr Pavan Bhat, Exec-

utive Vice President - Technical Opera-

tions, Natco Pharma; Dr Girish Jain, Head

- Global R&D, Slayback Pharma; Dr

Rakesh Bhasin, Vice President - Generic

Formulation, Biocon and Dr Ramakrishna

Bangaru, Sr Vice President, Mylan. 

Dr Bhatt, the moderator for this 

session, set the context for this discussion

and informed that the major objective of

the discussion is to examine various 

aspects of complex formulation develop-

ment, understand the challenges and 

discuss strategies to deal with them 

effectively. He pointed out that Indian

pharma is developing and successfully 

filing a lot of modified release products

and probably experiencing a lot of issues

post e-batches and hence the idea was to

examine the whole process, share learn-

ings and take them to their work labs for

better results.

Each of the panelists shared some 

examples from their own experience and

the lessons from each of these instances.

They also deliberated on appropriate 

designs for development of complex 

formulations and also examined issues

that are being addressed, post approval,

during commercialisation. They advised

that it is important to take every single 

detail ranging from material attributes

and process controls to product quality

into account while developing complex 

formulations. Even the smallest of devia-

tions, like humidity levels in the input 

atmospheric air, can put the efficiency and

efficacy of the product at risk. 

The panelists unanimously urged the

industry to adopt QbD in a big way to 

ensure reproducibility and robustness of

processes and products, thereby effec-

tively leveraging the opportunities in 

complex formulations. 

The discussion also touched upon the

fact that regulatory agencies have in-

creased their scrutiny and ask for a lot of

data nowadays. Hence, experts advised

pharma companies to anticipate these 

demands and characterise their products

completely to optimise time and efforts as

well as ensure better compliance. They cau-

tioned the audience that a step taken at the

right time can save a lot of time and money

in future. Design the right systems and

think long-term was their recommendation.

Key takeaways for those involved in 

development of future modified released

products were procure right, choose the

apt equipment, put a rigorous monitoring

system in place, design and implement an

extensive bioequivalence study, anticipate

regulatory demands and think innova-

tively to become a leader in complex 

formulations. 

(L-R) Dr Pavan Bhat, Executive Vice President - Technical Operations, Natco Pharma (Moderator), Dr Girish Jain, Head - Global R&D, Slayback
Pharma; Dr Rakesh Bhasin, Vice President - Generic Formulation, Biocon, Dr Ramakrishna Bangaru, Sr Vice President, Mylan

◗ Panel discussion:
From formulation
development to
commercialisation of
complex generics:
Challenges and
mitigation strategies

◗ Intraspheres TA as
functional starter core
for ER Formulations

◗ Simplify the journey
with West Integrated
Solutions for every
molecule at any stage

◗ FDF and Excipients’
Characterization as a
Tool for Product
Development and
Regulatory Support

◗ Panel discussion:
Bridging the gap
between exhibit
batches and day-to-
day manufacturing

◗ Tubing solutions for
pharma industry

◗ Panel discussion:
Outsourcing
formulation
development: Benefits
and bottlenecks

FDD CONCLAVE
2019



S
uresh Pareek, MD, Ideal

Cures, introduced 

the audience to IN-

STANUTE Moisture Barrier-II,

a ready-to-use, high solids 

moisture barrier film coating

system. Developed for a cus-

tomer's specific requirement

for a coating formulation which

is free of talc, TiO2, synthetic

colours, carmines, preserva-

tives, the product has success-

fully established nine months of

stability, revealed Pareek. Talk-

ing further about INSTANUTE

MB-II, Sanjay Negi, GM, Tech

Services, Ideal Cures, stated

that one of the key features of

the formulation is that it has

global acceptability- it can be

used for a wide, 'global' range of

nutraceutical and pharma

products. The total weight gain

of the tablet was found to be

roughly 4.5 per cent, well under

the maximum weight gain limit

set by the customer. Adhering

to the manufacturing desires

expressed by the customer, IN-

STANUTE MB-II was found to

be suitable for all kinds of coat-

ing technologies (including sin-

gle step coatings), helped main-

tain the solid levels in the

overall formulation to be over 18

per cent and reduced the coat-

ing process time. The natural

colours used in the coating

were also compatible with the

tablet formulation, boosting its

overall stability. 

INSTANUTE MB-II comes

with an optional TiO2 free for-

mulation. It is PVA based, pro-

vides a clean label,  and can

have a high solids coating sys-

tem which can go up to 22 per

cent. Its product bed tempera-

ture is 42oC.Negi noted that IN-

STANUTE MB-II can also con-

tain flavours, cooling boosters

and has superior adhesion

properties (2368gf average ad-

hesion). Another benefit is that

it provides easy scale-up and

can be easily transferred to dif-

ferent equipment types or man-

ufacturing sites. Also, it has a

very low MVTR value of 6

g/m2/day. Negi ended his pres-

entation by assuring the audi-

ence that  INSTANUTE MB-II

has received positive test re-

sults so far and it can be cus-

tomised to their specific coating

requirements.

V
inayak Joshi, National

Sales Manager, West

Pharmaceutical Ser-

vices gave an overview of West

Pharma and their integrated

solutions platform. He talked

about how the company has in-

vested in digitising resources

to bring in one platform called

knowledge centre, so that cus-

tomers can come more closer

to the knowledge centre.

He also elaborated on the

mission of West Pharma to 

deliver injectable drugs and 

improve patients’ lives. Joshi

mentioned that the company

aims to be a world leader in 

integrated containment and

delivery systems. On West

Pharma's analytical laboratory

services, he mentioned how the

company has been able to help

customers in the long run

through regulatory services to

help their customers.

Further, he elaborated on

West Pharma's device contract

manufacturing capabilities,

where the company has been

able to design and mould de-

vice assemblies, handle drugs,

sterlisation aggregation and

also finalise packaging.

Coming back to the inte-

grated solutions platform by

West Pharma, he stated that it

has been uniquely positioned to

simplify the journey for drug

development whereby it helps

to reduce developmental and

supply risk, accelerate the path

to market, minimise total cost

of ownership and improve 

delivery device differentiation

in the market.

Joshi also spoke of their 

AccelTRA Components Pro-

gramme. He said that it is

known for quality, speed and

simplicity and it depends on

market access requirement.

The programme is designed for

the US market and the Euro-

pean market. He informed that

West Pharma provides a ro-

bust extractable package,

which helps to quickly embark

on identifying extracbles of

your interest and saves time

significantly. Thus, he empha-

sised on his  company’s capabil-

ities to be a good partner for

the pharma industry. 
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New generation moisture barrier coatings

Suresh Pareek, MD, Ideal Cures and Sanjay Negi, GM, Tech Services, Ideal Cures

Simplify the journey with West Integrated Solutions for 
every molecule at any stage

Vinayak S Joshi, National Sales Manager, West Pharmaceutical Services
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S
peaking on the topic

'FDF and Excipients’

Characterisation as a

Tool for Product Development

and Regulatory Support',

Pradeep Behera, Managing Di-

rector, ThetaBeta Analgo-

rithms introduced his organi-

sation as a start-up which is

focussed on service offering,

and is planning to venture in

product development for

drugs and medical devices.

He started his presenta-

tion by talking about why

characterisation is important:

it helps to know your product

and the excipient better- how

they will behave and what is

going to impact the output

characteristics. “In totality,

you need to understand the

characteristics of all the com-

ponents. It is important to

know not just their output

characteristics, but also their

input characteristics,” he

said. Furthermore, character-

isation also helps as a QbD

tool.

Talking about the kind of

output we can get from char-

acterisation, Behera said that

it can help us find out the right

grades and combinations for

generics, what components

are suitable for the formula-

tion, Q1 and Q2 as alternative

for clinical studies and bio-

waivers, and using a compo-

nent for target output and suc-

ceeding in achieving it.

He then discussed the tools

which can be used for charac-

terisation, but later added,

“Though tools are important,

the process and mechanism of

study is very critical. You could

have multiple instrumentation

tools for identifying or quanti-

fying a component but the

sample matric statement will

have to be very specific to do

proper characterisation.”

Examining case studies as

examples of characterisation,

he talked about carbomers.

“We characterise carbomers

as an FDF, irrespective of the

level at which it is used. Cate-

gorically, each grade of Car-

bopol can be identified and

quantified in a FDF,” he said.

He then similarly cited the ex-

amples of Glyceryl and Su-

crose Stearates, MCC, etc.

Ending his presentation,

Behera talked about the 

milestones that ThetaBeta

Analgorithms has achieved

and its expansion plans.

V
aibhav Datke, Sr Man-

ager-Business Devel-

opment, Ami Polymer,

during his session talked

about polymer solutions for

the pharma industry and how

to select the right polymer for

a fluid transfer system. He

mentioned about the factors

that need to be considered for

selecting tubing polymers,

which are chemical compata-

bility, temperature, pump

compatilibily and compli-

ances.

Datke also spoke about

pharma grade products which

should be free of toxicity as

well as should be compliant

with USP Class 88, USP Class

87 and ISO 10993-5 as recom-

mended by the US FDA. He

touched upon various types 

of available polymersand in-

formed that the polymer

should be tested for ICH

Q3Dguidelines. He also made

recommendations for volatile,

semi volatile and non-volatile

matter testings and talked

about silicon and viton elas-

tometers.

His discussion further

touched upon the various 

certificates which Ami Poly-

mer provides. He also pre-

sented some case studies,

projects and solutions offered

by Ami Polymer to its cus-

tomers.

Pradeep Behera, Managing Director, ThetaBeta Analgorithms

Tubing solutions for pharma industry

Vaibhav Datke, Sr Manager-Business Development, Ami Polymer

FDF and Excipients’characterisation as a tool for product 
development and regulatory support
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PANEL DISCUSSION: Bridging the gap between exhibit batches 
and day-to-day manufacturing

(L-R) N Ravikumar, Senior Vice President -Formulation Development, MSN Laboratories (Moderator); Sandhya Shenoy, Associate Vice President, FDC; Kiran AV, Head – R&D, Sanofi India;

and Sapna Ramesh, Associate Vice President, Indoco Remedies 

F
DD Conclave 2019 fo-

cussed on the theme,

'Preparing for the next

frontiers in FDD'. And, a great

deal of being future-ready 

involves optimising our current

systems, adopting best prac-

tices and expanding our capabil-

ities. Therefore, a panel discus-

sion titled, 'Bridging the gap

between exhibit batches and

day-to-day manufacturing'; 

focussed on oft-encountered

challenges during scale-up of

exhibit batches and the meth-

ods to deal with them. 

