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EDITOR’S NOTE

W
hile Prime Minister Modi used

the 76th United Nations General

Assembly's general debate

platform to invite the world to

'Come, make vaccine in India',

MSF warned of the 'dramatic lack of access to

vaccines, treatments and diagnostics in countries

in Africa, Asia and Latin America."

Dr Maria Guevara, International Medical

Secretary, MSF, warned that the longer the world

is divided into COVID-19 haves and have-nots, the

longer the pandemic will drag on, more variants

can develop, and more deaths and suffering will

occur.

Besides urging the world leaders at the UNGA

to redistribute excess COVID-19 vaccines to

poorer countries, the MSF leader once again

stressed the importance of sharing technology

and know-how and asked governments to support

the TRIPS waiver to remove IP barriers on

COVID-19 medicines, vaccines and diagnostics.

She also touched on an issue which India has

been holding out on: indemnity clauses on COVID-

19 vaccines. Dr Guevara made the point that as

vaccines receive full authorisation for use, this

should be followed immediately by pharma

companies resuming liability responsibility for

their own products. Continued acceptance of this

transfer of responsibility and talks of waivers only

serves to normalise a set-up that should not have

existed in the first place, according to MSF.

Indeed, even as PM Modi reminded the world

at the UNGA that India has developed the world's

first DNA vaccine, for 12 years and above, and an

mRNA vaccine that is in the final stages of

development, India is engaging with mRNA

vaccine makers like Pfizer and Moderna, without

giving in on the indemnity clause.

As the debate on the need for vaccine boosters

rages on, there is no doubt that it is both an ethical

issue as well as a business one. On one hand, as

MSF pointed out, middle and low-income nations

are still unvaccinated. Yet, nations that can afford

boosters have started administering them and are

securing further doses.

On the business side, COVID vaccines and

therapeutics are a huge revenue opportunity for

the pharma sector, especially contract

development and manufacturing organisations

(CDMOs). Initial findings of part one of the 2021

CPhI Annual Report predict an increasingly

bullish outlook for CDMOs in the next two-to-

three years. As per the report, booster vaccines

and capacity constraints during a period of record

R&D investment are driving up prices for

specialised facilities, advanced therapies and

biologics.

The release quotes a GlobalData analysis which

shows that almost 70 CDMOs were acquired by PE

during the period 2018-2020, with a further eight

acquisitions by PE-backed CDMOs. There is now a

preference towards specialist CDMOs and

biologicals, with COVID contracts providing a

significant boost to the industry, with some 120

CMOs on record with at least one such deal.

The recent strategic alliance between Serum

Institute of India (SII) and Biocon Biologics should

be seen in this light. As Biocon Biologics parts

with 15 per cent equity for 100 million doses of

vaccines per year for 15 years, both leaders chose

to stress on the intangibles beyond the business

sense of the alliance.

As Kiran Mazumdar-Shaw, Executive

Chairperson, Biocon and Biocon Biologics,

commented, "Our shared vision of building large

scale businesses having global impact makes it a

unique and synergistic value creation

opportunity."

And, Adar Poonawalla, CEO, SII, further spoke

of "complementing each other's capabilities and

capacities in vaccines and biologics, with the

objective of addressing inequitable access both in

emerging and developed markets for life-saving

vaccines and biologics."

As both leaders
hint at the

intangibles of
the alliance, let's
hope they make

good their
promise to both
patients as well
as shareholders

Biocon Biologics-SII alliance should
balance business and public health

VIVEKA ROYCHOWDHURY Editor

viveka.r@expressindia.com

viveka.roy3@gmail.com





EXPRESS PHARMA

October 2021

10

MARKET

Ajay Tandon, Managing Director, Veeda Clinical Research, talks to Akanki Sharma about 
the potential of Indian CROs, Veeda's contribution to the industry, its investments and plans,
and much more

What is the current

scenario and potential of

the Indian CRO industry in

comparison to the global

CRO market?

The Indian CRO industry is

rich and diverse in terms of

focus, capabilities, globality

and operating scale. There

are several CROs focussed on

one or more segments

spanning contract research,

contract development, pre-

clinical, clinical and contract

manufacturing services. The

industry benefits from a rich

ecosystem of high-quality

scientists, doctors, research

professionals and other

enabling factors, including a

globally-recognised

pharmaceutical industry that

supports CRO capability

development, as is the case in

many industries globally that

benefit from strong domestic

industry dynamics. 

Comparatively, the Indian

CRO industry is still under

weight, globally vis-a-vis its

potential and has significant

opportunity to grow by

leveraging our rich

ecosystem in India and

staying focussed on

delivering scientific and

operational excellence with

an uncompromising

commitment to the quality of

the research data generated. 

Give us a brief overview of

Veeda Clinical Research

and its contribution to the

overall CRO industry.

Veeda Clinical Research,

together with its subsidiary,

Bioneeds India, and its joint

venture, Ingenuity

Biosciences, offers a

comprehensive portfolio of

clinical, pre-clinical and

bio/analytical services to

support innovator, biosimilar

and generic drug

development programmes of

our global clientele.  

We are an independent,

institutional investors-

owned, Board-governed and

professionally managed

contract research group

offering scientific leadership,

global quality management

systems and long-term

operational and financial

stability through a

continuing investment in our

people, processes, systems,

infrastructure and

technology and a deep

commitment to quality.  

Together, we serve clients

globally in pharmaceutical

and biopharmaceutical, agro-

chemical and industrial

chemicals, herbal/

nutraceuticals and medical

devices industries.

The Veeda group entities

offer distinct services, both

as independent modules as

well as integrated services.

Veeda Research offers a

comprehensive portfolio of

clinical research services

that include early phase

bioavailability,

bioequivalence and clinical

pharmacology studies, late-

phase clinical trials,

bioanalytics,

biopharmaceutics and data

management. Bioneeds

offers a comprehensive

portfolio drug discovery and

development, pre-clinical

and bio/analytical services.

Ingenuity Biosciences, a joint

venture with Somru

BioScience, offers a

comprehensive range of

bio/analytical services for

biosimilar and vaccine

development.

In an industry where

innovation is increasingly

multi-faceted and

collaborative, we aspire to be

the research partner of

choice for innovative

(bio)pharmaceutical

companies worldwide for

their critical product

development programmes

and the pre-eminent

independent Indian contract

research organisation, with

global execution capabilities,

distinguished by the breadth

of our services and by

excellence in the quality of

our scientific and regulatory

knowledge; research design,

execution and insights; and

client centricity. 

What is the revenue share

among Veeda's

service/product lines?

Which ones are projected

to have the highest growth

rate?

We see significant growth

opportunities in all our

service lines across the

group, including

bioequivalence, early-phase

clinical pharmacology and

late-phase clinical trials,

drug development, pre-

clinical and bio/analytical

services and have focussed

strategies for these verticals,

both organic and inorganic.

Our strong credentials and

the breadth of service

offering position us

favourably to service our

global clientele that include

innovator, biosimilar and

generic pharmaceutical

companies.     

The company has plans to

raise Rs 500-700 crores

from an Initial Public

Offering (IPO) and Offer

For Sale (OFS). What is its

purpose?

We will continue to invest,

organically and inorganically,

in broadening and deepening

our service capabilities to

support development of

“Indian CRO industry is rich and diverse”
I N T E R V I E W

We are an independent,
institutional investors-owned,
Board-governed and
professionally managed
contract research group offering
scientific leadership, global
quality management systems
and long-term operational and
financial stability through a
continuing investment in our
people, processes, systems,
infrastructure and technology
and a deep commitment to
quality



complex and novel generics

and innovative drug products

globally, and will regularly

evaluate alternative options

for raising capital to support

our growth initiatives.

In a recent interview, you

had said that your company

is seeing enquiries from

multi-national companies

(MNCs) to conduct clinical

trials for their drugs.

Kindly elaborate on this.

Over the years, we have

developed a global clientele

across most key markets that

include the US, Europe, Asia,

including China and several

other ROW markets, besides

our clients in India. Our

clientele include some of the

leading pharmaceutical

companies in different

markets. We have steadily

built a reputation for

delivering high-quality and

complex trials for them

across multiple therapeutic

areas, including oncology,

psychiatry, cardiovascular,

ophthalmology, diabetology

and others. With the

significant focus on

development of biosimilars,

vaccines and COVID-

targetted therapeutics, we

are working with several

clients in supporting their

clinical and pre-clinical

research requirements for

these. 

We continue to see

significant potential in

deepening our engagement

with our existing clients

through a broader offering of

services as well as enhancing

our penetration in some of

the key global markets to

service more clients. In

particular, we are relatively

under weighted in the US in

the context of the market

potential for our services and

we would focus on

addressing this.

Recently, the company also

acquired a controlling

stake of 50.1 per cent in

Bengaluru-based CRO

Bioneeds. Tell us about

your vision behind this

acquisition. How will it

function and what does it

intend to achieve?

Veeda's investment in

Bioneeds has been driven by

our mission to offer a

comprehensive portfolio of

drug development services

panning clinical, pre-clinical

and bio/analytical services to

innovative pharmaceutical

and biopharmaceutical

companies, globally. Our

capabilities are distinct with

multiple adjacencies and we

see significant synergies

across our clients and

geographical markets to

cross-leverage our

capabilities and offer

customised integrated

research solutions for our

clients. We are working

towards further aligning our

capabilities, systems,

processes and people to

realise the full potential of

our combination. 

In July too, you had

announced fund raising of

$16 million through Sabre

Partners. What is the

current status of this deal,

and what's next in the

pipeline?

We have closed the

October 2021
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investment from Sabre

Partners and a group of

eminent HNI investors. The

funds were deployed

primarily for the acquisition

of Bioneeds besides ongoing

investment in capability

enhancement in our clinical

and biopharma research

services. 

As mentioned earlier, we

will continue to invest,

organically and

inorganically, in broadening

and deepening our service

capabilities to support

development of complex and

novel generics and

innovative drug products,

globally, and will regularly

evaluate alternative options

for raising capital to support

our growth initiatives.

Tell us about your business

expansion plans for the

next five years.

We continue to see

significant growth potential

in generics with the long

pipeline of products

scheduled to go off-patent in

the near-to-medium term.

There is significant

development in biosimilars

as well, given the scheduled

patent expiries, and we have

been strengthening our

capabilities to fully service

this segment, including the

development of dedicated

laboratories under Ingenuity

Biosciences and Bioneeds.

We also see increasing

potential for conducting late-

phase clinical trials in India

across a spectrum of drug

products and therapeutic

areas, as discussed earlier,

and have been investing in

our team, processes and

technology to support our

global clientele in these. We

believe that cross-leveraging

the capabilities and clientele

across Veeda and Bioneeds

will augment our growth

potential in the coming 

years.

akanki.sharma@expressindia.com

journoakanki@gmail.com
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Why should Indian

companies consider the

Basel Area?

Europe is the second biggest

market for innovative drugs in

the world and hence provides

great commercial potential

not only for biopharma

Basel Area, Switzerland is the perfect location
to do business in Europe for Indian companies

I N T E R V I E W

Switzerland, with
its stunning Alps
and lush
meadows, is a hit
with Indian
tourists since 
many years but
the environment
for Indian
businesses is
just as inviting.
Companies like 
Dr Reddy's, Divis
Laboratories and
Escientia thrive
in the unique life
sciences cluster
that the Basel
Area provides.
Anke Hollnagel,
Director Asia at
Basel Area
Business &
Innovation, in an
interaction with
Express Pharma,
shares details on
the advantages
that the Basel
area offers to
Indian
companies 
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companies but also CDMOs

and service providers.

Furthermore, it's an ideal

place for innovation.

According to McKinsey, 43 out

of the top 100 life science

universities are located in

Europe, which is more than in

the US where you find 34 life

sciences universities. The

Basel Area is the prime life

science hub in Europe with

renowned universities and

research institutes.

Everybody knows Roche and

Novartis in Basel, but there

are more than 700 life

sciences companies here

employing a huge life sciences

workforce with top global

talent across the value chain -

from basic research to

commercialisation. They all

benefit from one of the most

liberal labour laws in Europe.

What is so unique about the

Basel Area?

Nestled right at the border of

France and Germany, and

with the Rhine River passing

through, the Basel Area has

always been the major

economic hub of Switzerland.

The region has been an

important centre for trade

since the Middle Ages, and to

this day it remains a major

centre for science and

research. Albeit quite small,

the Basel Area is responsible

for 30 per cent of all Swiss

exports, with the pharma and

chemical industry

contributing enormously to

this result. Multinational

corporations like Roche,

Novartis, Actelion, Syngenta,

as well as European hubs of

international companies like

Roivant, Moderna or Hengrui

play an active part in the

vibrant life sciences

ecosystem. In fact, many

Indian companies have also

set up operations in Basel, like

Dr Reddy's, Divis

Laboratories, Dishman

Carbogen Amcis Group,

Biocon, Jupiter Bioscience,

Bilcare Research, Naari, and

many biotech startups.

How did the region cope

during the COVID-19

pandemic?

Despite the COVID-19

pandemic, the year 2020 was

very successful for the

companies in the region. In

the Global Innovation Index,

Switzerland claimed the top

spot in 2020 for the tenth year

in a row, and biotech

companies from the Basel

Area had a major stake in this

success. According to the

Swiss Biotech Report 2021,

investment in Swiss biotech

companies almost tripled

compared to the previous

year. It amounted to 3.44

billion Swiss francs.

Investment in research and

development alone rose by 10

per cent to 2.2 billion francs.

Research carried out by the

country's biotech firms led to

an eight per cent increase in

jobs. Moreover, some of these

biotech companies were

involved in a series of mergers

and acquisitions. The region

proved to be attractive for

companies from abroad

despite the pandemic. One of

the companies that opened a

subsidiary in the Basel Area

last year was the biotech

company Moderna.

Amongst other factors,

having a competitive

corporate tax is one of the

key aspects of site selection.

How does Basel fare with

respect to its other

European counterparts?

You are right, corporate tax is

an important factor. The Basel

Area offers one of the most

attractive tax rates in

Switzerland. The overall

effective corporate tax rate,

including federal tax, is

approximately 13 per cent and

can be reduced to 11 per cent

under certain circumstances.

Further, new companies can

benefit from a tax holiday of

up to ten years, with no risk of

clawback. But in our

experience, companies don't

settle in the Basel Area for

competitive tax rates alone.

What they also get is an

immediate connection to a

specialized industry

ecosystem. They find that it is

quite simple to set up a

company in Switzerland and it

is possible to get funding.

Companies and their

employees from abroad

appreciate the well-

maintained infrastructure, be

it for logistics or for travelling.

Expats like it here: their

children get an excellent

education, healthcare is

accessible for everyone and

the country is safe.

Then there is the

innovation factor: if we

compare the innovation

strength of life sciences

clusters by the share of

therapeutic companies, we

find that the Basel Area is

much above other European

regions. There are more than

31'600 life sciences talents in

the Basel Area, which is more

than in Paris, Munich or

London. That means

companies have options when

recruiting. But they also have

options when it comes to real

estate. Our Switzerland

Innovation Park Basel Area

and the Technologiepark, for

instance, combine many

advantages: They offer

academic, seed-stage and

spin-out R&D groups access

to an independent

biomedicine and

biotechnology research

environment where you meet

peers and become part of a

great community.

Sounds like a good place to

be for young companies.

Absolutely, but the key is the

proximity between

newcomers and established

companies. In 2020, we

opened an innovation park at

the Novartis Campus that is a

magnet to companies from the

fields of digital health and

personalised medicine. The

proximity to the researchers

from Novartis enables new

forms of exchange,

collaboration and innovation.

The concept is clearly working

because all places in the

innovation park were

occupied within just four

months of opening.

Currently, we are

constructing a new building

that will be home to innovative

startups and established

biopharma and medtech

companies. The Switzerland

Innovation Park Basel Area

Main Campus will dedicate

50'000 square meters to

innovation, and we are looking

forward to opening it next year.

What is your advice for

companies that are

considering to expand their

business to Europe?

A settlement abroad needs

thorough consideration and

evaluation - the company and

people depend on that

decision, so you need to make

sure your conclusion is rock

solid. You need current data

on the market conditions and

the business environment. You

Currently, we are constructing a new building that
will be home to innovative startups and
established biopharma and medtech companies.
The Switzerland Innovation Park Basel Area Main
Campus will dedicate 50'000 square meters to
innovation, and we are looking forward to opening
it next year
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need to know the competition.

Legal issues are something

that you cannot cover with an

online search as the

circumstances are so different

from company to company, so

make sure you have some

specialists who are familiar

with the national and local

laws. Further, it always pays

off to visit a place you are

evaluating in person. Not only

do you get a feel of the place

and real estate, but you can

also use the opportunity to

meet experts and make

connections to local

authorities. These

connections are an important

asset when you decide to set

up your operation. Once you

have settled, become an active

part of your new ecosystem.

Join events to meet like-

minded people - it really helps

you to find collaboration

partners and grow your

business. We at Basel Area are

happy to support you on this

journey - free of charge.

Anke Hollnagel is part of

the International Markets &

Business Affairs team with

Basel Area Business &

Innovation, northwestern

Switzerland's initiative for

innovation and economic

promotion. The organization

supports international

companies that want to grow

their business by expanding to

Europe during each stage of

their expansion process. All

services are free of charge.

