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Features

– Ready-to-use solution in bag-in-bottle

– Filtered through a 0.2 microns filter

– Manufactured under Grade A clean room

– Triple bagged & gamma irradiated

– Unidirectional trigger spray delivery system

– Sterility of contents till 17 weeks

– ISO, GMP & CE Certified

NEWVWR® sterile Isopropanol is a blend of

70% IPA with 30% of water for injection.

Solution for
contamination control
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EDITOR’S NOTE

O
fficials associated with Biocon, the

pioneer of India's biopharma sector,

were recently accused of bribing

officials of India's medicine watch

dog, the Central Drugs Standard

Control Organisation (CDSCO). This is a flashback

to May 2012, when the Parliamentary Standing

Committee (PCC) on Health & Family Welfare

tabled a detailed report on the compromised drug

regulatory system in India, uncovering corruption

between a slew of pharma companies and CDSCO.

In the decade since, CDSCO has had a digital

makeover, with the application process online. But

the Central Bureau of Investigation (CBI) FIR's

statement refers to manipulation of the minutes

of the meeting of CDSCO's Subject Expert

Committee on Endocrinology and Metabolism,

which allegedly benefited Biocon. Clearly,

loopholes still exist which make all claims of

transparency, ease of doing business, single

window clearance, etc ring hollow.

Call it speed money, or bribery, euphemistically

referred to as chai-pani, such allegations put a

question mark not just on the regulatory

processes, but also on the quality of the medicines

manufactured and tested in the country.

Reputation damaged, it will be very difficult to

pinpoint blame on individuals without the context

that the system has been under strain for years.

The CDSCO has had a history of being poorly

staffed, with high attrition as inspectors cross

over to the private sector after a couple of years.

Recruitment too is reportedly tough with a few

dedicated officers.

For the record, Biocon Biologics has strongly

denied the allegations of bribery against the

company and its officials associated with the

approval process of Insulin Aspart in India. The

company statement takes responsibility for not

just their employees, but also all their consultants,

suppliers and partners who ''are also bound by a

strong code of conduct that has a detailed clause

on anti-bribery and anti-corruption."

The CBI arrested five persons, including

Biocon Biologics Associate Vice-President L

Praveen Kumar, in connection with the bribery

case in which S Eswara Reddy, Joint Drug

Controller (JDC), CDSCO, was caught allegedly

accepting Rs 4 lakh in cash on June 20. As per

reports, others arrested are Dinesh Dua, Director,

Synergy Network India; Guljit Sethi alias Guljit

Chaudhary, Director, Bioinnovat Research

Services; and Animesh Kumar, Assistant Drug

Inspector, CDSCO.

Biocon has refuted the CBI FIR's statement

that bribes had been paid to Reddy to clear three

pending files of Biocon Biologics, explaining that

the company's rationale for waiver of Phase 3

clinical trials of Insulin Aspart was in line with the

framework for waiver of Phase 3 clinical trials as

per India's Similar Biologics Guidelines 2016 &

New Drugs and Clinical Trials 2019 (GSR 227 E).

The waiver was conditional to a company

undertaking a Phase 4 trial, the design of which

should be approved by the Central Licencing

Authority. In line with the above regulations,

Biocon Biologics presented a proposal for import

and marketing of Insulin Aspart with a waiver of

Phase 3 clinical trial in India. The Company

reportedly presented a detailed proposal along

with CMC, pre-clinical and clinical trial data.

The Biocon statement quotes from the minutes

of the May 18, 2022 meeting of CDSCO's SEC on

Endocrinology and Metabolism which noted that

Biocon Biologics has conducted Phase 1 and Phase

3 trials with Aspart in Germany and USA,

respectively, and based on the results of this

global trial, Biocon Biologics’ product, Aspart, has

been granted marketing authorisation by EMA

and Health Canada.

The statement points out that the SEC after

detailed deliberation, "recommended for grant of

permission to import and market the drug with

waiver of Phase 3 clinical trial in the country with

the condition that firm should conduct Phase 4

clinical trial in India (which also includes a sub-

set population to generate PK/PD and

immunogenicity and submit the protocol to

CDSCO before placing the drug in the market) as

per existing guidelines in the country.”

Biocon Biologics may be able to prove that the

approvals were science-based and in line with the

guidelines, but what about other similar cases?

Are cash exchanges between regulators and

pharma company representatives common

practice? How many companies' products will

prove to be harmful and slipped under the net due

to these practices? 

This case should initiate as deep a clean up and

introspection as the 2012 PCC report. This could

be the best outcome as industry and regulators

collectively work to identify and penalise the

culprits, close the loopholes and navigate their

way out of this nadir. 

Hopefully, this
case will initiate
as deep a clean

up and
introspection as

the 2012 PCC
report

India's medicine watchdog 
under the scanner once again

VIVEKA ROYCHOWDHURY, Editor

viveka.r@expressindia.com

viveka.roy3@gmail.com
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What are your plans for the

Indian market? Are there

any new products in the

pipeline for the pharma

sector?

Currently, we are engaged in

manufacturing traditional

products for certain segments.

Now, time has come to use

technologically advanced

product, which has global

approvals, and is energy-

efficient. Since filtration

standard has undergone major

upgradation in 2018, majority

of the pharma companies are

in the process of upgradation

meeting with new norms.

Since Freudenberg has over

120 Patented Filtration Non-

Air filtration is a key to keep pharma 

business running effectively and successfully

I N T E R V I E W

Ashok Pandey,
Director-
Automotive,
Pharma &
Consumer
Filtration,
Freudenberg
Filtration
Technologies
India in an
interaction with
Kalyani Sharma
explains about his
company’s future
plans for Indian
market and
highlights the
major market
trends in Indian
pharma
manufacturing
sector
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Woven media, initial efforts

will be taken to provide

superior filtration solutions.

Since we have to cater

technologically-advanced

market, current focus shifted

to manufacture and supply

filters complying with ISO

16890 (newly adopted

filtration standard). Further,

we are also planning to install

EN 1822 certified test rig in

India.

Recently, we have launched

two new products under

pharma. Safe change

housing/bag in bag out unit,

along with 350 degree celsius

withstanding capacity filters

which are used for critical

applications. Now, we will

soon be coming up with fan

filter units, which is under

development.

Which all markets do you

intend to cater to in the

future?

Currently, we are into

automotive paint shops, gas

turbine, pharma, surface

technology, cabin air filters for

automobile, food and

beverages. Now, focus is on

hospital segment and gas

phase for critical applications.

Apart from new segment

focus, we see opportunity to

enhance the current filtration

levels by using advance in-

house developed media.

How different is it to do

business in Indian pharma

market versus other

markets? Do you think

pharma industry in India

can incorporate some

learnings from global

markets?

Air filtration is a key to keep

pharma business running

effectively and successfully.

One small mistake could risk

the contamination of

products, employees or close

environment general public.

We feel fortunate when it

comes to pharma business

since norms in pharma are

very stringent to comply with

regulatory audits. Having

audit background and all the

functional norms which keeps

on upgrading continuously,

pharma companies select

filter manufacturer or any

other vendor who can help

them comply with norms

directly or indirectly. It

provides continuous learning

and improvement opportunity

along with providing superior

products.

How do you see the

manufacturing side of the

Indian pharma industry

shaping up? What is the

pharma manufacturing

market outlook in India for

the next five years? What

makes it a lucrative market?

Current pharma trend has

shifted to contract

manufacturing. Since India

has lower R&D and

manufacturing cost and 100

per cent FDA is permitted,

new plant set up is in process.

It will lead to increase in

pharma raw material and

finished products export. By

2025, predicted market size

would be approximately $90

billion against $58 billion in

2020. India eyeing to achieve

leadership position will help

overall business grow and also

associated industries.

Can you highlight the major

market trends in Indian

pharma manufacturing

sector?

The Indian government

unveiled “Pharma Vision

2020” aimed at making India a

global leader in end-to end

drug manufacturer. It has

reduced approval time for new

facilities to boost investments

and under pharma sector, 100

per cent FDI is allowed under

automatic route. With these

advantages and due to lower

cost of treatment, India is

emerging as a leading

destination for medical

tourism. All these will help the

industry to flourish and also

many small-scale industries

will benefit due 

to this.

What have been your key

learnings as an organisation

serving the pharma sector in

India? Any change that you

wish to bring in pharma

manufacturing sector in

India? 

Pharma audits are very

stringent and the industry is

preferring vendors/partners

who are aware of criticality.

The vendors for critical

products are finalised after

auditing their manufacturing

set up. This is good for players

who have long-term vision and

believe in supplying quality

products.

Currently, pre and fine

filters, not being critical, are

sourced with domestic media.

To enhance the life of final or

HEPA filters, awareness has

to be created to use pre and

fine filter media with

progressive density

nomenclature which will help

to retain maximum dust, have

good long-term efficiency

levels and reduce power

consumption.

In terms of policy

decisions, currently, most of

the high-grade media are

imported. Hence, government

should focus on bringing

players who can manufacture

quality media locally, and also

can consider duty reductions

on medical components as it is

related to health and safety.

kalyani.sharma@expressindia.com

journokalyani@gmail.com
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The Indian
veterinary
healthcare
market, which
includes vaccines
and therapeutics,
was valued at
approximately
$1,169.8 million in
2021, and is
expected to grow
at a CAGR of
more than 7.7 per
cent to reach
$1,856.3 million
by 2027.
Sunit Kishore,
Director – Animal
Health,
Boehringer
Ingelheim India,
interacts more
about the pet
care market with
Akanki Sharma

What pharma products

does your company offer

for pet care, and for how

long have you been active

in the industry now? Which

products have the

maximum demand?

For decades, Boehringer

Ingelheim has been at the

forefront of providing

healthcare solutions for

companion animals

worldwide with an extensive

portfolio in vaccines,

parasiticides and

therapeutics widely used by

Boehringer Ingelheim looks forward to enter

the therapeutics segment in India soon

I N T E R V I E W

Smart Climate Monitoring for pharma industry
Wi Fi Data Loggers testo Saveris 2

testo Saveris 2 temperature data loggers

comply with DIN EN 12830

Easy installation

Access and evaluate measurement data from

anywhere via smartphone, PC or tablet

Saves time and effort

Alarms by email or SMS(optional) when limit

values are violated

Safe and secure data storage on

testo cloud upto 2 years

Flexible extension possible

Measurement data and reports exportable

via email

/LUX

CO-

CO2

● Freezer monitoring in supermarkets

● Monitoring refrigerated rooms

● Monitoring refrigerated counters

● Refrigerator monitoring in hospitals

● Monitoring storage in pharmacies

● Ultra low temperature freezer monitoring in labs

Testo India Pvt Ltd

+91 20 2592 0000 info@testo.in www.testo.com

MADE IN

GERMANY
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veterinarians and pet

owners across the globe. Our

portfolio includes global

market leaders NexGard,

NexGard SPECTRA,

FRONTLINE and Broadline.

While NexGard is an oral

ectoparasiticide for dogs,

Broadline is a solution for

both cats and kittens, and

protects them from a wide

range of parasitic infections.

Meanwhile, FRONTLINE

protects both dogs and cats

from ticks, fleas and chewing

lice. We also look forward to

enter the therapeutics

segment in India soon.

What portion of the pet

product market is being

addressed by pharma

companies in India as

compared to the rest of the

world—medicines,

vaccines, etc for pets? At

what percentage is this

section projected to grow?

The Indian veterinary

healthcare market, which

includes vaccines and

therapeutics, was valued at

approximately $1,169.8

million in 2021, and is

expected to grow at a CAGR

of more than 7.7 per cent to

reach $1,856.3 million by

2027. The pet care industry

in India has witnessed

growth owing to increasing

adoption of pets (estimated

2.5x in 2023 vs 2014),

increasing prevalence of

parasitic diseases in cats and

dogs, and relatively

increased awareness of

parasitic diseases among pet

parents. In addition to the

pet parasiticide segment, the

pet vaccines segment in

India has also been

experiencing rapid growth.

Over the last few years, the

pet care segment has seen

high double-digit growth in

India, despite external

shocks like the COVID-19

pandemic and subsequent

lockdowns. We foresee

growth trend continuing in

the near-term future due to

tailwinds in the industry and

robust market dynamics.

How is pet care market

linked to human health?

Tell us about the current

and future trends in this

regard.

For centuries, humans have

co-existed with animals; the

well-being of pets is

extremely important for

human health. Dogs and cats

are, however, susceptible to

rabies, which is also

transmissible to humans.

Thus, successful animal

vaccination programmes and

post-exposure treatment are

imperative and have led to a

decline in cases in recent

years. In addition to these,

few other diseases which

may spread, albeit very

rarely, to humans, are round

worm, ring worm, tape

worm, hook worm, etc.

Again, the possibility of such

transmission can be

minimised by use of effective

parasiticides for both pets

and humans.

Awareness and successful

animal vaccination

programmes, especially in

developed countries, have

drastically reduced cases of

diseases like rabies. These

trends are also expected to

continue in India, with rising

awareness among pet

owners and public health

initiatives by the

government, cases of

diseases like rabies are

already declining and

expected to further reduce

in the future. 

Post the COVID-19

pandemic, the concept of

One Health (animal-human

health connect) has come

into the limelight. Are

pharma companies now

rapidly shifting their focus

towards curbing zoonotic

diseases? What steps are

being taken by such

companies to prevent these

diseases in India as well as

across the world?

As per the US CDC, One

Health is described as “a

collaborative, multi-sectoral,

and transdisciplinary

approach, working at the

local, regional, national and

global levels, with the goal of

achieving optimal health

outcomes recognising the

interconnection between

people, animals, plants and

their shared environment.” 

A One Health approach

recognises that the health

and well-being of animals,

humans and the

environment are deeply and

increasingly interlinked.

In the recent past,

zoonotic diseases remain

quite prominent globally: an

estimated 75 per cent of new

diseases that were reported

globally over the last decade

were zoonotic in nature. This

is an alarming trend, and the

pharma industry has been

actively involved with

government agencies to

respond to this challenge. 

One such initiative has

been Europe’s Innovative

Medicine Initiative (IMI)

Zoonosis Anticipation and

Preparedness Initiative

(ZAPI) project which aims to

respond quickly to the

emergence of new zoonotic

diseases by developing new

processes to produce

medicines like vaccines and

antibodies for animal and

human health needs. 

One of the deliverables

which the project has taken

up is to develop the process

of vaccine manufacturing so

that at the end of the project,

it will be possible to

manufacture a very high

number of doses within a

very limited timeline. 

The objective of the

activity is to demonstrate

that control tools –

therapeutic antibodies

and/or vaccines can be

delivered between eight and

12 weeks after the

identification of the

pathogenic viruses.

From an India

perspective, the significance

of One Health is certainly

growing. This is also

reflected in the government’s

recent initiatives that aim to

tackle problems such as anti-

microbial resistance,

zoonotic diseases and food

safety using a One Health

approach, which is

multidisciplinary in nature,

entailing cross-ministerial

work and navigating

institutional networks and

hierarchies.

This is a great

opportunity to further

enhance and strengthen ‘One

Health’ approach, wherein

several aspects of the

ecosystem can be seamlessly

integrated and meaningfully

contribute to make the

healthcare environment

future-ready. 

In terms of the regulatory

compliance, how

convenient/troublesome is

it to get the approval for a

pet care product to enter

the market in India?