The main role of an R&D 

formulation and drug delivery

scientist is to research, develop

and optimise product formula-

tions to fulfill the company's

market strategy. And, a crucial

part of this role is to ensure

these formulations adhere to

regulatory mandates for patient

safety, efficacy and quality. But,

often during scale-up of the 

exhibit batches, several glitches

are encountered which can

delay commercialisation and

cause loss of time and money.  

Hence, the panelists in this

session, N Ravikumar, Senior

Vice President -Formulation

Development, MSN Laborato-

ries; Kiran AV, Head – R&D,

Sanofi India; Sandhya Shenoy,

Associate Vice President, FDC;

and Sapna Ramesh, Associate

Vice President, Indoco Reme-

dies shared their inferences and

learnings from their consider-

able experience as formulation

development scientists to 

explore more strategies which

will help in glitch-free scaling up

and commercialisation of 

exhibit batches. 

They shared several case

studies which highlighted some

of the common errors that

FR&D professionals make and

recommended their peers to

choose the right processes and

optimise the resources. At the

same time, they also highlighted

how pivotal it is to collaborate

with internal teams to avoid any

flaws and problems in scale up.

They were emphatic that only

through cooperation can these

issues be tackled effectively.

They also advised setting up

the right specifications to meet

dissolution requirements and

stressed that the onus of 

designing and devising robust

processes lie with the formula-

tion scientists first. The experts

also elaborated on the help 

rendered by QbD in tackling

many of these challenges. 

Another takeway from this

discussion was that technology

transfer should be done in the

utmost scientific manner to

smoothen the commercialisa-

tion process. The experts 

recommended formulation 

scientists to work with the man-

ufacturing teams to ensure 

that the gaps in scale up are 

mitigated. The panelists unani-

mously emphasised that it is 

important to identify and antici-

pate gaps in the formulation

stage and devise strategies to

resolve them to bridge the gaps

between exhibit batches and

day-to-day manufacturing. They

advised their peers to document

them properly so that they can

be avoided during manufactur-

ing and commercialisation. 

Thus, it was a session 

which had several actionable 

insights which would definitely

help improve our formulation

processes, if implemented 

effectively. 



F
DD Conclave 2019 

endeavoured to touch

varied aspects that are

relevant to FR&D scientists in

the current times.  Therefore,

the last discussion of the third

edition of the FDD Conclave

2019, focussed on another vi-

tal topic, ‘Outsourcing formu-

lation development: Benefits

and bottlenecks’. This discus-

sion covered the various pros

and cons of this practice and

explored strategies to build

better synergies between

CROs and sponsor pharma

companies. The discussion

also ranged from the impor-

tance of choosing the right

CRO to building a partnership

based on trust to meeting

deadlines and sharing the

onus when it comes to errors

and failures. 

The panelists of this 

discussion were Sauri Gud-

lavaletti, Sr Vice President, 

Dr Reddy's Laboratories;

Sumedha Nadkar, Site Head

and Senior Director, Perrigo

Laboratories; Vijay Singh

Chauhan, Thinq Pharma; and

Ratnakar Mehendre, Techni-

cal Director-- Chief Scientific

Officer, SRS Pharma. 

The moderator posed sev-

eral pertinent questions to the

panelists such as how to select

which kind of projects should

be outsourced, does it mean

that pharma companies are

creating their own competi-

tion, will opting for a CRO

raise concerns about the

pharma companies  capabili-

ties, and more to the pan-

elists. 

As they addressed these

queries, the panelists said

that outsourcing can help

pharma companies leverage

opportunities better if good

synergies are built. At the

same time, they also put forth

their recommendation such as

taking the timelines under

consideration while outsourc-

ing formulation development.

Similarly, they also 

advised that outsourcing a

project should not be about

looking for a quick-fix to a

problem. And, a relationship

with the CROs should be built

for all the right reasons such

as leveraging their capabili-

ties for better outcomes.

Emphasis was also laid by

the panelists from pharma

companies on choosing the

right CROs because ulti-

mately in any special projects,

they are exposing their prod-

uct pipeline to a third party.

They said that CROs must

maintain absolute confiden-

tiality and not disclose a

client's molecule in the mar-

ket because that might mean

loss of opportunity for that

company. 

The CROs spoke of the 

advantages that they bring to

the table in case of formula-

tion development projects.

They also said that pharma

companies need to repose

their trust in them to build a

good working partnership. In

case of errors or failures, they

opined that the onus should

be shared by both 

parties. 

Thus, it was a very insight-

ful discussion which high-

lighted various significant 

aspects of a pharma-CRO re-

lationship and explored ways

and avenues to strengthen

them. 
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PANEL DISCUSSION: Outsourcing formulation development: 
Benefits and bottlenecks

(L-R) Sauri Gudlavaletti, Senior Vice President, Dr Reddy's Laboratories; Sumedha Nadkar, Site Head and Senior Director, Perrigo Laboratories; Vijay Singh Chauhan, Thinq Pharma;

Ratnakar Mehende, Technical Director-- Chief Scientific Officer, SRS Pharma
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C
ontinuing with its 

tradition of honouring

the FR&D leaders, 

Express Pharma, a leading

publication from the Indian

Express Group, hosted the

third edition of FDD Leader-

ship Awards recently. Part-

nered by Ideal Cures, it was

held concurrently with the

Formulation and Drug Deliv-

ery (FDD) Conclave 2018 at

Novotel Airport, Hyderabad. 

15 professionals in formula-

tion development and  drug

delivery who are contributing

significantly to the growth of

this sector were awarded

across three categories – Stal-

warts, Leaders and Rising

Stars. And one pharma vet-

eran with over four decades of

experience in this sphere and

has traced a glorious career in

pharma R&D was honoured

with the Lifetime achievement

award. 

This year's jury, Vinod

Arora, Principal Advisor, 

Institute of Good Manufactur-

ing Practices India (IGMPI);

Pramod Pimplikar, Managing

Director, Shalina Laborato-

ries; Dr Praveen Khullar, Head

of Global Development Centre,

Goa, Sanofi Synthelabo (India)

and Ulhas Dhuppad, President

R&D, Alkem Laboratories, 

selected the winners after a

rigorous screening and evalua-

tion of all the nominations 

received. The candidates were

judged on the basis of their 

experience, areas of expertise

and the impact of their work

towards the progress of their

field, amongst other parame-

ters. This year, for the first

time, a scientist from the 

research and academic insti-

tute was also recognised and

honoured.

The evening began with a

Welcome Address by Viveka

Roychowdhury, Editor, Ex-

press Pharma. She thanked

all the delegates and speakers

at FDD Conclave 2019 and 

explained the award method-

ology and its evaluation

process in detail. She also

mentioned that this year the

jury witnessed an increase of

around 15 percent in the num-

ber of nominations received.

She also informed that the

Jury found the selection

process quite difficult attest-

ing to the high quality of all

nominations.

It was followed by the 

presentation of awards the

winners. Suresh Pareek, MD,

Ideal Cures alongwith the jury

members and the Scientific

Committee joined Roychowd-

hury in giving away the

awards. 

Express Pharma honour FR&D leaders
and gamechangers
Celebrate and laud 16 professionals for their pivotal roles towards advancements in
formulation development and drug delivery 

The candidates were judged on the basis of their 
experience, areas of expertise and the impact of
their work towards the progress of their field

T H E  M A I N  F O C U S(



WINNERS OF FDD AWARDS 2019

I am pleased, honoured and humbled to accept this
award. This award recognises my work throughout
my career and it gives an amazing feeling of getting
awarded for the contribution that I put in. Thank you
Jury for selecting me for the award. A special thanks
to Express Pharma, Ideal Cures and co-partners for
organising an event where formulation scientists are
awarded 

Pramod Kharwade
Glenmark Pharmaceuticals

I am very happy to receive this most coveted
industrial award (FDD Leadership Award 2019). This
award is a recognition of remarkable contribution in
the area of formulation development and drug
delivery. I dedicate this award to my family, mentors,
colleagues and my students in the research lab. I
also thank the Ideal Cures, Exress Pharma and jury
members for recognising our research work 

Dr Prem Gupta
CSIR-Indian Institute of Integrative Medicine 

Category: Rising Stars

I am very grateful to Express Pharma and Ideal
Cures for the Leadership award. This initiative of
recognising the domain of formulation
development is very encouraging. The conference
was a great platform to interact with the future of
Indian pharma researchers. I dedicate this award to
my teachers, seniors, colleagues, management and
beloved family! 

Dr Piyush Yenkar
Enaltec Pharma Research
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I am delighted and honored to receive the FDD
Leadership Award and to join elite club of recipients.
I am grateful to Express Pharma and Ideal Cures for
admiring achievements in the field of formulation. I
dedicate this award to my parents who laid
foundation stone of the edifice of my life and to my
wife and daughters for their support during my
thick and thin.

Dr Manish Shah
Biocon



It was great to receive such an honour at such a big
platform where professionals from all big
organisations are gathered specifically from
formulation development. An event specifically for
formulation development is a really rare
opportunity. The biggest advantage is to get
updated on various new trends in the field of
formulation development and get guidance. I must
thank Express Pharma for organising such specific
forums and facilitating upcoming and rising talent
across industry

Saurabh Gupta
Medley Pharmaceuticals

I dedicate this award to all the teachers at IIT (BHU),
Varanasi and BITS Pilani who mentored and
inspired me to scale newer frontiers in formulation
science and drug delivery. Blessings of my parents
and love and affection of my wife and son have been
the pillars of strength for me during this journey. My
past students and team members are partners in
this success. Thanks to Express Pharma for
recognising and encouraging the formulation and
drug delivery professionals in India.