(To learn more about expanding

a business in Europe, visit

baselarea.swiss and sign up for

our newsletter:

baselarea.swiss/newsletter-

signup

The office of Basel Area

Business & Innovation in India

is located in Bangalore city. To

contact us, please write to

india.office@baselarea.swiss

or call at +91 91671 41083.

Get in touch with 

Anke Hollnagel at

anke.hollnagel@baselarea.

swiss or on her 

mobile: +41 79 318 9232.)

October 2021
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Germany, and
with the Rhine
River passing
through, the
Basel Area has
always been
the major
economic hub
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Since the world witnessed numerous cases of
counterfeit COVID vaccines, it is necessary for the
pharma industry across the globe to curb the supply of
such vaccines. Experts explain how improving the
standards of pharma packaging using the latest trends
and innovations can help in preventing this menace

By AKANKI SHARMA
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R
ecently, several inci-

dents of fake COVID

vaccines being admin-

istered to the population of

various countries were re-

ported. For instance, the

World Health Organization

(WHO) had identified counter-

feit versions of Covishield

(manufactured by the Serum

Institute of India), which be-

came a major cause of concern

for stakeholders across the

world. Apart from it, Pfizer's

fake vaccine vials were also

found in some parts of the US,

along with other parts of the

globe.

Since vaccines are key in

the fight against the COVID-19

virus which has held the world

at ransom, the circulation of

fake vaccines is a disaster in

making. 

Speaking in this regard,

Nakul Pasricha, President, Au-

thentication Solution

Providers' Association

(ASPA), highlights that the

consumers need to be assured

that they are receiving a gen-

uine and safe product that is

manufactured with the highest

standards of quality. 

He states, "Secured

pharma packaging plays a vi-

tal role in protecting the in-

tegrity and inviolability of

drug packaging, facilitating

authentication, verification

and product traceability in the

supply chain. Several pharma

companies already use au-

thentication and traceability

measures. For example, John-

son & Johnson is using secu-

rity seals on vaccine boxes

along with traceability meas-

ures on vials. Glassmaker

Corning is equipping vials

with black-light verification to

curb counterfeiting. Apart

from these authentication

measures, most vaccine vials

now come with a vaccine vial

monitor (VVM) attached to

them. These smart labels are

time-temperature indicators

that contain a colourless

chemical that irreversibly re-

acts in proportion to heat and

time, becoming darker to give

a visual indication of cumula-

tive heat exposure. Currently,

230 of the 248 vaccines that

have been pre-qualified by

WHO are required to carry a

VVM."

Adding to it, Siddhartha 

Mitra, a pharma veteran noti-

fies that counterfeit medicines

in the Indian market are noth-

ing new. However, vaccines

made with saline solution,

mineral water or with

Amikacin during the pan-

demic is a serious issue.

He adds, "High and instant

demand and outstripping the

supply during the pandemic

initiated the possibility of pro-

duction of fake vaccines. Fur-

ther, R&D and the cost behind

vaccine production and ensur-

ing its safety created a huge

demand-supply gap, especially

in developing and poor coun-

tries. This is another reason

for counterfeit vaccines."

According to Sudesh

Anand Shetty, Partner, KPMG,

for any fraud to occur, there

has to be an incentive, an op-

portunity, capability and ratio-

nalisation. He says that during

the pandemic, what the world

saw was a booming trade in

counterfeits for products used

from diagnosis to treatment

such as pharma consumables

(counterfeit PPE and masks),

drugs (fake medicines for pre-

vention, treatment and recov-

ery), diagnosis kits (fake

COVID-19 testing kits, pulse,

pressure and oximeters),

treatment (scarcity of hospital

beds, oxygen supply and vac-

cines), fake websites and apps

(used to steal personal infor-

mation as also to cause finan-

cial loss to individuals).

The challenges around
the third wave 
The vaccination drive facing

India remains colossal and re-

ported instances of fake vac-

cines only add to public dis-

trust of the vaccine

programme. It is critical to

mitigate fears of the efficacy of

the vaccines as well as assure

the public of the authenticity

of the vaccines to withstand

the onslaught of the expected

third wave, points out Arvind

Sharma, Partner, Shardul

Amarchand Mangaldas & Co.

He suggests, "Access to ba-

High and instant demand and outstrip-
ping the supply during the pandemic ini-
tiated the possibility of production of
fake vaccines. Further, R&D and the cost
behind vaccine production, and ensuring
its safety created a huge demand-supply
gap, especially in developing and poor
countries

Siddhartha Mitra
Pharma Veteran

Protecting COVID-19 vaccines and other
essential products from falsification 
and diversion requires cutting-edge
authentication and traceability 
solutions, public-private collaboration
and national-level support

Nakul Pasricha
President, Authentication Solutions Provider Association
(ASPA)

Dissemination of the latest information
on authentic and counterfeit vaccines is
vital to increase levels of vaccine delivery
to achieve wide-scale immunisation of
the population

Arvind Sharma
Partner,
Shardul Amarchand Mangaldas & Co

Access to basic healthcare facilities,
including testing centres, should be
addressed before the third wave hits.
The aim should be to increase 
COVID-19 testing centres which deliver
results on time to ensure treatment can
begin for COVID-19-positive patients at
the earliest

Sudesh Anand Shetty
Partner, KPMG
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sic healthcare facilities, in-

cluding testing centres, should

be addressed before the third

wave hits. The aim should be

to increase COVID-19 testing

centres which deliver results

on time to ensure treatment

can begin for COVID-19 posi-

tive patients at the earliest.

"Grass-root level mobilisa-

tion of resources should be

carried out to create aware-

ness regarding testing and

vaccinations. Community

healthcare centres should be

equipped with facilities such

as beds, ventilators, medi-

cines, electricity, toilets, etc. to

cater to local communities.

Localised treatment will help

in calming the patients' nerves

since they will be in known

surroundings. They can be

moved to better facilities

should the community centre

be ill-equipped or specialised

treatment is required. In-

creasing emphasis on vaccina-

tion drives ensures most of the

population is administered

with at least one dose of vac-

cine before the third wave hits.

Clear strategy and informa-

tion around storage, trans-

portation and cost of oxygen

cylinders should be devised to

ensure it is available at short

notice wherever and whenever

required," he emphasises.

Besides, Pasricha points

out that in the current system,

the CoWIN app maintains data

of people-to-be-vaccinated, but

it is not designed to protect the

vaccine supply chain from the

risks of counterfeiting. "Pro-

tecting COVID-19 vaccines and

other essential products from

falsification and diversion re-

quires cutting-edge authenti-

cation and traceability solu-

tions, public-private

collaboration and national-

level support," he highlights.

He also advises implemen-

tation of authentication, seri-

alisation-and-traceability

method on the product pack-

aging, like provisions pharma-

ceutical companies are al-

ready using for export

regulation and market; put-

ting in place a comprehensive

anti-counterfeiting system

that starts with training staff

to spot and test for counterfeit

products, buying only from

trusted sources, monitor the

flow of goods, and report the

entry of fake goods into the

supply chain; and a contin-

gency plan to alert customers,

suppliers, the authorities, and

the public in the event falsified

products are discovered in the

supply chain.

Decoding the Health
Ministry's guidelines
Talking about the advantages

of putting the guidelines re-

leased by the Ministry of

Health and Family Welfare

(MoH&FW) for identifying the

original vials of Covishield, 

Covaxin and Sputnik V in the

public domain, Sharma says,

"The guidelines serve as an im-

portant instruction to the gen-

eral public, not only for tack-

ling counterfeiting of vaccines,

but also for allaying vaccine

hesitancy concerns. Dissemi-

nation of the latest information

on authentic and counterfeit

vaccines is vital to increase lev-

els of vaccine delivery to

achieve wide-scale immunisa-

tion of the population.

Sharing similar views,

Shetty also opines that putting

the guidelines in public do-

main will help the healthcare

institutions administering the

vaccines and general public to

identify the counterfeit ver-

sion of the vaccines. "The doc-

tors and medical staff in

charge of performing the vacci-

nation may also benefit from

knowing these subtle differ-

ences to provide an additional

layer of safety to the general

public. The service providers

and monitoring teams for
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COVID-19 vaccination may be

informed about these details

and to ensure due diligence to-

wards recognition of counter-

feit vaccines," he says.

Pasricha also agrees that

releasing the guidelines in

public domain is important

since "awareness plays a vital

role in eliminating sub-stan-

dard, spurious, falsely-la-

belled, falsified, and counter-

feit (SSFFC) medical products

from the system."

He adds, "Fighting coun-

terfeiting is everyone's re-

sponsibility, and policymakers

must involve all stakeholders

in this. Our healthcare work-

ers, nurses and pharmacists

can play an important role in

enhancing awareness amongst

genuine products."

In addition, he also elabo-

rates on the role of consumers

in preventing the distribution

of fake vaccines. "Before and

after buying any product, they

must participate in complet-

ing the authentication

process. Consumers should

buy from trusted places and

always ask for a bill. Post-pur-

chase, they should participate

in the authentication process

provided by brands. If none is

provided, they must ask why.

If a consumer unwittingly pur-

chases a counterfeit, he/she

must report it to the brand or a

consumer rights forum. Con-

sumers should not allow such

incidents to go unreported as

it may encourage those who

profit from illegal acts. They

could be our whistle-blowers

in identifying and rooting out

counterfeiters. However, poli-

cymakers need to ensure their

safety and they must be re-

warded for it," he opines.

Probable solutions
In Mitra's view, there is no

cent per cent process to stop

counterfeit medicines, other

than strict vigilance. However,

consumer education/surveil-

lance without creating panic

or doubt can help in prevent-

ing the same.

"Proper logistics of the sup-

ply chain, manufacturers in-

creasing their supply chain

vigilance, collaborative supply

chain and intelligence sharing

are indeed important. Further,

random batch testing by re-

sponsible officers at all the vac-

cination centres, innovative

use of digital platforms and QR

codes, innovative screen print-

ing on the pack, elevated en-

grossing of confidential code,

preferably on the neck of the

container and intermittent

change of the colour of the

pack with confidential infor-

mation to the suggested stake-

holders only can also help in

preventing the distribution of

fake vaccines," he informs.

Using indelible and invisi-

ble magnetic inks, and crypto-

glyphs can be effective moni-

toring measures for the

pharmaceutical companies, as

per Sharma.

Pasricha indicates that

brands should contemplate

putting in place a comprehen-

sive anti-counterfeiting sys-

tem that starts with training

the staff to spot and test for

counterfeit products, buying

only from trusted sources,

monitor the flow of goods, and

report the entry of fake goods

into the supply chain.

"Vaccination via private

camps becomes susceptible to

fake vaccines with no monitor-

ing or checks being performed

previously. However, now

states have been coming up

with their SOPs/guidelines on

private vaccination camps

such as approvals required be-

fore setting up, source of

procuring the vaccines should

be displayed, etc. Even the

manufacturers have to evolve

with time and introduce differ-

ent measures in packaging

and technology solutions to

stay alert and combat counter-

feits. Consumer awareness

campaigns on multiple plat-

forms on identifying the fake

vaccines and measures taken

by the manufacturers should

be clearly communicated - be

it direct reach to consumers or

via medical fraternity/circula-

tions in collaboration with

drug authorities - so that it

reaches out to the public at

large," stresses Shetty.

Counterfeiters have

evolved over the period and

we need to stay ahead of them

at every step. They have

started to exactly replicate the

packaging that makes it re-

semble the original product.

This poses multiple challenges

right from detecting counter-

feits to ensure it is removed

out of the supply chain. Com-

bating counterfeits would en-

tail efforts from the manufac-

turers, industry and

government agencies who

need to collaborate and edu-

cate the public at large on the

anti-counterfeiting measures

and dos and don'ts on fake

vaccines. 

Although multiple meas-

ures have been taken by the

manufacturers and Health

Ministry, are they enough or do

we need more measures? The

onus also lies on healthcare

providers and end-users to be

vigilant and identify/report the

availability of fake goods.

akanki.sharma@expressindia.com

journoakanki@gmail.com
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Counterfeit medicines in the Indian market is
nothing new. However, vaccines made with saline
solution, mineral water or with Amikacin during
the pandemic is a serious issue
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Dr Mahesh Bhalgat, COO, Syngene talks about his company's outlook, investments and
capacity expansion, as well as Syngene's plans to strengthen its position as an integrated 
full-value service provider, in an exclusive interview with Lakshmipriya Nair

What are the existing and

emerging trends in pharma

that will sway/disrupt the

CRO and CDMO sector,

globally and in India?

One of the things that are

dramatically changing the

pharma industry is the

definition of speed. What has

happened through COVID

times is that we've all learnt

that vaccine development could

come down from years to under

a year. This has created an

expectation that we can apply

the same approach and speed

everywhere else, especially in

the pharma industry, which has

long lead times to bring a drug

to the market and to introduce

changes. These are now going

to be revisited.

Large companies are also

realising that this can be done

by partnering with

CROs/CDMOs like us. For a

large part of 2020 and earlier

part of 2021, many of our clients

and many of the large pharma

companies were working at a

reduced scale as opposed to

what they normally work,

especially in terms of research

labs.

On the other hand,

companies like Syngene have

been able to bring our entire

workforce into the campus

during the lockdowns and

actually generate critical data

and move projects along. This

has led to increased

partnerships between the

pharma\biotech companies and

CROs/CDMOs like us.

There is one more

component to the trend, i.e.

newer modalities have become

really important. To build on

the example and the learnings

from COVID, mRNA

therapeutics and vaccines,

DNA vaccines have now been

approved as new approaches to

disease management. The very

encouraging data that came

from Pfizer/BioNTech and

Moderna has put into centre

stage some of these newer

treatment modalities.

Likewise, we've seen a need

for another new area which is

around programmes. It is just

an example of how the business

dimensions are changing and is

now becoming more and more

important. So, newer drugs and

newer therapeutics, newer

ways of leveraging

CROs/CDMOs (repurposing

facilities, faster tech transfers,

efficient scale-up of processes),

and bringing solutions much

faster to the market, are the

trends that are changing this

sector dramatically. 

How should players in this

sector ramp up their

capabilities and competence,

especially as transformative

technologies and their

applications grow? 

I will answer this question by

segmenting the market into

two groups, large pharma and

smaller biotechs. Large pharma

is already realising that there is

a need to recognise their

strengths versus areas that

offer opportunities for

partnering. Over the last few

years, they've been making

risk-based decisions on

components of their operations

that they should expand.

It's worth spending a little

more time talking about the

small biotechs and the newer

players. These folks are the

ones who really need to think

harder about what they want to

invest in. They have to realise

that if they try to do everything

from end to end, then this will

dilute their resources, and it is

going to be very expensive. So,

the companies have to take a

call and identify their niche and

build partnerships for

everything else. This is actually

getting to be even more

interesting since it's not just

partnering with companies but

also with academic labs. The

thing that's really important to

understand for small biotechs

while making their investment

decisions and building capacity

is to do it in much smaller

chunks. Further, they can

identify the areas that they

want to do themselves and

carve out areas where they

partner with other

organisations. This will be the

key to success.

Moreover, they shouldn't

limit themselves to partners of

only a certain type. Gone are

the days when your partner

was somebody who brought

some level of financing because

you had all the technical

horsepower. Now you have to

look for technical partners,

financial partners and capacity

partners.

How is the relationship

between CROs and pharma

companies changing? What

would be the template/s for a

successful pharma-

CRO/CDMO relationship in

future? 

Let us take a look at our

relationship with BMS.

Syngene's scientists are

contributing towards research

findings and seeking new

targets, new opportunities, and

new drugs for BMS by

performing work comparable

to what is done in the US. I

The future CRO/CDMO will offer end-to-end
solutions and operate as a large pharma or
biotech company

I N T E R V I E W

Newer drugs and newer
therapeutics, newer ways of
leveraging CROs/CDMOs
(repurposing facilities, faster
tech transfers, efficient scale-up
of processes), and bringing
solutions much faster to the
market, are the trends that are
changing this sector
dramatically

Continued on Page 23
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ACG Films & Foils recently announced a partnership with Danapak Flexibles A/S to offer a
wider range of solutions for its customers. SR Shivshankar, CEO, ACG Films & Foils, shares
more details of the deal, changing market dynamics, the impact of COVID-19 on the
company's growth strategies, and more, in an exclusive interview with Lakshmipriya Nair

How has the playbook for

the life sciences industry

and its partners changed

since the onset of COVID-

19? How is ACG geared for

the new dynamics?

Over the last year, we can see

how the business priorities

have changed across all

industries, and the pharma

industry is no exception. 

The cracks and, in some

cases complete breakdown, of

the global supply chain, were

the first to be noticed by

nations globally. This led to

countries adopting an inward-

looking approach to become

self-sufficient, especially for

their pharma requirements.

We are now seeing nations

incentivising companies that

help build an eco-system of

self-reliance. This is one of the

most crucial developments

that has come out of the

pandemic. 

We have been working

closely with a lot of partners

across continents to build and

deliver on the same, and so far

we have successfully

delivered on their

expectations. During the last

year, we have also brought in

several value-added services

to our portfolio that further

help us provide superior

services to our customers

globally. 

What are the challenges for

the sector as it navigates

through the impact of the

COVID-19 pandemic?

One of the main challenges

that remain for businesses is

building a robust supply

chain. While we were

successful in ensuring

uninterrupted supplies the

industry has seen very high

volatility of raw material

prices of both polymers and

aluminium. This was

compounded by frequent

closures of raw material

factories due to natural

calamities and shortages. 