The process of regulatory

approvals in India for

animal health products is

quite extensive and involves

three regulatory bodies –

Department of Animal

Husbandry and Dairying

(DAHD), Central Drugs

Standard Control

Organization (CDSCO) and

Genetic Engineering

Appraisal Committee

(GEAC) in various

processes (only for

genetically modified

products). For

organisations of foreign

origin, product approval is

a lengthy process. The

process of approval has

multiple steps starting with

the review and approval of

the therapeutic need of the

product, safety/efficacy

data and may take up to

three years depending on

the nature of the product

being imported. 

akanki.sharma@expressindia.com

journoakanki@gmail.com

A One Health approach
recognises that the health and
well-being of animals, humans
and the environment are deeply
and increasingly interlinked
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C
PhI Conferences recently

organised the 11th An-

nual Innopack Pharma

Confex for the pharma packag-

ing industry. The two-day

pharma confex held at the Sa-

hara Star, Mumbai was marked

by the presence of 

key dignitaries including 

Dr Hemant G Koshia, Commis-

sioner, Food and Drugs Control

Administration, Gujarat; Bart de

Jong, Consulate General of the

Kingdom of The Netherlands;

KG Ananthakrishnan, Former

Director General, OPPI; AVPS

Chakravarthi, Global Ambas-

sador, WPO; Yogesh Mudras,

MD, Informa Markets in India

and Ranjith Paul, Group Direc-

tor, Informa Markets in India. 

The first day of the Innopack

Pharma Confex, highlighted

that innovation and sustainabil-

ity are the need of the hour for

the development of the pharma

packaging industry. Reportedly,

the event drew over 40 ex-

hibitors, 40 speakers and train-

ers at the Confex and over 100

nominations for the awards.

The event witnessed the pres-

ence of various policy makers,

industry captains from associa-

tions, and the participation of

leaders from top pharma and

biopharma companies such as

Aurobindo, Dr Reddy’s, Zydus,

Piramal, Wockhardt, Glenmark,

Cipla, GSK, Alembic Pharma,

Reliance Lifesciences, Macleods

Pharma, Sanofi, Indoco Reme-

dies and J&J, among others.  

Speaking on the occasion,

Yogesh Mudras, MD, Informa

Markets in India, said, “The

pharma packaging market val-

ued at $1.4 billion is expected to

grow at a rate of 8.10 per cent

CAGR during 2022-2027 and

7.54 per cent CAGR till 2030 and

reach the market size of $3 bil-

lion. Innopack Pharma Confex

is an important platform for the

pharma packaging industry of

the Indian sub-continent as a

sourcing ground for the pharma

industry’s packaging require-

ments. Nowadays, the modern-

day healthcare professional and

individual customer demand

convenient as well as sustain-

able product and packaging. Cu-

rated with the theme ‘Innova-

tion and Sustainability Paving

the Way Forward’, the 11th An-

nual Innopack Pharma Confex

speaks about the latest informa-

tion on ground-breaking re-

search, trends, regulations up-

date, display of innovations and

addressed solutions to sustain-

ability challenges.”

In line with the government’s

vision and growing pharma in-

dustry, the show offered a

unique combination of an exhi-

bition floor, semi-scientific con-

ferences and a dedicated spot-

light for innovations allowing

the pharma packaging frater-

nity to discover the latest trends

and revolutionary technologies

transforming the packaging in-

dustry and giving it a strong

push to reach $3 billion by 2030.

It also included Packaging

Workshops, a Packaging Lead-

ers Round Table session, a

start-up zone and the most cel-

ebrated 7th edition of the India

Packaging Awards.

Day 2 of the confex also wit-

nessed a lot of interesting ses-

sions and discussions. Experts

and leaders conversed and de-

bated on vital topics like Brand

Protection and Securing Supply

Chain Integrity. They shared

views and insights on anti-coun-

terfeit technologies for the end-

to-end supply chain from fac-

tory to patient, importance of

graphics, branding and anti-

counterfeit for OTC medicines,

digital integration in packaging

for anti-counterfeit and supply

chain integrity, etc. 

Another panel discussion on

the second day revolved around

increasing focus on high-quality

alternatives to manufacturing

innovative, convenient packs for

higher efficiency. This ad-

dressed issues like use of cold-

form blister packaging, focus on

safe and tamper-evident pack-

aging, innovations around 

desiccant blister packs, increas-

ing focus on fit-for-purpose 

packaging and ensure patience

centricity, etc. 

Thus, the confex offered the

pharma packaging fraternity

with an opportunity to dis-

cover latest trends and revolu-

tionary technologies as well as

discuss and debate on their po-

tential to transform the pack-

aging industry. 

11th edition of InnoPack Pharma Confex highlights
innovation and sustainability in pharma packaging 
Reportedly, the event drew over 40 exhibitors, 40 speakers and trainers at the Confex and over
100 nominations for the awards
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Vizag Pharma Summit 2022 saw experts and leaders from the pharma
industry come together to initiate discussions which will spur India Pharma
Inc’s progress 

By Lakshmipriya Nair
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E
xpress Pharma, a leading

industry publication from The

Indian Express Group, recently

organised a conference for the stake-

holders of the pharma industry at

Hotel Taj Gateway, Vishakhapatnam.

Held on May 27, 2022, the event

sought to facilitate this port city’s

transformation into a pharma centre of

excellence. Experts and veterans of the

industry came together to discuss  the

strengths and advantages that Vizag

brings to the table, as India Pharma Inc

charts its blueprint for progress. They

also addressed vital issues and strate-

gies to deal with opportunities and

challenges so that the scales could be

tilted in Brand India Pharma's favour

and it re-emerge stronger than ever

before, under the theme, ‘Sustaining

and spearheading growth: Through

pandemic and beyond’.

The speakers shared their views and

insights on key imperatives for the

pharma industry to sustain its leader-

ship position such as steps to build a

culture of quality and compliance

across the sector, capability building,

leveraging data and tech advance-

ments to foolproof key processes and

improve performance, etc.

Here is a summation of the sessions

shared on this knowledge-sharing 

platform.

LL--RR:: Narendira Kumar, Associate Director and Site Quality Head, Dr Reddy’s Laboratories; Dr PP Lal Krishna, MD and CEO,

Visakha Pharma City, Vizag; Sunil Roy Wadhwa, Head, API Manufacturing – API Unit 9, Viatris; Dhaval Kumar Surti,

Head- Quality Assurance, Dr Reddy’s Laboratories; and Rameswara Sharma Vedula, Associate VP,

Escientia Advanced Sciences
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Biotage® Selekt Enkel is the first f lash system
from Biotage with a modular design suitable for
smaller scale purif ications.

Design the system you need with Biotage.

Contact india@biotage.com for more information. www.biotage.com

Build the Flash
System You Want

Biotage® Selekt Enkel
– a new modular flash chromatography system

D
r PP Lal Krishna, MD

and CEO, Visakha

Pharma City gave a spe-

cial address which highlighted

how Vizag offers myriad oppor-

tunities for the pharma indus-

try to flourish and expand. He

elaborated on how the port city

has transformed into an indus-

trial centre with a conducive

business environment and an

ideal economic climate. 

He said that the pharma city

is changing the face of Vizag’s

industrial development and 

divulged some crucial details.

For instance, the total invest-

ment expected in the project

was Rs 25,000 crores. Likewise,

it has generated employment

for more than 32,000 people.  

He said that many MNCs

such as J&J, Merck, Amgen,

Gilead, Abbvie, Sanofi, Pfizer

have chosen to have facilities in

Visakha Pharma City. It is also

home to over 25 global generic

companies including Cipla,

Wockhardt, Aurobindo, Laurus,

Perrigo, Mylan, etc. Speaking

about its site selection and ad-

vantages, he pointed out that

the Pharma City is close to the

sea coast, Vizag Airport, 

national highways, power

plants, etc, and thereby offers

major benefits to the life-

sciences sector. He also detailed

the physical, environmental and

social infrastructure as well as 

other facilities available within 

the pharma city and in its 

proximity. 

He also spoke about the 

proposed facilities in Visakha

Pharma City and how it would

help the sector become more

compliant and competitive in

the global arena. He highlighted

that this project, undertaken

under the PPP model, is one of

the most successful pharma

parks in the country. He 

advised the industry to make

optimum use of the facilities

available and propel India

Pharma Inc to greater glory. 

Special Address: Emerging opportunities and growth
drivers for pharma in Vizag 

Dr PP Lal Krishna, MD and CEO, Visakha Pharma City
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N
arendira Kumar, Asso-

ciate Director and Site

Quality Head, Dr

Reddy’s Laboratories, Vizag,

drew from his comprehensive

expertise in quality as well 

as related functions, and 

extensive understanding of

regulatory bodies, to share

valuable insights with the es-

teemed audience at Vizag

Pharma Summit. He spoke on

the topic, “Knowledge manage-

ment in pharma industry- An

overview.”  

He informed that in the

pharma industry, consistency of

product quality within and 

between lots is critically impor-

tant for the patient. And, apply-

ing prior knowledge effectively

can help in enabling consistent

product quality. 

However, this requires effec-

tive knowledge management

and this formed the crux of his

presentation. He elaborated on

the importance of aknowledge-

ment and how it enables the

pharma industry to be updated,

efficient, compliant, cost-effec-

tive and competitive. 

Detailing the distinction 

between data, information,

knowledge and insights, he ex-

plained the role that each plays

in knowledge management. He

further explained that articu-

late, develop, standardise, 

optimise and innovate are the

five important levels of knowl-

edge management.

Kumar also shared insights

on how COVID-19 has spurred

digitalisation in pharma compa-

nies and informed how knowl-

edge management has become

more efficient and more vital in

this age. 

He spoke on ISPE Knowl-

edge Management guidelines

as well and clarified their im-

portance. He updated that

these guidelines are the first of

their kind for the pharma 

sector and they can be very

useful to start a knowledge

management strategy within

an organisation.

Thus, it was a very informa-

tive session which educated the

audience about the various in-

teresting aspects and nuances

of knowledge management. 

Knowledge management in pharma industry- An overview

V
aibhav Datke, Sr 

Manager - Business De-

velopment, Ami Poly-

mer, gave a presentation on Poly-

mer solutions to the pharma

industry. His presentation

started off with informing about

the company’s offerings for the

lifesciences industry. He also

presented the role and applica-

tions of polymers in drug devel-

opment processes. He explained

that several aspects should be

considered to select polymers

for fluid transfer applications.

Some of them are as follows: 

◆◆ Chemical Compatibility:

Polymers should be chosen as

per the nature of the drugs i.e.

Aqueous Drugs (Silicone), Non

Aqueous Drugs (FKM, PTFE,

FEP. PFA), Oil-based Drug

(TPE, FKM), or Preservative -

based Drug (TPE, PTFE, FEP)

◆◆Service Temperature: While

silicon-based polymers are the

best for low temperature appli-

cation (60°C), silicone, TPE and

EPDM are the best suited  for

medium to high temperature ap-

plication (50°C- 149°C), and high

temperature application (150°

C- 250°C) requires FKM and 

silicone. 

◆◆Sterilisability: Steam sterili-

sation is suited for silicone,

EPDM, TPE, NBR, CR, while

Gamma Irradiation is suited for

silicone, EPDM, TPE and FEP. 

◆◆ Physical properties: He also

advised that tensile strength,

flex crack resistance, opaque

polymers, etc should also be

looked at while selecting poly-

mers for formulations.

He concluded his presenta-

tion by assuring the audience

that Ami Polymer offers a com-

prehensive range of polymer so-

lutions for the pharma industry. 

Polymer solutions for pharma industry

Narendira Kumar, Associate Director and Site Quality Head, Dr Reddy’s Laboratories, Vizag

Vaibhav Datke, Sr Manager - Business Development, Ami Polymer
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S
unil Roy Wadhwa, Head,

API Manufacturing –

API Unit 9, 

Viatris, spoke on a very perti-

nent topic, ‘Balancing prof-

itability with sustainability.’  As

a senior pharma professional

and leader with proven success

driving start-ups, transforma-

tion, and turnaround initiatives,

he drew from his immense 

experience and expertise to

share insights on development

of cutting-edge business 

practices and manufacturing

processes to deliver innovative

pharma products across 

multiple disease areas. He was

emphatic that today, profitabil-

ity is not enough. A business 

operation must be sustainably

profitable to provide some 

assurance that the profits 

will continue to accrue 

tomorrow. He also explained

that sustainable profitability

means profits are reasonably

expected to be maintained at

the same or higher level in the

future.

Pointing out that govern-

ments at local and national

level are supporting environ-

mentally friendly businesses

with incentives, he outlined

key functional areas which

needed more focus, to balance

profitability with sustainabil-

ity such as:

◆ Aiming at RFT (Quality and

Quantity)

◆ Cost reduction (Recycling,

Overheads, etc.,)

◆ Backward integration

(Availability and Dependency)

◆ Two-way communication

(Supply Chain Management

and Logistics)

◆ Welfare (Employee and 

Environment)

He urged the industry to

adopt a more strategic and

holistic approach for 

sustainability supported

through measures like digital-

isation, cost optimisation and

collaboration. 

A vital message from his

address was, “Don’t see

healthcare as it is, but as it

should be.  Act courageously,

uniquely and target to be a

source of stability.”

Balancing profitability with sustainability

Sunil Roy Wadhwa, Head, API Manufacturing – API Unit 9, Viatris
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A
s India Pharma Inc

strives to transform

into a more value-led

and innovation-driven indus-

try, it has to develop strategic

capabilities to leverage 

scientific expertise and meet

the needs of evolving 

regulatory environments

across the globe. 

Therefore, Dhaval Kumar

Surti, Head-Quality Assur-

ance, Dr Reddy’s Laboratories,

spoke on how to attain busi-

ness sustainability through

compliance, process excellence

and process simplification. He

drew insights and inferences

from over 19 years of experi-

ence in injectable manufactur-

ing, validation, quality assur-

ance and new facility projects.

Surti highlighted that

process understanding is the

first step to achieve process

excellence. 

Opining that nowadays,

most failures and observa-

tions are not just due to old

machines, old facilities and

lack of automation, but due to

‘lack of basic understanding

of people,’ he said that tech-

nology is updated but simulta-

neous pace in increased 

expertise of operating person-

nel is not observed. The first

is to understand why the

process is complex and figure

out the scope for human er-

rors. Then, listen to the peo-

ple involved in the activity and

train to connect their inputs

to expertise. Other measures

to bridge the gaps include im-

proving design control/au-

tomation/procedural control. 

He urged the industry to

plan well, identify and break

down silos as well as dissolve

inter-departmental bound-

aries. He also said that each

employee should become a

hero of his/her domain to 

ensure process excellence and

compliance. 

Business sustainability through compliance, process
excellence and process simplification

V
inita Singh, Sr Product

Manager – Milli-Q Lab

Water Solutions, India &

Singapore, Merck, spoke to the

industry on a very current and

relevant topic, “Make your labs

future ready!”

In a very interactive session,

she first addressed the need for

future-ready or next-gen labs

and explained how vital they are

for the progress of lifesciences

organisations which are largely

driven by R&D. 