Dr Sajeev Chandran
Lupin 

I would like to thank the Jury members, Express
Pharma and the partners of this event for believing
in me and conferring me with this award. I express
my deep gratitude to those I respect and love. This
award is a vote of confidence I hope I deserve. And
now with this, I move on with more vitality and
responsibility in achieving the next targets. I am
very grateful to each of you who believed that I
would bring the desired change in 
our R&D department

Dr Venkata Ramana Reddy S
Suven Life Sciences

I would like to thank Express Parma for organising
the FDD Conclave. I would also like to thank the Jury
for considering me for this leadership award. This
award means a lot for me as it acknowledges my
efforts and contributions. I hope this initiative
recognises and awards many more talented
individuals in this arena

Dr Vijay Kulkarni
SteerLife India

Category: Rising Stars
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Thank you Express Pharma and Ideal Cures for this
honour. It makes me feel great to be awarded in the
Leaders category. I am grateful to everyone who has
always been a part of my journey and it is pleasure
to witness this beautiful moment in the presence of
my seniors and colleagues. I sincerely thank
Express Pharma, Ideal Cures and all the sponsors
for initiating this wonderful interactive platform for
the formulation development fraternity. I always
feel excited to attend this event.

Sanjay C Wagh
Lupin

This is a great award to receive in front of all pharma
development pioneers. I am privileged to get this
award and I feel that it is an encouragement for
formulation scientists to do better in future. I owe
this award to all my juniors/seniors/mentors and to
the all pharma companies wherein I worked. Once
again, thanks for Express pharma and Ideal Cures
for organising such a great event 

Dr Prakash Shetiya
Hetero

I am extremely pleased, honoured and humbled 
to be receiving the FDD Leadership Award 2019 in
the ‘Leaders Category’ and join the past recipients
who I have long admired and respected. I am
earnestly grateful for the recognition I have
received for my work

Sachin Mundade
Microlabs

To receive the FDD Leadership Award is a great
honour and privilege. I thank the Jury, Express
Pharma and Ideal Cures for selecting me for the
award. Grateful to God, my teachers and family for
their unconditional support. Thanks to all my
employers for believing in me 

Dr J Suryakumar
Orchid Pharma

Category: Leaders
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It is an honour to receive this award in the presence
of industry stalwarts and I would like to express my
gratitude to Express Pharma, Ideal Cures and the
jury for bestowing me with this honour. My heartfelt
gratitude to my teachers, guides, mentors and to
my team members, past and present and to my
family members for all their support. Last but not
the least, I am grateful to all my analytical
colleagues for their continuous support in making
formulation development successful 

Sapna Ramesh
Indoco Remedies

Category: Leaders

It was a great pleasure to receive FDD Leadership
award under the ‘Stalwarts’ category. I thank
Express Pharma, Ideal Cures, and the Jury from the
bottom of my heart for this prestigious award. The
award ceremony was quite impressive and very well
organised

Dr MD Khubchandani 
Aishwarya Health Care

Category: Stalwarts

I will like to thank Ideal Cures and Express Pharma
for inviting me to the FDD Conclave and honouring
me with the surprising Lifetime Achievement
Award. It was an excellent opportunity to meet all
industry stalwarts with decorated credentials and
vast technical experience.

Dr Ramesh Jhawar
Ajanta Pharma

Category: Lifetime Achievement Award

I am really privileged to be recognised as a
‘Stalwart’ at the recently held FDD Leadership
Awards meet. It is a proud feeling to have positively
contributed to the field of pharma research. It is my
conviction that sincerity and hard work is itself a
reward and a feeling of accomplishment 

Pratibha Omray
Khandelwal Labs
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C
ounterfeit products are

a growing problem for

businesses all over the

world, resulting in huge eco-

nomic losses and possible harm

to consumers. The effects of

counterfeiting are felt in almost

all industries, but the one in

pharma and the food industry,

it can be life-threatening and

henceforth, needs to be tackled

critically. In the pharma indus-

try alone, the lack of regulatory

standards and inadequate en-

forcement have allowed the

growth of spurious drugs to

alarming proportions. This in-

tentional and calculated repro-

duction of a genuine product

misleads the recipient/buyer

into believing that he/she is re-

ceiving the genuine article.

Thus, manufacturers of such

articles profit by misusing the

trademark benefits of the orig-

inal brand by sales of the fake

drug. In fact, some companies

have estimated fake drugs to

account for one-sixth of the to-

tal sales turnover of their popu-

lar brands. What defines coun-

terfeit products? The definition

of SFFC drugs (spurious/

falsely-labeled/ falsified/coun-

terfeit drugs) varies from coun-

try to country and in general,

the use of such drugs may lead

to treatment failure or even

death. In India, under the

Drugs and Cosmetics (Amend-

ment) Act 2008, any drug is

deemed to be adulterated or

spurious if when used by any

person for, or in, the diagnosis,

treatment or prevention of any

disease (or disorder), it is likely

to cause their death or cause

harm on their body. SFFC med-

icines are also defined as ‘med-

icines which are deliberately

mislabelled with respect to

identity and/or source, and

which may include the prod-

ucts with correct ingredients

or with the wrong ingredients,

without active ingredients,

with insufficient or too much

active ingredient, or with fake

packaging.’ In India, as per the

Drug and Cosmetic (D and C)

Act, 1940, poor quality drugs

are segregated as either a) mis-

branded, b) spurious, or c)

adulterated drugs. With the

2008 amendment of the D and

C Act, the Indian drug regula-

tory authority, Central Drugs

Standard Control Organization

(CDSCO), has categorised the

‘not of standard quality’ (NSQ)

products in three categories A,

B and C. This categorisation is

very important and is helpful

during quality evaluation. Mea-

sure ingredients that can be

found in spurious drugs are:

◗ Heavy metals 

◗ Poisons 

◗ Common household items 

◗ Other low-cost medicines 

◗ No medicine at all

Undoubtedly, the effect of

such ‘medicine’ on the con-

sumer can be adverse since it

does not cure the disease at all,

and may even worsen the state

of the patient. Unfortunately,

this is how patients or their

doctors become the first iden-

tifiers of fake drugs.

Damage to the society: Spuri-

ous drugs not only damage

companies by loss of sales, but

they also tarnish their image

and the reputation of their

brands. The consumer gets

cheated, as spurious drugs do

not treat the ailment and con-

sumer continues to suffer. In

critical cases, this could even

be life-threatening. Besides the

company and the consumer,

the government also suffers

revenue loss, as manufacturers

of spurious drugs do not pay

any kind of taxes. 

Likewise,since trade the

spurious drugs trade largely

goes unaccounted for, those

selling these drugs also do not

pay the tax thereon.

Control over the expansion of

spurious drug industry: The

union health ministry has is-

sued a draft notification to

amend the Drugs & Cosmetic

Rules 1945 to stop unqualified

‘pharmacists’ from dealing in

wholesale and in the distribu-

tion of drugs. 

Only registered pharma-

cists will be able to deal with

the supply and storage of medi-

cine for distribution to retail

pharmacy outlets. This was not

the case until a few decades

ago. Previously, the govern-

ment used to receive several

complaints of spurious, adul-

terated and misbranded medi-

cines being supplied by distrib-

utors to chemist shops. To

arrest this issue, the govern-

ment

◗ Has increased NABL accred-

ited lab for drug testing 

◗ Worked on implementation of

track and trace, which got an

extension till 1st July 2019

◗ Is in the process of drafting a

policy for e-pharmacies

◗ Made a policy of compulsion

of three months of stability for

all the new product launches in

local markets.

However, there is still a

large grey area that the govern-

ment has to deal with for a

problem as complicated as fake

drugs. There is an urgent need

for time-bound decisions on le-

gal cases against fake drug

manufacturers, sales and dis-

tributors. There is also a need

for special courts for timely

and speedy disposal of such

cases.

Role of supply-chain: Most of

the adulteration and the mis-

branding is done during distri-

bution. There is a need for the

supply of counterfeit medicines

to be checked at pharmacies.

There have been many in-

stances across India that drug

dealing posts run by unskilled

persons were found to be in-

volved in malpractices, espe-

cially in wholesale markets of

Agra, Patna, Bhagirath Place

(in New Delhi), Maharashtra,

Gujarat, Chhattisgarh, etc.

Deputing a trained pharmacist

may halt the supply of fake

drugs at the distribution point

itself.

Complaint evaluation - in-

house standard operative

protocols (SOPs): Generally,

the complaints are received

through the distribution or the

marketing departments in a

company which then undergo

evaluation process depending

on their SOPs. Usually, the

standard process is as follows:

At first, the complaint is for-

warded to the CQA / QA 

department which does 

1. Review

2. RM / PM analysis 

3. Report /Findings 

4. Conclusion 

5. CAPA 

Next, the RM analysis 

may reveal the following 

possibilities: 

1. API is the same as original

but of low potency or strength

2. Some other API, albeit non-

harmful, is used 

3. API is toxic and adversely 

affects the consumer 

4. No API is used and only

placebo is used

An RM analysis, to some ex-

tent, can help to understand

the source of the API used in

the fake drug, thereby helping

in identifying its primary

source. Then, PM analysis is

carried out on primary and

secondary packaging material

thoroughly. Based on that, a

comparative can then be made

based on observation, in refer-

ence to:

1. GSM ,CALIPER , GRADE OF

PAPER

2. Dimensions

3. In case of base films of PVC /

PVDC, IR spectra can be 

compared

4. Make of tubing in case of

glass ampoules

5. Type of glass/plastic used

6. Colour differences in both

packs

7. Text, fonts, inks and 

varnishes used

8. Printers identification marks

on the secondary, etc

Various departments in-

volved may be QA, QC, produc-

tion, packaging development,

legal, and administration. The

manufacturer can then register

a police complaint and depute

an external agency like a pri-

vate detective to reach to the

guilty and evaluate the root

Countering the counterfeits
Jayanti Sawant, Consultant, Pharma Packaging Development, discusses the growing 
nuisance of counterfeit products and explains the steps that can be taken by the industry to
control their supply



causes. However, in many cases, it is dif-

ficult to find the source of the spurious

drug and hence, there is a need for cor-

rective actions and preventive meas-

ures to avoid the damage as much as

possible.