Alongside other

companies, even we had our

share of delays in shipping

across the globe due to

COVID-19 and shortage of

containers and vessels. This

situation remains barely

unchanged even today. We

feel governments and

industries will need to come

together to resolve these

bigger challenges. 

What kind of course

correction and reinvention

are we witnessing as a

result of this pandemic? Can

you elaborate on the long-

term changes that will be

inevitable for

companies/businesses to

remain relevant and

competitive in the post-

pandemic world? 

We created contingency plans

for all supply streams and

speeded up validation of

additional sources. Flexibility

and agility in the way we work

will become a norm since

response times have also

become shorter as a need of

the industry. ACG is geared

up both from an

infrastructural perspective

and having a highly trained

and flexible team. These

changes are here to stay.

As the sector deals with

massive workforce shifts

and changing customer

habits, what have been the

biggest changes in your

organisation? 

Working from home (WFH) is

something new. Adapting to

this change and a mix of

working from home and at the

workplace will probably

become a norm. 

ACG now boasts of some of

the best IT practices that

have made the transition to

the WFH culture easier for

our associates. We also have

digital twins of some of our

factories that help us resolve

customer issues remotely. 

Our HR policies have also

adapted to the new culture.

From completely digitising

the onboarding of new

associates to tying up with the

best-in-class schools and

institutes for upskilling our

workforce, to providing

support for mental wellbeing

during these tumultuous

times, our teams across

departments have been

working hard to adapt to the

new model and excelling

superbly at that.   

How have you restructured

your growth strategies? 

Being able to serve customers

better in uncertain times will

be our focus, and our growth

will be centred around a

commitment to this. The

growth strategies are being

re-structured with a higher

focus on providing complete

barrier solutions to

customers.

The other very significant

driver for the growth in the

years to come will be through

a higher focus on eco-

sustainable products.

Lastly, synergistically

working with our ACG group

companies with a greater

emphasis on the use of digital

technology would hold the key

to our growth strategy.

Do you have any plans to

ramp up your offerings for

the pharma sector? Any

other significant

investment plans/tie-ups in

the offing? 

As the Films and Foils

business, we are constantly

expanding our product

offerings in different

geographies with a sharp

focus on the high barrier

space. 

ACG is committed to

ecologically sustainable

programmes, and we are also

working increasingly in this

space going forward. As part

of our growing offering, we

are also entering the

packaging space for

transdermal patches through

a strategic partnership with

Danapak. Additionally, we are

increasing our offering in the

PET space as part of the

programme.

Which are the new areas of

focus for ACG Films and

Flexibility and agility in the way we work
will become a norm

I N T E R V I E W

Synergistically working with our
ACG group companies with a
greater emphasis on the use of
digital technology would hold
the key to our growth strategy
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Foils to build new

capabilities? How does the

recent tie-up with Danapak

fit into ACG Films and Foils'

growth strategy?

This partnership creates a

strong synergy for ACG who

already has a completely

integrated offering of

capsules, process equipment

and encapsulation in addition

to the widest range of barrier

packaging.

In Industry 4.0, how has

ACG Films and Foils

embraced technology to

optimise resources,

improve outcomes and

tackle complex business

challenges? 

At ACG, we are largely

looking at Industry 4.0

initiatives under four buckets:

◆ Transforming operations:

How can technology be used

to transform operations?

From manufacturing to the

supply chain, logistics and

sustainability...

◆ Enhancing customer

experience: How do we

engage with our customers

today? What are the different

touchpoints? How can

technology help in enhancing

the experience for our

customers across select

touchpoints?

◆ Building smart products

and services: How can we

leverage technology to make

the products and services

smarter? How can we

generate new revenue

streams?

◆ Creating new business

models

How can we leverage

technology to create new

business models?

At films and foils, to start

with, our focus is on

leveraging Industry 4.0

technologies to transform

operations for delivering

value to customers. Some of

the key initiatives that we

have started are:

◆ Optimising energy

consumption: Leveraging

Industrial IoT, advanced edge

computing, and machine

learning to measure, analyse,

understand, and optimise

energy consumption

◆ Improving OEE (Slitter):

Measuring OEE, Root cause

analysis, Prescriptions for

enhancing OEE. Technologies

used - Sensors, Edge

computing, Cloud computing,

IoT platform, Advanced

analytics, ML, Rule-based

prescriptions

◆ Enhancing reliability

(Calendar): Measuring and

enhancing the reliability of

the calendar. Technologies

used - Sensors, Edge

computing, Cloud computing,

IoT platform, Advanced

analytics, ML, Rule-based

prescriptions

◆ Operator skill

management: Virtual reality-

based training for operator

skill enhancement

While our current focus is

on select initiatives for

enhancing operations, our

long-term focus is on

leveraging emerging

technologies for smart

manufacturing and enhancing

the customer experience.

lakshmipriya.nair@expressindia.com

laxmipriyanair@gmail.com 

think that's a model that we will

see more and more. I am

expecting that as we move

forward, the value that comes

from end-to-end capability

utilisation will be further

leveraged. 

The relationship will be one

where you start with a certain

target, or you have a certain,

early-stage, promising

candidate, and you start

choosing a CRO because they

have the capabilities of doing all

of the pre-clinical work, the

clinical work and the CMC to

actually take the candidate

through to commercialisation

and bring the drug to the

market.

So, a small company that

has an asset but has not been

monetised and developed can

do that by working with a

CRO/CDMO like ours that

offers integrated drug

discovery and integrated

pharmaceutical development

services. This is something that

we will see increasing because

there are a lot of academic

targets that are now looking to

enter the mainstream. Venture

capitalists and investment

firms are identifying such

assets to target new and

existing targets. 

However, they don't have

the wherewithal of how to

actually develop them into

commercial products, to go

through the years of work and

generate volumes of data for

regulatory approvals. This is

one model that I believe will

leverage the offerings from a

CRO/CDMO. And that's where

we, in Syngene, have been

making sure that we are ready

to offer integrated drug

discovery and development

services to our customers.

There's another area that I

would like to emphasise, which

is commercial manufacturing

capacity in cGMP facilities. As

countries revisit their supply

chains, there is a realisation

that capacity is very limited. As

an example, India's emphasis

on API production is leading to

more capacity building. In such

an environment, the large

companies that have the

capability in drug development

but not enough manufacturing

capacity will look to source

capacity from CMOs like us.

They will reserve their own

capacity for either the newer

molecules or molecules where

the demand scenario is not very

clear so that they can modulate

that much better within their

own environment. To do this,

smart capacity utilisation and

agility will be achieved through

relying on CROs and CDMOs.

What would 'CRO/CDMO of

the future' look like? What

will be its most distinctive

features?

The future CRO/CDMO will

offer end-to-end solutions and

essentially operate like a large

pharma or biotech company,

having all the components

within itself, with the exception

of its own pipeline. I think that's

going to be really integral from

the CRO/CMO success

perspective. The other thing

that is going to be really evident

in the future CROs and CMOs

is their diversity in capability to

serve the evolving

requirements. Let me take the

example of vaccines, I expect

that we will see CROs/CDMOs

that have the capability to not

just manufacture the bacterial

vaccines but also manufacture

mRNA vaccines, adenoviral

vaccines with vertical

integration to also provide raw

materials and excipients.

The other transition or

trend that we will see is the

CROs/CDMOs playing a role in

is precision medicine. Precision

medicine is where you 'don't go

for volumes but go for more

customisation. And

CROs/CDMOs of the future will

also look to be serving this

particular market to their niche

capability build-up. 

How is Syngene preparing to

be future-ready? Please

elaborate on key investments,

collaborations and expansion

plans.

We are investing in our

research capabilities and

infrastructure. Research

capabilities investments

include areas like cell and gene

therapy, which is the latest

technology on the horizon.

Integrated drug discovery is a

key focus area for us that

provides end-to-end capability. 

We are investing to make

sure we have more scientists

who are capable of doing

integrated drug discovery

projects for small molecules as

well as large molecules. 

The second is API capacity.

We are working on our API

capacity through our

Mangalore facility, which will

further strengthen our ability

to offer vertical integration

and/or capacity mitigation

requirements that the industry

will have. Syngene has also

invested in high-potency API

facilities. We just expanded our

high potency API capability by

building a pilot facility. We are

also looking at increasing our

footprint in Hyderabad and

expand capabilities beyond the

discovery chemistry that we

started with. We are adding lab

space in Hyderabad, finishing

our manufacturing space in

Mangalore, and then also

adding a combination of that in

Bangalore.

Third, we are investing in

our biologics facilities. We have

introduced a 500-litre

microbial facility which

complements our existing 2000

litre mammalian facility.

Through our expansion, we are

now ready to produce vaccines,

including mRNA vaccines.

Lastly, Syngene is investing

in digitisation and automation.

As an example, we have built

capabilities to use data

analytics such that

toxicological studies can be

done "in silico", reducing

significantly the need to

synthesise compounds. Our

GMP facilities are in transition

to use digital batch

manufacturing records and

turn paperless. Such digital

plans will reduce cycle times

and further improve record-

keeping and audit performance.  

So, how much does Syngene

plan to invest in the next

three years? 

About three years ago, Syngene

had a $500 million CAPEX

plan. It was a five-year CAPEX

plan. So that is something that

we're still continuing to work

through. And, we are on track

to deliver all of the CAPEX

investments through that five-

year $500 million investment

plan that we outlined a few

years back. Our FY22 Capex

plan includes spending of $100-

120 million.

lakshmipriya.nair@expressindia.com 

laxmipriyanair@gmail.com 

The future CRO/CDMO will offer...
Continued from Page 21
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Dr Udit Batra, CEO and President, Waters Corporation reviews his company's strategy to
cope with the pandemic, and bounce back to being top of their peer group in terms of sales.
In a free wheeling conversation with Viveka Roychowdhury, he reveals the products
launches in the pipeline and how the company is exploring ways to safely work in the new post
pandemic normal 

Dr Batra, how has Waters

being impacted by the

COVID-19 pandemic, in

terms of operations, has

revenue suffered? Has it

bounced back? 

There's not a single person

who's not been impacted by

the pandemic. And Waters is

no different. When the

pandemic started and more,

importantly, about a year

ago, when I joined Waters, we

set three goals. 

Number one, we want to

keep our employees and their

families safe.

Number two, we want to

do what we can to bring our

expertise to ensure that this

pandemic gets over as fast as

possible through public

health and thirdly, we want to

make sure our business

continues. 

Like everybody else, the

first half of the year was very,

very difficult for us at

Waters, and this is even prior

to my arrival. Our business

took really a beating. And we

had quite a backward step in

sales. We had to do furloughs

with our colleagues. We had

to take pay cuts across the

board. It was quite a

significant step back. 

But what a difference a year

makes right?

We've managed to keep all

our colleagues safe, number

one, and nobody on site has

been infected and this is due

to a highly scientific

approach. Starting with

measurements (of) air flow

across our buildings, limiting

occupancy as a consequence

in the different buildings

where employees were

coming in. 

Secondly, implementing

testing on site. Well before

testing was widely available,

we made sure that we did

deals with key providers and

at major sites, testing was

available for those who were

coming on site. 

Number three, requiring

masks for our colleagues and

more recently encouraging

vaccination for most of our

colleagues around the globe.

Through that approach we

managed to keep our

business running. The

consequence is that in a year,

Waters has now, from a sales

and commercial perspective

really recovered.  

Our sales growth at a

global level for the first half

of the year, grew 27 per cent.

On a 2-year basis, that's

roughly 7 per cent, all

constant currency, and if you

compare that to the rest of

the industry, this is at the top

of our peer group.

To put it into historical

context, Waters over the last

few years has lost

commercial momentum and

focus. Globally we had fallen

to the bottom of the peer

table. We were one of the

laggards in the industry. And

this was due to lot of reasons. 

In a year's time, thanks to

the real strong focus of my

colleagues, a bit of luck and

the market recovering a bit,

we have managed to climb to

the very top of the industry. 

I must say one should

never really declare victory.

A lot of things have to

conspire to make sure that

these results come, but I

think the number one reason

is the dedication of our

colleagues. India is no

exception. India is actually

the fastest growing market

thanks to Anil (India

President Anil Kumar), and

the team there. It is actually

the fastest growing market

across the globe for us as

Waters. So, no small

contribution from India. 7 to

8 per cent of our global sales

are in India now, which is

quite a bit more than many of

our competitors and I'm very

pleased with what's

happening in the country.

In summary, we managed

to keep our people safe.

We've done a lot of work with

many collaborators to put an

end to this pandemic, and

we're still working at it. And

number three, our business,

knock on wood and cross my

fingers, the business is doing

fine.

You mention working with

collaborators to end the

pandemic. Which products

from Waters have been

used extensively during the

COVID-19 pandemic?

Let's start with India. In

India, a lot of the generic

medications that are used for

treatment of symptoms of

COVID-19 are produced in

India and they're tested on

our HPLC/UPLC

instruments, which means

that our demand of course

has gone up. But we've

collaborated very heavily

India is the fastest growing market 
across the globe for Waters

I N T E R V I E W

In India, our products across the
board have benefited because
we are one of the largest
suppliers of QA-QC testing and
the demand for them from
generics manufacturers has led
to heavy consumption of our
consumables as well as our
instruments, especially HPLC
and UPLC instruments
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with local collaborators (to

meet this demand). 

In India, our products

across the board have

benefited because we are one

of the largest suppliers of

QA-QC testing and the

demand for them from

generics manufacturers has

led to heavy consumption of

our consumables as well as

our instruments, especially

HPLC and UPLC

instruments. 

We have many ex-US

examples, but let me pick one

that I think has the potential

to change the way we do

testing. LCMS (liquid

chromatography and mass

spec) are one of the most

powerful tools for analytical

measurements. PCR testing

has been used to detect the

COVID SARS CoV2 virus

(and) is now considered the

gold standard. But if you

want an even more sensitive

assay, that examines not the

RNA of the virus but the

proteins on the surface, you

turn to LCMS. You turn to

what we do.

And our collaborators in

the UK knew that. We

worked with the National

Health Service (NHS) in the

UK and several academic

institutions, like the

University of Manchester,

University College London,

Imperial College, in the UK,

to develop LCMS for SARS-

CoV-2. We have shown that it

is not only as sensitive as

PCR, but has much lower

false positive rates. 

With PCR, you can get

between 5-10 per cent false

positives. But with the

LCMS, because you test

proteins, which no longer

remain viable once the virus

cannot infect a person, this is

an even more sensitive

technique. It is available as a

research use only kit at this

point. Given that

development started smack

in the middle of the

pandemic, it has not become

a commercially available

asset yet. But it's a great,

great start and I'm very

positive on what we'll be able

to do. 

I think one other thing I

would add is especially when

the pandemic started to pick

up heavily in India, the team

did a lot and we were in

conversation with Anil

almost every day. I was

harassing him from here

saying 'OK, what are we

doing as Waters' and he said,

'well, we've made sure that

we cover the insurance for

anyone who goes to the

hospital and their family.' I

said 'OK, but what else are

we doing?' He said, 'well,

we're offering our special

service for anyone who needs

it in our employee base.' I

said, 'what else are we

doing?'

So we landed up supplying

oxygen concentrators for a

lot of people across the

country. I remember it was a

pretty tough time because I

still have family in India. I

was getting calls at any time

and you had somebody going

to the hospital and

sometimes worse yet. So it's

not just from a scientific

collaboration perspective,

but from a human

perspective, I feel the other

teams did what they could at

the time.

Looking beyond COVID-19,

what are the new products

that are likely to be

launched? 

So lets take it by platform,

right? By instrument and by

consumable and hopefully it

gives you a comprehensive

view of what we're up to.

After many years of not

launching new products,

we're at the beginning of a

pretty significant

introduction of new

products.

For liquid

chromatography, we

introduced the Arc HPLC

which is one of the most

robust instruments for daily

use; for workhorse use in the

LC industry. That product

was launched roughly a year

ago and has really done super

well for us. It is the fastest

growing new product that

we've had in a long time in

the instrument space.

Now we are trying to

reimagine the whole HPLC

and UPLC experience. There

are a lot of problems that

we're trying to solve. They're

making the HPLC more

compact, more user friendly,

more robust, and often I'm

asked, 'well, you know, HPLC.

It's been around for a long

time, uh, is the industry

getting commoditised?' Well,

shame on us If it gets

commoditised, there is a lot

more to (do) as a market

leader. You make the user

experience better, and the

data analytics more robust.

And we are onto it, so stay

tuned. I cannot give you a full

pipeline on that for obvious

reasons, but I can tell you

there are problems to solve

that we're all over. 

Second, on the mass spec

first and then on columns. On

mass spec we had completely

renewed our tandem quad

portfolio in 2019, and that's

done extremely well over the

years. But if you look at the

tandem quad portfolio, the

number one challenge is

software and we are working

in the late stages of coming

up with a robust compliant

software.

That likely gets

introduced towards the end

of the year or early next year.

So far beta testing with

customers has really, really

shown good promise. I'd say

under the year or the next

year you start to see it and

that should complete our

offering on the tandem quad

portfolio for mass

spectrometry. 

Then there is the high

resolution mass spec space.

We'll take two examples. The

first is what we call our

Select Series MRT (multi-

reflecting time-of-flight) and

there are two introductions

here. 