She spoke to the audience

about the importance of au-

tomation and digitalisation of

labs and elaborated on their

myriad advantages.  She high-

lighted that improved lab 

productivity, best-in-class result

quality, sustainability and 

innovation will be the character-

istics of next-gen labs powered

by technology. She cited several

real-life examples to explain 

how technology has powered 

businesses and organisations

and urged the lifesciences sector

to maximise the potential of tech

advancements. 

Next, Singh gave an overview

of MyMilli-Q, an online solution

that helps make water system

management more efficient by

offering remote monitoring and

support, as well as faster access

to data that will help lab working

at maximum productivity.

She explained that this solu-

tion can help gain consolidated

contract information, help in

rapid and efficient planning,

streamline audit preparation

and easily traceable service his-

tory and reports. Urging the in-

dustry to reach out to the team

of Merck Milli-Q Lab Water So-

lutions, she explained how Milli-

Q Lab Water Solutions is playing

a role in building future-ready

labs through its new-age solu-

tions and can handhold the

pharma sector in its growth.

Make your labs future ready!

Dhaval Kumar Surti, Head- Quality Assurance, Dr Reddy’s Laboratories

Vinita Singh, Sr Product Manager – Milli-Q Lab Water Solutions, India & Singapore, Merck
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V
izag Pharma Summit

2022 had its share of 

informative and techni-

cal presentations which put the

spotlight on the existing and

emerging solutions that help the

pharma industry achieve better

efficiency and compliance.

Sandeep Vadakattu, Sr GM,

Domino Printech India, gave

one such presentation on im-

proving efficiency and sustain-

ability using Industry 4.0 en-

abled coding and printing

technologies.

He explained how laser 

coding offers several benefits

such as indelible codes, instant

and clean coding, flexible mes-

sages, high efficiency, minimum

maintenance, inventory man-

agement and sustainability –

economics and environment.         

He went on to explain how laser

can add benefits to different

types of coding such as:

◆ TTO or lasers can print at

high speeds with less than one

per cent reject rates in label

coding.  

◆ In carton coding, lasers can

print at speed of 300 PPM with

less than one per cent reject

rates

◆ In case of blister printing, dig-

ital printing helps in traceability

as well as reduce wastage of foil.

◆ Speaking of label printing and

application, he informed that

Domino print and apply range

provides automation and pre-

vents manual errors. He also

said that it can be substituted

with Piezo to reduce cost.

◆ On medical devices, cannister

and vial coding, he said that

fibre lasers provide permanent

codes with excellent print 

quality.

◆ CIJ with UV readable inks

provides unmatched security

benefits, helps in putting inter-

nal traceability codes which are

only for manufacturers’ use.

◆ Industry 4.0-enabled prod-

ucts and services enable higher

OEE, reduce waste and enhance

sustainability.

He emphasised that Domino

provides solutions from product

to pallet - for every part of the

line and every challenge.  Citing

several examples, he showcased

several solutions from Domino

Printech and elaborated 

on their new-age features and

advantages to the lifesciences

sector. 

Improving efficiency and sustainability through Industry
4.0 coding and printing technologies

V
izag Pharma Summit

2022 also saw a session

on Building secure, re-

silient, next-gen supply chains.

The speaker for this session

was Dr Bikash Kumar Nayak,

Plant Head, Aurobindo

Pharma. 

In a crisp and interesting

session, he highlighted how sup-

ply chains were disrupted dur-

ing the pandemic and the strug-

gles faced by industries,

including pharma to deal with

unprecedented challenges. He

also spoke on how vital it is to

control supply chain disruptions

in pharma since it is an industry

that deals with saving lives. 

He also shared some lessons

for the pharma industry from

other industries like FMCG

which has utilised and 

implemented digitalisation with

great effect and impact. 

He emphasised that the

pharma sector also should

leverage technology more effec-

tively to safeguard its supply

chain. This would also improve

its preparedness to deal with

disasters and disruptions in the

future. He elaborated on the im-

portance of attaining end-to-

end transparency in the supply

chain and how to go about

achieving it, with real life case

studies and examples, including

Amazon and Netflix. 

Dr Nayak also explained the

impact of Industry 4.0 and 

explained how different aspects

of it such as simulation, au-

tomation, Big Data, IoT, Aug-

mented reality, cyber security,

additive manufacturing, etc will

play major roles in making a

supply chain strong and robust. 

Building secure, resilient, next-gen supply chains

Sandeep Vadakattu, Sr GM, Domino Printech India

Dr Bikash Kumar Nayak, Plant Head, Aurobindo Pharma
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I
n a very insightful session,

Rameswara Sharma

Vedula, Associate VP, Esci-

entia Advanced Sciences,

spoke on ‘Leaders of tomor-

row: Traits and tickets to play.’

Interspersed with amusing 

anecdotes and examples, it had

several vital messages for the

present and future leaders of

the industry. 

Highlighting how COVID-19

has gone from being a fresh

emergency to a fact of life, he

pointed out that this has called

for a shift to sustainable and

inclusive growth across sec-

tors and organisations. And,

this will necessitate new roles

and responsibilities – leader-

ship at each level.

He also emphasised that

while skills, resources, back-

ground, experience are impor-

tant, they are secondary to an

attitude that understands and

commits to progress. He urged

the present and future leaders

of the pharma industry to un-

derstand the shifts happening

in the world and hone their

people management skills. 

He pointed out that the role

of leaders are multi-faceted

and includes instilling a 

mission-related sense of iden-

tity in their team members,

managing work-group

processes effectively, facilitat-

ing clear communication, mo-

tivating the team to achieve

goals, providing the tools to do

the job, and establishing 

personal and professional

credibility. 

He also spoke on the risk-

taking abilities of leaders and

advised that they should not

shy away from taking calcu-

lated risks that are well

thought out and where the

benefits outweigh the nega-

tives, as they are exactly the

type of risks that will lead to

success. 

He also spoke on the impor-

tance of empathy and how it

empowers leadership with 

better perception to improve

decision making. 

Speaking on the other traits

of a good leader, he said that a

good leader should forge 

positive relationships, create a

learning culture, have in-

tegrity, develop second lines of

command, encourage agenda-

driven meetings and discus-

sions, ensure recognition and

appreciation for team mem-

bers and good work, under-

stand and implement time

management, adapt to change,

be assertive and walk the talk. 

He pointed out that the busi-

ness landscape will face greater

uncertainty in the post-COVID

period and businesses industries

should have the ability to shift to

remote and new ways of work-

ing and be prepared to respond

effectively, creatively and collab-

oratively to disruptions. This will

be possible only if the workforce

is empowered and leaders are

created at every level.

Leaders of tomorrow: Traits and tickets to play

Rameswara Sharma Vedula, Associate VP, Escientia Advanced Sciences
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The Research and Innovation Circle of Hyderabad (RICH) is an initiative spearheaded by the
Office of the Principal Scientific Adviser (PSA) to the Government of India (GoI), in
partnership with the Telangana Government. It aims to create an innovation economy that
solves complex local challenges by forming collaborative networks between stakeholders in
the research and innovation space. Rashmi Pimpale, CEO, RICH shares more details about
the initiative, its key projects and their impact, India’s strengths and challenges in the life
sciences sector, measures needed to spur original research and innovation in this sector, and
more, in an exclusive interaction with Lakshmipriya Nair

The corona virus pandemic

underlined the need to

reboot our healthcare

system to beef up our

defense against current and

emerging diseases. What

kind of new opportunities

will it open for the life

sciences sector? How is

Telangana poised to

leverage these

opportunities?

One of the most important

learnings we’ve had during

this pandemic is how

affordable diagnostic

technologies, proper

protective equipment, and

efficient supply chains are just

as important as drugs or

vaccines during public health

emergencies. Importantly,

being able to bridge

unexpected gaps in

infrastructure makes all the

difference when it comes to

our response to such crises.

Think about it, what good is a

testing kit, if there aren’t

enough of them readily

available to the public? What

good is a vaccine, if it can’t

reach all parts of our state or

country?

In my opinion, Telangana

rose to the challenge of

bridging the gap in our

healthcare infrastructure

when the need arose. We did

this through the effective and

optimal utilisation of all our

resources in the state.

Institutions such as the CSIR-

Centre for Cellular and

Molecular Biology (CCMB) in

Hyderabad were actively

involved in the testing and

identification of SARS-CoV-2

variants. CCMB’s

contributions didn’t stop

there, they also developed a

scalable RT-PCR method to

help accelerate dry-swab

testing, as well as an

indigenous mRNA vaccine.

Several start-ups and MSMEs

also came to the fore, making

diagnostic kits widely

accessible by streamlining the

application of RT-PCR for

widespread testing.

Additionally, we’re all well

aware of Bharat Biotech’s

efforts in creating India’s first

indigenous COVID-19 vaccine

in record time.

But such innovations must

now be embedded in our

medtech and healthtech

ecosystems. That applies to all

medical fields, not just

COVID-19 or infectious

diseases. That is how we build

a robust healthcare system.

Telangana, again, I believe

is well-placed to lead this

systemic change. Hyderabad

today is home to over 40

premier research and

academic institutions,

dedicated life sciences

clusters, and state-of-the-art

facilities like ‘Pharma City',

‘Genome Valley,’ and

'MedTech Park'. All this

world-class infrastructure

enables the growth of more

than 800 pharma, biotech, and

medical devices companies. Of

these, over 80 per cent are

MSMEs with a combined

enterprise value of $50 billion

in addition to several life

sciences-focused incubators.

Through RICH, we’ve been

able to facilitate

collaborations between all of

these entities, while providing

the support and exposure

needed to accelerate

innovation when it comes to

new products and solutions.

Our goal is to be the enablers

of a research and innovation

ecosystem that helps prevent

the next public health crisis,

instead of reacting to one.

Can you brief us on the three

most important initiatives

taken by the state for the life

sciences sector? How is

Research and Innovation

Circle of Hyderabad (RICH)

helping the state to harness

the growth potential in the

life sciences sector?

That’s a tough one! Because

there have been several

noteworthy initiatives in the

state, especially in the life

sciences sector. However,

three that come to mind are

the creation of the B-Hub,

FCT Hub, Med Tech Park, and

Pharma City, all of which are

in Hyderabad.

Most of us are already

aware of Med Tech Park,

Our initiatives are aligned to help Telangana
flourish in the life sciences sector

I N T E R V I E W

Our goal is to be the enablers of a
research and innovation
ecosystem that helps prevent
the next public health crisis,
instead of reacting to one
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India’s largest medical devices

park, and Pharma City, the

world’s largest integrated

cluster of R&D and

manufacturing. But let me tell

you a bit more about B-Hub

and the FCT Hub.

Located in Genome Valley,

the Biopharmaceuticals Hub –

or B-Hub – is a 40,000-sq-ft

manufacturing facility

combined with a GLP-grade

turnkey incubator. B-Hub will

one day provide the much-

needed support to biopharma

companies in the state by

helping them scale up their

research and reducing the

time-to-market for their

products.

The Flow Chemistry

Technology Hub – or the FCT

Hub – is Telangana’s newest

venture in the sector. The FCT

Hub is the first of its kind in

India and was launched as

recently as May 2022 at 

Dr Reddy’s Institute of Life

Sciences (DRILS). It is

equipped with a state-of-the-

art flow chemistry

infrastructure. The FCT Hub

will accelerate a shift towards

more modern approaches to

pharma R&D and

manufacturing, as well as

promote sustainable

processes for active pharma

ingredient development.

Now, when it comes to

RICH, our initiatives are

aligned with Telangana’s

priority areas, to help the

state flourish in the life

sciences sector. Two of our key

ongoing initiatives, in this

regard, are the Acceleration

Initiative for Diagnostics

(AID) programme and Project

Tej.

With the AID programme,

our aim was simple – identify

and nurture the best start-ups

in the diagnostics space in

India. Start-ups that were

shortlisted for the AID

cohorts were connected with

experts and mentors in our

network. The goal is to help

these start-ups develop new

solutions and take them to

market. Our first AID cohort

was a resounding success with

75 applications, of which 10

made it into the final cohort.

Today, most of their products

are either being piloted or

certified for commercial use.

We’ve also begun mentoring

the second cohort with eight

new start-ups having joined

the programme.

Project Tej, on the other

hand, helps medtech and

healthtech start-ups test their

medical products/services in

real-world settings, such as in

clinical trials. RICH establishes

partnerships and builds a

network of stakeholders

including government

agencies, businesses, start-ups,

hospitals, funders, non-profits,

and other ecosystem enablers

under Project Tej. In the last

year alone, RICH has

partnered with 14 major

hospitals, and three start-ups

are currently engaging with

partner hospitals for clinical

trials.

These are just two of

RICH’s flagship programmes

that underpin its mission to

enable collaboration,

innovation, and impact in the

life sciences.

How is RICH helping

pharma companies to

capitalise on their potential

and spur innovation? What

have been your notable

achievements so far?

Given how integral pharma

companies are to the life

sciences ecosystem, RICH has

always been committed to

helping these organisations,

particularly start-ups, grow.

We partner with the

innovators in our sector and

connect them with others in

our extensive network of

collaborators.

A great example of this is

again Project Tej. We run

Project Tej in in collaboration

with Cyient, a technology

company, and Xynteo, an

enabler of sustainable growth.

Because, when you think

about it, technology and

sustainability go hand in hand

when it comes to innovation in

the pharma sector. Moreover,

when you think about a

programme like AID, RICH

aims to identify path-breaking

technologies in the sector,

which could have a profound

impact on solving industry

problems. Above all, through

initiatives like AID and

Project Tej, we look to nurture

both, talent as well as

products till they’re ready for

the market.

RICH also engages in skill-

building for the industry

workforce in collaboration

with partner institutions

across the state.

Can you update us on the key

projects at RICH for the life

sciences sector? What will

be their impact, both short-

term and long-term?

Yes, of course. To start, I must

tell you about the National

Reagents Consortium. I think

we all remember the severe

shortage of COVID-19

diagnostic testing kits in the

early stages of the pandemic.

It literally hampered the

country's plans for large-scale

testing of the population. But

did you know that this

shortage of kits was primarily

caused by a gap in the supply

of high-quality reagents?

Identifying this critical

need for the indigenous

manufacturing of kit reagents

and components, the office of

the Principal Scientific

Adviser (PSA) led the creation

of public-private partnership

models. The idea was to create

a nationwide capacity-

building programme for

diagnostics through city

clusters such as Bangalore,

Delhi, Hyderabad and Pune.

RICH, as the Hyderabad

Cluster, collaborated with

CCMB to form a Consortium

that identified indigenous

MSME and start-up

manufacturers of test kit

components and reagents.

This consortium enabled the

scaling-up of manufacturing

processes, in addition to

upgrading the quality of the

products. RICH also carried

out a Demand Estimation

Study to estimate the

nationwide requirement for

test kits to facilitate industry

preparedness for COVID-19

testing. This programme in

turn helped expand India’s

R&D capabilities for making

low-cost, high-quality

reagents with a streamlined

network for the entire value

chain. This, in many ways, was

instrumental in turning the

tide in our fight against

COVID.

Another project that I am

particularly proud of is RICH’s

Women in STEM initiative,

under which we support

students from Tier 2 and 3

cities with scholarships and

internships in premier

research institutions and

industry. The programme

takes a holistic approach by

providing an opportunity for

experiential learning,

lpmentoring and skill-building

to create a self-sustaining

network because we are

passionate about promoting

the entry and retention of

women in STEM fields.

How has COVID-19

emphasised the need to

converge R&D, start-ups,

and industry in the life

sciences sector? How are

you facilitating this?