Preventive measures which may help

drug firms

1. Registration of trademarks is an im-

portant step in protecting your brand

2. Taking help of the police department

and the government agencies to identify

the suppliers of spurious drugs 

3. Implementation of technology

4. Educating consumers about your

brands

5. Following a stringent process of 

vendor evaluation. The RM/PM ven-

dors must be qualified and updated

with GMP practices

6. Packaging plays the most vital role

— A well-designed pack will be difficult

to copy. As long as counterfeit products

continue to damage brands and harm

consumers, the anti-counterfeiting la-

bels and the packaging market will con-

tinue to grow and evolve. One of the first

steps that brand owners can take to-

wards protecting their brand is to learn

about various anti-counterfeiting tech-

niques.

Anti-counterfeit labels and packag-

ing techniques: There are mainly two

types of anti-counterfeiting techniques

for labels and packaging which are often

used together to create a comprehensive

security solution. Overt and covert fea-

tures and hidden details make it easier

to detect fakes and increase traceability

across the supply-chain, and makes it

harder to counterfeit products.

1) Track And Trace: 2D Barcodes — A

two-dimensional (2D) barcode looks like

a square or rectangle and contains

many small, individual dots. The two

most popular types are Quick Response

(QR) Code and DataMatrix, but there

are other options available. According

to GS1, “A single 2D barcode can hold a

significant amount of information and

may remain legible even when printed

at a small size or etched onto a product.

2D barcodes are used in a wide range of

industries, from manufacturing and

warehousing to logistics and health-

care.”

2) Watermarks: Watermarks are images

or patterns that are embedded in the

design of a package or paper to authen-

ticate products and support brand iden-

tity. Watermarks can be generic or cus-

tomized using a logo, brand name, or

other symbology.

3) Microtext: Like watermarks, micro

text is used to authenticate products.

Extremely small text, codes, or symbols

are very hard to replicate or copy with-

out using advanced detection and print-

ing equipment. Microtext can be in-

serted into overt images, larger text,

and other design elements without be-

ing noticeable to the naked eye. Since

micro text is indiscernible, counterfeit-

ers would be unaware that it exists or

where to look for it.

4) Holograms: A hologram is a three-di-

mensional image formed by the inter-

ference of light beams from a laser or

other intense light source. Hologram

technology is popular for anti-counter-

feiting because it can incorporate vari-

ous data forms and product tracking in-

formation.

5) RFID Tags: Radio Frequency Identifi-

cation (RFID) technology uses radio

waves to automatically identify people

or objects.

6) Tamper evident seals with consoli-

dated label

Tamper evident seals can be printed

in different styles to fit your security

and packaging needs. At the consoli-

dated label, we can print shrink sleeve

labels with a perforated seal or shrink

bands.

Commonly known as 'shrink

sleeves', these full-body labels make

products stand out with visually attrac-

tive graphics that completely wrap

around a container. They’re more than

a pretty face — they’re harder to coun-

terfeit than pressure sensitive labels be-

cause they’re more complex. Shrink

bands are film strips that are shrunk to

fit around the cap and neck of a bottle

or jar to show the product hasn’t been

opened. You can choose between non-

perforated or perforated for easy re-

moving, and blank or custom printed

design (recommended for brand iden-

tity and anti-counterfeiting).

Tamper evident seals and anti-coun-

terfeiting techniques offer brand own-

ers many benefits like product security,

brand identification, and product au-

thentication. 

7) ePedigree label: The ePedigree label

tracks the origin of prescription drugs

through an electronic pedigree and pro-

vides data on the history of a particular

batch of a drug. When the system is set

up, this tracking is done during the re-

ception and the dispatching stages of

the batch. On the reception side, Pedi-

gree IDs are automatically generated

when purchase order lines, holding

batch/date controlled items, are acti-

vated for ePedigree tracking.

Thus anti-counterfeit packaging,

which is mainly intended to prevent

brand reproduction can also enable

brand protection and enables clients

to distinguish between original and

counterfeit.
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IMAGINE BEING able to turn

a shy, timid individual into a fear-

less creature, or rendering an in-

somniac sleepy with just a flash

of light. It may sound improba-

ble, however, with the use of opto-

genetics techniques, scientists

have been able to switch off neu-

rons in mice that control fear

and anxiety responses. Similarly,

this technology can now put

mice, zebrafish and Drosophila

melanogaster (fruit flies) to sleep

by deactivating sleep neurons —

all with a technique as simple as

throwing some light at them. 

Overview and clinical
prospects
Optogenetics is a recently devel-

oped technical advancement,

which refers to the use of light to

understand the function of ge-

netically targeted sensory cells

in an animal’s body. Research ad-

vancement in the field of optoge-

netics started with the discovery

of light-sensitive algal proteins

known as channelrhodopsins,

which respond to different wave-

lengths (or colour) of light. Be-

tween 2000 and 2005, pioneer-

ing research efforts in the

laboratories of Dr Peter Hege-

mann at the University of Berlin,

Dr Gero Miesenbock at Oxford

University, and Dr Karl Deis-

seroth at Stanford University

laid the groundwork for the op-

togenetics field. In the last

decade or so, optogenetic toolkits

have advanced with the discov-

ery of new, light-sensitive pro-

teins, which could be expressed

in any cell in an animal’s body. As

a result, selectively activating or

completely switching off activity

in individual cells and freely

moving animals would now lead

to cell regulation. Despite its

seemingly intractable, brain-

wide complexity, optogenetics

has been able to illuminate neural

networks in the brains of various

organisms, which control behav-

iour, sensation, and cognition,

and give incredible insight to re-

searchers and practitioners. In

case you are wondering if this

technology has clinical potential

and whether it can transform

human health, the answer is yes. 

In 2015, the FDA approved

and provided RetroSense Thera-

peutics with a license to conduct

an optogenetics trial to restore

vision in blind people. This com-

pany has so far recruited 15 pa-

tients with blindness due to re-

tinitis pigmentosa and advanced

age-related macular degenera-

tion and is currently conducting

trials on restoring vision by ex-

pressing light-sensitive proteins

in the retina. Similarly, other

companies such as Circuit Ther-

apeutics - which is funded by the

Michael J Fox Foundation for

Parkinson’s Research - are de-

veloping optogenetics strategies

for many neurological conditions

such as chronic pain, epilepsy,

Parkinson's, and Alzheimer's

disease. 

Overcoming the hurdles of
a drug-less approach
Optogenetics-based treatments

offer many advantages over

commonly used methods. For

one, optogenetics allows the tar-

geted regulation of selected cells

which is, compared to an unse-

lective drug-based approach, far

more superior. It also  enables a

much faster response, which

can amount to mere millisec-

onds on any given time scale,

whereas drug-based methods

can take minutes or even hours

to present a response. Addition-

ally, most medications come

with too many side effects, while

optogenetic-based treatment

has so far reported no side ef-

fects.

While the value of optogenet-

ics as a research method is un-

deniable, there are still many

hurdles to overcome, such as the

potential risks of converting cells

into light-sensitive ones. Besides,

public acceptance of such proce-

dures may be difficult to obtain.

Also, to shine light onto the

deeply embedded system re-

quires invasive interventions

such as surgery and this raises

ethical concerns. Lastly, our un-

derstanding of many complex

disorders is still incomplete and

more sustained research invest-

ment will be required to find

which circuit needs to be tar-

geted for the treatment of com-

plex human disorders.

Optogenetics: Restoring human health 
with a flash of light
Dr Mohammad Farhan,Assistant Professor at the College of Health and Life Sciences, Hamad
Bin Khalifa University, Qatar, discusses how optogenetics has the potential to revolutionise
medical treatments by offering a drugless alternate
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SUN PHARMA announced the interim

results from a Phase 2 study of inter-

leukin-23 (IL-23) inhibitor ILUMYA

(tildrakizumab-asmn) in patients with

active psoriatic arthritis that was pre-

sented in a late-breaking oral presenta-

tion at the Annual European Congress

of Rheumatology (EULAR 2019) in

Madrid, Spain.

The interim analysis revealed that

over 71 per cent of patients treated with

ILUMYA experienced a 20 per cent im-

provement in joint and skin symptoms

(ACR20), meeting the primary endpoint

of the study. The interim results showed

that ILUMYA was well tolerated with a

low rate of serious treatment-emergent

adverse events.

ILUMYA is approved in the US for

the treatment of adults with moderate-

to-severe plaque psoriasis who are can-

didates for systemic therapy or pho-

totherapy and is being investigated for

psoriatic arthritis. Psoriatic arthritis,

which affects up to 42 per cent people

with plaque psoriasis, is an inflamma-

tory condition that impacts both the

joints and skin. It is painful, causes fa-

tigue, and can lead to swelling and stiff-

ness of the joints that may reduce the

range of motion. If left untreated, this

chronic condition can lead to perma-

nent joint damage.

“As a researcher and clinician, it’s

encouraging to see these improvements

in pain, joint swelling and skin plaques.

Our interim findings showed that about

half of the patients treated with 100 mg

or 200 mg of tildrakizumab saw a 50 per

cent improvement in psoriatic arthritis

symptoms and about a quarter saw a 70

per cent improvement within 24 weeks,”

said study investigator, Philip J. Mease,

MD, MACR, Director of Rheumatology

Research at the Swedish Medical Cen-

ter/Providence St Joseph Health and

clinical professor at the University of

Washington School of Medicine, Seat-

tle, WA.

“These data insights are promising

for patients who continue to struggle

with the impact psoriatic arthritis has

on their daily lives,” he added.

The Phase 2 study in-

terim results showed that

across all patients receiving

ILUMYA, 75.3 per cent ex-

perienced a 20 per cent im-

provement in symptoms of

psoriatic arthritis (ACR20)

at week 24 compared to 50.6

per cent of patients on

placebo. The findings were

similar in patients receiving

100 mg or 200 mg of

ILUMYA on a quarterly

dosing schedule. For some

patients on 100 mg

ILUMYA, results were seen as early as

eight weeks. Furthermore, an average

of 47.1 per cent of all patients receiving

ILUMYA achieved an ACR50 response

with some results seen as early as 12

weeks, compared to 24.1 per cent of pa-

tients on placebo.

The interim results also showed

ILUMYA was well tolerated with a low

and comparable rate of adverse events

to placebo. Serious treatment-emergent

adverse events occurred in 2.2 per cent

of patients treated with ILUMYA and

2.5 per cent in those on placebo, with no

patients discontinuing treatment due to

these events. The most common ad-

verse events through week 24 included

common cold (nasopharyngitis), upper

respiratory tract infection, and

headache. There were no reports of

candidiasis, inflammatory bowel dis-

ease, major adverse cardiac events, ma-

lignancy or deaths.