One is called Cyclic IMS

(ion mobility mass

spectrometry). Cyclic was

launched sometime last year

and it allows you to separate

proteins based on

confirmation and not just on

molecular weight. Mass spec

uses molecular weight to

separate small and large

molecules, but this is the only

instrument in the industry

now that can separate

isomers of the same

molecular weight. So that I

think is a pretty significant

advance. It has been used by

collaborators at Boston

University and others to look

at different confirmations of

the surface proteins at the

spike proteins of the SARS-

CoV-2 virus.  

On the Select Series MRT,

I would say it is the most

powerful mass spec

instrument in the industry

that operates at high

resolution and fast speed. We

just announced its

introduction a month or so

ago and it will start shipping

towards the end of the year.

It's called the multi-

reflecting time of flight

instrument - MRT for short.

It is an instrument that

allows you to do mass spec

measurements, which can

take very long to get data

from in a much shorter

period of time. So, 10x to 24x

improvement in speed while

maintaining the resolution

and improving the resolution

versus competitive

instruments. So we're very

excited about it. 

We've introduced it in the

imaging space for now, so

think pathology samples.

Sometimes you have to ship

them to a pathology lab and

that takes days to get the

results back. This can

happen in a day itself, and if

you have the MRT available

in your lab, you can do it

probably in hours. The

second product, which is

super exciting is the

BioAccord. It's the only

LCMS instrument ready for

the QA-QC space to analyse

large molecules.

LCMS is the Holy Grail for

analysing large molecules in

the QA-QC space. This

instrument does it fast, it's

robust and its compliance

ready. We've got some

significant initiatives to get it

embedded upstream in

biologics characterisation

and protein mRNA

characterisation. Roughly 30

per cent of the sales already

are in the mRNA space and

70 per cent are from MABs

(monoclonal antibodies) and

other large molecules.

To conclude, I'll talk about

our columns. We're a world

leader in coming up with

chemistry and physics to

separate molecules, using

HPLC with our chemistry

columns. And we recently

introduced a product called

Premier. Premier is basically

the brand name for a product

that has metals coated to

prevent affinity of large

molecules that have metal

binding characteristics. 

So many of the large

molecules, like mRNAs, like

MABs, like other types of

proteins, due to  their anionic

charge, can bind to different

metals during separation and

that increases the time of

separation, as well as

With PCR, you can get between 5-10 per cent false
positives. But with the LCMS, because you test
proteins, which no longer remain viable once the
virus cannot infect a person, this is an even more
sensitive technique. It is available as a research
use only kit at this point
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reduces the amount of

product that you can retain. 

With Premier both of

those are impacted

dramatically. What takes 8 to

10 hours to prepare is ready

out of the box. So, you have a

huge time savings. It has

been the fastest launch in the

history of Waters where

we've introduced hundreds

of columns over a 25-30-year

history and this is the fastest

growth that we've ever seen.

We've taken that technology

and now applied it to

instruments as well, so all

metal surfaces are coated

with this proprietary

technology. 

So, very exciting times for

new products for Waters.

And I know Anil and the

India team are working hard

to make sure we do justice to

that in India as well.

Although they have their

hands full right now with

responding to the pandemic. 

What have been the

diversity and inclusion

measures at Waters,

especially as the pandemic

has shown that some

categories of employees,

like women are more

impacted by disruptions

like the pandemic?

I would be lying if I said the

pandemic has not

irreversibly changed how we

look at work. It has also

amplified some of the

challenges we previously had

already. I can break it down

into three parts. Some things

need to be examined

carefully before we figure out

what's going to be the future,

what the future is going to be

like.

I traveled a lot before the

pandemic. When I was at

Merck KGaA, I was travelling

almost every two weeks,

given the headquarters was

in Germany, and I was based

in Boston, the business

headquarters. 

And I think that's gone.

It's so great that that's gone,

right? Nobody has to travel 6-

8 hours or 14 hours for a one

hour meeting. 

The second thing that is

irreversible is that we

figured out other ways of

working that are probably

more effective and we should

have already adopted them.

We have to be very

judicious on what is a

convenient solution versus

an effective solution, and that

work is ongoing. I'll give you

an example. It's just

convenient to work from

home for many people, but is

it more effective than having

a face to face discussion on a

difficult topic? And I think

while we can be judicious

about not having people

come to the office all the

time, we cannot completely

remove it, and that solution

can only come once we bring

people back and have these

workshops and decide what

works for Waters in the

future environment.  

Then the last one, which is

what you've really asked

about. Our family situations

have dramatically changed,

and I'll tell you why it's good

and why there are still

challenges. 

It's good because

everybody had to experience

what people who stay at

home had to experience. 

I give you my own

example. When kids went

back to school with masks, I

did not know how much time

and energy is spent taking

the kids to school. I was

going to work and coming

back late in the evening. My

wife was following them

around. So we divided and

conquered. 

Now during the pandemic,

I learned cooking. I won't get

into why I didn't know that

before and why I wasn't

allowed, but now that I was

around at home, I learned

how to cook and many, many,

many things.

But I think the most

important change that

occurred in our lives, is that

we lost a lot of people. My

mother-in-law passed away

suddenly in December, not

due to COVID, but all of a

sudden.

My father-in-law was 88

years old at the time. He lived

about six hours away. We

immediately brought him to

our house and moved him in.

Having an elderly person,

who is prone to probably

suffering from the greatest

impact of the pandemic,

living with you, changes your

life irreversibly. The

decisions that we make in the

house are completely

different now. We became

cautious about who could

come in, who couldn't come

in. My parents live also six

hours away and it's the same

thing for them. 

I know countless people

have experienced that, but I

think this one created an

empathy that many people

didn't have before. And

predominantly women were

burdened with carrying that

burden. 

But now I think everyone

understands how that is, and

we have to make sure that we

take these experiences with

us as we come back from the

pandemic. 

To your question on 'what

are you doing specifically?'

Make sure that we don't lose

these learnings, right? 

We've asked three things.

Number one. They're not

going to travel too much, but

we're going to travel

judiciously. 

Two, we're not going to

meet all the time face-to-face

and drag everybody to work,

but we want to make sure

that we talk to each other

before we come up with a

solution. 

And number three, having

empathy, having compassion

for what probably 50 per cent

of our community was

experiencing now gives us a

better understanding of what

we can do in the future. 

I don't have an answer for

you that says, well, you know

we're going to do this and we

are not going to do this. All I

can tell you is we've asked

our top 50-60 people and we

meet roughly every two to

three weeks by Zoom. Top

50-60 people to first come in

three days a week to

experience what it is like to

come in and manage this new

world.

And then bring the rest of

our colleagues in two to three

days a week and we will stay

at two to three days globally.

You can imagine how much

work that requires to plan

who comes in, who doesn't

come in, site occupancy,

safety measures which I

mentioned earlier. 

We would like them to

come in. We would like the

teams to problem-solve

locally and come up with

solutions that allow us to

balance the new way of

existence, which has some

significant benefits. But we

cannot do it until they come

back into the buildings into

the new way of working. 

So, that's what we're doing.

I'm sorry I don't have a magic

bullet for you that says

everything is going to be fine.

It's a work in progress and

we're happy to talk as we

implement. I'm always looking

for solutions for my

colleagues, and if you have

ideas that you saw that

companies have implemented,

really happy to listen.

viveka.r@expressindia.com

viveka.roy3@gmail.com
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W
ith the outbreak of

COVID-19, it was ex-

pected from drugs

regulators to evaluate the pres-

ent regulatory regime to make

it more conducive for research

and development activities to-

wards production and distribu-

tion of the COVID-19 vaccine.

Generally, all vaccines, in-

cluding the vaccines against

coronavirus infection manu-

facturer/ imported into the

country are required to com-

ply with the requirement spec-

ified under the Drugs and Cos-

metics Act, 1940, Drugs and

Cosmetics Rule, 1945, new

Drugs and Clinical Trial Rules,

2019 and guidance for industry

and other applicable guidelines

issued by the Central Drugs

Standard Control Organiza-

tion (CDSCO) from time to

time.

Addressing of production
and distribution of
COVID-19 vaccine 
In view of the rapid spread of

the COVID-19 pandemic and

due to need for immediate re-

search and product develop-

ment, the government of India,

the Ministry of Science and

Technology, Department of

Biotechnology issued office

memorandum dated 20th

March, 2020, to deal with the

application for development of

vaccines, diagnostics, etc.

The measures taken by the

government includes approval

of applications (which are ful-

filling of essential criteria)

within seven days from the

date of receipt of application,

permission for initiating re-

search work, approval of Form

29/test licence/NOC to manu-

facturer by CDSCO within 10

days from the receipt of appli-

cation.

The government instructed

CDSCO to make a corona unit

to address queries on develop-

ment of diagnostics, prophy-

lactics and therapeutics for

COVID-19. It also formed an

empowered committee to ex-

amine the applications and to

recommend the applications

for approval as per the agreed

timeframe. 

Since supplemental oxygen

therapy is a part of clinical

management of COVID-19 pa-

tients; therefore, to ensure the

availability and supply of oxy-

gen for medical use across the

country, the DCGI granted

permission to manufacturers

of industrial oxygen to manu-

facture oxygen for medical use

in light of COVID-19.

Thereafter, on 26th May,

2020, the Government of India,

Ministry of Science and Tech-

nology issued another office

memorandum with respect to

rapid response regulatory

framework for COVID-19 vac-

cine development. Vide the

said Office Memorandum, the

government of India rolled out

rapid response regulatory

framework to deal with appli-

cations for COVID-19 vaccine

development. As per the said

regulatory framework, it was

decided by the regulators inter

alia to consider the data gener-

ated outside India with respect

to clinical studies. 

In September 2020, CD-

CSO rolled out draft regula-

tory guidelines for the develop-

ment of vaccines with special

construction for COVID-19

vaccine. These guidelines are

intended to act as supplemen-

tary guidance to the New

Drugs and Clinical Trials

Rules, 2019 in consideration of

WHO, USFDA and EMA

guidelines as well as other ap-

plicable guidelines of CDSCO

to facilitate early development

of safe, effective and quality

vaccines, more especially

COVID-19 vaccines in the

country. The aforesaid guide-

lines provided instructions to

the developers to ensure that

vaccines are well-constructed

and manufactured constantly,

vaccine remain stable at the

recommended storage condi-

tions for the duration of clini-

cal trial during clinical devel-

opment stage and throughout

its shelf-life post-approval.

Further, as per the said guide-

lines, challenged studies in rel-

evant animal species and non-

human problems may be

conducted concurrently with

clinical trial. 

Fast-track approvals
Further, the government has

fast-tracked emergency ap-

provals for foreign-produced

COVID-19 vaccines that have

been granted EUA in other

countries to expand the basket

of vaccines for domestic use

and hasten the pace and cover-

age of vaccination. The Na-

tional Expert Group on Vaccine

Administration for COVID-19

(NEGVAC), after comprehen-

sive deliberation, recom-

mended that vaccines for

COVID-19, which have been de-

veloped, and are being manu-

factured in foreign countries

and which have been granted

emergency approval for re-

stricted use by USFDA, EMA,

UK MHRA, PMDA Japan or

which are listed in WHO

(Emergency Use Listing), may

be granted emergency use ap-

proval in India, mandating the

requirement of post-approval

parallel bridging clinical trial in

place of conduct of local clinical

trial as per the provisions pre-

scribed under the second

schedule of the New Drugs &

Clinical Trials Rules 2019. The

Union Government, after due

consideration, has accepted the

recommendation of NEGVAC.

Subsequently, CDSCO on

15th April, 2021 and 1st June,

2021, released guidance for ap-

proval of COVID-19 vaccine for

restricted use. As per the guid-

ance note dated 1st June, for

approval of COVID-19 vaccines

in India for restricted use in

emergency situation which are

already approved for restricted

use by US FDA, EMA, UK

MHRA, PMDA Japan or which

are listed in WHO EUL, and

which are well-established vac-

cines from the stand point that

millions of individuals have al-

ready been vaccinated with the

said vaccines, the requirement

of conducting post-approval

bridging clinical trials and the

requirement of testing of every

batch of the vaccine by the

Central Drugs Laboratory

(CDL), Kasauli, can be ex-

empted, if the vaccine batch/lot

has been certified and released

by the National Control Labo-

ratory of Country of Origin.

CDSCO has cleared way for

the import of COVID-19 vac-

cines from other countries into

India. As per the latest CDSCO

guidelines, the ready-to-use im-

ported COVID-19 vaccines

would be utilised entirely in the

"other-than-the-government-

of-India channel." This means

these vaccines can be used by

private companies and state

governments. Any private en-

tity or government sector en-

tity, which wants to import the

COVID-19 vaccine for vaccina-

tion as per the above-men-

tioned guidelines is required to

follow certain procedures.

Conclusion
Undoubtedly, the Indian drugs

regulators have acted proac-

tively to address the issues per-

taining to production and dis-

tribution of COVID-19 vaccine,

and, as per the Government of

India, there is no shortage of

COVID-19 vaccine in the coun-

try, at present. However, it is a

general perception of the stake-

holders that since vaccine pro-

duction in the country is de-

pendent on the availability and

supply of raw materials from

other countries, there is a need

for major push on active phar-

maceutical ingredient (API) to

be produced within the country

in order to avoid future contin-

gencies. 

How pharma laws impacted the production
and distribution of COVID-19 vaccine
Rajdutt Shekhar Singh, Partner, and Mohit Mansharamani,Associate, Singh & Associates,
explain the impact of pharma laws on the production and distribution of the COVID-19 vaccines 

INSIGHT

Mohit MansharamaniRajdutt Shekhar Singh
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B
randing, as a terminol-

ogy, was mostly known

in the B2C industry,

where marketing was consid-

ered important to ensure good

market shares through brand

choices by consumers. It was

assumed that price, rationality,

and relationship were more im-

portant in the B2B industry,

and hence there was no need

for branding. However, in the

recent past, branding is gaining

importance and becoming a

trend in the B2B industry too.

Statistics showed that over the

past five years, 86.7 per cent

have seen an increase in spend-

ing on brand investments of

their organisations.

Yet, who would imagine that

a highly specialised service in-

dustry like a 'Contract Research

Organisation (CRO)/ Contract

Development and Manufactur-

ing Organisation (CDMO)' that

partners with the life sciences

industries in discovery, develop-

ment and manufacture would

resort to branding too?

CRO as the B2B service
provider for pharma 
◆ The need to adopt the 

right branding and marketing

strategies 

The CRO industry, as we

know, started to take shape in

1980-90s, when the emergence

of a regulatory framework for

the pharma market began.

With drug discovery becoming a

very expensive affair in years to

come, increasing failures of

drug candidates, and technol-

ogy specialisation in every ac-

tivity gaining rapidly, there was

a natural expansion of then-ex-

isting contract research compa-

nies to offer multiple services in

the drug discovery process.

Today, the CRO industry is

quite fragmented, including

more than 1000 organisations;

and the global contract re-

search market in 2021 is valued

at around $53.2B and growing.

From outsourcing 40-45 per

cent of their activities to CROs,

the pharma industry is ex-

pected to increase this to 60 per

cent in the future, according to

some reports. In such a grow-

ing and fragmented market,

getting differentiation out and

making the industry 'notice' the

service brand and its purpose

becomes critical to sourcing

business.

Moreover, the world has be-

come smaller, with outsourcing

happening across geographies.

The ability to look up for the

right partner on the internet,

study their activities, reviews

from others add to the need to

ensure that each CRO puts

their best image forward

through clearly defined brand

values and purpose. And not

just for the sake of image, but

for the sake of demonstrating

the added value that the com-

pany can bring to the market. 

With a boom in life sciences,

the emergence of novel biologi-

cal targets, therapeutic modal-

ities, and a whole new area of

drug discovery, research pro-

grams have greater complexity

and uncertainty. As a result,

pharma companies are looking

for the right partners with the

necessary expertise, speed of

delivery, technology and

aligned with their purpose.

Branding provides that oppor-

tunity to bring this to the table.

Aragen's Branding brings
life to the brand!
Aragen Life Sciences, formerly

known as GVK Biosciences, is a

trusted R&D and manufactur-

ing partner to the global life sci-

ences industry. Right from 'con-

cept to commercial', Aragen

helps transform ideas into solu-

tions for better health. 

Entering the 20th anniver-

sary of the company, GVK Bio-

sciences metamorphosised to

Aragen Life Sciences, with a

complete branding exercise to

ensure that the company is well

on track to consolidate its lead-

ing global CRO/ CDMO position

and be a market leader within a

couple of years.

The rebranding of GVK 

Biosciences to Aragen was un-

dertaken to ensure that com-

pany reflected a seamless amal-

gamation of the collaborative

movement of partnerships to

enable innumerable possibili-

ties for better health. 

The Brand Promise
During the exercise, the follow-

ing key pointers were taken into

account to arrive at the Brand

Promise:

◆ Excellence Drivers

◆ Value Differentiators

◆ Brand Personality

◆ Brand Positioning

◆ Massive Transformative

Purpose (MTP)

With Aragen, a new brand

identity has been unveiled, an

inspiring purpose, and a prom-

ise to customers: 'Together

Ahead'.

The new identity embodies

the brand promise, Together

Ahead.

Since trustworthy partner-

ships are at the core of a CRO/

CDMO business, this brand

promise is apt.