If I had to see a silver lining in

the last two years, I would say

that the diagnostics industry

in India has gained a

tremendous amount of

momentum as a result of how

things have panned out.

Companies, big and small,

have seen surging demands

for technologies pertinent to

telemedicine and rapid testing

kits among others. However,

to keep this momentum going,

and to meet the demands of

the industry, innovation is

needed at a break-neck pace.

Yet, most healthcare start-ups

we speak to are plagued by the

same set of challenges— lack

of resources, poor testing

infrastructure, paucity of

investors, and shortage of

mentors. These challenges

can be overcome if research

institutions, industry, start-

ups, funding agencies, and

experts are brought together

to support one another.

As I’ve said earlier, this

approach to innovation, which

involves collaboration, needs

to now be embedded in the

ecosystem. Only then can

these challenges be overcome

in all areas of healthcare.

That’s what RICH strives to

do – facilitate and foster such

collaboration. The National

Reagents Consortium is a

prime example of this, and the

impact has been there for all 

to see.

Another programme,

called the Rejig Hyderabad

Startups, is an initiative by the

innovation ecosystem

enablers and incubators of

Telangana State. About 30

incubators and start-up

enablers, including RICH, The

Indus Entrepreneurs, TSIC,

T-Hub, CIE-IIIT-H and several

others were part of this

initiative. The programme

received over 300 applications

and it culminated in a start-up

pitch for equity funding,

collateral-free debt funding, or

corporate market access. For

the start-ups that were

selected, we were able to

provide some much-required

support, mentoring, and

access to industry and

investors during a difficult

pandemic period. And, thus

far, over 100 start-ups have

benefitted from this

programme.

What needs to be done to

ensure that more original

research and innovations in

life sciences emerge from

India in future? Tell us

about RICH’s contribution

in this direction?

I really can’t say this enough –

research and innovation are

the pillars of India’s growth!

To ensure that the right kind

and amount of research and

innovation happens in India,

the right collaborations need

to be fostered, innovators

need to be provided support

and facilities. More people

need to be brought into this

environment, and problem

areas need to be identified so

the right innovations can be

supported.

RICH wishes to play its

part in this process by making

Telangana a preferred global

location for life sciences

research, innovation, and

industry. All of the initiatives,

projects, and programmes I’ve

mentioned so far aim to

achieve this one overarching

goal. RICH’s mission is to

catalyse this ecosystem, where

innovators are empowered to

transform scientific research

into impactful solutions that

generate wealth and

employment and create social

good.

lakshmipriya.nair@expressindia.com

laxmipriyanair@gmail.com
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Dr Samir Vyas, Country General Manager, Agilent India speaks on Agilent’s focus areas and
growth plans, lessons from the pandemic, opportunities in India's pharma lab instruments
market, and more in an interview with Lakshmipriya Nair

What was the full measure of

the disruption caused in the

market for pharma lab

equipment and instruments

industry in India due to the

COVID-19 pandemic?

At the beginning of the

pandemic, many industries

shared a growing concern

around service deliveries due to

scheduling and planning

capacities,as well as logistical

capabilities. While the situation

brought in challenges for

businesses, it also enabled

companies to accelerate in

areas ofemerging technologies

and capabilities. 

Agilent started to adopt

digital tools to support

customers and ensure business

continuity with minimal service

disruptions. Additionally,

regular communication updates

on turnaround times of

shipment deliveries and other

logistic issues were shared with

the customers. Agilent

supported its healthcare,

pharma, and other partners by

catering to essential services

with installation, maintenance

services, and repairs at their

site locations. 

At Agilent and businesses

everywhere, the pandemic has

increased the need for – and the

acceptance of – digital tools to

support business continuity.

Agilent has been working on

augmented reality to support

remote services, and with the

evolving situation, it gave us the

opportunity to deploy these

capabilities. One such solution

is the AgilentCrossLab Virtual

Assist, which is used extensively

to service customers directly

for troubleshooting and repairs.

This tool also enables service

teams to interact and access

specialised knowledge. 

Collaborations and

consolidation are being

touted as a way forward for

strengthening this industry in

India. What are your views on

this strategy? Any significant

tie-ups, partnerships in the

offing for Agilent?

Collaboration between

academia and technology

providers is key to

strengthening and accelerating

research. Agilent has been

partnering with key institutes to

develop new solutions and

innovation with purpose.

Agilent India collaborated with

researchers at IIT Bombay

(India) and the QIMR Berghofer

Medical Research Institute

(Australia) to develop a rapid

method for differentiating

COVID-19-positive patients

expected to show severe

symptoms from those likely to

experience only mild

symptoms. 

Furthermore, in March this

year, Agilent India

collaborated with Gujarat

Technological University

(GTU) to establish a Centerof

Excellence (CoE) lab facility at

their Ahmedabad premises.

This facility will enable the

faculty members, students,

and Agilent team to study and

develop novel applicational

workflows in the areas of

analytical chemistry,

biopharma, and life sciences

research. The spirit of

collaboration goes beyond just

a few projectshere atAgilent;

we work closely with our

customers in partnership

across different industries.

How has this segment shaped

over the years, and what are

the challenges that it has

faced? Please also tell us

about how these got amplified

by the COVID crisis.

Pharma is a high growth

segment for Agilent. Pharma

and biotech represented 35 per

cent of our overall revenues in

FY21, and it kept growing in

FY22. When we look at the past

years, we made great progress.

In Q2 2019, one year before the

COVID pandemic started,

pharma represented just 30 per

cent of our business. It

highlights the strength and

resilience of this market even

with COVID, but it also

demonstrates how our

innovation and investments in

higher growth markets

continue to pay off. 

We see a great opportunity

in the pharma segment. There

is a growing demand for

biopharma research &

development (R&D) and

manufacturing worldwide.

Rapid growth in nucleic acid-

based therapeutics attracted

much investment. Where

Agilent has had a huge install

base in pharma labs in the past

years, the small molecule

pharma replacement cycle will

bring more needs from the

segment.

What would be an ideal

disaster management

framework to protect this

segment, if the industry faces

similar adverse

circumstances in the times to

come?

Agilent adjusted quickly to

address changing

circumstances in the COVID

We are continuing to lead the
transformation of the analytical lab

I N T E R V I E W

In our FY22 Q2 that just finished,
pharma represented 37 per cent
of our overall revenues this
quarter and grew 13 per cent
during the quarter YoY, on top of
29 per cent growth last year
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era, not only in the pharma

segment but also in other major

segments where we are leading.

Our resiliency driven by

Agilent's business model and

portfolio helped us

tremendously and is

significantly different from 

our peers. 

For example, we have our

service business under a service

contract, our whole

consumables business, and our

Nucleic Acid Solutions Division

(NASD) business. These are key

highlights of what we've been

focusing on to transform the

nature of our business and

deepen market penetration in

areas such as pharma,

biopharma, which tend not to be

as affected by a recessionary

pressure if that was to occur.

If we went back to probably

2008-2009, during the great

financial crisis, our business

was much more capital-intense,

much more instrument-

oriented than it is today. It was

probably in the mid-30s in

terms of services and

consumables. And today, it's

closer to 60 per cent.

The pharma business is

probably more resistant to

recession. If we look at what

happened during 2020, it’s

important to note that Agilent

still grew one per cent. We've

got a much more resilient

business model because of the

higher concentration, not only

in faster and more resilient

markets like the pharma

business. Additionally, when we

look at our portfolio of products

and services, our areas of

consumables and services area

greater proportion of the

business than we had before.

However, our team of people

are at the forefront of all our

hard work. With our ‘One

Agilent’ culture, we were able to

display our resiliency by

implementing our key

strategies. With this in mind, we

are confident that we can face

future challenges and meet

them successfully.

What are some short-term

and long-term measures that

can be adopted to boost the

growth of this industry, in 

the present and the post

COVID era?

The pharma industry is

growing for Agilent now. In our

FY22 Q2 that just finished,

pharma represented 37 per cent

of our overall revenues this

quarter and grew 13 per cent

during the quarter YoY, on top

of 29 per cent growth last year. 

For the long-term, we have

several strategies to further

strengthen our segment:

◆ We are continuing to lead the

transformation of the analytical

lab. We believe customers need

to have both: world class

scientific outcomes, and

efficient and effective

management of the lab

environment– what we call,

"improving the economics of

the lab." At the core of our

efforts is our "integrated

platform" strategy, where in the

labs we will offer intelligent

instruments, new customer

business models like

subscription services, and

integrated workflows all in an

integrated digital ecosystem.

◆ We have built a growing

"Double Digit" biopharma

business, which focuses on: 

● Developing leading

analytical tools and workflows

● Building market leadership

in oligo-based active

pharmaceutical ingredients

(APIs) for RNA-based

therapeutics

● Integrating Cell Analysis

solutions for immunotherapy,

biologics research, and cell

and gene therapy

◆ In the long run, I believe we

have a few critical, strategic

enablers for the growth of the

whole company. These include:

● Our focus on innovation, we

keep R&D investment higher

than the industry

● Our ability to expand

globally 

● A successful merger &

acquisition (M&A) track

record 

● Our growing digital

capability

All above are built on the

foundation of a unique One

Agilent culture where we

emphasise collaboration,

people, and results. I can't

emphasise enough that the

Agilent culture is our key

winning factor – it makes high

performance possible and

sustainable over a long period

of time.

Can you elaborate on the

opportunities in India's

pharma lab instruments

market?

India’s healthcare sector has

shown tremendous resilience

and risen to challenges during

the pandemic. India is hailed as

the pharmacy of the world and

the government has also

reoriented its policies towards

making the country self-reliant

in terms of vaccines,

medicaldrugs, medical devices,

and equipment. India’s pharma

manufacturing and export

marketsare poised to further

strengthen this position.

Various policies and incentives

such as a production-linked

incentive scheme for APIs/ key

starting materials (KSMs) and

medical devices, a scheme for

pharmaceuticals, and

promotion of bulk drug parks

are also being introduced by

the government. 

These opportunities and

growth in the end market will

open new doors for lab

instrument manufacturers.

Focus on drug discovery, R&D,

and new international

regulations present the need

for workflow-based solutions

that can deliver unprecedented

sensitivity and repeatability

while offering ease of use. 

Agilent has been at the

forefront of providing tailored

solutions and workflows for

new and emerging application

challenges in pharma and

biopharma – an example of this

is the analysis of mutagenic

impurities in recent times. The

topic of optimising laboratory

efficiencies while keeping costs

down is at the forefront of

discussions, which presents

tremendous opportunities for

smart instruments and digitally

connected labs.

What will be the key drivers

and trends that will shape

this market? 

Pharma companies are dealing

with many changes when it

comes to monitoring drug

safety and ensuring regulatory

compliance. Artificial

intelligence and machine

learning will fuel an increase in

automation in every part of the

value chain. We live in a data-

driven world, so scientific

laboratories must

fundamentally transform how

they create, manage, and

effectively use all the data that

is generated in their lab

ecosystem. 

Achieving and sustaining a

competitive edge in a world of

constant change will require

the continual transformation of

lab operations and scientific

data management. These are

the foundation blocks of the

“lab of the future.” It

encompasses smart

technological workflow

systems that are connected and

capable of collecting vast

amounts of data via integrated

automation.

How is Agilent poised to

leverage the emerging

opportunities in India’s life

sciences sector? What are

Agilent’s plans for this

market in the next three to

five years?

Agilent has developed an array

of technologies and platforms

that have pushed the

boundaries in providing

solutions that support the

needs of our customers. We

continue to do this by

enhancing the

interconnectivity of our

solutions, services, and

workflow systems. This

initiative has already brought

certain technologies to life that

will play a key role in the next

three to five years.

For example:
◆◆Asset Monitoring – Agilent

CrossLab Asset Monitoring

combines advanced IoT sensor

technology and data analytics

to enable lab-wide visibility

◆◆Smart Alerts – Monitors

instrument health and provides

email-based alerts, notifying

lab operators when to consider

replacing key consumables,

when to perform preventive

maintenance, and when an

Agilent instrument stops

running anywhere in the lab.

Digital lab-wide connectivity

lets users remotely monitor all

their Agilent instruments

◆◆SLIMS (Laboratory

Workflow Software) – End-

users can effectively track

samples as they progress

through the laboratory from

sample receipt to automated

result reporting

◆◆OpenLab Software/Cloud

Storage – This has become a

viable option for virtually every

computing workload in the

laboratory, from sample

management to complex

analytics, to secure data

storage and data integrity

We have also been working

to enable faster, customer-

preferred online interactions

that improve the ease of doing

business and offer alternative

buying models, such as flexible

payment plans to help our

customers acquire the latest

technologies while preserving

their capital budgets. This suite

of future-ready, smart

solutions, and customer-centric

advanced capabilities will form

the core of our strategies going

forward as we continue to focus

on growth within the pharma

and biopharma markets.

Inherently, Agilent continues to

keep its people and shared

knowledge at the center of

every strategy.

lakshmipriya.nair@expressindia.com

laxmipriyanair@gmailcom 

Focus on drug discovery, R&D, and new
international regulations present the need for
workflow-based solutions that can deliver
unprecedented sensitivity and repeatability while
offering ease of use
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A
t the height of the first

wave of COVID-19

cases in spring 2020, a

number of developments

caused disruption in the

pharma industry. The closure

of factories and export re-

strictions introduced by coun-

tries which produce signifi-

cant portions of the world’s

Active Pharmaceutical Ingre-

dients (APIs) and excipients

caused considerable disrup-

tion to drug manufacturers

across the globe.

In addition, global travel

restrictions, combined with

rising cases within the freight

sector, interrupted essential

transport of ingredients, raw

materials and consumable

production line equipment

across the globe. This signifi-

cantly extended lead times for

the supply of essential con-

sumables, with repercussions

for manufacturing productiv-

ity, delaying the delivery of vi-

tal medicines worldwide.

This disruption had a par-

ticular impact on the Highly

Potent Active Pharmaceutical

Ingredient (HPAPI) sector,

and not simply because of is-

sues sourcing HPAPIs or

other ingredients. Due to

their potent nature, these

molecules require specialist

manufacturing processes and

production line equipment to

minimise the risk of operating

staff being exposed to haz-

ardous compounds and to

prevent contamination of

other products manufactured

at a facility.  

To ensure optimum con-

tainment, many HPAPI pro-

cessing lines make use of SUT

transfer components, such as

single-use Split Butterfly

Valves (SBVs) and chargebags.

These offer particular advan-

tages to manufacturers, as

they minimise cleaning and

washdown requirements, mak-

ing it possible to minimise con-

tamination risk while enhanc-

ing production line efficiency.

Sterile processing lines

were similarly exposed during

the pandemic, due to their re-

liance on aseptic SBVs and

other SUTs to maintain ster-

ile integrity while minimising

time-consuming cleaning and

validation requirements.  

Ensuring a stable and reli-

able supply of these single-use

components during the pan-

demic was vital to ensure con-

tinuity of production. 

Taking action
With these frailties in mind,

rapid action was needed on

the part of consumables sup-

pliers to provide their cus-

tomers with continued sup-

port. 

Suppliers of SUTs, in par-

ticular, took steps during the

first COVID-19 wave to min-

imise their exposure to poten-

tial points of supply chain fail-

ure, such as Just-In-Time (JIT)

deliveries. Measures included

building adequate stocks of

raw materials on-site, as well

as of finished components

within key overseas markets.