“To help us determine the potential

of ILUMYA across psoriatic disease, we

are now exploring a possible Phase 3

trial for psoriatic arthritis with regula-

tory authorities,” said Kyle Ferguson,

Business Unit Head, Vice President

Sales and Marketing, Sun Pharma.

EP News Bureau

Sun Pharma announces late-breaking
Phase 2 data showing potential of Ilumya
The drug has been designed to improve joint
and skin symptoms of psoriatic arthritis

July 1-15, 2019

To subscribe: bpd.subscription@expressindia.com EXPRESS PHARMA 41

UPDATES



EXPRESS PHARMA

July 1-15, 2019

42

RESEARCH

THE US Food and Drug 

Administration granted ear-

lier-than-expected approval

to Roche Holding's antibody-

Polivy for treatment of pa-

tients with advanced lym-

phoma.

Polivy was approved in

combination with Roche’s

older drug Rituxan and a

chemotherapy agent for adult

patients with advanced dif-

fuse large B-cell lymphoma

(DLBCL) whose cancer has

worsened despite at least two

previous lines of therapy.

Antibody-drug conjugates

are designed to deliver a toxic

chemotherapy directly to tu-

mours. Roche said the aver-

age US list price for a four-

month course of Polivy would

be $90,000. Rituxan is priced

at $39,500 for four months.

Side effects seen in studies

of Polivy included low blood

cell counts, nerve damage, fa-

tigue and pneumonia, the

FDA said in a statement.

Cell therapies Yescarta,

from Gilead Sciences and

Kymriah, sold by Novartis, are

also approved for patients

with advanced DLBCL.

Dr Matthew Matasar, a

hematologist at New York’s

Memorial Sloan Kettering

Cancer Center who was in-

volved in the development of

Polivy, said the drug could be

an option for some patients to

try before determining

whether they need to move on

to CAR-T treatments.

Roche estimates that

nearly 25,000 new cases of

DLBCL, a type of non-

Hodgkin’s lymphoma (NHL),

will be diagnosed in the

United States this year. NHL,

which is one of the most com-

mon cancers, accounts for

about 4 per cent of all types of

cancers in the United States,

according to the American

Cancer Society. Continued

approval for the treatment

may depend on data from a

confirmatory trial, Roche

said. The FDA’s accelerated

approval programme allows

conditional approval of a

medicine that fills an unmet

medical need for a serious

condition.

Reuters

Roche’s combo lymphoma treatment wins US FDA approval 
Polivy was approved in combination with Roche’s older drug Rituxan and a chemotherapy agent
for adult patients with advanced diffuse large B-cell lymphoma

BRITISH DRUGMAKER AstraZeneca

said its cancer medicine Lynparza was

approved as a first-line maintenance

treatment for a type of advanced ovarian

cancer by the European Commission, fol-

lowing a panel’s consent in April.

Lynparza, being jointly developed by

AstraZeneca along with US drugmaker

Merck & Co, can now be used in patients

who are in response following chemother-

apy for advanced BRCA-mutated ovarian

cancer in Europe, AstraZeneca said. 

BRCA genes are responsible for pro-

ducing proteins which repair damaged

DNA, and if the genes are mutated, they

can cause cancer growth.

Lynparza belongs to a class of drugs

known as PARP inhibitors which keep

cancer cells damaged by chemotherapy

from repairing themselves. It became the

first PARP drug to reach the market with

a US approval for ovarian cancer in late

2014.

AstraZeneca has been pushing to

build its cancer drug portfolio and Lyn-

parza is an important growth driver for

the drugmaker, with analysts pegging the

drug to hit $2.5 billion in sales in 2023, ac-

cording to Refinitiv Eikon data.

Lynparza also helped patients with ad-

vanced pancreatic cancer who carry

BRCA gene mutations go nearly twice as

long without their disease worsening,

late-stage clinical trial data from earlier

this month showed.

Reuters

AstraZeneca’s Lynparza gets EU nod as first-line ovarian
cancer maintenance treatment
Lynparza belongs to a class of drugs known as PARP inhibitors which keep cancer cells damaged
by chemotherapy from repairing themselves
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B
iopharmaceutical com-

panies have been grow-

ing drug pipelines

which require ever more effi-

cient development processes

for each new product without

compromising on achieving

high product titers and de-

sired quality profiles. In close

alignment with customer

needs, Insilico Biotechnology

has developed a modular suite

of Digital Twins that cover key

steps during bioprocess devel-

opment. The application of

these powerful predictive so-

lutions leads to drastically re-

duced development timelines

without a trade-off on titer or

quality. Digital Twins enable

the exploration of the multi-

dimensional design space of

cell culture processes by re-

placing time-consuming—

and costly— wet-lab experi-

ments with virtual experimen-

tation.

The optimisation of media

components and feeding

strategies for maximising

product titer is delivered by

the Insilico Composer and the

Insilico Feeder set of Digital

Twins. These solutions are

met by high-customer de-

mand and are available for in-

house use by technology

transfer. Insilico Selector de-

livers clone selection at an

early stage, including opti-

mised process conditions, for

the individual clone. The gen-

eration of superior host cell

lining with improved specific

productivity by identifying

suitable gene targets is pre-

dicted by Insilico Expresser.

Further, solution modules for

late stage bioprocess develop-

ment like process characteri-

sation and model-predictive

control of manufacturing

processes are on the 

road-map and will be released

in the near future.

The modular portfolio of

Digital Twins is embedded in

Insilico’s technology platform

for standardised and auto-

mated data processing. The

platform comprises the cellu-

lar metabolic network model,

the mechanistic process

model as well as machine

learning technology for gener-

ating a predictive Digital

Twin. The integrated Insilico

Analyzer allows the identifica-

tion of metabolic limitations

by time-resolved analysis of

intracellular fluxes based on

extracellular metabolite data.

Customers have the option

of either licensing Insilico's

Digital Twin solutions for in-

house use or request Insilico's

services for specific products

within their pipeline.

EP News Bureau

Insilico launches comprehensive portfolio of predictive
Digital Twins for cell culture process development
Insilico Biotechnology offers a suite of Digital Twins that delivers high quality predictions for
accelerating product time to market

Insilico Biotechnology announced the opening of a representation in Singapore to develop its

business in the Asia-Pacific (APAC) region and to strengthen the support for its growing

customer base.

The biopharmaceutical market in Asia is doubling every six years with sharply rising

demand for high-quality and cost-effective drugs. Insilico sees great business opportunities

for the use of its predictive Digital Twins for next generation bioprocess development to meet

these market demands. Digital Twins are a central element of digital facilities as they enable

virtual experimentation as well as model-predictive control of bioprocesses.

Developing a global footprint is a high priority for the Stuttgart-based company in the

coming years, which includes strong expansion of their customer base in Asia. Moreover,

Insilico Biotechnology plans to attract data scientists in APAC for exciting roles at the

intersection of data science and biotechnology. 

Klaus Mauch, CEO, of Insilico, emphasises that "opening a representative office at the

heart of APAC now is a great opportunity for Insilico Biotechnology. Singapore is not only a

great location geographically, but also a major biopharmaceuticals manufacturing hub of

APAC."

Insilico’s newly appointed chief representative, Dr Shilpa Nargund adds "Singapore is well

known for its business-friendly administration that strongly encourages high-tech companies.

I am happy to be a part of Insilico’s representation here and am looking forward to developing

our business in APAC.

OPENS REPRESENTATIVE OFFICE IN SINGAPORE TO
EXPAND BUSINESS IN ASIA
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DUPONT NUTRITION and

Biosciences has announced the

launch of HOWARU Protect

Prenatal+, a probiotic formula

that has been clinically proven

to deliver mood, vaginal and

immune health benefits for

women during pregnancy and

beyond.

Clinical studies with probi-

otic supplementation in preg-

nant women have provided

new insights into the health of

both mothers and their infants.

Among the significant trials

has been the ‘Probiotics in

Pregnancy Study’ whose pri-

mary aim was to assess

whether probiotic supplemen-

tation in women with Lacto-

bacillus rhamnosus HN001

provided immunity benefits to

infants.

The secondary aim focused

on the health of mothers and

the effect that HN001 supple-

mentation had on risk of gesta-

tional diabetes mellitus (GDM)

and postnatal depression. In

this “gold-standard” clinical

trial of over 400 pregnant

women, daily consumption of

L. Rhamnosus HN001 by moth-

ers was found to have been as-

sociated with a lower preva-

lence of GDM as well as lower

incidence of postnatal depres-

sion and anxiety.

Additional clinical trials

showed that daily consumption

of L. Rhamnosus HN001 by

mothers, and thus their infants,

also helped infants develop a

balanced immune system func-

tion in the first two years and

that it continued to positively

impact their immune system’s

health for 11 years.

In a study on prevalence of

eczema in children up to the

age of 11, the latest time of eval-

uation was significantly re-

duced in the probiotic group

compared to the placebo group.

In addition, at ages six and 11,

there was a significant reduc-

tion in allergic sensitization

scores.

The results also showed

that mothers who had received

the HN001 supplement had im-

proved levels of immune mark-

ers in cord blood and breast

milk than those in the placebo

group, demonstrating immune

support for expectant mothers

as well.

HOWARU Protect Prena-

tal+, formulated with L. Aci-

dophilus La-14 in combination

with L. Rhamnosus HN001,

has also been proven to sup-

port healthy vaginal microbiota

and also have beneficial effects

regarding recurrent bacterial

vaginosis and vulvovaginal can-

didiasis – two of the most com-

mon vaginal complaints among

women. This demonstrates

that this premium probiotic

formulation helps provide full-

body wellness for expectant

mothers and their unborn chil-

dren.

“At DuPont, we’re focused

on improving people’s lives and

we’re especially excited to in-

troduce a product that has clin-

ical benefits for such a critical

time in life – during pregnancy,”

said Anders Gron, DuPont Vice

President and Global Business

Director- Probiotics, HMOs,

and Fibers.