The logo and colour
The seamless amalgamation is

perfectly indicated in the sym-

bol of Aragen, 'AURA', which

has a perfect blend of blue and

orange colours that signifies

possibilities of science for life

and better health. The AURA

bespoke its ambitious yet un-

derstated, resilient approach to

serving its client while encom-

passing the agility within the

organisation, a hallmark of the

brand personality.

The colours evoke Aragen's

brand purpose, "In every mole-

cule is the possibility for better

health". Deep blue conveys the

possibilities of science, and vi-

brant orange symbolises life

and better health. 

The new mark now embod-

ies the brand promise, Together

Ahead. The seamless coming

together of two forms and their

collaborative movement repre-

sent partnerships that ignite

better health possibilities.

With this renewed energy

and focus on the strong 

employee base, Aragen Life 

Sciences stands strong to con-

tinue to serve its existing and

new customers across the

globe, with a promise to work

with its partners and make

them successful in the race for

good health.

The renewed zeal and fo-

cused vision that Aragen

achieved after rebranding as

Aragen Life Sciences has en-

abled Aragen to share its long

term collaborations with sev-

eral global clients. One such ex-

ample is the multi-year partner-

ship with the leading crop

science organisation FMC Cor-

poration. The other client col-

laboration during 2021 include

Skyhawk Therapeutics. In July

2021, Aragen Life Sciences col-

laborated with Skyhawk Ther-

apeutics to develop novel small

molecule therapeutics that tar-

get some of the words' most in-

tractable diseases. Aragen also

expanded its partnership with

Boehringer Ingelheim for inte-

grated up-scaling of com-

pounds for larger pre-clinical

studies. The scope of work also

includes Biology screening of

appropriate chemical moieties

to drive decision making with

speed and accuracy is also in-

cluded in the partnership.

In biologics, Aragen is ad-

vancing downstream and in-

vesting in a manufacturing fa-

cility in the US to offer a single

seamless solution to customers

who want to develop and man-

ufacture in one place. 

Aragen has over 3,000 em-

ployees, out of which over 2,800

are scientists which includes

over 400 PhDs. The company is

looking forward to hiring

around 400 plus employees in

2021-22 to meet its growth

plans.

This case goes to prove that

B2B branding and marketing

has come of age and does not

entail any limitations if one has

the will and the right approach.

With the world being one big

marketplace and the internet

being the window to this world,

the drug discovery outsourcing

CRO businesses will have to

take the next step forward in

branding and marketing, in-

cluding digital marketing.

Branding CROs/CDMOs: Aragen, a case in point
Manni Kantipudi, CEO,Aragen emphasises that CRO businesses will have to take the next step
forward in branding and marketing, including digital marketing and presents his company's
efforts in this direction 
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The outsourcing market size for CDMOs in India is roughly at Rs 20,000 crores and it is expected
to grow to about Rs 40,000 crores in the next four-to-five years, informs Hitesh Windlass,
Managing Director, Windlas Biotech, to Akanki Sharma in an exclusive interaction

What is the current market

scenario of biotechnology

sector in India?

As per the India Brand Equity

Foundation (IBEF), the

biotechnology sector in India

amounts to $63 billion (Rs

4,60,000 crores), and is

expected to reach $150 billion

(Rs 10,95,000 crores) by 2025,

with a CAGR of 16.4 per cent.

As one of the top 12

biotechnology locations, India

currently contributes three-to-

five per cent share of the global

biotechnology sector, which is

expected to grow up to 19 per

cent by 2025.

Some of the drivers of this

growth would be rapidly

improving clinical capabilities,

pegging India as a desirable

destination for clinical trials,

contract research and

manufacturing drugs.

Increased government

expenditure is estimated to

further boost the biotechnology

industry's growth. The demand

for healthcare services in India

will continue to rise as the

country's economy grows and

people become more health-

conscious. The outsourcing

market size for CDMOs in India

is roughly at Rs 20,000 crores

and it is expected to grow to

about Rs 40,000 crores in the

next four-to-five years. The PLI

schemes offered by the

government is also expected to

benefit domestic

manufacturers as well as the

country. 

Biotechnology sector is

recognised as the key driver

for contributing to India's $5

trillion economy target by

2024. In what ways do you

think this goal can be

achieved? What role can

Windlas Biotech play in this?

It is true that biotechnology

sector holds the potential for

providing innovative, low-cost

and improved solutions for the

existing gaps and challenges in

sectors like health,

environment, energy and

industrial processes. The

COVID-19 pandemic has

accelerated the acceptance of

many breakthrough

technologies in research as well

as in manufacturing. For

instance, during the global

pandemic, India cemented its

position as an important hub

for COVID-19 vaccine R&D. At

one point, there were at least

half-a-dozen Indian vaccine

makers in different stages of

vaccine development. 

Globally, the biggest push

has come in the field of Nucleic

acid therapeutics. Many

messenger RNA, anti-sense

oligonucleotides have been

approved and others are in

advanced stages of

development. While a lot of this

action is within the innovator

biopharma ecosystem in the

west, Indian generic companies

are ushering in advances in

bioinformatics, protein

synthesis, isolation,

characterisation and large-

scale manufacturing that will

ultimately be required to make

these breakthrough medicines

viable on commercial scale.

Windlas Biotech, as a CDMO, is

investing in creating fill-finish

capacity for injectable products

which will help marketing

companies launch their brands

of different products. 

Additionally, the

Biotechnology Industry

Research Assistance Council

(BIRAC), a public sector

enterprise set up by the

Department of Biotechnology

(DBT), Government of India,

plays a pivotal role in the

development of a bio-economy

in India. Through its funds,

BIRAC supports all stages of

product development right

from proof-of-concept

demonstration to product

commercialisation.

Entrepreneurs, start-ups,

companies and academic

institutions can benefit from

the schemes to work on

research ideas that have

translational potential.

Give us a brief about the

CDMO sector in India-

current opportunities and

challenges, and how COVID-

19 pandemic has impacted

this sector in India when

compared globally.

The pandemic has opened

doors of opportunities for

accelerated vaccine

development, drug repurposing

to manage COVID-19

symptoms, novel and rapid

diagnostics. We've seen an

array of scientific advances in

the last one year.

However, a majority of

Indian biotech and

pharmaceutical businesses are

India currently contributes three-to-five 
per cent share of the global biotechnology sector

I N T E R V I E W

The pandemic has opened doors of opportunities
for accelerated vaccine development, drug
repurposing to manage COVID-19 symptoms,
novel and rapid diagnostics.We've seen an array of
scientific advances in the last one year
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still focussing on the generic

drug market and are not

necessarily involved in New

Chemical Entity (NCE)

research. However, the

ecosystem's capabilities are

ripe for value creation in the

contract research,

development and

manufacturing services

market. Due to the pandemic,

reduced time span from

concept to prototype to trial,

the whole NCE world

(innovator pharma/biotech

companies) is recognising the

value of collaborating with agile

and scientifically-competent

enterprises in India to hasten

drug development. 

For Indian CDMOs like us,

this means that we can put our

existing resources and facilities

to work on a higher-value-

added project and make a

difference. When looking at the

overall savings in terms of

developmental timeline

contraction and the ripple

effect on total capital at risk on

a specific NCE proposal, these

partnerships are extremely

synergistic. Even in the generic

market, CDMOs have proven

their worth to clients by quickly

ramping up manufacturing

volumes and averting stock-

outs for essential products that

witnessed a sudden spike in

demand owing to the pandemic.

How has Windlas Biotech

leveraged the opportunities

in the CDMO sector? Tell us

about your achievements so

far.

Though a recently listed

company, we've always had a

strong track record on

research, development,

manufacturing and distribution

of pharmaceutical products in

India and several other

emerging markets. Windlas

Biotech works with large

multinationals and Indian

pharma companies to rapidly

bring new products to market. 

We primarily focus on three

areas: improving existing

molecules to lessen patient pill

burden and hence enhance

medication compliance; using

innovative drug delivery

technologies to boost medicine

bioavailability or to deliver the

drug directly to the location,

hence improving the therapy's

safety profile; and reducing

therapy cost for more improved

accessibility and affordability.

We knew early on in the

outbreak that scientists would

require rapid prototyping and

clinical trial skills to bring new

concepts to market. We

collaborated with Oncotelic, a

biotechnology business based

in the US, to develop and

market an integrated drug and

device therapy against

respiratory illnesses and

COVID-19. The therapy is

known as 'PulmoHeal,'

prepared from a plant extract

of the indigenous herb

Artemisia.

How, according to you, can

governments support

CDMOs better?

Under the Aatmanirbhar

Bharat programme, the Indian

government has taken a

number of steps to make the

country's healthcare sector

self-sufficient. For instance, the

government stated last year

that it will offer production

linked incentives (PLIs)

ranging from five per cent to 20

per cent to encourage the

domestic manufacturing of

essential Active

Pharmaceutical Ingredients

(APIs). 

The government has been

setting up mechanisms to take

in account feedback and

concerns of the industry. Two

regulations have been changed

where (a) the marketing firm

has been given the same level of

responsibility for product

quality as the manufacturing

firm and (b) through the

revision of Schedule M, the new

GMP guideline applicable

under the Drugs and Cosmetics

Act was brought in line with the

global best practices. Both

these regulations are expected

to have significant impact on

the quality of drugs and

minimise the presence of 

sub-standard drugs in the

market. 

I believe that enforcement of

these laws is crucial, and

companies need to be proactive

in upgrading their human

systems, practices and

infrastructure to fully reap the

global opportunities now

opening for us. Moreover, the

government must encourage

more international players to

invest in R&D-driven pharma

companies and CDMOs.

Going forward, what should

be the focus to make the

Indian biotechnology/ CDMO

sector Aatmanirbhar?

India is the leading exporter of

OTCs and generics to the

United States, with a market

share of over 40 per cent. With

over 3,000 pharmaceutical

businesses and over 10,500

production facilities, the

country is the world's third-

largest seller of

pharmaceuticals. However,

when it comes to generating a

novel medicine molecule, the

country trails far behind. As a

result, it's even more critical to

bring all of the parties together

- Indian pharma companies,

CROs, and CDMOs - and to

foster collaboration between

industry and academic

institutions. All of these players

will be able to continue to

develop, expand and

strengthen their own

experiences and push for an

Atmanirbhar India. 

What are the trends and

patterns which will continue

in the post-COVID world in

the CDMO sector?

One of the major trends to

follow would be investment in

new facilities and new

technologies - prompted by

increasing quality standards as

well as demand. So, as said

before, the market has the

potential to grow and the major

stimulus for that would be

innovation and greater access

to larger section of the

population. Newer technologies

with new delivery systems like

mRNA, and high potency

products are areas of demand,

such trends are expected to

carry on. Lastly, the fact that

collaborations among large

pharma companies and

CDMOs worked well during

pandemic, is a testament that

such partnerships could be

explored for increasing access

in other high-priority areas in a

post-COVID-19 world as well. 

akanki.sharma@expressindia.com

journoakanki@gmail.com

It is true that biotechnology sector holds the
potential for providing innovative, low-cost and
improved solutions for the existing gaps and
challenges in sectors like health, environment,
energy and industrial processes
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Dr Suresh Munuswamy, Head - Technology Innovations and Health Informatics, Public
Health Foundation of India (PHFI), in an interaction with Kalyani Sharma, talks about the
recently adopted 'Medicines from the sky' initiative by Telangana government and highlights
its various aspects

Walk us through 'Medicine

from the sky' (MFTS)

initiative.

MFTS is a joint World

Economic Forum, Public

Health Foundation of India and

NITI Aayog initiative created

to develop field reality

supported ecosystem and

assist policymakers, health

systems professionals in

analysing the opportunities

and challenges of drone

delivery as well as understand

competing delivery models and

technologies.

Capturing maximum value

from drone delivery for

medicines requires a combined

effort from technologists,

government leaders and

healthcare and social

advocates to ensure systems

are designed in a way that

addresses ground need,

protects public safety, ensures

diverse community interests

are represented. MFTS also

considers how the integration

of new technologies into

healthcare supply chains can

be done in a cost-effective

manner that does not drain

investment capital from other

parts of the system and

facilitate Universal Health

Care.  

Tell us about the key aspects

of this technology. 

Traditionally, the approach of

handling last and middle mile

emergencies has been focussed

around the response to events

and stimulus on occurrence.

Addressing residual risks

through warning systems and

developing emergency

response plans have been the

fulcrum in managing disasters.

Owing to the vast range of

hazards and the limited

possibility of predictions,

disaster situations in India are

inherently compounded by

lack of information and spot

availability of data and

resources. A single,

overarching solution may be

prohibitively extensive.

However, a well-designed

based-on-drone platform can

create pathways that catalyse

our response and could

potentially be economically

viable and sustainable.  

MFTS focus is on heavy

payload, long-range drone

paired to a custom-developed

modular temperature-

controlled box platform that

can safely and reliably deliver

multiple medical payloads

simultaneously and improve

access to vaccines, lab samples

and possibly on-demand

medical products to primary

health centres and subcentres

in rural, remote and hard-to-

reach areas. 

What were the major

challenges faced at various

stages of this project? Are

there any gaps that still need

to be filled in the overall

implementation of this

technology/initiative in

India? 

PHFI's Hi Rapid Lab has been

working on drones for

healthcare since 2015. During

the initial stage, regulations

were quite prohibitive. The

COVID-19 pandemic showed us

several-use cases of drones and

also the need for home-based

or near point of need

healthcare service. In a

country as vast as India,

drones presented an

unmatched model of effective

reach which can address our

existing middle- and last-mile

medical logistics issues. The

government of India released

new supporting drone policy

relaxing several previously

restrictive regulations. It is

now the role of industries and

start-up companies to advance

the drone ecosystem. India

needs to explore building

several categories of drones of

varied ranges and payloads.

Several specific modifications

designed for applications need

to be researched on. For

instance, healthcare requires

temperature-controlled boxes,

that also need to be light

weight, durable, able to

maintain fragile medical vials,

safe and vibration-free during

drone transport over long

distances. PHFI's Hi Rapid Lab

is working on such a solution.

However, sourcing IoT

components is a challenge,

because of global chip

shortages and stresses supply

chain lines.  

The government of India

recently announced

Production Linked Incentive

(PLI) scheme which is welcome

to start 'Made in India' drones.

On the same lines, it would also

help to provide grant in aid for

startups and R&D institutions

for India-specific innovations.  

Telangana has already

adopted this initiative. When

can we expect the nation-

wide adoption of this

technology? 

Capturing maximum value from drone delivery for 
medicines requires a combined effort from technologists,
government leaders and healthcare and social advocates

I N T E R V I E W

MFTS focus is on heavy payload,
long-range drone paired to a
custom-developed modular
temperature-controlled box
platform that can safely and
reliably deliver multiple medical
payloads simultaneously and
improve access to vaccines, lab
samples and possibly on-
demand medical products to
primary health centres and
subcentres in rural, remote and
hard-to-reach areas
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Almost all north-eastern

states, along with Gujarat and

Odisha, have expressed

interest to start year-long

regular drone-based medical

delivery service to several

hard-to-reach primary health

centres. We soon expect almost

every state in India to adopt

drones for medical deliveries

as almost every state has

health facilities that are in

forest areas or beyond rivers in

valleys. An ambulance and fire

service type service and

financial operational models

are being proposed as drones

can lead to substantial saving

of lives.  

Can you share some insights

on the financing models that

are being discussed to

operationalise it beyond

government use? 

After test flights in Vikarabad

with heavy payload long-range

drones, several use cases have

emerged in our discussion

threads including logistics

applications for high-value

horticulture, aquaculture, food

products, geographical-

indexed products that are

produced in hard-to-reach,

remote areas, and are

currently facing challenges

reaching all - whether road

heads are connected to

national air or rail network.

Most of these products also

require temperature control

similar to, but not as rigorous

as medical applications.

A drone that can carry 50-

100 kgs with temperature

control and fly for 100-200 kms

seems to have several use cases

and a viable business model. In

our opinion, the last-mile

transportation in hard-to-

reach areas is currently almost

five-to-10 times more

expensive and still very

unreliable than regular last-

mile transportation in plain

well-connected areas. This

current mark-up provides for

an immediate business case

when compared with drones.

Several use cases served

simultaneously will help

medical logistics by

rationalising service costs over

a wider denominator and

provide for redundancies.  

Can you throw some light on

the role of partnerships and

the PPP model in the

successful implementation of

this initiative? 

Partnerships need to happen at

several levels. At the current

exploratory research and

development level,

partnerships need to happen

between CSR foundations and

R&D centres. As the next step,

partnerships are being

developed between state

government health systems,

startup companies and larger

industries. WEF, PHFI and

NITI have created the industry

core group to facilitate regular

discussions. Industry

representatives from Reliance,

Tata, Adani, MapmyIndia,

Godrej and Novartis have

participated in these

discussions. Large-scale year-

long pilot projects for regular

service medical drones are

being currently planned for

atleast half-a-dozen states.

With this evidence, several

service models will be

explored. The present front-

runner model is the 108 PPP

ambulance service.  

Can you share your views on

acceptance of this technology

in India? 

India is a country of 1.3 billion

people with diversities that are

not seen in other countries,

and that applies to

technologies. People are on

either side of the spectrum -

supportive and skeptical.

There are some who believe

that drones are the only means

of delivering universal

healthcare in India and there

are others who believe drones

delivering medicines to the

remotest corner of India is just

wishful thinking. One area that

everyone agrees on is the clear

need and the potential of

drones in addressing them.