This allowed them to continue

to manufacture their compo-

nents and deliver them to cus-

tomers without disruption.

SUT manufacturers also

sought to expand their foot-

print beyond their core mar-

kets, establishing new sites

within or near their cus-

tomers’ home countries. With

governments, such as those in

India and the US, encouraging

companies to localise or “on-

shore” their supplies, this al-

lowed SUT suppliers to ad-

dress customer concerns

about reliance on imports. 

SUT manufacturers also re-

considered their own supply

chains to optimise their re-

silience, and to support cus-

tomers in achieving the same

goal. Diversifying supply net-

works beyond individual compa-

nies or single regions, for exam-

ple, is one key way to eliminate

single points of failure. 

Multisourcing is another

option to improve resilience.

This describes a supply plan-

ning system that can intelli-

gently choose between alter-

nate sources of supply. While

it poses complexities and chal-

lenges, this approach can al-

low SUT manufacturers to re-

spond in real time to

disruption, switching from an

affected supplier to one that is

unaffected with minimal delay. 

Key takeaways
The re-opening of the global

economy following COVID-19

is posing ongoing challenges

for the pharma industry, with

demand outstripping supply

in many countries. Conflicts

are also affecting energy and

commodity prices, with reper-

cussions for manufacturing

productivity. 

All of this means drug de-

velopers and Contract Devel-

opment and Manufacturing

Organisations (CDMOs) need

to continue to explore how to

de-risk their supply chains in

order to thrive over the com-

ing years. 

SUT manufacturers’ efforts

to address supply resilience

during the first wave of

COVID-19 provide valuable

learnings that the rest of the

industry can draw upon to

build a more secure consum-

ables supply network in the fu-

ture. My three top tips include:

Build up stocks of 
essentials
Having a ready supply of raw

materials or essential compo-

nents can help mitigate the

impact of any delays in new

deliveries, allowing you to

continue manufacturing and

supply customers. 

Take steps now to build an

inventory of any essential in-

gredients or consumable

equipment, and explore ways

of expanding stocks. Where

companies are supplying mar-

kets overseas, it may be advis-

able to develop infrastructure

to store stocks of finished

goods within those markets to

mitigate against international

shipping delays in the future.

Identify and eliminate
single points of failure
The typical pharma supply

chain pre-pandemic con-

tained a number of weak

points that effectively acted as

a single point of failure during

the initial stages of the out-

break. For instance, reliance

on a single global region for

API supplies, made the indus-

try vulnerable when factories

in that part of the world

paused operations due to

lockdowns. 

Depending on JIT delivery

for many commodities was

another vulnerability during

the pandemic, as was reliance

on a single company for an es-

sential supply.  

To build a more resilient

supply chain in the future,

identifying such single points

of failure in your own opera-

tions is crucial in order to take

steps to address them. 

Seeking more than one

supplier for essential goods,

and working with partners

from across the globe is one

way to overcome this issue.

Working with only local part-

ners is not an option for some

essential materials or SUTs,

as they may not be produced

domestically. Moreover, it is

not necessarily advisable to

do so, as a local market may

experience supply shortages

just as easily as a market

overseas. 

Building a global supply

network can ensure access to

essential high-quality consum-

ables as and when they are

needed. Multisourcing can also

optimise flexibility, so you can

respond more rapidly to issues

with individual partners. 

Lessons to minimise future consumables supply risk
The pharma industry has undergone considerable upheaval over the last two years due to the
COVID-19 pandemic, exposing previously-unknown supply chain vulnerabilities that need to be
addressed.This was particularly the case for critical consumables – including Active
Pharmaceutical Ingredients (APIs), materials for device and packaging manufacture, and for
Single-Use Technologies (SUT) for production lines as well. Ben Wylie, Senior Product Manager,
ChargePoint Technology, offers his insight into the events of the last 24 months, as well as advice
on de-risking critical consumables supply chains in the future

INSIGHT
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Find and work with
dependable partners
Above all, you should work

with partners that have a

strong track record of relia-

bility and have the capability

to support you in meeting

your own supply security

goals. 

Ask potential partners

about their own supply

chains, about their global op-

erating footprint – this will

help you understand whether

they can support you in your

own efforts. 

Suppliers that have a

global operating footprint,

with sites and operations in

multiple countries, and have

worked to diversify their net-

works are preferrable part-

ners, as they will be less vul-

nerable to localised or

regional supply challenges. 

Those that have a reputa-

tion for reliability and quality

are recommended too, as they

will be able to provide a con-

sistent service and deliver the

highest standard materials

and components to support

you in delivering reliability

and consistency for your own

customers. 

Finally, it is important to be

confident that your suppliers

will continue to operate for the

long term – explore potential

partners’ financial health be-

fore making any agreement to

give you peace of mind.  

Heeding the lessons of
the past
Even as the world looks to

move on from COVID-19,

there are other challenges fac-

ing the global economy that

may have implications for the

pharma industry in the future. 

Whether you are a drug

developer or CDMO, prepar-

ing now to secure supplies of

SUTs and other key consum-

ables can help your organisa-

tion to thrive during this on-

going uncertainty. The re-

sponsibility for this prepara-

tion doesn’t need to rest en-

tirely on your company’s

shoulders – working with sup-

pliers that are taking their

own steps to secure their net-

works can help. Such part-

ners can enhance resilience

across the supply chain – as a

result, they can support the

wider industry in fostering a

more certain and prosperous

future.

R
obust supply chains

and logistics infra-

structure are critical

to any nation’s health, not just

metaphorically, but in exact

terms as well. Since the out-

break of the COVID-19 pan-

demic, there has been tremen-

dous pressure on the pharma

supply chains. The lockdowns

and disruption of transporta-

tion between states led to sig-

nificant bottlenecks and

shortage of certain medicines

during the peaks of the first

two waves. At the same time,

stakeholders showed a lot of

resilience and determination

to overcome the challenges

and supply essential drugs

and vaccines to the masses.

Now, as we move into the

post-pandemic world, it is

pertinent to build pharma

supply chains and a logistics

ecosystem that is in sync with

the times. The landscape has

changed drastically within the

last two years. It is important

to not just have a system in

place to maintain scheduled

supplies, but boost agility that

would allow scaling of sup-

plies in case of medical contin-

gencies. By ensuring such a

consistent and dynamic sup-

ply chain mechanism, we can

ensure that lives are not lost

due to lack of medical supplies

in any part of the country. 

As witnessed in most other

sectors in these two years,

digitisation has been the

biggest enabler for all. How-

ever, if we look at the pharma

supply chains across India,

they are not only multi-lay-

ered, but also low on technol-

ogy adoption. In the new nor-

mal, things need to change.

India is among the leading

pharma suppliers in the

world. In several categories of

medicines and vaccines, India

accounts for the majority of

the global supplies. With the

market expected to grow

spectacularly in the years

ahead, digital logistics

processes are essential to en-

hance the capacity and effi-

ciency of delivery systems. 

Here are some of the bene-

fits that technology-driven

logistics operations will of-

fer to the pharma sector:

Real-time visibility and

management – IoT in supply

chains is of critical impor-

tance for the pharma sector.

Most of the drugs and vac-

cines need to be transported

in temperature and moisture-

controlled environments. By

integrating IoT sensors with

each container or box of vac-

cines, it is not only possible to

real-time track the movement

of the vehicles carrying the

medicines, but also the status

of the consignment. Right

from maintaining tempera-

ture statuses to preventing

tampering, several processes

can be monitored by the sen-

sors and communicated to the

command centre. This en-

ables accurate calculation of

the estimated delivery time-

lines. If there are any changes

in the conditions, then real-

time tracking and manage-

ment of the supply chains will

allow the logistics managers

to recalibrate and ensure de-

sired outcomes. 

Integrated supply chain plat-

forms – When multiple compo-

nents of the supply chain move

independently of each other,

there is a greater risk of dis-

ruption or bottlenecks due to

inefficiencies or breakdown of

any of the links in the chain.

For instance, the manufactur-

ing rate might be sufficient,

but the lack of the right vehicle

type might slow down the rate

of shipping at the supplier’s

end. Alternatively, there might

be a shortage of raw material

supplies from the source areas.

Usage of cloud-based, cen-

tralised and inter-connected

supply chain platforms can

eliminate these situational

emergencies by building a con-

sistent, trusted and 24/7 avail-

able supply chain. The manu-

facturers could use such

platforms to invite bids for

transportation of their prod-

ucts to different regions, stat-

ing precisely the need for dif-

ferent vehicle types. Following

this, verified logistics

providers would respond to

such load requirements, and

the suppliers can choose the

most suitable logistics com-

pany effortlessly through such

digital platforms. 

In recent times, person-

alised medicines are gaining

traction. With the evolution of

biochemistry, cellular and ge-

netic therapies, as well as un-

derstanding of peculiarities of

each patient/consumer, inno-

vative drug makers are now

able to create life-saving medi-

cines for particular patients.

When the supply chains are

digitised, it becomes possible

for the manufacturers and the

transporters to share informa-

tion on the requirements re-

lated to such specialised ship-

ments, and plan with greater

accuracy and efficiency. Fur-

ther, when the pharma prod-

ucts are supplied through such

technology-driven logistics

processes, there is greater ac-

countability, and complete

transparency of the entire

chain. The entire trail is docu-

mented and data is stored se-

curely. If there is a need to re-

call drugs or to trace the

consumption of crucial medi-

cines, the supply chain data

can come in handy. 

These are just some of the

ways in which modern logistics

operations aided by digital

technology are going to be es-

sential in making the pharma

sector future-proof in India.

The scope is almost limitless,

and through a collaborative

ecosystem enabled by technol-

ogy, the future will surely be

healthier!

The significance of logistics in the fast-evolving pharma industry
Karan Shaha, CEO and co-Founder,Vahak, elucidates how digital logistics processes are
essential to enhance the capacity and efficiency of delivery systems

OPINION
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I
ndia is ranked third in Asia

and is one of the world's

top 12 biotech destina-

tions.[1] Post-COVID, the Indian

biotech industry is expected to

grow significantly due to in-

creased vaccine acceptance

among the billion-plus popula-

tion and, most importantly, in-

creased awareness of health is-

sues and vaccine benefits.

When the pandemic hit India

in 2020, the Indian biotech in-

dustry stepped up to the plate

and worked tirelessly to find

vaccines for COVID-19 and its

deadly variants. This has fu-

elled the industry's expansion,

which is expected to reach

$150 billion by FY25. To

achieve the goal of becoming

world leaders in biotech solu-

tions, the industry must pur-

sue a sustainable growth strat-

egy aided by technology.

The current scenario
Biotech is divided into five major

segments: biopharma, bioser-

vices, bioagri, bioindustrial and

bioinformatics, all of which con-

tribute to the bioeconomy. In-

dia's biotech industry currently

has over 3,500 biotech startups

and, these are expected to grow

to 10,000 by 2024-25.[2] Vaccines

and recombinant therapeutics

are currently driving India's

biotechnology industry growth.

India accounts for less than five

per cent of the global market

and aims to achieve a $150 bil-

lion bioeconomy in the next five

years compared to a global es-

timate of $725 billion by 2025.

This will account for about 21

per cent of the global market

share.

Sustainable growth is 
the key
The world is facing a number

of major environmental, eco-

nomic and social challenges

that must be addressed prop-

erly if future generations are to

live in a safe, healthy and pros-

perous environment. The solu-

tions we come up with will al-

ter how we live and work, and

if we make the right decisions,

these changes will be for the

better. 

The biotech sector is al-

ready making a significant

contribution to sustainable de-

velopment, and it will continue

to do so in the future: higher-

quality, renewable raw materi-

als will be produced in a sus-

tainable manner, and food

security and a healthy environ-

ment will be maintained.

Cytvia, a global lifescience

company, has begun to remove

unnecessary plastic packaging

from its supply chain as part of

its sustainable growth strat-

egy, among other improve-

ments. By streamlining ship-

ments to customers, the

company expects to save about

25 tonnes of plastic per year

while also lowering its CO2

footprint. In addition, the com-

pany is working in Sweden on

a water conservation project.

Biotech has revolutionised

industrial and agricultural

practices in recent years by in-

creasing the quantity and qual-

ity of products. Furthermore,

the number of commercial

biotechnology products grows

every year.

Global food security, im-

proved nutrition and public

health, cleaner and more effi-

cient industrial processing and

a significant contribution to

the effort to mitigate climate

change can all be achieved by

developing all sectors of the

bioeconomy together. Since

these are all interdependent,

the various sectors must be

properly linked for maximum

benefit. Not only will concerted

action create strong individual

sectors, but it will also be nec-

essary to build strong and ef-

fective links in order to create a

bioeconomy web. Because of

this interconnectedness, all

sectors must be equally strong;

a single weak link could signifi-

cantly reduce the web's overall

effectiveness and limit compet-

itiveness.

Agriculture and other nat-

ural resources are central to

the economies of many devel-

oping countries. As a result,

biotechnology offers one-of-a-

kind opportunities for long-

term industrial development.

The application of appropriate

technology in processing and

manufacturing will improve

not only production efficiency

and product quality, but also

trade and international devel-

opment cooperation.

Large biopharma corpora-

tions have recently sought

partnerships with the local bio-

pharma industry in developing

economies in order to perform

manufacturing in these coun-

tries through local Contract

Manufacturing Organisations

(CMOs). This strategy is likely

to help these countries develop

a biosimilar industry as well as

drug development services.[3]

Scope of building
technology for the 
medical industry with 
web 4.0
There has been a lot of talk

about web 4.0 recently, as well

as its future predictions. Aug-

mented Reality (AR), Artificial

Intelligence (AI) and big data-

the main components of web

Web 4.0 and sustainability have the potential to
take the Indian biotech industry to a global level
Raghavendra Goud Vaggu, General Manager, Cytiva South Asia, explains how web 4.0 can lead
the Indian biotech industry to a global level

OPINION

India's biotech industry
currently has over 3,500 biotech
startups and, these are
expected to grow to 10,000 by
2024-25
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4.0- will undoubtedly play a key

role in the next stage of web

technologies. Web 4.0 services

will be autonomous, proactive,

content-exploring, self-learn-

ing, collaborative and content-

generating agents based on

fully matured semantic and

reasoning technologies, as well

as AI. These will support adap-

tive content presentation via

an intelligent agent that will

make use of the web database.

All these technologies will aid

the biotech industry to grow

further.

Currently, body sensors

that monitor health parame-

ters and provide essential in-

formation about the patient's

health are helping the health-

care and biotech industries

collect patient data through

emerging technologies. Clini-

cal trials, for example, rely

heavily on this data, which is

collected throughout the pro-

cedure. The use of web 4.0 to

automate the sensor data col-

lection process could signifi-

cantly improve the clinical

trial's chances of success.

The use of big data can also

help to reduce the risk of med-

ication errors. Disparities be-

tween patient data and med-

ication prescriptions can be

detected using software that

thoroughly analyses patient

records. This can help prevent

a lot of problems that come

from taking the wrong medica-

tions. Many startups have

recognised the technology's

potential and have begun de-

veloping AI-based healthcare

and biotech solutions.