EP News Bureau

DuPont Nutrition and Biosciences introduces
HOWARU Protect Prenatal+
HOWARU Protect Prenatal+,formulated with L.Acidophilus La-14 in combination with L.Rhamnosus
HN001,may help provide full-body wellness for expectant mothers and their unborn children

Avantor, a leading global

provider of mission-critical

products and services to cus-

tomers in the life sciences, ad-

vanced technologies and ap-

plied materials industries,

announced a distribution

agreement with Genei Labora-

tories. 

Genei, based in Bengaluru,

develops and produces an ar-

ray of high-quality, affordable

life science products to support

customers in advancing re-

search and applications. The

company provides reagents for

molecular biology and protein

science, kits for diagnostic and

educational needs, and a vari-

ety of custom services for biol-

ogy applications. 

“Genei is celebrating 30

years of excellence in manufac-

turing quality reagents in In-

dia,” said S. Chandrashekaran,

Managing Director, Genei Lab-

oratories. “This new partner-

ship will enable Genei to focus

on its core strength of product

development and manufactur-

ing for Indian and global re-

quirements. Our focus is on

providing complete solutions

with new technologies and

products. This will also enable

Genei to become a global part-

ner for manufacturing reagents

and allied services.”

Avantor will promote the

sale and distribution of Genei

products within India through

its channel brand, VWR, part

of Avantor, on an exclusive ba-

sis. As part of the agreement,

Avantor will distribute Genei

products to other regions on a

non-exclusive basis.

“Our agreement with Genei

further supports our critical

and trusted role in helping ad-

vance innovation across the life

sciences industry,“ said Shyam

Sharma, Vice President, India,

Avantor. “We have a broad sci-

entific portfolio that enables us

to provide the right products to

support innovation and pro-

duction of life science solu-

tions.”

EP News Bureau

Avantor announces distribution agreement with
Genei Laboratories in India
Provides customers with high-quality products such as reagents, biochemicals, enzymes and
equipment to help advance research work and applications
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PRODUCTS

MANY FACILITY supervi-

sors look at their warehouses

not from the outside, but from

the inside. Let’s face it, you get

to work, go inside the ware-

house and spend the rest of

the day inside taking care of

business.

Who is responsible for go-

ing outside and doing an ac-

tual equipment survey? Have

you looked under your dock

levellers, at your dock seals,

checked the quality of your

dock bumpers and wheel

chocks or truck restraints

(dock locks)? If you are re-

sponsible for 'safety', 'effi-

ciency', 'productivity' and

'compliance' now is the time.

Small repairs left unchecked

can lead to huge expenses and

sometimes –employee in-

juries.

The type of goods your lo-

gistic centre handles directly

influences the types of vehicle

and loading equipment you

use, and, in turn, the types of

distribution vehicles, the type

of goods and the processes

you use will determine the

type of loading bay you should

have. Here, we discuss a few

considerations you should

take into account.

What type of vehicle 
do you need to 
accommodate?
The size of the truck driving

up to your loading bay will

play a big part in which load-

ing bay to choose. You need to

choose a dock leveller that

will ensure the smooth transi-

tion of goods between the

docked vehicle and the load-

ing bay and select a dock shel-

ter and leveler that fits the ve-

hicles you use. And if you

work with a range of different

sized vehicles, you should con-

sider a dock leveler which is

designed to work with vehi-

cles of all sizes.

How are goods unloaded?
If you work in a small vehicle

logistics center which only

deals with vans, you might use

a small manual dock leveler

suitable for personnel as they

walk between the warehouse

and the van. But if your load-

ing and unloading process in-

cludes vehicles such as forklift

trucks or electric pallet

trucks, you should choose a

dock leveler with a high load

capacity which offers a

smooth transition between

the leveler and the vehicle

bed.

What type of goods?
If you deal in goods that are

temperature sensitive, you

should consider an insulated

load house package or an insu-

lated dock leveler with dock

shelter and insulated over-

head sectional doors.

Whereas if you deal with

heavy goods. you will defi-

nitely need a dock leveler with

a high load capacity. It is im-

portant to determine the

needs of your goods when

choosing your loading dock

equipment.

Keeping a well-maintained

dock area not only helps

things run smoothly, but it

also shows that your company

takes pride in its shipping and

receiving area, is energy con-

scientious, and knows that

safety is most important.

Gandhi Automations manu-

factures loading bay solutions

like dock levelers, dock shel-

ters, sectional overhead

doors. Dock equipment’s are

designed and factory-made in

state-of-the-art manufactur-

ing facility. Our dock equip-

ment meets international

safety standards like EN1398

for dock levelers and product

is CE marked.

There are many things to

consider when choosing a

loading bay, but we recom-

mend these as a good place to

start.

Contact details:

Gandhi Automations

Chawda Commercial Centre,

Link Road, Malad (West),

Mumbai - 400064, 

Tel: +91-22-66720200 /

66720300 (200 lines)

+91-22-66720201

e-mail: sales@geapl.co.in

customercare@geapl.co.in

Logistics: Choosing the right loading bay
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AS CONSUMER demand is

continually changing, manufac-

turers must have flexible and

efficient production processes

to stay ahead of their competi-

tion. Until now, if a powder

blend required liquid addition,

it was necessary to use a Fixed

Mixer, which can be difficult

and time consuming to clean

between recipe changeovers.

Invented and developed by

Matcon, innovative liquid addi-

tion system expands the range

of the IBC tumble blender and

is well suited to industries that

need the flexibility to add liq-

uids into a wide range of pow-

der recipe mixes in a contained

and efficient manner. The sys-

tem works by automatically in-

jecting one-controlled liquid

‘shot’ per rotation directly into

the powder mix enclosed in the

Matcon Intermediate Bulk Con-

tainer during its blending cycle,

without any need for manual in-

tervention or to open the blend-

ing vessel. This ensures the

even dispersion of liquids to

your powder recipe during the

mixing process, preventing

lumps from forming. 

Designed for manufacturers

that need to deliver additions of

liquids between the range of 5-

150 litre, this flexible and hy-

gienic liquid addition system

reduces manual handling re-

quirements within the process

and improves containment,

further enhancing the benefits

of IBC Blending. 

The system consists of a

free-standing pillar supporting a

reciprocating pump and weight

monitoring system, onto which

a liquid tank is mounted. These

connect to the IBC via the Mat-

con Liquid Additions Intensifier

using tri-clamped hoses and a

rotary coupling. 

To minimise the downtime

for cleaning, operators can

swap out parts without the

need for additional tooling,

keeping the blender in produc-

tion, further improving the ef-

ficiency and throughput of a

production facility. The system

also includes CIP flushing for

neutral oils or cleaning fluids. 

Contact details

Matcon

Bramley Drive

Vale Park West

Evesham

Worcestershire

WR11 1JH

UK.

Tel: +44 1386 769000

Email:

Matcon_marketing@idex-

corp.com

Web: www.matconibc.com.

Liquid addition – A revolutionary development in IBC Blending

THE COMPANY founder Otto

Boge looks on astutely from the

white side of the machine: how-

ever, it is not just the design

that makes the S 111-4 anniver-

sary compressor from BOGE

special. The exclusive machine

version that is part of the pop-

ular S-series, from the Biele-

feld-based compressed air spe-

cialist, is more efficient than

ever and stands out with its

unique features. However, it is

only available for the duration

of the anniversary year –

BOGE became 111 years old last

November.

Is everything ok? Or will it

soon be time for the next serv-

ice? The S 111-4 anniversary

compressor lets users know its

operating condition at a single

glance, and can even do this re-

motely: for the first time,

BOGE has integrated the tradi-

tional status notification into

the body of the machine as an

easily visible light strip. The

LED bar at the upper edge of

the compressor reliably and

conveniently indicates any

anomalies, even in vast produc-

tion halls. BOGE has also

equipped its anniversary ma-

chine with numerous efficiency

improvements as standard: the

IE4 motor ensures the current

possible maximum degree of

efficiency for the drive. The

specific power consumption of

the S 111-4 has also been im-

proved. The machine is avail-

able with direct drive and fre-

quency control.

The compressor has been

fitted with super-soundproof-

ing as standard too: it works at

a sound level of 67 dBA and is

therefore the best in its class

compared with competitor

products. Normal conversation

is therefore possible next to the

running compressor, and ad-

joining office spaces or produc-

tion workplaces do not require

any additional noise protection.

With a drive capacity of 110 kW,

the anniversary machine is in a

somewhat higher power range,

for deployment in medium to

large industrial plants. A direct

drive, very few built-in mainte-

nance parts and a low speed of

1500 r.p.m. make the S 111-4

low-wear and low-maintenance,

and therefore also extremely

durable. Besides this, the com-

pressor is impervious to dirt

and dust particles from the am-

bient air thanks to its design.

Founded in 1907, and in its

fourth generation as a family-run

company, BOGE has stood for in-

telligent engineering, progres-

sive solutions and convincing

quality for 111 years. The S 111-4

is exclusively available in the an-

niversary year only – in the fa-

miliar BOGE blue. However,

BOGE will subsequently offer

many of its special features on

other machines of the S-4 series.

BOGE Compressors India,

based in Chennai, is a sub-

sidiary of BOGE KOMPRES-

SOREN Otto Boge.

Contact details

BOGE India

#216, Third Link Street

Nehru Nagar Industrial Area,

Kottivakkam, 

Chennai - 600041

Jayanta Ghosh, 

Country Manager

Tel: +91 44 4359 3454

Fax: +91 44 4359 3452

E-mail: j.ghosh@boge.com

www.boge.com/en

BOGE celebrates 111th year

Compressed air expert presents the S 111-4 with unique features
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Indian pharma industry is

growing rapidly and its

demands and dynamics are

different in many ways

compared to other industries.

What is your view in this

regard?

The landscape of Indian

pharma industry is changing

rapidly. It is on track to become

one of the leading pharma

markets globally. However, in

order to sustain this growth,

pharma companies are moving

in the direction of compliant,

connected, energy efficient

facilities with comprehensive

diagnostics and predictive

maintenance. They are

demanding these optimisations

and enhancements in their

machines and lines from their

machine builders. This is

driving the need for innovations

and fueling the need for smart

manufacturing. Automation

and robotic technologies are

not only helping the industry to

respond to the rising customer

demands but  are also

enhancing the position of

Indian pharma industry on

global map.

B&R is well known for

delivering complete solutions

for enabling digital

manufacturing. How can the

pharma industry benefit

from IoT and digital

revolution?