Our approach lies in data-

based research-led optimistic

and collective thought

process…the "medicine from

the sky" project. We are

bringing more people on board

with our evidence-led

reasoning approach and it is

working successfully.

Kalyani.sharma@expressindia.com

Kalyanisharma03@gmail.com
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Vaccine: An essential
human commodity
Since 1796, when the world's

first approved vaccine was de-

veloped by Edward Jenner in

the fight against smallpox, there

has been a need to develop tech-

nology to safely store these so-

lutions to ensure a better

healthcare system. The need to

undertake these technological

expeditions is due to the com-

plex process of delivering vac-

cines all around the globe. De-

ciding factors such as

temperature-controlled envi-

ronments, transport and man-

agement of events that would

help facilitate its arrival from

one point to another are what

form a cold-chain network

needed for this life-saving tool to

preserve its efficacy. 

The World Health Organiza-

tion (WHO) has reported that

50 per cent of vaccines are

wasted across the world. While

vaccine wastage may be a natu-

ral occurrence due to human er-

ror, one of the glaring reasons

that acts as a contributing fac-

tor is when they are placed in an

environment below, or above a

given temperature for a long pe-

riod of time. With governments

continuing their long-standing

fight against the coronavirus,

equal attention by businesses

must be paid on building an ef-

fective cold-chain network for

its timely delivery and adminis-

tration. 

The current state of affairs
While it is commonly reported

for vaccines to be wasted during

vaccination drives, the concern

occurs when a country's popu-

lation as huge as India, is facing

the same issue. According to the

Ministry of Health and Family

Welfare, the national average in

wastage levels was 6.5 per cent

during the month of May 2021.

This was reported even after

the state governments man-

dated the wastage level be kept

below one per cent.

As of August 2021, 50.9

crore doses have been adminis-

tered in India but there is still a

long way to go. While urban In-

dia has an advantage of easy

connectivity and medical re-

sources available at short dis-

tances, the same cannot be said

about our rural regions. Chal-

lenges such as rugged terrains,

poor infrastructure, low income

and electricity add to the issues

of people meeting their medical

needs. Further to this, people

are forced to migrate to urban

centres just to attend to their

health at high costs which in-

variably contributes to the

spread of the virus. Hence, the

last-mile connectivity with a ro-

bust cold chain infrastructure

would help in achieving the vac-

cination targets without a steep

price to pay in terms of vaccine

wastage. 

To keep the potency of vac-

cines intact, there is a need to di-

versify the cold-chain infra-

structure. It is observed that

India has cold chain units at

two-to-eight degrees Celsius.

However, given that the nation's

first and foremost goal is to get

as many people vaccinated in a

short span of time, sub-zero

temperatures must be sup-

ported by cold-chain infrastruc-

ture too. In a country with inter-

mittent supply of energy, it is

vital to have an off-grid cold-

chain network. While the vac-

cines certified for use in India

would require refrigeration

temperatures of two-to-eight

degrees Celsius, to achieve this

in itself is a highly complicated

and critical challenge. 

A prominent example where

cold chain has played a crucial

role in the international medical

space is the storage of blood

samples at temperatures be-

tween two-to-six degrees Cel-

sius by the NHS in the United

Kingdom. Products such as Op-

tyma Plus condensing units help

in providing the necessary envi-

ronment for rare and spe-

cialised blood samples. These

samples would be irreplaceable

if correct temperature condi-

tions were not maintained in re-

search labs and medical facili-

ties underscoring the

importance of a robust cold-

chain infrastructure.

Reefer trucks: The 
missing link
To build an effective vaccine

cold chain that is also sustain-

able, requires cutting-edge tech-

nology across the board. This

should encompass everything

from the production facility of

the vaccines, the interim stor-

age facilities to the reefer trucks

that deliver the vaccines to the

final vaccination centres. For ex-

ample, the reliability and sys-

tem-wide thermodynamic effi-

ciency improvement capability

of Danfoss AC drives both en-

suring a hygienic and controlled

environment not only in reefers,

but also in cold stores, food-pro-

cessing plants, food retail out-

lets and throughout the entire

cold chain.

The continuous monitoring

of temperatures is essential for

all critical HVAC solutions as it

allows close monitoring of tem-

perature with mobile solutions

such as our "BD50F" line of

compressors. Continuous moni-

toring is also essential to ensure

quality and efficacy of the vac-

cine. Mobile reefer truck solu-

tions will prove to be a

gamechanger in the cold-chain

network to help immunise the

rural population of India. 

Modern reefer trucks are as

efficient and sustainable as they

are effective in maintaining tem-

perature. The cooling systems

also use highly advanced elec-

tronic control systems to regu-

late temperatures within the

truck even during peak loads

while operating optimally dur-

ing lesser load conditions which

makes the overall system ex-

tremely energy-efficient. These

efforts towards a sustainable

approach are a testament to the

manufacturing industry's com-

mitment towards quality and

the environment.  

Conclusion
With the end of the pandemic

nowhere in sight and to prepare

India for such health hazards in

the future, a robust cold-chain

infrastructure is of paramount

importance. With a whopping

72 per cent of India's population

still residing in rural areas, the

need for the country to effec-

tively vaccinate this population

is the key to overcoming this

pandemic. To enable this grass-

root level vaccination drives, the

reefer trucks that transport vac-

cines safely, efficiently and sus-

tainably are a key piece of the

puzzle.  

With the manufacturing in-

dustry's commitment towards a

healthier, safer and more sus-

tainable future, India is fast be-

coming a global leader in public

health.

Building an effective cold-chain network for
grass-root vaccinations in India
Anuraaga Chandra, Head, India Sales, Danfoss Climate Solutions explains about the need for
diversifying the cold-chain infrastructure to keep the potency of vaccines intact

INSIGHT

In a country with intermittent supply of energy, it
is vital to have an off-grid cold-chain network.
While the vaccines certified for use in India would
require refrigeration temperatures of two-to-eight
degrees Celsius, to achieve this in itself is a highly
complicated and critical challenge
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NUTRACEUTICALS

T
he nutraceutical indus-

try has emerged out of

its 'shell' because of the

COVID-19 pandemic. India has

been one of the worst-off na-

tions globally in terms of the

economic devastation caused

by COVID-19; not to mention

the medical side of it as well, as

the country's fragile public

healthcare system stood ruth-

lessly exposed.

The Indian middle-class,

which is the backbone of al-

most every business success

story in the country (read

Tatas, Reliance), was con-

vinced (not that it needed

much of a convincing) that it

cannot rely on government-run

hospitals. It also realised that

prolonged hospitalisation in

private institutes will result in

middle-class families falling

into the medical poverty trap.

The safest, and cheapest

way out, was to strengthen

one's immunity using natural

ingredients. Triphala (basically

anything that has amla in it),

honey products, broccoli, cel-

ery, papaya seeds, quinoa, blue-

berries… you name an immu-

nity booster and you'll find at

least a few of these in most In-

dian homes.

Such has been the resur-

gence in the Indian nutraceuti-

cal market that the world has

taken note of. According to the

US-based International Trade

Administration, India's nu-

traceutical industry is expected

to hold at least 3.5 per cent of

the global market share by as

early as 2023.

The report said that the di-

etary supplements segment in

India constitutes over 65 per

cent of the nutraceutical mar-

ket, and is already growing at a

phenomenal rate of 17 per cent.

The growth is likely to be even

higher, at 22 per cent per year,

especially when preventive

health has become the  focus

for all in the current pandemic.

"Currently, the Indian mar-

ket imports $2.7 billion worth of

nutraceuticals. This sector also

has opened significantly to at-

tract foreign investments. The

government of India has

opened 100 per cent FDI in this

manufacturing sector under

the automatic route, and such

entities can sell their products

through wholesale, retail, or e-

commerce platform. The 

Foreign Direct Investment

(FDI) has increased from $131.4

million in 2012 to $584.7 million

in 2019," the International 

Trade Administration report

said (https://www.trade.gov/

market-intelligence/india-nu-

traceuticals-industry). 

Not a paper tiger
The fourth quarter of 2020-21

recorded a growth of 1.6 per

cent in GDP, the second quar-

ter of positive growth after the

country had entered a techni-

cal recession in the first half of

the year. The Gross Value

added recorded 3.7 per cent

growth in Q4, compared to one

per cent in Q3.

Alongside the pharma in-

dustry, the nutra market,

driven by the supplements sec-

tor, played a significant role in

this recovery.  

According to the govern-

ment of India's announcement

last year, the export of

Ayurveda products recorded a

45 per cent increase in Septem-

ber 2020, as compared to the

same period in the previous

year, following the official adop-

tion of AYUSH (Ayurveda,

Yoga, Naturopathy, Unani, Sid-

dha, Sowa-Rigpa and Ho-

moeopathy) practices by the

Centre as a means to manage

and boost immunity against

COVID-19.

In FY 2018-19, the total ex-

port value of ayurvedic prod-

ucts and herbal remedies

amounted to $446 million.

Amid the COVID-19 crisis, In-

dia has been advocating the use

of AYUSH products around the

world, prompting the Centre to

budget over $285 million for FY

2020-21 to modernise AYUSH

formulations while building

new institutions to expand 

capacity.

The trend will continue
In FY 2020, pharma export

from India stood at $16.3 billion.

A chunk of this included

AYUSH and herbal products. A

look at consumer behaviour in

the country will reaffirm that

the upward trend will continue.

Already, the nutra market has

seen a mammoth growth

through the pandemic, not just

in the metro cities, but also in

tier-II cities such as Chandi-

garh, Ahmedabad and Pune. 

Market trends have estab-

lished that the Indian middle-

class and upper-middle-class

consumers are shifting their fo-

cus to nutritious and healthy

food items that help in prevent-

ing lifestyle diseases. The em-

phasis on preventive care,

rather than tackling an ailment

after its onset, has led to a huge

jump in the demand for nu-

traceuticals across age groups.

Then, there's the matter of

pricing. The Indian nutra man-

ufacturers are a fortunate lot

because of the abundance of

raw materials available in the

country. The fact that we have

always been a nation of tradi-

tional medicines, as prescribed

in Ayurveda, has ensured a

treasure trove of knowledge,

ancient and modern, which is

available to us. Further, India's

climate helps in growing al-

most all natural ingredients. All

of these contribute towards

high-quality natural products

at competitive rates.

So, one can safely say, it's a

win-win way forward for the In-

dian nutraceutical industry and

the nation's economy, as the

COVID-19 bite reduces and the

economy picks up.

How nutra industry is driving Indian GDP forward
Sanjaya Mariwala, Founder President,Association of Herbal and Nutraceuticals Manufacturers
of India (AHNMI) and Executive Chairman and Managing Director, OmniActive Health
Technologies, outlines the importance and the role played by nutraceuticals during the COVID-19
pandemic

OPINION 

According to the US-based
International Trade
Administration, India's
nutraceutical industry is
expected to hold at least 3.5 per
cent of the global market share
by as early as 2023
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OsmoTECH® XT Single
- SampleMicro-Osmometer

Best-in-class osmolality performance,
designed with you in mind.

Now available!

HIGHLIGHTED FEATURES:

No. 127, Bussa Udyog Bhavan, Tokershi Jivraj Road, SewriWest, Mumbai-400015,

Maharashtra, Landline : +91 022 - 24166630 Mobile : +91 9833286615

Offers the widest range of osmolality testing (0 – 4000 mOsm/kg H2O)
Supports 21 CFR part 11, GMP and EU Annex 11 compliance
Meets Pharmacopeia osmolality testing guidelines
3 Level user access and password protection
Storage: unlimited data storage for access
Audit trail: Preserve unlimited results and events
Database backup, protects your data with automatic or manual backup

Non-Agitated type Nutsche Filter
with cleanable SS316L filter disc
for filtration of pharmaceuticals in sterile rooms

We can retrofit your existing Agitated
Nutsche filters&Dryers (ANFD)with our
cleanable filter media. Hastelloy C22
filter media also can be offered for
corrosive product applications. Filter
discs as large as 2.6 m diameter can be
offered in a single pieceor as segments.

Contact us for further details

Kumar Process Consultants
&Chemicals Pvt. Ltd.
4 & 5, Bhagtani Enclave, Sonapur Lane, Off. LBS Marg,
Bhandup (West), Mumbai - 400 078. INDIA. Tell.. : 911 - 222 - 3555522 3556622
Mobile: 90047 06047, 98923 12343
email: info@kumarfilter.com www.kumarfilter.com

Clear solutions for your filtration problems since 1978
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Kumar process has designed unique Non-agitated
type Nutsche Filters which can be used for filtration of
antibiotics, vitamins & pharmaceutical products in
sterile rooms. Conventional Nutsche filters use PP
/Polyester cloth, which could release fibers leading to
product contamination. We offer cleanable, non -
fiber/particle releasing Sintered SS316L filter discs.
This is a major advantage in applications requiring
filtration of antibiotics, vitamins etc. in sterile rooms
where ordinary centrifuge cannot be used and use of
conventional filter cloth is ruled out.

Most of our assemblies are custom designed to suit
the product being manufactured with respect to cake
height, liquid hold-up,CIP/SIP requirements etc.

All nozzles are provided with TC type sanitary
connections, ‘O’ Rings are offered with special PTFE
encapsulation which are compatible with a variety of
solvents. Other features like Sight / Light glass, spray
balls etc.are provided as per the customer’s needs.

Superior quality castor wheels are provided for easy
mobility. The internal surfaces are electro-polished &
offeredwith 320 grit finish to complywith cGMP.

With countless satisfied customers, our Nutsche
filters are preferred as a standard by all major API &
Bulk drug manufacturers. Experience our superior
levels of customization by getting in touch with our
technical experts.
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B&R recently announced plans to strengthen its presence in the medical device assembly
market. Industry expert Fredrik Holmberg explains how these companies have been dealing
with the struggle of small batch sizes, and how adaptive manufacturing could provide relief

Is the term medical device

assembly basically just

another word for medical

technology?

No, not really. When you talk

about medical technology in

general, that includes services

and a lot of other areas where,

as an industrial automation

company, we play a limited

role. We can make a

significant contribution

anywhere, where individual

parts are assembled to make

the products used for medical

treatments. You surely don't

think about it when using a

catheter, syringe or infusion

set, but all those tubes, valves

and needles were produced

separately and needed to be

put together. That process -

called medical device

assembly - can benefit

enormously from automation.

Why has B&R decided to

enter the market now?

The main reason is that our

portfolio now includes specific

technologies that offer

decisive advantages for

medical device assembly. They

have proven time and again to

offer a highly-efficient solution

to one of the industry's biggest

challenges: small-batch

production.

What technologies are you

talking about?

Well, it starts with intelligent

mechatronic systems that

enable you to transport

products individually. That

includes our track systems

ACOPOStrak and SuperTrak,

as well as our brand-new

magnetic levitation system,

ACOPOS 6D. Add to that

robotics and machine vision -

all fully integrated and tightly

synchronised, of course - and

what you've got is a whole new

species of manufacturing.

That's what we like to call

adaptive manufacturing.

What does that mean,

exactly?

The basic idea is quite simple.

An adaptive machine or line

automatically adjusts itself to

handle whatever products are

being manufactured.

Changing between production

runs becomes effortless and

profitable. At the same time,

lines can easily accommodate

new market requirements or

government regulations.

That sounds quite

promising - does it really

work like that in practice?

Say you're assembling syringe

sets. As the cylindrical tubes,

called barrels, pass by an

intelligent machine vision

camera, their shape, size and

orientation are captured and

passed on instantly to a robot.

The robot swoops in, picks up

the barrel and hands it off

gently to two shuttles on a

track system. Held snugly

between the two shuttles, the

barrel is carried straight to

the first processing station.

With an automation solution

like this, it doesn't even matter

if every single ampule is a

different shape and size - you

never need to retool or

reprogramme the machine.

That sounds great, but

what's the cost involved for

these robots, cameras and

track systems?

Of course, there's a certain

initial investment, that's true.

However, what really matters is

how quickly it pays off. You also

have to consider the

alternatives. A conventional

machine may be a little cheaper

up front, but it's hardly

equipped to handle small

batches. The cost of constant

retooling and reconfiguration

quickly eclipses any profit you

could have made. So, that

leaves you with the only other

option: manual assembly. With

today's shortage of skilled

workers and rising wage costs,

that's also becoming

increasingly unattractive.

That's why I'm confident that

adaptive manufacturing is the

only profitable approach for the

future of small-batch

production.

Is it possible to back that up

with some numbers?

I know of examples where

overall equipment

effectiveness, the OEE score,

was increased by over 50 per

cent with an adaptive

manufacturing solution based

on B&R technology. With a

number like that, it's easy to

imagine how quickly they

recovered that initial

investment. Further, what's

particularly impressive are

cases involving cleanrooms. If

you need to scale up your

output, building a whole new

cleanroom is a very expensive

way to do it. Once again,

adaptive manufacturing offers

a better alternative. One of

our customers managed to cut

the footprint of their machine

in half, while at the same time,

achieving a double-digit boost

in productivity. They didn't

need a new cleanroom after

all, which saved them a

massive investment. And

that's something you can only

do with adaptive

manufacturing.