Furthermore, according to

some studies, AI can cut drug

discovery time by four years

and costs by 60 per cent when

compared to the industry aver-

age. Machine learning algo-

rithms can assist biotech com-

panies in significantly reduc-

ing the time it takes to develop

a new medicine. Healthcare

and biotech industries are al-

ready investing large sums of

money to find AI solutions.[4]

Initiatives by some
brands
Cytiva and Brooks Life Sci-

ences have teamed up to cre-

ate a unified digital platform

that can track cellular prod-

ucts and raw materials digi-

tally throughout the cell ther-

apy workflow, including the

cryogenic cold chain. To en-

hance its technology portfolio,

the company has also ac-

quired GoSilico, whose simu-

lation software is used to cre-

ate digital twins of

downstream processing. In

comparison to traditional

methods such as one factor at

a time – which can take up to

13 weeks – or design of experi-

ments – which can take up to

four weeks – simulation can

reveal how process parame-

ters affect attributes in a frac-

tion of the time. The end re-

sult is a scalable and reliable

solution in less than a week, a

reduction in experiment ma-

terials, and, most importantly,

more confident decision-

making.

In conclusion
There are numerous new op-

portunities emerging, ranging

from evaluating potential

study objectives to using pre-

dictive analytics in clinical tri-

als to using data to create

more efficient systems and in-

novative services that fully em-

power and deliver value to core

stakeholders.

The digitisation and sus-

tainable growth of the health-

care and biotech industries

open up new revenue and cost-

cutting channels, such as on-

demand healthcare and smart-

phone apps. New technologies

are also transforming R&D

and operations, paving the way

for disruptive solutions that

give patients more control

over their health. Together,

sustainable processes and the

technologies of web 4.0 will un-

doubtedly propel the Indian

biotech industry to new

heights.
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P
rocess understanding

provides the only sure

way to optimally manage

real-world processes, and the

pharma industry is no exception

to this. Generating such under-

standing relies on working effec-

tively with the empirical data

generated by measurements of

process inputs, outputs and 

ancillary factors to control and

improve outcomes while com-

plying with regulatory require-

ments. The volume, velocity and

variety of the data generated in

routine operations mean that

tabulations of data are not

enough, and graphical visualisa-

tion is the only way to tame this

complexity and make useful

progress.

Visualisation and EDA with
JMP®
JMP provides all the tools

needed to make breakthrough

discoveries from data and con-

vey results. By combining dy-

namic graphics with sophisti-

cated statistics, JMP helps to

develop a narrative and interac-

tively share findings in ways deci-

sionmakers can easily compre-

hend and act on.

Discerning patterns in data

and making discoveries is easy

in JMP. One can manage and

study data while in the flow of

analysis and rerun commands as

new questions and ideas arise.

Furthermore, JMP is desktop

software, and it eliminates the

need to wait for a server to send

findings to a client, especially

when dealing with large amount

of data.

JMP allows heuristic, open-

ended and dynamic Exploratory

Data Analysis (EDA), which fre-

quently entails handling data

quality and aggregation issues as

one examines the data and plays

with different representations to

let the data speak clearly. EDA in

JMP also helps to develop a use-

ful statistical model when this is

required.

Importing and 
connecting data sources
Data collection and manipula-

tion are the first steps in one’s

analytic journey – and fre-

quently, the most time-consum-

ing. EDA helps discover the

structure in data, whether in

small samples or in the vast

amounts of data collected from

many processes over time. JMP

provides the tools one will need

to speed this critical stage of the

analysis workflow with a robust

range of capabilities for access-

ing, combining, filtering and

cleansing data in preparation for

any analysis. JMP's interactive

visuals and extensive analysis

capabilities make it an excellent

alternative to spreadsheets for

EDA and any sort of statistical

analysis.

Interactive graphing and
analytics at its finest
Thanks to its dynamic linking, in

JMP selections made in one

Data visualisation and exploration for
pharma applications using JMP®
JMP provides all the tools needed to make breakthrough discoveries from data and convey results
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graph or data table are mirrored

in all graphs that are based on

that table. The wide repertoire

of graph types allows to display

and explore the data in any way,

helping one to formulate ques-

tions that the data may be able

to answer.

One can pan and examine

JMP’s graphical displays with

various tools, zoom in for a

closer look and access all re-

quired details on demand. JMP’s

unique graph builder allows one

to create displays through drag

and drop, with multiple X and Y

grouping variables and a variety

of graph elements such as bar

charts, histograms, line charts

and contour plots. Using these

such displays in conjunction

with dynamic linking and filter-

ing allows one to work effectively

with many variables at once.

Graphs can also be used to filter

other graphs.

Drag and drop graphing, fil-
tering and column switching
JMP's drag-and-drop graphing

allows one to build and alter

graphs quickly. One can make a

wide range of charts and plots

such as spatial and geographical

maps, line graphs, treemaps, wa-

terfall plots and heatmaps to ex-

plain one’s findings. Graphs can

also be saved as interactive

HTML to share with colleagues.

JMP allows one to manage

which data to include in graph

by using the local data filter,

which allows one to interactively

define and select complex sub-

sets of data, hide them in plots,

or eliminate them from further

consideration. The column

switcher allows one to easily

study different variables without

having to redo your analysis.

One can record resulting visual-

isation as an animated.gif and in-

clude this dynamic representa-

tion in a PowerPoint

presentation to share with some-

one who doesn’t have JMP.

Geospatial maps
JMP provides out-of-the box

geospatial mapping at any level

of granularity. JMP has prebuilt

maps for countries, states and

other locations, and allows one

to build his/her own without the

need to write code.

JMP also allows one to plot

point-oriented data on back-

ground maps, showing one’s

points in relation to cities, roads

and water bodies. This provides

additional geospatial context

that strengthens one’s narrative,

offering new insights that would

otherwise be difficult or impos-

sible to uncover. A JMP server

hosts the map data used to auto-

matically generate the requisite

OpenStreetMap (OSM) images.

Graphs worthy of sharing
and publication
The goal of one’s analysis is not

just to provide eye-catching

graphs, but to aid in answering

one’s questions and formulating

interesting new ones. Similar to

EDA, visualisations can also be

used to display the results of sta-

tistical modelling, whether it's

showing the distribution of in-

puts that affect the outcomes of

interest, or graphically illustrat-

ing the relationships between

these variables using the inter-

active profiler.

JMP allows you to present

your findings by:

1. Saving individual images or ta-

bles in publication-ready for-

mats or interactive HTML re-

ports that can be emailed to

users and viewed in a browser or

mobile device.

2. Exporting analysis results to

PowerPoint with a single click.

3. Creating a web page from a

collection of JMP output to

share one’s process findings and

how they were arrived at.

4. Creating dashboards using a

template-driven drag-and-drop

interface, with the option to eas-

ily share this with others

through an interactive HTML

report or JMP Add-In.

Resources
Whitepaper - Effective Visual-

ization Techniques for Data

Discovery and Analysis 

https://www.jmp.com/en_us/white

papers/jmp/effective-visualization-

techniques.html

Video – JMP Graph Builder

Graph Builder (Interactively

create visualizations to ex-

plore and describe data). 

https://www.jmp.com/en_nl/learn-

ing-library/topics/graphical-dis-

plays-and-summaries/graph-

builder.html

Download your free trial of

JMP®

Used by hundreds of thousands

of data explorers worldwide,

JMP data analysis software re-

veals insights that raw tables of

numbers or static graphs tend to

hide. Get more out of your data

by downloading a free, fully func-

tional 30-day trial now.

https://www.jmp.com/en_us/

download-jmp-free-trial.html
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DKSH India Pvt. Ltd.

Hiranandani Light Hall Business Park. A Wing, First Floor 

Saki Vihar Road, Andheri East, Mumbai 400 072, India 

Mobile: +91 82 9108 6293 

priyanka.mishra@dksh.com, www.dksh.in

Market Expansion 
Services by

www.dksh.com

BUSINESS AVENUES EXPRESS PHARMA

EXPRESS PHARMA July 2022 43



BUSINESS AVENUES EXPRESS PHARMA

July 2022 EXPRESS PHARMA44



KimtechTM OpalTM Nitrile Gloves

Seamless protection to guard against
chemical splash andmicro-organism

ong, 2.8 mil thickness, Ambidextrous

with excellent tensile strength

Vulcanization Accelerators and no added

ations

to Regulation (EU) 2016/425

(KPT) Chemical Splash protection

to degradation by chemicals

rganism and Virus Protection

nufacturing

Toll Free Number: 18002660730 | Email: customercare.india@kcc.com | Website: www.kcprofessional.co.in

® / ™ Trademarks of Kimberly-Clark Worldwide, Inc. or its a�liates. © KCWW

hazards

Key Features

• 9.5 inches (240 mm) l

• Thin nitrile polymer w

• Formulated without V
Sulphur

Compliance & Certifica

• PPE Cat III according

• EN ISO 374-1 Type B (

• EN 374-4 Resistance

• EN ISO 374-5 Micro O

Applications

• Research facilities

• Production facilities

• Non-sterile drug man

LIMITED OFFER

*Discount mentioned is on the List Price of Kimtech Opal Nitrile Gloves. Discount and free samples are subject to terms and conditions and stocks availability.

10%
DISCOUNT*

TO

GET UP TO *

&
FREE
SAMPLES

FOR TRIAL
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S I L I C O N E T R A N S P A R E N T T U B I N G

M. K. Silicone Products Pvt. Ltd.

E-mail : sales@mksilicone.com

205 & 206 Hill View Industrial Premises, Amrut Nagar,

Ghatkopar (W), Mumbai - 400 086, India.Tel.: 022-2500 4576

for the Quality Conscious….

INDIA

QM 002

An ISO 9001-2015 COMPANY

CE
RTIFIED

C

L
E A N R O

O

M

IS0 8
Serving
Since

1997
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LABCOATER

Coating, Drying and Laminating -
the basic functions of the «LTE-S»

Various options e.g. surface temperature measurement
We will show you how to achieve the optimal performance from the «LTE-S»

Small LABCOATER for sample size A3

Market leaders are using Mathis technology

Versatile usage for
• knife over roll
• air knife
• rubber blanket
• lamination
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GMP
CERTIFIED

« «

9325965656 | sales@mackpharmatech.com |) * www.mackpharmatech.com

Walk In Humidity

Chamber

Temperature Range

20°c to 60°C

Humidity Range

40% RH to 85% RH

Features-

21 CFR Part 11 Compliance CE Approved

PLC Control Log Data

Event data Audit Trail Data..

Our First International Pharma Exhibition

in Dubai will take place soon...

E
P
0
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2
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The Ultimate Solution for
Marking and Coding Systems...

Scan this QR code
to view product applications

X1 Jet Stitch

MVT Series 1 Media Transport System

X1 Jet

Integra Quardo Controller

Printhead

Camera
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To Advertise in

Business Avenues

EEmmaaiill::  rajesh.bhatkal@expressindia.com

rbhatkal@gmail.com
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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, Sewri West, Mumbai-400015,

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

O�ers 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

w
w
w
.s
id
d
h
a
rt
h
a
d
s
.c
o
m

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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Y
okogawa Electric Cor-

poration has an-

nounced that it has ac-

quired all shares of Danish

company Dublix Technology

ApS, a provider of solutions

that improve the efficiency of

waste-to-energy (WTE) and

biomass power plants. The

addition of Dublix's combus-

tion control and boiler per-

formance enhancement solu-

tions to Yokogawa's lineup of

control, monitoring, and

maintenance systems will en-

able the provision of solutions

that make both WTE and bio-

mass power plants more effi-

cient and profitable. 

WTE and biomass power

plants incinerate fuels such as

municipal household waste,

waste wood, wood pellets,

palm seeds, bagasse and rice

husks. Given that the fuel con-

tains mostly non-fossil por-

tions, less fossil CO2 is pro-

duced. Moreover, as this kind

of fuel provides a more reli-

able supply of power than

other renewable energy

sources, demand for such

power generation as a distrib-

uted power source that sup-

plies power to nearby commu-

nities is increasing.  

Plants that rely on this fuel

source burn it to produce

steam in a boiler, and a steam

turbine extracts the energy

from the steam to drive a ro-

tating shaft in a generator

that produces electricity. One

issue at such plants is that the

combustion of these fuels can

be unstable due to inconsis-

tent composition with varying

calorific value and moisture

content, resulting in signifi-

cant fluctuations in the

amount of generated steam.

To achieve stable steam gen-

eration for the high-quality

supply of power, it is desirable

to have in place a highly effi-

cient means for the control of

the combustion process. 

Dublix answers these

needs by providing design, op-

eration, maintenance and cus-

tomised solutions that im-

prove availability and

efficiency while reducing the

environmental impact of both

WTE and biomass power

plants. Dublix currently oper-

ates in Europe, North Amer-

ica and Asia. 

Dublix's FuzEvent™ is a

high-performance advanced

combustion-control software

solution that uses proprietary

predictive control technology

and leverages the company’s

process know-how. Based on

historical operating data and

analysis of operating proce-

dures carried out by experi-

enced personnel, this soft-

ware enables operators to

keep plants operating at opti-

mal efficiency around-the-

clock. By ensuring a stable

supply of steam and maximis-

ing its use, the software helps

to improve generation effi-

ciency, increase combustion

capacity and improve prof-

itability for the plant operator.

The emissions of nitrogen ox-

ides (NOx) and other harmful

gases due to incomplete com-

bustion are also reduced.  

Dublix's DD-Jet™ system

has been proven to be the

most effective solution for

cleaning the open pass sec-

tions of a boiler. For WTE

plants to operate efficiently,

regular cleaning of the boiler

is necessary to remove the fly

ash and deposits that easily

accumulate on the inside walls

of the boiler as the result of

the combustion process. Us-

ing jets of water from rotating

nozzles, the DD-Jet system is

effective at removing sub-

stances that have accumu-

lated on the boiler walls, even

in distant hard-to-reach loca-

tions, and is able to do so

while the plant is operating.

This helps boiler efficiency, in-

creases the amount of steam

that a boiler can produce, re-

duces corrosion, extends its

lifespan, and decreases the

likelihood of unplanned shut-

downs. In addition to the

FuzEvent and DD-Jet solu-

tions, Dublix has several other

boiler combustion control so-

lutions that can improve effi-

ciency and ensure the prof-

itable operation of both WTE

and biomass power plants. 

Targetting the global WTE

and biomass combustion mar-

ket, Yokogawa provides inte-

grated production control sys-

tem, data measurement and

facility maintenance solu-

tions. With Dublix as a sub-

sidiary, Yokogawa will be able

to leverage its global network

to provide customers all over

the world a broader range of

solutions that improve the op-

eration, performance and

profitability of both new and

existing WTE and biomass

power plants. By helping com-

panies ensure a stable supply

of renewable energy and re-

duce their fossil CO2 and NOX

emissions, Yokogawa will con-

tribute towards the achieve-

ment of its “three goals” for

sustainability for the year

2050 as well as the United Na-

tion’s Sustainable Develop-

ment Goals.  

Outline of Dublix
Technology ApS 
Location: Gentofte, Denmark

Main business: Conduct of fea-

sibility studies for improving

the efficiency of WTE and bio-

mass power generation plants

and provision of solutions that

improve efficiency and extend

the lifespan of plant facilities. 