Indeed! B&R is globally

renowned for offering complete

hardware and software

solutions coupled with

comprehensive service and

hard-earned expertise in

automating and digitalising

machines and factories. One of

our notable Industrial IoT

solutions offers advantages for

both new machinery and

equipment (Greenfields) as well

as existing legacy systems

(brownfield). One potential

drawback in pharma industry

is rooted in equipment. This

industry cannot afford risks of

unplanned shutdown and

afford to waste an entire batch

due to these shutdowns. There

could be many reasons for an

asset’s failure, like voltage

fluctuation, mechanical

damage, chemical

deterioration, unstable

environment conditions etc.

In addition, pharma

industry need to log operations

performed by users without the

risk of being tampered. With

our mapp Technology, we

provide a quick and easy ways

to implement and customise

audit trails. Machine builders

thus, obtain various benefits

and comply with FDA CFR 21

Part 11 using a controller

instead of using a dedicated

SCADA system. Machine

builders and factory operators

benefit from maximum security

without altering anything in the

control system. With B&R

solutions, machine builders

achieve accelerated

development and reduce

investment risk for applications

subject to the FDA's Title 21

CFR Part 11 requirements. The

ability to retrace actions

performed on a machine can

also be of great service to its

manufacturer in the event of

warranty claims.

Our industrial IoT solution

package enables pharma

industry to improve lifecycle

management, condition-based

predictive maintenance,

process data acquisition and

even long-term archiving.

Even if you cannot rely on

your Internet connection, you

can always rely on B&R to

bring you ample benefits of

Industrial IoT.

How does B&R satisfy

requirements of its

customers, helping them

enhance their business

productivity?

Advance automation concepts

definitely have a huge potential

to change day-to-day activities

in any pharma facility. The only

concern is how quickly these

technologies become a reality.

Every year, B&R invests heavily

in R&D activities and come up

with trend setting innovations

in order to satisfy market

demands. ACOPOStrak is one

of the latest innovation from

B&R and has been designed and

developed to specifically to

satisfy the need for adaptive,

connected manufacturing and

extend the economy of mass

production down to batches of

one. This new technology from

B&R features independent

shuttles moved by permanent

magnets along a long-stator

linear motor track with a

hygienic design. Product

movements can be configured

individually, including variable

speed and acceleration as well

as batch grouping and

ungrouping. The drastic

increase in processing speed

makes your line more

productive, flexible and

scalable. Another notable

innovation, integrated machine

vision, plays a major role in

achieving and maintaining

compliance and stay competent

throughout the pharma

manufacturing and packaging

stages involved on the

production floor. Machine vision

can be used for inspection of

different processes like, code

validation, matching, shape

identification, QA for filling and

capping, liquid filling level,

contamination, sealing,

labelling, QR code identification

etc and be a key differentiator

for any pharma company.

Moreover, this machine vision is

integrated in the automation

portfolio and companies do not

need to invest in an additional

controller for inspection.

Machine vision leads to

productivity through lower

operating costs, by cutting costs

in inspection processes as well

as reduces market rejections. 

In the market, there are many

machine vision suppliers.

What made B&R step into

this field?

Machine vision technology is

suited for very specific

applications in the

pharmaceutical industry

enhancing productivity in a

number of ways. It is playing an

increasingly important role in

modern manufacturing.

However, until today, machine

control and machine vision

were believed to be two

different worlds. Incorporating

machine vision into an

application was looked at as an

extremely complex task. B&R

identified this market gap and

with our integrated approach

to machine vision, we are able

to unify the worlds of machine

vision and automation into one.

B&R vision system provides an

unprecedented level of

integration, flexibility,

eliminating all drawbacks

previously associated with

vision systems. Our solution

joins these two worlds together

by seamlessly integrating

machine vision into machine

automation. A single controller

is capable of handling machine

tasks, motion, robots, CNC as

well as vision all integrated on

Ethernet POWERLINK. The

same controller is capable of

connecting to higher-level

systems over OPC UA, MQTT

or AMQP enabling IT / OT

convergence. 

How advantageous is B&R’s

vision system in terms of

quality effectiveness and

efficiency?

Most of us in the field of

automation are aware that

integration solves major issues.

With our vision system

seamlessly integrated in our

automation portfolio enables

extremely precise

synchronisation for high-speed

image capture and object-

specific functions such as

bright-field or dark-field

illumination are easy to

Pharma industry benefiting from digital transformation

I N T E R V I E W

VALUE ADD

Shyam Padwal, Lead - Pharma Industry Vertical, B&R Industrial Automation, talks about
B&R’s industrial IoT solution package, which enables the pharma industry to improve
lifecycle management, condition-based predictive maintenance, process data acquisition
and even long-term archiving

Continued on Page 48
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DRUG DELIVERY and manu-

facturing of small molecules and

biopharmaceutical drugs rou-

tinely utilises polymer-based

materials and devices. Despite a

multitude of advantages, these

plastic and elastomeric assem-

blies also attract concerns about

chemical compounds that may

migrate into finished products

resulting in a direct impact on

product quality and/or safety.

Evaluation of such extractables

and leachables compounds and

their potential safety impact re-

mains a challenge to many sup-

pliers, pharmaceutical compa-

nies and regulators. Therefore,

a need to engage with a strategic

partner laboratory to assist in

the experimental design, execu-

tion and reporting of E/L results

is prudent.

Chemic Laboratories, lo-

cated in Canton, Massachusetts,

USA was established in 1998,

and is a recognised leader offer-

ing contract services to the

global pharma, medical device,

and biotech industries. Chemic

Labs has a proven history of pro-

viding our clients with a wide ar-

ray of analytical and manufac-

turing resources that allow them

to achieve their goals success-

fully. Only the most advanced

technology is utilised to produce

precise and accurate metrics al-

lowing our clients to make scien-

tifically sound decisions about

their programmes while moving

toward regulatory approval. Our

extractables and leachables

analysis, and container closure

testing capabilities, are key com-

ponents of the extensive con-

tract chemistry services offered.

Numerous Regulatory Guidance

documents (the United States

Pharmacopeia Convention

(USP) <661>, <1663>,  <1664>,

ISO 10993, ICH-Q4b), and Indus-

try/Trade association white pa-

pers focussed on extractables

and leachables are being refer-

enced by Asian regulators and

multi-national pharmaceutical

and medical device corpora-

tions, requiring engagement of a

subject matter expert (SME)

laboratory. Furthermore, with

the maintenance of the FDA-

SFDA China, Agreement on the

Safety of Drugs and Medical De-

vices, an atmosphere of harmon-

isation of scientific methods and

analytical procedures is being

encouraged. Although details of a

particular study design may be

debated, all agree that the as-

sessment of device extractables

and the corresponding relevant

product and patient risk must be

assessed. It is these extractables

which can lead to the adulter-

ation of drug product with cor-

responding leachables that must

be controlled. Chemic Laborato-

ries maintains expertise in de-

signing and executing controlled

extraction studies (CES) in line

with PQRI guidance documents,

USP <1663> and ISO 10993 rec-

ommendations, short term (less

than 30 days) migration studies

assessing the mobility of chemi-

cal species from secondary and

tertiary containers, labels and

inks and long-term (12-36

months) cGMP leachable stud-

ies conducted at controlled am-

bient and accelerated tempera-

ture and humidity conditions.

These investigations assess the

presence of target analytes iden-

tified in the extractable pro-

grammes and are validated in

the bulk drug product. Addition-

ally, related or new chemical

species are taken into considera-

tion. Expert study design is com-

pleted to support OINDPs

(Orally Inhaled & Nasal Drug

Product), PMDIs (Pressurized

Metered Dose Inhalers), DPI

(Dry Powder Inhalers), Syringes,

Single Use Systems (bags, tub-

ing, connectors and filters),

Vials, Stoppers, Implantable de-

vices and Infusion Pumps.

Agency acceptable data is devel-

oped and validated using in-

house methods utilising multiple

state-of-the-art technologies

(e.g., HPLC, UPLC, GC, GC-MS,

GC-MS-MS, DAD, RI, Conduc-

tivity, GPC/SEC, Fluorescence,

Headspace GC, LC-MS, LC-MS-

MS, and Q-TOF) allowing our

sponsor clients the sufficient

data to make necessary risk

based decisions and move to-

ward a successful regulatory

submission. Additionally,

Chemic Laboratories maintains

strategic alliances with select

companies globally. Recently

Chemic Laboratories has en-

tered into a renewable corpora-

tion agreement with Arihant In-

nochem, India. This relationship

allows Chemic Laboratories to

offer our expert services to India

based pharma and medical de-

vice companies whose focus is

complex and differentiated

products in the generic market

space.
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implement. Image triggers and

lighting control can be

synchronised with the rest of

the automation system in hard

real time and with sub-

microsecond precision. In fact,

the integration makes us so fast

that we can accomplish things

with our standard hardware.

That would otherwise require

highly specialised high-speed

cameras. Such features are

highly desirable in the

pharmaceutical industry and

ours being a cost-effective

solution, makes it even more

appropriate.

Could you give us an example

where a B&R camera is used

in an application?

Today, our vision systems are

highly demanded by machine

builders from all market

segments owing to the

immense benefits on offer.

One such use case is from a

certain B&R customer from

the food and beverage

industry, who was so

impressed by the performance

that they have begun phasing

out their obscenely expensive

high-speed cameras in favor of

our machine vision solution –

at a fraction of the cost. The

customer was skeptical

initially, however, soon they

realised that they could ignore

all their preconceived notions

about what machine vision

can and can't do, and simply

focus on developing an

optimal machine process.

That is what happens when

you integrate machine vision

into the automation system:

instead of being a design

constraint, it becomes a

powerful tool that opens up

previously unimaginable

possibilities in machine

development. 

Pharma industry benefiting...

Continued from Page 47
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APPL OFFERS a wide range

of silicone extruded gaskets in

more than 1000 different

shapes and designs (in round

and square types). APPL’s ex-

truded gaskets (autoclave) are

made from Food-Pharma

Grade pure silicone rubber

which can easily withstand

temperature range of -80°C to

+250°C.