Adaptive manufacturing for
small-batch production

I N T E R V I E W

An adaptive machine or line automatically adjusts
itself to handle whatever products are being
manufactured. Changing between production
runs becomes effortless and profitable
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T
raditional industry en-

trances do not provide

the necessary protec-

tion for today's volatile security

landscape. Normal rolling shut-

ters do not mitigate tailgating

and piggybacking, even when

used in conjunction with access

control devices. As a result,

High Speed Doors are growing

in popularity due to their abil-

ity to effectively control access

while creating a clear trail,

which is ideal for regulated in-

dustries. 

High Speed Door-Prime

Metallic is the unsung hero of

the warehousing facilities for

any industry. Their top speeds

combined with top security

protects against unwanted bur-

glars. Prime Metallic Door pro-

vides a variety of applications

which includes internal use as

a partition between two rooms

and external use as a secure

hall closing door. The door also

ensures environmental separa-

tion, energy efficiency and time

efficiency leading to hastening

the logistics process.

Characteristics of High
Speed Door - Prime
Metallic 
Prime Metallic Doors fast

opening and closing speeds

sharply reduce the potential for

tailgating, piggybacking or peo-

ple on foot sneaking in through

the doorway. The door has an

inbuilt inverter motion system

to adjust different speeds, with

progressive control of accelera-

tion and deceleration during

braking. High Speed Doors also

reduce the potential accident

by material handling equip-

ment. The opening speed is of

2.5 m/s and closing speed is of

0.5 m/s. 

Prime Metallic door in-

cludes double-skinned alu-

minum alloy, anodized with

40mm polyurethane foam in-

sulation. It is designed to pro-

vide sturdiness during the

closed condition that also gives

better separation between dif-

ferent working areas, charac-

terised by a thermal intensity

or is intended for different

uses. The door reduces 

leakage of heat and air, heat

preservation.

The contactless operation of

the door leaf prevents surfaces

from being scratched, while the

optional transparent vision

laths remain transparent even

after extensive use. Additional

features include the capacity to

withstand wind pressure of

Class IV subject to standard

EN 12424.

In high traffic environ-

ments, these doors maintain a

smooth flow of material han-

dling equipment in and out of

the warehouses while ensuring

building security. The doors

are designed with minimal

maintenance with energy-effi-

cient motors and self-diagnos-

tic controllers - to ensure trou-

ble-free, efficient operation,

day in and day out.

For further details, contact:

Gandhi Automations Pvt Ltd

Chawda Commercial Centre

Link Road, Malad (W) Mum-

bai - 400064, India

Off         :  +91 22 66720200 /

66720300(200 Lines)

Fax        : +91 22 66720201

Email     : sales@geapl.co.in

Website : www.geapl.co.in

High Speed Door - Prime Metallic
High Speed Doors are growing in popularity due to their ability to effectively control access while
creating a clear trail, which is ideal for regulated industries

High Speed Door-Prime Metallic 
is the unsung hero of the ware-
housing facilities for any industry
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Biopol® - Benzene-free Carbomers for
maximum clarity and safety
Carbomers are thickening agents that help control the viscosity and flow of various products 

B
iopol® - the real car-

bomer, is a water-soluble

cross-linked polyacrylic

acid offered as fluffy dry white

powder. Carbomers are thicken-

ing agents that help control the

viscosity and flow of various

products. They also help distrib-

ute and suspend insoluble solids

into liquid, and prevent the oil

and liquid parts of a solution

from separating. They have the

ability to absorb and retain wa-

ter, and can swell up to 1,000

times of their original volume

when dispersed in water. Gener-

ally, this class of ingredients is

used in gel-like formulations be-

cause it forms a colloidal, mu-

cilage-like consistency when

mixed in water at neutral pH.

Better clarity and 
consistency
Biopol® Carbomers are prima-

rily used as a rheology modifier

and thickener, especially in for-

mulations that are desired to be

made clear and transparent,

such as gels. In this regard,

Biopol® provides the highest

amount of clarity i.e. more than

90 per cent. It has excellent gel

strength as well as stability

which ensures that the final

product formulation is consis-

tent throughout its shelf life. Un-

like other Carbomers, it does

not drop its viscosity over a pe-

riod of time. Products made us-

ing Biopol® - Carbomers have an

exceptionally fine texture which

makes the product appealing

and attractive, bringing about

customer delight and satisfac-

tion.  

Biopol® has found accept-

ance across the globe within the

personal care, pharmaceutical

and  cosmetic industries due to

its multiple benefits, including

highest safety levels and stabil-

ity in terms of supply, give a lux-

urious feel to the finished prod-

uct and cost-effectiveness

making it popular in the indus-

try worldwide.

Synthesised without
Benzene for safety and
health
The Biopol® - carbomers is a

family of cross-linked Poly-

acrylic Acid synthesised with-

out using Benzene - a substance

that is increasingly restricted

for use in pharmaceutical and

human-use applications, as it is

harmful on repeated use. In fact,

it comes under the category of

carcinogenic products in several

countries. 

Exposure to Benzene is

harmful and can cause neuro-

logical symptoms and damage

to the immune system. It is a

known human carcinogen and is

linked to an increased risk of de-

veloping various types of can-

cers.

Instead of Benzene, Pioma

Chemical's entire range of car-

bomers is synthesised in Meth-

ylene Chloride within the range

of pharmacopoeia, and is main-

tained much below the maxi-

mum-allowed limit for higher

safety levels. This ensures that

the product, when used in phar-

maceutical products like syrups,

ointments, tablets or dermato-

logical products such as creams,

lotions, shampoo to name a few -

gives the lowest possible risk of

residual solvent and ensures the

safety levels are above par. So,

repeated human use has no

risks on the human health.

Biopol® is manufactured at

the company's state-of-the-art

ISO-certified plant in Italy, Eu-

rope and is a pharmacopoeial-

compliant product - USP/EP,

making it suitable for all appli-

cations including oral care and

personal care products.

Types of grades
There are two grades of Biopol®.

The pharmaceutical grades of

Biopol® NF/US are used in oral

pharmaceutical formulations,

while Biopol® normal grades are

being used in topical personal

care formulations.

There are quick dispersing

grades as well, which ensure

you can make products in less

than 10 minutes unlike the usual

soaking time required by car-

bomers of almost two hours,

and for some even overnight

soaking.

Advantages of choosing
Biopol®
◆ Thickening efficiency - high

viscosities at low concentrations

◆ Uniform performance - re-

producibility unattainable with

natural gums

◆ Temperature stability - only

slight effect on mucilage proper-

ties after extended heating/cool-

ing

◆ Minimal residual solvent -

Benzene-free products with

minimal residual solvent 

◆ Excellent shelf life - unaf-

fected by aging.

◆ Microbial resistance - re-

sists bacterial attack and does

not support mold growth

◆ Consistent quality - com-

plete automation in production

leading to consistency in prod-

uct performance

◆ High clarity - highest level of

clarity achieved at lower con-

centration to produce appealing

gels and clear rinse off products.

◆ Versatility - although prima-

rily used in aqueous systems

with neutralisation, it can also

be used in solvent systems, with

or without neutralisation

Applications of 
Biopol® - carbomers
Biopol® has various applica-

tions in products as rheology

modifier, tablet binder, suspen-

sion stabiliser, thickener, ex-

Biopol® has found acceptance
across the globe within the
personal care, pharmaceutical
and  cosmetic industries due to
its multiple benefits, including
the highest safety levels and
stability in terms of supply, give a
luxurious feel to the finished
product and cost-effectiveness,
making it popular in the industry
worldwide
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tended-release polymer, mu-

coadhesive aid and bioavailabil-

ity enhancer. Its versatility and

ease of use has increased its de-

mand in pharmaceutical, nu-

traceutical, personal care and

allied industrial applications,

worldwide. 

Popular applications include

hand sanitizers, aloe vera gel,

hair styling gels, medicated gels

and ointments like pain-reliev-

ing diclofenac gel, adapalene,

povidone iodine, clindamycin

and many more. It is also used

as co-thickener in clear rinse-off

products such as shampoos,

shower gel, face wash and body

wash. In addition, it has found

application in oral care tooth gel

as well.

◆ Pharmaceuticals - Con-

trolled release tablets, liquid

orals (syrup and suspension),

tablet binding, taste-masking

agent for bitter APIs like

Ciprofloxacin, ointments and

medicated gels.

◆ Personal care and cosmetic

applications - The hair care ap-

plication includes shampoo, face

wash, shower gel, hair dye and

colours. Styling products and

skin care applications include

hair styling gel, beard gel,

creams and lotions, sunscreens

and more. It is also used in per-

sonal hygiene products like

hand sanitizer and hand wash.

◆ Home care, Industrial and

Institutional (HI&I) - Hard

surface cleaners, dish washing

(e.g. automatic dish washing liq-

uid gels), hand cleaners (e.g.

heavy duty hand cleaners and

hydroalcoholic hand sanitizing

gels), fabric care, auto care, elec-

tric batteries and more.

◆Miscellaneous - Solid fuel gels

(e.g. gelled ethanol/methanol for

cooking and as a fire starter), 

alkaline batteries.

Biopol® polymer is a hygro-

scopic and fine powder. It is a

high-molecular weight cross-

linked Polyacrylic Acid. As with

other high-molecular weight

cross-linked polymers, Biopol®

demonstrates low toxicity and

low irritation (skin and eye) po-

tentials based on their chemical

and physical properties. It also

exhibits a low degree of aquatic

toxicity. It is a polymer that does

not support the growth of molds. 

Biopol® polymer (mainly in

neutralised salt form) will be re-

moved with the biomass during

a normal waste-water treat-

ment. Therefore, it is not ex-

pected to pass through a typical

waste-water treatment to the

environment, and hence, safe

for the ecosystem as well.

Due to its phenomenal clar-

ity and safety levels, our Biopol®

has garnered tremendous ac-

ceptance and demand world-

wide through many industries.

It has been incorporated in sev-

eral products of major brands

and companies due to its combi-

nation offer of quality and cost

together. Pioma Chemicals is al-

ways ready to support its cus-

tomers with technical queries,

documentation, samples and

seamless supply of Biopol® - real

carbomers. 

You can visit 

www.pioma.net 

or send your query on 

products@pioma.net for 

further details. 

W
alk into a restaurant,

a supermarket or a

pharmacy; you are

surely going to be awed by the

chemistry of colours that are at

play in them. Buy any food, cos-

metic or medicine, colours have

been proven to create psycho-

logical impact on our minds

and our decision-making be-

haviour. Colour is considered to

be the single-most important

product - intrinsic sensory cue

when it comes to setting expec-

tations or building moods to-

wards positive purchase inten-

tions.

But, just imagine if these

colours that we consume

through the products we buy

are not safe in the first place. If

colours, that make something

attractive, appetizing and com-

pelling are made of harmful

chemicals, and are not pro-

duced under proper control pa-

rameters; what would be the

consequence of that? Just the

thought of it can sometimes

scare the hair out of its roots. It

is beyond imagination what

kind of damage it can cause to

our skin, our organs and finally

our health in the long run.

Therefore, it is important to

check for their source, safety

and suitability before using

them in any application. It is

the responsibility of the manu-

facturers of such consumables

(foods, cosmetics or medicines)

to produce and sell only the

safest products at all costs us-

ing colour additives of the high-

est quality and fewer impuri-

ties. Over the years, a lot of

research and experiments have

been done to put together a se-

ries of regulations to ensure the

best practices by different

countries in their own capacity.

Organisations like WHO and

developed nations have in-

vested heavily both in time and

money to design legislations,

specifications and test methods

to monitor and manage the

best practices, pushing the de-

veloping nations to adopt a

similar charter for their people. 

However, the times have

changed, and with new technol-

ogy, new breakthroughs are

happening. In this scenario,

there is one company - Nee-

likon - that has taken up this

mandate quite seriously and af-

ter years of investing in R&D, it

is now ready with a construc-

tive disruption called as "One

World One Quality" colour.

Neelikon is regarded as one

of the top three producers in

the world for food colours, cos-

metic pigments and fluores-

cent dyes. Today, with the start

of this decade and with over 35

plus years of impeccable serv-

ice to this industry, Neelikon is

ready to launch a one-of-its-

kind product "One World One

Quality" which is a range of

high-purity colours with low

impurities that will meet all

necessary legislations of

JECFA, the USA, Europe,

Japan, China and India as ap-

plicable. Under One World One

Quality, Neelikon will offer

colours meeting the different

regulations of various coun-

tries as mentioned above. This

new concept meets all the six

regulations by reducing the im-

purity profile and with addi-

tional test parameters.

Neelikon gives guarantee of

One World One Quality to its

current and prospective cus-

tomers to use its colours in

their applications and sell their

products world-wide without

any hurdle.

For more information on

this range, please visit:

https://neelikon.com/

One world one quality
Under One World One Quality, Neelikon will offer colours meeting the different regulations of
various countries.This new concept meets all the six regulations by reducing the impurity profile
and with additional test parameters

Colour is considered to be the
single most important product -
intrinsic sensory cue when it
comes to setting expectations or
building moods towards positive
purchase intentions
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W
aters Corporation

has introduced the

Waters BioAccord

System with ACQUITY Pre-

mier, a combination of the Wa-

ters BioAccord System and

the breakthrough ACQUITY

Premier UPLC with MaxPeak

High Performance Surface

(HPS) technology. The inte-

grated high-resolution LC-MS

system simplifies multi-attrib-

ute monitoring of biothera-

peutics by improving analyte

recovery and assay-to-assay

reproducibility so that regu-

lated laboratories can get

needed medicines to patients

faster and operate LC-MS

system for performing multi-

attribute monitoring of bio-

therapeutics and gives more

scientists access to mass

spectrometrty data. It can im-

prove analyte recovery and

assay-to-assay reproducibility

so that companies can im-

prove process and product

quality, reduce costs and get

needed medicines to patients

faster. 

As promising as next-gen-

eration biotherapeutics are,

they can be difficult to charac-

terise when they contain low-

level analytes which strongly

interact and bind to the inter-

nal metal surfaces of conven-

tional LCs, making them al-

most impossible to detect,"

said Dr Udit Batra, CEO and

President, Waters Corpora-

tion. "When it comes to

analysing biologics, informa-

tion is currency and by solv-

ing the problem of analyte-to-

metal interactions, the

BioAccord System with 

ACQUITY Premier gives 

scientists a faster means of

getting information about

everything in their samples

from the very first injection."

The compact, benchtop

BioAccord System with AC-

QUITY Premier features

MaxPeak HPS technology and

the SmartMS-enabled AC-

QUITY RDa mass detector al-

lowing analysts of all abilities

to monitor critical quality at-

tributes of biotherapeutics

and assess the processes that

make them, all while decreas-

ing risk, thanks to compliant-

ready acquisition and data

workflows that deliver consis-

tent data quality from user-to-

user and system-to-system.

MaxPeak HPS technology

is a hybrid organic/inorganic

surface technology that forms

a barrier between the sample

and the biocompatible metal

surfaces of both the UPLC in-

let and column. By mitigating,

or eliminating altogether, non-

specific adsorption, MaxPeak

HPS offers many benefits:

◆ up to a 300 per cent in-

crease in detector sensitivity

for more accurate glycan 

profiling, 

important for monitoring

process and product quality of

biologics

◆ improved analyte recovery

and assay sensitivity for the

measurement of modified

peptides and impurities that

are undetectable by conven-

tional means

◆ sharper peak shapes and

greater peak capacity for

more accurate analyte identifi-

cation and data interpretation

◆ greater reproducibility for

separations prone to adsorp-

tive losses meaning less re-

work or troubleshooting, and

more confidence in results

◆ eliminates need for system

passivation that wastes valu-

able sample material or ties

up instrument cycles

◆ eases the transfer of meth-

ods from site-to-site and from

company-to-company

With automated set-up

and guided workflows made

possible with SmartMS tech-

nology, the BioAccord System

with ACQUITY Premier is de-

signed for easy deployment.

Rapid system startup is en-

abled through the delivery of

system and applications train-

ing with pre-defined biophar-

maceutical methods for each

key workflow. And, because

regulatory compliance and

data integrity is vital to many

biopharmaceutical laborato-

ries, the system is built on the

waters_connect informatics

platform backed by an indus-

try-leading compliant infor-

matics architecture and the

worldwide availability of 

professional qualification

services.

Customer shipments of 

the BioAccord System with

ACQUITY Premier are 

expected to begin soon.

Additional resources

◆ Learn more about the

BioAccord System with AC-

QUITY Premier

◆ Read the blog post: BioAc-

cord System with ACQUITY

Premier: Some things just

work better together.

◆ Connect with Waters 

via LinkedIn, Twitter, and

Facebook

About Waters Corporation

(www.waters.com)

Waters Corporation, the

world's leading specialty meas-

urement company, has pio-

neered chromatography, mass

spectrometry and thermal

analysis innovations serving the

life, materials, and food sciences

for more than 60 years. With

more than 7,400 employees

worldwide, Waters operates di-

rectly in 35 countries, including

14 manufacturing facilities, and

with products available in more

than 100 countries.

Waters, BioAccord, AC-

QUITY, SmartMS, RDa, UPLC,

waters_connect and MaxPeak

are trademarks of Waters 

Corporation.

Typical results based on Wa-

ters lab tests of multiple com-

pounds using both standard

UPLC systems and columns 

compared with ACQUITY 

PREMIER system and columns

featuring MaxPeak HPS. 300

per cent increase in detector 

sensitivity of structurally similar

phosphorylated mannose-6-gly-

cans. Detection sensitivity may

vary depending on the analytes

being measured.  