Website:

https://www.dublix.com/  

About Yokogawa 
Yokogawa provides advanced

solutions in the areas of meas-

urement, control and informa-

tion to customers across a

broad range of industries, in-

cluding energy, chemicals, ma-

terials, pharmaceuticals and

food. Yokogawa addresses cus-

tomer issues regarding the op-

timisation of production, as-

sets and the supply chain with

the effective application of dig-

ital technologies, enabling the

transition to autonomous oper-

ations. 

Founded in Tokyo in 1915,

Yokogawa continues to work

towards a sustainable society

through its 17,500 employees in

a global network of 119 compa-

nies spanning 61 countries. For

more information, please visit

www.yokogawa.com   

The names of corporations, or-

ganisations, products, services

and logos herein are either reg-

istered trademarks or trade-

marks of Yokogawa Electric

Corporation or their respective

holders.   

Media inquiries: PR Section 

Integrated Communications

Center Yokogawa Electric 

Corporation 

E-mail:Yokogawa-

pr@cs.jp.yokogawa.com 

Yokogawa acquires Dublix, a provider 
of optimisation technologies for 
waste-to-energy and biomass power plants 
The addition of Dublix's combustion control and boiler performance enhancement 
solutions to Yokogawa's lineup of control, monitoring, and maintenance systems will 
enable the provision of solutions that make both WTE and biomass power plants more 
efficient and profitable

WTE and biomass power plants incinerate fuels
such as municipal household waste, waste wood,
wood pellets, palm seeds, bagasse and rice husks
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W
aters Corporation

announced a collab-

oration with BioIn-

fra, a pioneering Contract Re-

search Organisation (CRO)

company for the pharma and

clinical fields, to jointly estab-

lish the ASEAN Academy for

Bioanalysis. The academy is

dedicated to provide scientists

with the hands-on knowledge

required to design and per-

form a variety of bioanalytical

methods, which are vital

throughout every stage of

drug discovery and develop-

ment.

“There is a growing need

for CROs, pharma companies

and regulators in the region to

have access to the bioanalysis

training needed to conduct

drug equivalence tests for the

approval of generic drugs,”

said David Curtin, Vice Presi-

dent, Waters, Asia Pacific.

“Our vision is that the training

provided at the ASEAN Acad-

emy will help grow generic

drug manufacturing in the re-

gion, and, in turn, help provide

lower cost prescription drug

options for the people of

Southeast Asia.”

Located at the BioInfra

headquarters in Seoul, the

ASEAN Academy for Bio-

analysis will offer hands-on

training using the latest ana-

lytical instruments and soft-

ware from Waters. Trainees

will focus on the bioanalytical

aspect of bioequivalence trials

to ensure they are conducted

according to the applicable

principles of Good Laboratory

Practice (GLP).

Bioanalytical methods used

today require samples to be

well-characterised, fully vali-

dated, and documented to

yield reliable results that can

be satisfactorily interpreted.

These skills will help enhance

the regional scientific compet-

itiveness and the quality of

pharma research and testing

needed to meet the region’s

growing demands for access

to clinical trials and generic

drugs, which are fueled by ris-

ing elderly populations facing

acute and chronic illnesses.

“We are thrilled to partner

with Waters Corporation on

the establishment of the

ASEAN Academy for Bio-

analysis," said Sang Deuk Lee,

CEO, BioInfra. “By providing

the scientific community of

Southeast Asia with a much-

needed resource for bioanalyt-

ical training, we are further

supporting BioInfra’s mission

to create a healthy future for

all people, regardless of their

age or economic status.”

The ASEAN Academy for

Bioanalysis books group train-

ing by advance appointment

only. Please contact JC Ahn at

BioInfra for more information

on training details, dates and

pricing.

About BioInfra
BioInfra was established in

2007 and is a leading Contract

Research Organisation (CRO)

with excellent professionalism

in the bioanalysis area and rich

experiences and know-how in

the standardisation of experi-

mental process and error con-

trol.

About Waters Corporation

(www.waters.com)

Waters Corporation

(NYSE:WAT), a global leader

in analytical instruments and

software, has pioneered chro-

matography, mass spectrome-

try and thermal analysis inno-

vations serving the life,

materials and food sciences for

more than 60 years. With more

than 7,800 employees world-

wide, Waters operates directly

in more than 35 countries, in-

cluding 14 manufacturing facil-

ities, and with products avail-

able in more than 100 

countries.

Waters and BioInfra establish ASEAN Academy for
Bioanalysis to promote analytical skills development
Companies collaborate to promote development of bioanalytical skills with joint opening of the
ASEAN Academy for Bioanalysis in South Korea

Ace Technologies is a state-

of-the-art facility commit-

ted to its workforce, consisting

of skilled service engineers and

extremely cooperative back-

end support, which ensures

that the consumer issues are

handled with utmost attention

and care.

Since its inception, the

growth of its service division

has shown impeccable results

with the help of their attrib-

utes based on some core val-

ues.

Ace incorporates these val-

ues not just in their service,

but also company at large.

They believe that any business

or company can only grow

when they have a very strong

after-sale service, which repre-

sents its excellence in deliver-

ing the best.

They continue their acqui-

sition and development of

technologies which are world-

wide through the alliances that

are trustworthy and the best of

their partners and suppliers.

ACE Technologies strongly

believes in building long-term

business relationships along

with continuous innovation,

best service and superior qual-

ity.

SERVICES OFFERED
◆ Installations & Commission-

ing.

◆ Qualification

◆ Site Acceptance Test

◆ Validation

◆ Annual Maintenance Con-

tracts

◆ On-demand Maintenance

Services

◆ Calibration & Certifications

services

◆ Revamping of Old Machines

◆ Product Development

◆ Spare parts support

◆ Remote Diagnostic Support

◆ Audit & Machine Health

Checkup

◆ Training

What’s in it for the 
customers?
◆ Reliable, dedicated service

team and strong back-office

for 24x7 service support 

◆ Quality service with surgi-

cal excellence

◆ Services available even in

the period of pandemic kind

of situations, when many

other service agencies shut

their doors

◆ Nationwide strong service

network through four re-

gional offices and set of the

resident engineers in various

cities

◆ Increased uptime of the

machines/installations

◆ Enhanced life of the ma-

chines by predictive mainte-

nance approach

◆ Overall pro-active service

experience

Ace Technologies– Your trusted partner for service needs
ACE Technologies strongly believes in building long-term business relationships along with
continuous innovation, best service and superior quality
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T
he current processing

paradigm of large man-

ufacturing facilities

dedicated to single-product

production is no longer an ef-

fective approach for best man-

ufacturing practices. Addition-

ally, in recent years, patents on

several blockbuster biologics

have expired, which means

leading pharma companies can

no longer charge a premium

for these products.

The subsequent launch of

biosimilar drugs, which can be

sold at a lower cost, has put

pressure on manufacturers to

lower production spending in

order to stay competitive.

Single-use systems are

ideal for multi-product manu-

facturing facilities, especially

where process steps may dif-

fer. They eliminate contamina-

tion crossover, change out time

and downtime for cleaning and

sterilisation between batches

and products. Therapeutic de-

velopers are increasing their

use of single-use systems for

clinical batches, and many will

continue at production scale as

batch sizes become smaller. 

Benefit: Single Use
System 
Primary savings benefit of sin-

gle-use systems for biosimilar

development is the reduced

cost for process development

and clinical trials. By changing

out pre-sterilised single-use

bags between product batches,

manufacturers can eliminate

the risk of inter-batch contam-

ination from more difficult to

manage in-house sterilisation

processes. Single-use systems

also have applications in for-

mulating and filling operations,

moving purified biosimilar

drug substances to the forma-

tion container.

Single-use technologies of-

fer savings in cleaning ex-

pense, especially purified wa-

ter and WFI usage and have

demonstrated greater safety

without endangering environ-

mental efforts compared to

stainless-steel systems. By im-

plementing single-use sys-

tems, manufacturers can avoid

issues related to cross contam-

ination between batches and

products. Cross contamination

is a risk with all bioprocessing

equipment that is reused, in-

cluding piping, tanks, mixers

and bioreactors. Cleaning val-

idation for such equipment is

expensive and time-consum-

ing.

Single-use systems reduce

costs associated with cleaning,

maintenance and assembly,

minimise operator exposure,

and free facility resources for

other activities. Eliminating

user-managed cleaning and

sterilisation reduces the need

for a utility system and piping

within a facility, leading to

faster facility build time and

lower capital cost. Establishing

a single-use-enhanced facility

takes about half to a quarter of

the time that it takes to install a

stainless-steel facility.

A solution toward Single
Use Assemblies
Ami polymer offers wide range

of gamma irradiated single use

assemblies for various critical

applications in biopharmaceu-

ticals. These range from sim-

ple tubing with connector to

complex manifold with several

joints/connections. All the as-

semblies are manufactured

and packed in Class 7 certified

clean room. We cover the

whole upstream and down-

stream bioprocess, ranging

from laboratory scale and pilot

plant scale to production scale.

Few applications of upstream

and downstream production in

biopharma industries where

Ami polymer is supplying as-

semblies are listed below:

◆ Buffer and media transfer

(feeds, the addition of

base/acid, antifoam, growth

medium, and other liquids),

◆ Collecting samples with zero

risk of contamination assem-

blies,

◆ Media filtration assemblies,

◆ Inoculation assemblies,

◆ Removal of liquids from bio-

process assemblies,

◆ Carboy/bottle assemblies for

cell culture,

◆ Product filtration assem-

blies,

◆ Filter manifold assemblies

and

◆ Peristaltic pump tube mani-

fold assemblies.

Application of Single-Use Technologies
(SUT) in biosimilar development
Single-use systems are ideal for multi-product manufacturing facilities, especially where process
steps may differ

Chandan Kumar Sah 

Senior Manager- SUT

Business Development 

Biotechnologist 

Email: Chandan.s@amipoly-

mer.com

Website: www.amipolymer.com

Technical Traditional Stainless Steel Technology Single Use Technology

Product change .over time Slower Faster 

Flexibility to change Painful Easy

Campaign turnaround times Slower Faster 

Water usage/waste water High Low

Solid waste disposal Less More 

Leachable/extractable validation Small High 

Facility size Large Smaller 

CIP Complex Simpler 

SIP Complex Simpler 

Sustainability Low High 

Therapeutic
developers are
increasing
their use of
single-use
systems for
clinical
batches, and
many will
continue at
production
scale as batch
sizes become
smaller
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E
ppendorf India has in-

augurated a Sophisti-

cated Pipette Labora-

tory and Service Hub

(SPLASH) at its facility in

Ambattur Industrial Estate,

Chennai, India. This state-of-

the-art, world-class pipette

calibration facility of 1700 sq

ft has several first-in-India

features. The facility can cali-

brate up to 100,000 pipettes in

a year.

With eight work stations,

the Turn Around Time (TAT)

will be reduced substantially.

The facility houses, the first

time in India, ‘Speedcal mo-

bile’ the multichannel pipette

calibration balance. The cali-

bration actually happens

same way as the pipettes are

used in the laboratory.

SPLASH also houses the

tools’ calibration for epMo-

tion®, Eppendorf automated

liquid handling workstations.

About Eppendorf India
Eppendorf India, the Indian

arm of Eppendorf SE was estab-

lished in 2003 to cater and be

closer to the customers of the

sub-continent and continue be-

ing an expert partner in life sci-

ences laboratories.

Started as a sales and service

organization with a team of 13,

we are now a strong committed

family of 180, spread across the

country. Head quartered in

Chennai, we have offices in all

major cities. Most of our col-

leagues have a science, engineer-

ing or commercial background

and every employee is an Eppen-

dorf representative dedicated to

supporting our customers. In the

field, sales, product manage-

ment and service personnel help

customers select solutions that

best address their specific needs

and provide comprehensive

post-sales support. Meanwhile,

customer service, logistics, mar-

keting, finance and administra-

tion team-members provide

strong support to keep cus-

tomers well-informed and help

ensure products and services are

available efficiently. Beyond the

sub-continent, Eppendorf India

is also associated with markets

of Bangladesh, Sri Lanka,

Nepal, Maldives and Bhutan

working very closely with vari-

ous dealers in these countries,

providing pre-sales and post-

sales support.

Visit:

https://www.eppendorf.com/

IN-en/ to learn more

Eppendorf inaugurates Sophisticated Pipette
Laboratory and Service Hub (SPLASH)
This state-of-the-art, world-class pipette calibration facility of 1700 sq ft has several 
first-in-India features

The facility can
calibrate up to
100,000
pipettes in 
a year
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A
new design for isolator

technology: Metall+

Plastic's INTISO is dis-

tinguished by the absence of an

HVAC unit and the relocation of

cooling and ventilation units

from the mechanical floor to the

isolator plenum*. Even its modu-

lar construction is innovative.

This article shows the advan-

tages and practical application

scenarios that result from this.  

Photographs of isolators in

cleanrooms are only able to

show part of the overall complex

isolator technology. The HVAC

unit is located, almost invisibly,

above the isolator on the techni-

cal floor. If it were possible to dis-

pense with the large HVAC unit

and extensive piping, it would be

feasible to significantly reduce

the amount of work involved in

isolator construction, as well as

the time and effort required for

installation and commissioning. 

Metall+Plastic has suc-

ceeded in relocating essential

HVAC functions to the isolator

plenum       . The ventilation and

cooling units are the newly repo-

sitioned technologies. This de-

sign makes the INTISO suitable

for standard applications car-

ried out under the climatic con-

ditions typically found in clean

rooms, which roughly corre-

sponds to a room temperature of

about 20°C with a humidity level

of about 40 to 50 per cent. This

is because INTISO uses the pre-

conditioned air from the clean

room and releases it back into

the clean room (or even through

the roof). 

A new generation of 
isolators
What differentiates the INTISO

and sets it completely apart

from similar concepts available

in the market is a supportive

temperature control system. A

temperature adjustment of

around +/- 6° C can be carried

out with a cooling unit that is in-

tegrated into the isolator

plenum. In practice, this makes

it possible, for example, to com-

pensate for waste heat from fans

or other isolator components

and to create consistent temper-

ature conditions, regardless of

the batch size. The INTISO also

compensates for the tempera-

ture fluctuations that occur in

the clean room with its inte-

grated cooling and ventilation

technology. 

Interim conclusion: This

means that this type of isolator

is just as safe for standard appli-

cations, but is also more cost-ef-

fective and available more

quickly than customised de-

signs. In scenarios that differ

from standard applications,

such as when pharmaceuticals

require cold loading or highly ac-

tive ingredients are being

processed that require a very

high air exchange rate, a tailor-

made isolator from Metall+Plas-

tic remains the better choice.

But for almost all standard ster-

ile fillings, from now on, INTISO

will not just be an interesting al-

ternative, it will be the first

choice. Matthias Aster, Team

Leader of Sales at Metall+Plas-

tic, is convinced of this. 

INTISO is equipped with the

DECOpulse® decontamination

unit. Consequently, compared to

custom isolators, there is no dif-

ference in the decontamination

times that can be achieved and

the H2O2 residual concentration

values. In a market comparison,

the values achieved by

Metall+Plastic are also at a very

low level. The INTISO also con-

forms to all requirements ac-

cording to cGMP Annex 1. For

example, this includes individual

filter integrity tests in accor-

dance with DEHS/DOP. Like-

wise, the monitoring units are

identical to customised systems

in terms of their design. Fur-

thermore, the INTISO's SCADA

system corresponds to the ear-

lier design, and can be combined

with the HMI of filling and clos-

ing systems. 