Extruded gaskets are avail-

able in square cross sections

like 6mm x 6 mm, 8mm x 8mm,

10mm x 10mm, 20mm x 20mm,

25mm x 25mm etc. with OR

without hollow. These extruded

gaskets are available in red,

white, orange or any colour as

per customer's requirement.

These extruded gaskets are

manufactured from fully auto-

matic microwave continuous

curing system which ensures

accurate dimensional proper-

ties, glossy surface finishes and

aesthetically beautiful colors.

Extruded gaskets can be

used in clean room doors, tele-

com shelters, air tight door seal

application, bakery ovens,

freeze doors, pharmaceuticals

processing machine’s doors,

autoclaves, isolators, dry heat

sterilisers, etc.

Contact details

Ami Polymer

319, Mahesh Industrial Estate,

Opp Silver Park,

Mira-Bhayander Road,

Mira Road (E),

Thane – 401104,

Maharashtra

Tel: +91 22 28555 107 / 631 / 914

Cell: +91 86910 13935

Email:mktg@amipolymer.com

Web: www.amipolymer.com

Ami Polymer offers wide range of 
silicone extruded gaskets

VALUE ADD

For any queries, call 022-67440002
or email at pharma@expressindia.com.
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Typical microbial action limit of 100 CFU/ml

Energy-saving membrane with consistent flow
and rejection throughout element lifespan

Conforms to FDA regulation CFR, title 21 and 
meets all requirements for purified water (PW)

High rejection hot water sanitizable membrane 
which allows heat sanitization at 85°C

Wet-tested to ensure high performance and
adherence to flow and rejection standards

SanRO-HS

www.membranes.com www.linkedin.com/company/hydranautics/

Want to know more about applications of Hydranautics membrane technologies in the pharmaceutical industry? Contact us to schedule a meeting.
Henry Daniel Raj: +91 99402 99329 henry.raj@nitto.com | Ravindra Yeleswarapu: +91 82912 60804 ravindra.yeleswarapu@nitto.com
India Sub-Continent Office: Hydranautics, 516 ‘C’ Wing – 215 Atrium, Andheri Kurla Rd., Andheri (East), Mumbai 400059, India

Hot Water Sanitizable
Membranes for High Purity
Water in Bio-Pharma Systems
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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

®

Specialized in Platinum Cured Silicone Tubes, Braided Hoses & Inflatable Seals/Gaskets

Static Dissipative
Molded Sieves

Comminuting MillsButterfly Valves Gaskets
In Silicone/FKM/EPDM

Silicone/FKM/PTFE/
FEP/TPE Tubes

Fabric Reinforced
Silicone Hose

Silicone Inflatable
Seals

Silicone Bellows

Tri-Clover Gaskets
(Silicone/FKM/EPDM/PTFE)
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■■ Mumbai: Rajesh Bhatkal

09821313017

■■ Ahmedabad: Nirav Mistry

09586424033

■■ Delhi: Ambuj Kumar

09999070900

■■ Chennai ■■ Bangalore:

Rajesh Bhatkal

09821313017

■■ Hyderabad: Mujahid 

09849039936

■■ Kolkata: Ajanta 

09831182580

To Advertise in

Business Avenues
Please Contact:
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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
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R

VENERA  BIOTECH  SYSTEMS  PVT.  LTD.

Connect  with  us

welcome@venera.co.in
venerabiotech@gmail.com

D - 2 / 1,  RHODIA  COMPOUND,  AMP  GATE  ROAD,
MIDC  INDUSTRIAL  AREA,  AMBERNATH (W),

DIST. - THANE, MAHARASHTRA - 421501.
INDIA. 

Inspired  Engineering  for  Mankind...  

+91 - 9321729040
+91 - 9326006900
+91 - 9320006900

STERILIZING  &  DEPYROGENATION  TUNNELS

Thank  you  
Patrons  for
Making  this  

journey
Memorable

as  we  complete  

INNOVATIVE  DESIGN  FOR
PATRONS  TO  ADMIRE

COMPETITORS  TO  FOLLOW

Installations150150
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For Superior Stability Testing

Vapour-induced phase transitions

Glass transition humidity

Water/Organic vapour sorption isotherms

Solid-state formulation

Effect of relative humidity & temperature

Amorphous content

Surface energy characterisation

DVS and IGC-SEA Instrumentations

Please ask for details: 

E: vbendre@surfacemeasurementsystems.com
T: +91 742 004 8972 

Mr. Vilas Bendre - SMS Instruments Pvt. Ltd.
Scan to request quotes or 
application notes or visit
https://bit.ly/2Kc1aIa

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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Welcome
15:50 24/03/18SA

An ISO:9001:2015 Certified Company
Complete Turnkey Solution Providers to Pharma Clean Rooms & Equipment Manufacturers

Karbosh Engineers Pvt. Ltd.
212/213, Creative Industrial Premises, Sundar Nagar, Road No. 2,  Kalina, Santacruz-(E), Mumbai - 400 098.
Tel: 022-26663115, Mob: +91-9821502366 | Email- karboshengg@yahoo.in / contact@karboshengineers.com

Air Handling Unit

Dynamic Pass Boxsampling Booth

Static Pass BoxCupboardsCross Over Bench

Laminar Air Flow

Movable Ladder

HVAC System 
(High & Low Side) and Clean Room
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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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For any queries, call 022-67440002
or email at pharma@expressindia.com.

BUSINESS AVENUES EXPRESS PHARMA

July 1-15, 2019 EXPRESS PHARMA68



..

The stimulant
for those who
stimulate 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 maga-

zine contains a potent mix of 
innovative ideas, cutting-edge 

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

in the field trust the fore-
most in the field.          

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

N
ovartis India recently

announced the ap-

pointment of Sanjay

Murdeshwar as Vice Chair-

man and Managing Director.

Murdeshwar will take over

as Country President, Novar-

tis India, and will be responsi-

ble for the pharmaceuticals

business in the country. He has

also been designated as the

Managing Director of Novartis

Healthcare.

With a bachelors’ degree in

Chemical Engineering and an

MBA, Murdeshwar comes

with more than 20 years of 

experience in the healthcare

industry which includes varied

roles in the pharmaceuticals

and consumer health busi-

nesses.

Before joining Novartis, he

was with AstraZeneca based in

Maryland, USA as Vice-Presi-

dent in their Global Product

and Portfolio Strategy group,

prior to which he held various

general management roles with

AstraZeneca and Bayer.

EP News Bureau 

Novartis India appoints Sanjay
Murdeshwar as Vice Chairman
and Managing Director
Murdeshwar will take over as Country President,
Novartis India, to lead its pharma business, and as
Managing Director of Novartis Healthcare

APPOINTMENTS

HEAD OFFICE

MUMBAI

Rajesh Bhatkal

The Indian Express (P) Ltd.
Business Publication Division
1st Floor, Express Tower,
Nariman Point, Mumbai- 400 021
Board line: 022- 67440000 Ext. 527
Mobile: +91 9821313017
Email id: rajesh.bhatkal@expressindia.com

BRANCH OFFICES

NEW DELHI

Ambuj Kumar

The Indian Express (P) Ltd.

Business Publication Division
Express Building, B-1/B Sector 10 
Noida  201 301 
Dist.Gautam Budh nagar (U.P.) India.
Board line: 0120-6651500.
Mobile: +91 9999070900
Fax: 0120-4367933
Email id: ambuj.kumar@expressindia.com

CHENNAI

Rajesh Bhatkal

The Indian Express (P) Ltd.
Business Publication Division
New No. 37/C (Old No. 16/C)
2nd Floor, Whites Road, Royapettah,
Chennai- 600 014
044- 42285522
Fax: 044- 28543035
Mobile: +91 9821313017
Email id: rajesh.bhatkal@expressindia.com

BANGALORE

Rajesh Bhatkal

The Indian Express (P) Ltd.
Business Publication Division
502, 5th Floor, Devatha Plaza,
Residency road, Bangalore- 560025
Fax: 080- 22231925
Mobile: +91 9821313017
Email id: rajesh.bhatkal@expressindia.com

HYDERABAD

E.Mujahid

The Indian Express (P) Ltd.
Business Publication Division
Malik Solitaire, No.401, 4th Floor,
BPD, 8 - 2 - 293/82/A/701 - II,
Road No. 36, Jubilee Hills,
Hyderabad – 500 033
Mobile: +91 9849039936,
Email Id: e.mujahid@expressindia.com

KOLKATA

Ajanta Sengupta

The Indian Express (P) Ltd.
Business Publication Division
JL No. 29&30, NH-6,
Mouza- Prasastha & Ankurhati,
Vill & PO-  Ankurhati
P.S.- Domjur 
(Nr. Ankurhati Check Bus Stop)
Dist. Howrah- 711 409
Mobile: +91 9831182580
Email id: ajanta.sengupta@expressindia.com

AHMEDABAD

Nirav Mistry

The Indian Express (P) Ltd.
3rd Floor, Sambhav House, Near Judges
Bunglows, Bodakdev, Ahmedabad - 380 015,
Mobile: +91 9586424033
Email Id: nirav.mistry@expressindia.com

IMPORTANT Whilst care is taken prior to acceptance of advertising copy, it is not possible to verify its contents. The Indian Express (P) Ltd. cannot be held responsible for
such contents, nor for any loss or damages incurred as a result of transactions with companies, associations or individuals advertising in its newspapers or publications. We
therefore recommend that readers make necessary inquiries before sending any monies or entering into any agreements with advertisers or otherwise acting on an adver-
tisement in any manner whatsoever.

TO ADVERTISE IN EXPRESS PHARMA, CONTACT:

NEELIKON HAS been con-

ferred with the prestigious

‘SME Elite 50’ award for the

year 2018-19 in the Small and

Medium Sized Enterprise seg-

ment instituted by ICICI

Bank, partnered with CRISIL

and ET Now.

The award is a recognition

as one of the Best Entrepre-

neur in the SME sector in 

India.

“Neelikon thanks ICICI

Bank and CRISIL. Now for

this excellent recognition and

also all stake holders for their

continuous support. This

award will further motivate

Neelikon on path of offering

world class products and

services to its customers,”

stated the press release 

issued by the company.

EP News Bureau

Neelikon Conferred With
The ‘SME Elite 50’Award
The award is in recognition for the
Best Entrepreneur in the SME sector
in India

RECOGNITION
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