Waters BioAccord System with ACQUITY Premier brings
greater simplicity, accuracy and reproducibility to
multi-attribute monitoring of biopharmaceuticals
The Waters BioAccord System with ACQUITY Premier is an easy-to-deploy and operate LC-MS
system for performing multi-attribute monitoring of biotherapeutics and gives more scientists
access to mass spectrometrty data. It can greatly improve analyte recovery and assay-to-assay
reproducibility so that companies can improve process and product quality, reduce costs and get
needed medicines to patients faster
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S
ealing becomes a

prominent aspect when

any machine is de-

signed, whether sealing is to

be provided at doors, rings,

bowls, etc. However, one can-

not move directly to choose

solid rubber gaskets as ma-

chine parts experience wear

and tear when they are oper-

ated for longer duration. Fur-

ther, metallic parts are rigid

and have tendency to experi-

ence small deformation but

minute deviation will have a

huge impact on machine-op-

erating condition liable to in-

crease in energy losses, prod-

uct quantity losses,

unfavourable operating condi-

tion, etc. Here, adjustable

sealing gaskets come into the

picture which can adjust

through these small devia-

tions and that is why incep-

tion of inflatable gaskets was

done. These are hollow gas-

kets having tendency to in-

flate and deflate on applica-

tion of air pressure, these are

provided with pneumatic noz-

zles through which air pres-

sure is applied and these gas-

kets inflate and provide

sealing at various machine

parts. These are available in

various shapes and sizes, ac-

cording to one's need and

their inflation can be adjusted

through application of pres-

sure, but again application 

of pressure depends on 

withstanding capacity of the

gaskets. 

They are again modified

into fabric reinforced, gener-

ally Fibre glass, Polyester,

Rayon or metal reinforced to

have greater pressure-bear-

ing capacity. Inflatable gas-

kets find application in wide

range of industries like phar-

maceuticals, beverage, med-

ical, dairy, food, oil, chemical,

forging industry, etc. In 

pharmaceutical industries, 

inflatable gaskets are used in

fluid bed dryers, isolator

doors, cleanroom, etc. Inflat-

able gaskets are used to pre-

vent any leakages of gases and

liquids. With its versatility, sil-

icone being food grade and its

resistance to high tempera-

tures are preferred over other

MOC (Material of Construc-

tion), but one can choose de-

pending on application and

processing conditions.

Factors to be considered

while selecting inflatable

seal 

◆ Working conditions like

temperature, pressure and

working cycles 

◆ Height, width and shape of

profile as per door structure

since various shapes and sizes

are available 

◆ Material of Construction

that depends on applications

and working conditions                

Features of inflatable gasket

◆ It helps to prevent any leak-

ages of any gas or liquids from

the machine.

◆ It works as an inflation

pressure in the cavity and also

works as cycle tube.

◆ Inflatable gaskets are accu-

rate and withstand with one

to 4.5 kg/cm pressure.

◆ The most important 

feature is that it is used for

gripping and lifting the 

object. 

◆ It has a good inflation and

deflation property at nozzle

and joint area.

Why choose Ami Polymer
Imaseal?
Ami Polymer is an eminent

player in Silicone market with

its expertise of 25 years - a

home-grown company which is

fulfilling demands of gaskets,

tubing, hoses and whole lot

range of food grade products

on global scale with facility of

cleanroom 10000. The com-

pany's inflatable gasket is regis-

tered as Imaseal. These gas-

kets are made up of advance

grade silicone rubber which

conforms to FDA 21 CFR

177.2600 for the food grade cri-

teria. MOC range available: Sil-

icone, EPDM (Ethylene Propy-

lene Diene Monomer),

Neoprene and Thermoplastic.

Ami Polymer provides

Imaseal inflatable gaskets to

their major Fluid Bed Dryer

Manufacturers: Glatt Sys-

tems, ACG Pharma, Alliance

Machine, Gansons, Anchor

Mark, Gea Process, Mark

Maker, Sunsai, etc.

Imaseal- Sealing solution for pharma,
food and engineering industries 
Inflatable gaskets find application in wide range of industries like pharmaceuticals, beverage,
medical, dairy, food, oil, chemical, forging industry, etc

(Inflatable gasket fitting in FBD

machine) Ami Polymer is an eminent player in Silicone
market with its expertise of 25 years - a home-
grown company which is fulfilling demands of
gaskets, tubing, hoses and whole lot range of food
grade products on global scale with facility of
cleanroom 10000
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ABSTRACT
In the past years, the pharma

and healthcare industry has

witnessed tremendous growth

and there have been tie-ups

with a number of multination-

als for production and R&D fa-

cilities to be nurtured in India.

Organisations are applying for

ISO standards and upgrading

themselves to the latest norms

related to health and hygiene. 

Microbial contamination

and pollution play a significant

role in the pharmaceutical in-

dustries. Control of microbes

has always been the biggest

challenge to these industries.

A load of microbes are present

in areas such as production,

storage/packaging, R&D,

Q.A/Q.C., filling etc. They are

present everywhere in the air,

surface, water, instruments,

linens etc. 

Hence the disinfectant used

should be so precise that it

should not only take care of the

microbial contamination but

also be user and eco-friendly.

Virosil Pharma meets all the

required standards for the

pharmaceutical industry. 

ABOUT US
Sanosil Biotech, a Mumbai-

based company, has launched

a range of multipurpose disin-

fectants which are eco-friendly,

chlorine-free and completely

biodegradable and have appli-

cations in the pharma and

healthcare industry as well as

in the food processing industry.

It is manufactured in India in

technical collaboration with

SANOSIL AG of Switzerland.

SANOSIL AG in Switzerland is

the patent holder and has joint

venture agreements in more

than 15 countries such as

France, Italy, Spain, Holland,

Norway, South Africa, Aus-

tralia, Saudi Arabia, Oman, the

UAE, etc. The product is being

used in various countries by

reputed institutions and has

been thoroughly tested under

strict regulations imposed by

European Health bodies.

PRODUCT DISCRIPTION
Virosil Pharma is a multicom-

ponent fumigant and disinfec-

tant. The oxidizing agent used

is hydrogen peroxide, which is

bonded with stabilizing agents

to form a complex solution. A

long-lasting effect is ensured

by the addition of silver, which

acts as a catalyst in trace

amounts. The bactericidal ef-

fect of silver is based on the

fact that the monovalent silver

ion Ag+ binds very firmly to

bacterial proteins by a cova-

lent or co-ordinate bond, and

thus inactivates or precipitates

these.

◆ Its effectiveness against bac-

teria, viruses, amoebae, fungi

and algae; i.e. its extremely

wide range of application

makes it easy to handle for the

end user; i.e. only one product

is needed, where so far 2, 3 or

various products were neces-

sary.

◆ Owing to the good stability

of the product, a long storage

time can be guaranteed. As the

product remains stable at high

water/air temperatures, and as

its effectiveness is even in-

creased at high temperatures.

◆ Due to its long-term effec-

tiveness and pronounced char-

acteristics to prevent reconta-

mination, this product is

perfectly suited for disinfec-

tion of drinking water and

wells.

◆ Virosil Pharma is ecologi-

cally harmless. Its principal

constituent - hydrogen perox-

ide - does not pollute waste wa-

ter, because it breaks down

into water and oxygen (H2O

and O2), i.e. it produces no nox-

ious by-products.

◆ The two basic substances

(H2O2 and Ag) enhance their

advantages (*synergism). The

bactericidal effect comes into

action quicker and more inten-

sively than if either substance

was used on its own.

Fumigation with Virosil
Pharma, the perfect 
Salternative to Formalin
Fumigation is one of the most

Virosil Pharma:  A revolutionary, eco-friendly fumigant 
Virosil Pharma has proved to be effective in controlling aerial bacteria and fungus present in sterile
rooms.The area becomes completely sterile within 60 minutes of spraying without causing any
irritation to the eyes, nose and skin - unlike conventionally used formulations

ADVANTAGES
# Eco- friendly - It is totally bio-

degradable since (H2O2)
breaks down into water &
oxygen        

# Chlorine free
# Non-toxic (no irritation to

skin or eyes
# No effect on pH
# Non carcinogenic and non

mutagenic 
# Excellently rinseable with no

remains

PROPERTIES
# Can easily be dosed
# Does not foam
# Decomposes into water and

oxygen
# It is excellently rinseable with

no remains
# Treats any other material with

consideration

EU GMP 2002

Grade Air sample
cfu / cu.m.

Settle plates
(90mm)
cfu / 4 hours

Contact
plate
55mm
cfu / plate

Glove print
Cfu/glove

A < 1 < 1 < 1 < 1

B 10 5 5 5

C 100 50 25 -

D 200 100 50 -

WHO 2002 MICROBIAL LIMITS

Grade Max. no. of microorganisms permitted / m3

A Less than 1

B 5

C 100

D 500

USFDA DRAFT GUIDELINES

Clean Area
Classification

Microbial limit
Cfu / 10 cu.ft.

Microbial limit
Cfu / 10 cu.m.

100 < 1a < 3a

1000 < 2 < 7

10,000 < 5 < 18

100,000 <25 <88

a = samples from class 100 environments should normally yield no
microbiological contaminants
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important factors associated

with pharma industries, it

plays a vital role in maintaining

the sterility of areas and is di-

rectly related to production.

Sanosil Biotech is the first

company to pioneer the novel

concept of eco-friendly fumiga-

tion. The company has great

respect for human health and

the environment. The CEO,

Dev Gupta, an MBA from the

Bentley Graduate School of

Business, Boston, has been ac-

tively marketing the brand na-

tionally. According to Gupta,

"Virosil Pharma has simplified

the lives of so many people who

work in the pharmaceutical in-

dustry as they are guaranteed

sterility with the minimum risk

exposure". As there was a high

risk to the staff involved in the

use of Formaldehyde/Glu-

traldehyde for sterilization and

disinfection. 

Owing to the stringent inte-

grated micro contamination

control and biosafety require-

ments, it is desirable to have

micro-contamination control

procedures and methods that

could be monitored, evaluated

and assessed periodically,

which are convenient, cost-ef-

fective and safe.

A glimpse at the standards

put down by various would

monitoring agencies would

help an individual or an organ-

ization help decide on choosing

the most appropriate control

procedure/methods. The im-

portant microbial limits which

have been prescribed by vari-

ous agencies is as follows:

To meet those require-

ments aerial disinfection (fu-

migation) with formaldehyde

was the most convenient

method. With the regulatory

having restricted the use of

formaldehyde and also putting

into place the monitoring lev-

els of formaldehyde after fumi-

gation makes it a procedure

with its own limitations.

Formaldehyde is a known

carcinogen (IARC & NTP).

Formalin is toxic by inhalation,

toxic if swallowed, may be fatal

if swallowed, causes eye burns,

may cause blindness, strong

sensitizer, causes irritation to

skin, eyes, and respiratory

tract. Repeated or prolonged

exposure increases the cancer

risk.

Virosil Pharma has been a

direct alternative to Formalin

Fumigation. Virosil Pharma

has proved to be effective in

controlling aerial bacteria and

fungus present in sterile

rooms. The area becomes com-

pletely sterile within 60 min-

utes of spraying without caus-

ing any irritation to the eyes,

nose and skin - unlike conven-

tionally used formulations. Vi-

rosil Pharma can even be suc-

cessfully used in AHU which

are responsible for optimal and

steady air exchange in produc-

tion facility, of which the ducts,

air shafts, humidificator, fil-

ters, etc. are often contami-

nated with loads of bacterial

and bio-films.

The main aim of Virosil

Pharma is to increase produc-

tivity by cutting down disinfec-

tion time while at the same

time providing a totally mi-

crobe-free environment.

Virosil Pharma is also very

effective in disinfection of all

critical surfaces that come in

contact with pharma products.

There is no requirement to re-

wash equipment and surfaces

disinfected with Virosil

Pharma since it is H2O2 based

and decomposes into water

and oxygen.

Virosil Pharma has been

tested by several reputed and

renowned institutions in India

with respect to its disinfection

and fumigation applications in

Pharmaceutical Industry

Because of all these factors,

Virosil Pharma has attained

maximum satisfaction of the

customers in controlling the

microbial contamination in

their respective applications.

The introduction of an eco-

friendly, non-carcinogenic and

totally biodegradable versatile

product, like Virosil Pharma,

has not only brought an end to

the era of conventional bio-

cides but has completely

solved the disinfection require-

ments which these healthcare

industries were prone to.

Targets
Sanosil Biotech is marketing

this disinfectant under the 'Vi-

rosil Pharma' brand name and

is targeting the entire indus-

trial belt of India. The com-

pany has already set up a dis-

tribution and infrastructure

network having establish-

ments in Maharashtra, M.P.,

Hyderabad, Chennai and

Delhi.

S.AUR B.CER E.COLI P.AER C.ALB

2.50% 429.83 397.4 418.15 289.38 0

3.00% 514.44 502.4 440.92 349.48 0

4.00% 615.44 683.14 490.625 404.5 0

5.00% 669.32 1063.07 580.77 452.16 0

COMPARISON

VIROSIL PHARMA FORMALIN

Eco-friendly, Non-toxic Highly toxic 

Room gets sterilized within 1 hour after fumigation Requires overnight fumigation

Requires no de-fumigation Requires de-fumigation

Person can be present during fumigation Causes skin, eye irritation even after next day of fumigation 

Time Saving  Time consuming

Multiple Applications Application restricted

A GRAPHICAL VIEW ON DISINFECTANT EVALUATION DATA - VIROSIL PHARMA

Organism Type
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Fast and accurate quality
control
Moisture content determina-

tion is an important quality con-

trol test in pharmaceutical

manufacturing, from the check-

ing of incoming raw materials

and in-process control of

tablets and capsules to under-

taking quality checks of fin-

ished drugs as part of pharma-

copeial testing procedures.

Moisture testing is also one of

the critical quality parameters

in the stability testing of drugs.

Mettler Toledo halogen

moisture analyzers improve

quality control throughout the

entire pharmaceutical drug

manufacturing process with

fast and accurate moisture

measurements. The halogen

moisture analyzers are in line

with regulations as a viable al-

ternative method for determin-

ing moisture content and de-

liver fast and accurate moisture

content measurements in phar-

maceutical applications.

Moisture in 
pharmaceuticals
Moisture content in raw materi-

als such as Active Pharmaceuti-

cal Ingredients (APIs) and ex-

cipients is an important factor

during blending and granulation

in the production of drugs. It af-

fects the overall flow properties

and the consistency of blended

powders. For finished tablets

and capsules, moisture content

is one of the quality parameters

that accounts for mechanical

strength, solubility and overall

shelf-life stability.

In-Process Quality Control
(IPQC)
Granulation is an important step

in tablet and capsule manufac-

turing. After wet granulation,

the powders are dried. At this

critical point in the process, the

residual moisture content is

measured. In tablet manufac-

turing, the amount of moisture

in the composite materials must

be carefully controlled to ensure

the overall shape, strength, solu-

bility and shelf life of the tablets.

As an important quality factor,

moisture content is measured

prior to tablet pressing; if the

mixture is too dry, the tablets

will be unstable and if too wet,

the pressing machine may clog.

In the manufacture of gela-

tin-based capsules, moisture is

an important quality parameter

for holding strength and solubil-

ity of the capsule. Moisture is

typically measured in the raw

gelatin powder and the empty

gelatin capsule.

Final quality control

Testing moisture content in

tablets and capsules is governed

by pharmacopeial regulations,

which specify the "Loss on Dry-

ing" (LoD) test using a conven-

tional drying oven. However,

moisture content testing using a

drying oven typically takes at

least two-to-three hours, pre-

senting a dilemma for pharma-

ceutical manufacturers as the re-

sults are important to the

production process and for batch

release. Fortunately, this chal-

lenge can be overcome using an

alternative method as long as the

method is demonstrated to be fit

for purpose and provides compa-

rable results to the official

method.

Halogen moisture 
analyzers for fast,
accurate and comparable
results
Mettler Toldedo halogen mois-

ture analyzers are based on the

principle of thermo-gravimetry

(similar to LoD), but results are

provided in minutes instead of

hours. This allows pharmaceuti-

cal companies to optimise

processes and assist with the

faster release of batches of fin-

ished products. They are a viable

alternative method for LoD test-

ing, and may be validated as per

individual pharmacopoeia guide-

lines. The white paper, "Drying

Oven vs Halogen Moisture Ana-

lyzers" 3) provides stepwise

guidance on producing and vali-

dating comparable results to the

reference method.

HX204 - Fit for regulatory
demands
The HX204 halogen moisture an-

alyzer from Mettler Toledo com-

plies with regulatory aspects 

of quality testing in a pharma-

ceutical environment. Features

such as user management,

method assignment, control lim-

its and performance testing at

point of use make it the best-fit

choice for working within a

highly-regulated environment.

Additionally, the HX204 assists

companies to achieve data in-

tegrity based on ALCOA+ prin-

ciples by supporting paper and

PDF processes.

For more information, visit:

www.mt.com/moisture

Call Toll Free -1800 22 8884 /

1800 10 28460 

Email: sales.sales@mt.com

Moisture content in pharmaceuticals
Mettler Toledo halogen moisture analyzers improve quality control throughout the entire
pharmaceutical drug manufacturing process with fast and accurate moisture measurements

Fig. 1. Measurement points for moisture content during the tablet manufacturing process

Comparison of moisture content results using an HX204 and a drying oven
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