Modularity assists with
time and cost savings
The thing that also sets the IN-

TISO apart is its modular con-

struction. To achieve this, Met-

all+Plastic has introduced a

modular system for the INTISO

manipulation unit, so that the

frames are now pre-engineered.

The resulting simplified engi-

neering contributes to reducing

costs, while at the same time, the

system remains so flexible that

adjustments to meet customer

requirements can be made at

any time. Similarly, connection

to Optima and other manufac-

turers' filling and closing ma-

chines is unaffected. 

Last but not the least, IN-

TISO improves access to tech-

nology, because filters or hoses,

for instance, can be reached via

the access panels on the plenum.

Metall+Plastic performs all the

engineering in this area without

the need for tools, for example

with crimp closures, so, avoiding

potential particle contamination

in the clean room. 

The new INTISO delivers

persuasive benefits for standard

applications in sterile filling. This

is underlined by the range of or-

ders Metall+Plastic has already

received for the INTISO. The

first project is about to go into

operation.

*[Margin]: The isolator

plenum* is the area located

above the machine enclosure or

the manipulation unit with the

glove interfaces, and it is usually

located flush with the cleanroom

ceiling.

Key points to consider:
+ New type of isolator: The IN-

TISO from Metall+Plastic does

not need an HVAC unit on the

technical floor.

+ Ventilation and cooling units

are installed in the isolator

plenum. The INTISO receives

pre-conditioned air from the

clean room.

+ Significant time and cost sav-

ings

+ Ideal for standard applications

+ Improved accessibility

+ The modular construction of

INTISO assists with time and

cost savings.

With INTISO, the ventilation

and cooling technology is re-

duced to the basics. It offers the

highest pharmaceutical safety,

cost and time benefits for stan-

dard applications.

New INTISO: Smart isolator technology for
aseptic processes 
With INTISO, the ventilation and cooling technology is reduced to the basics. It offers the highest
pharmaceutical safety, cost and time benefits for standard applications

[*]
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E
MDEX® (Dextrates, NF)

is a directly compressi-

ble, water-soluble tablet

binder and filler. Its unique

composition of 95 per cent glu-

cose monohydrate and differ-

ent oligosaccharides derived

from starch is monographed

under Dextrates in the NF, with

use levels ranging from one per

cent to 99 per cent. EMDEX® is

designed for a variety of tablets

& lactose free applications[4].

Physical Properties [4]: 
◆ Made from corn starch

(GMO-free EMDEX® available)

◆ Natural sweet taste of dex-

trose

◆ Freely and rapidly water-sol-

uble (1000g/L) 

◆ Excellent flowability

◆ Spherical, porous particles

◆ Directly compressible filler-

binder

◆ High bulk density

◆ Narrow particle size distri-

bution

◆ Calorie content- 4.0-5.0Kcal/

gram

SEM of EMDEX®l
EMDEX® Benefits and Appli-

cations[5][6]:

Benefits:

◆ Superior flow, compaction,

and tablet robustness in direct

compression applications

◆ Does not require a glidant,

due to superior flow properties

◆ Exhibits excellent mixing

properties

◆ Easy to handle – does not

stick to punches

◆ Non-dusting

◆ Results in smooth and shiny

tablets

◆ Tablets demonstrate very

low friability

◆ Metabolis es fully without os-

motic laxative effect

◆ Provides patients with a

pleasant, sweet taste and a cool

mouth feel

◆ Does not cause dry mouth

feel when compared to sugar

alcohols

◆ Particle porosity improves

EMDEX® solubility and flavour

absorption capacity- a key ad-

vantage for tablet taste en-

hancement

◆ Compendial (NF), eliminat-

ing regulatory hurdles

Emdex is designed for variety

of tablet types and dosage

forms:

◆ Chewable tablets

◆ Orodispersible tablets

◆ Effervescents

◆ Sachets

◆ Multi-layer tablets

◆ As a replacement for lactose

Applications:

◆ EMDEX® is 100 per cent wa-

ter-soluble, it is also perfect for

applications in which a good

mouth feel or a clear solution is

required.

◆ EMDEX® has excellent

flowability and non-dustiness

makes it appropriate to be used

as flow improvement aid in sa-

chets and stickpacks.

◆ EMDEX® exhibits narrow

particle size distribution with

an average particle size of 200

µm. Along with its spherical

particle shape and high bulk

density, this ensures supreme

flow properties.

◆ EMDEX® is a porous mate-

rial that absorbs fluids, allow-

ing chewable formulation de-

velopment and manufacture

using liquid APIs.

◆ The porous structure of the

sparay-dried EMDEX® parti-

cles  enables excellent content

uniformity even for low dose,

micronised APIs.

◆ Oily APIs are readily ab-

sorbed by the sponge-like

structure of EMDEX®.

◆ Highly suited for veterinary

products, due to its pleasant

taste.

Comparison of powder char-

acteristics of EMDEX® and

spray dried lactose [3]:

A comparision of EMDEX® and

spray dried lactose with regard

to their powder characterstics

demonstrated the similarility

of the two materials. Both are

water-soluble, crystallised

powders with a porous struc-

ture and a spherical particle

shape. The particle shape, in

combination with the high bulk

EMDEX®-AMultifunctional Binder and Filler
EMDEX® is designed for a variety of tablets and lactose-free applications

Parameter EMDEX® Spray-Dried Lactose

Particle Size d50 (μm) 190-220 130-160

Bulk Density (g/L) 600-700 600-700

Tapped Density (g/L) 700-800 700-800

Flodex Index (mm) 4 4

Water Solubility (g/L) 1000 220

Bulk Density 0.70 g/m3

Tapped Density 0.75 g/m3

Hausner Ratio 1.07

Angle of Repose 300

Loss on Drying 7.8-9.2 (glucose monohydrate, the assay includes crystal water)

Dextrose Equivalent 93 – 99 %

Heat of Solution -105 J/g

Median Particle size 190 – 220 μm

Spherical particle shape and

porous structure - EMDEX®    

Powder Characteristics of EMDEX® and spray dried 
lactose.
Compactability

In this study, the effect of different soluble binder on tablet hardness

was evaluated.

Observation: The kind of diluent used had a significant influence

on the hardness of the tablets. While tablet manufactured with

EMDEX® resulted in the highest compactability, those made from

glucose and spray-dried lactose exhibited the lowest compactabil-

ity. Spray drying of EMDEX® as well as the presence of oligosaccha-

rides leads to massive increase in tablet strength.

Flowability

In this study, the flowability of different soluble binders was evalu-

ated.

Observation: Due to its high bulk density and spherical 

particle shape, EMDEX® exhibits excellent flowability. This func-

tional advantage can be utilised in pre-form or for flow enhance-

ment in tableting blends and stickpacks. Angle of repose found to

be a 300.
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density, leads to excellent 

powder flow of EMDEX® 

and spray-dried lactose. 

Furthermore, both excipients

are appropriate for direct com-

pression applications and de-

form mainly by brittle fracture.

Hardness vs flowability:

In this study, the effect on hard-

ness and flowability was evalu-

ated.

Observation: The flowability

of DC-grade micro-crystalline

cellulose (VIVAPUR® 102) can

be further improved by

adding increasing amounts of

EMDEX®

EMDEX® is a promising

substitute for spray dried lac-

tose as it has similar powder

and tableting properties.

Spray-dried lactose is widely

used as filler and binder in the

pharma industry, but many

adults are not able to digest

lactose. Lactose is absorbed

from the gastrointestinal tract

once it is hydrolyzed by the

enzyme “lactase” into glucose

and galactose. Hence, children

deficient in “lactase,” are un-

able to absorb lactose (due to

congenital defect or lack of

the enzyme) and develop flatu-

lence, diarrhoea, gastroin-

testinal bloating following in-

gestion of milk due to the

build-up of lactic acid, hydro-

gen and carbon dioxide. Lac-

tose intolerance in infants and

children can lead to prolonged

episodes of bloating, diar-

rhoea, dehydration and meta-

bolic acidosis. Therefore, it is

indispensable to provide al-

ternatives to lactose-contain-

ing drugs in order to make

them suitable for lactose-in-

tolerant patients[1][2].

Conclusion:

◆ EMDEX® is a water –solu-

ble filler binder with brittle

fracture as the main binding

mechansim.

◆ EMDEX® and spray dried

lactose show great similarity

in terms of particle morphol-

ogy, bulk density and flowabil-

ity. EMDEX® was, therefore,

ideally suited as a substitute

for spray dried lactose in or-

der to make them suitable for

lactose-intolerant people.

◆ EMDEX®  is well-suited for

chewable tablets, effervescent

tablets, oro-dispersible

tablets, multi-layer tablets

and sachet kind of formula-

tion.
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W
e often receive ques-

tions from astute

chemists on the

topic of activated carbon, and

how the more modern powerful

approach of metal scavenging

compares to the traditional ap-

plication of activated carbon.

This can be an emotive topic.

Sometimes, the question can

be as blunt as ‘What’s wrong

with carbon? It’s the way most

process groups have histori-

cally removed transition met-

als such as palladium.’

It’s a fantastic question and

one that we investigated at Bio-

tage in some dedicated small

studies.  We took a model Ac-

tive Pharmaceutical Ingredient

(API), spiked it with a known

amount of palladium and

looked at the efficiency of 

various mitigation processes

typically used to remove the

palladium.

We investigated the use and

application of solid-supported

metal scavengers as compared

with activated carbon in this

case.  Both media are com-

pletely insoluble adsorbents

that may be added to reactions,

which can bind metal, and can

be removed ‘cleanly’ after-

wards, perfect heterogeneity.

But as we found out, not all

metal scavengers are the same.

We initially focused our at-

tention on three powerful in-

dustry established scavengers

for palladium, Biotage® MP-

TMT, ISOLUTE® Si-TMT and

ISOLUTE® Si-Thiol, Figure 1.

The style of the experiment

was simple. We added a defined

amount of metal scavenger to a

reaction volume and simply

stirred/filtered to work up and

process. Datapoints were

taken, which allowed us to cor-

relate the amount of scavenger

added vs resulting palladium

by elemental analysis and the

results plotted below, Figure 2.

Under these conditions, acti-

vated carbon removed some

metal from solution, but failed

to remove 100 per cent, even at

the experimental maximum

load of 2 g/10 mL, almost 13 per

cent Pd remained after 16

hours. Activated carbon has a

bulk density of approximately

2.9 mL/g (0.34 g/mL), thus our

carbon treatment consumed al-

most 3 mL of reactor vial space

(total solvent volume 10 mL).

By extrapolation, 5 g (14.5 mL)

of activated carbon would have

been necessary to remove most

of the metal, and put simply, if

implemented, there was not go-

ing to be enough space in the

reactor vessel if we continued

this route.

In contrast, the metal scav-

engers were much more effec-

tive, removing 98.2%+ of the

Pd, even at the lowest load of

0.2 mg/10 mL. Bulk density of

the metal scavenger is ~1.66

mL/g (0.6 g/mL), suggesting

that for the lowest load, only 0.3

mL of reactor space was re-

quired.  

What did surprise us

though, and to complete the

picture, was the story that un-

folded when we looked at

chemical yield and recoveries.  

At the experimental maxi-

mum load of carbon (2 g), we

achieved 88 per cent palla-

dium reduction, but recovered

only 46 per cent of our API

analogue.  The 88 per cent re-

duction may sound good, but

this is a very poor result. Re-

moving 88 per cent of the 800

ppm Pd remaining after a 0.5-

1 per cent catalytic Suzuki re-

action, is a clear failure by

most metrics of metal re-

moval and will necessitate a

repeat treatment or re-work

(that’s still ~100 ppm left).

Twenty years ago, maybe it

would have been fine but not

really in today’s standards

and compliance-orientated

environment. In comparison,

the same treatment using a

smaller amount of Biotage®

Si-Thiol resulted in >98.2 per

cent removal, and 100 per

cent (quantitative) recoveries.

So, coming back to the ini-

tially posed question, ‘Are

metal scavengers better than

carbon’…well, carbon works,

but there may be less rationale

for using it as a generic adsor-

bent. Carbon may not always

remove palladium as effec-

tively, definitely consumes

more reactor space (thus could

be more difficult to clean after-

wards), and also risks reducing

precious yield recoveries of our

valuable API/product.  

In our examples, carbon

was able to scavenge palla-

dium, but the amount of carbon

required to completely remove

palladium would have had a

devastating effect on reaction

yield, while also barely fitting in

the reactor in the first place.

This would have further detri-

mental effects to mass trans-

port, solvent usage, reaction ki-

netics and additional solvent

waste implications.  

Dr Sunil Rana 

Global Product Manager : 

Scale Up Solutions

Biotage GB Limited

For more information 

contact india@biotage.com ; 

visit www.biotage.com 

Are metal scavengers better than carbon?
Carbon may not always remove palladium as effectively, definitely consumes more reactor space,
and also risks reducing precious yield recoveries of our valuable API/product

Figure 1. structures of solid-bound scavenger media. Left – Biotage® MP-TMT. Middle – ISOLUTE® Si-TMT, Right – ISOLUTE ® Si-Thiol
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S
ieve analysis of sample

has application in sepa-

ration and size determi-

nation of granular and fine

particles. It is an important

test for pharma excipients

due to the need of high degree

of efficiency, accuracy and re-

peatability. There are three

main types of sieve shakers: 

Mechanical sieve shakers:

Mechanical sieve shakers

employ motor-driven system

to agitate and reorient parti-

cles with orbital, circular, ro-

tational or tapping motions

for particle size distribution

analysis.

Electromagnetic/vibratory

sieve shakers: Vibratory sieve

shakers use quiet electro-

magnetic energy to agitate

particles. A proper vibration

setting creates a tri-dimen-

sional sifting motion allowing

maximum particles to pass

through the sieve openings.

Sonic sieve shakers: Sonic

sifters are machines that use

sonic energy pulses per

minute creating an oscillating

air column that provides con-

tinuous agitation for lifting

the particles and reorienting

them to the mesh surfaces. 

Significance of 
electromagnetic/
vibratory sieve shakers 
The particle distribution analy-

sis from the mechanical sieve

shakers (e.g. RO-TAP RX-

29/RX-30) is an approved

method for particle size analy-

sis of variety of powders includ-

ing the Celphere grades. How-

ever, there are certain

limitations to the RO-TAP me-

chanical sieve shakers like the

higher operating noise levels of

approximately 85 dB generated

during test, especially due to the

tapping motion. With the sound

enclosure cabinets, the noise

levels can be reduced to 78 dB,

but this can lead to increase in

the footprint of the entire unit.

As an alternative to the

conventional mechanical sieve

shakers, the analyst can opt

for other types of sieve shak-

ers like the vibratory and sonic

sieve shakers. One of the bene-

fits of these sieve shakers is

that they are not as loud as the

mechanical units. The vibra-

tory sieve shakers use a vi-

brating motion to shake parti-

cles down through the stack of

test sieves instead of the tap-

ping and gears on the mechan-

ical units. The vibratory sieve

shaker - EMS-08 instrument

operate at the noise level of

less than 71 dB with sieves and

material at maximum ampli-

tude. Additionally, in the vibra-

tional and the sonic sieve

shakers, the user can vary the

amplitude and frequency

Significance of electromagnetic sieve shaker for
particle size distribution analysis of Celphere® grades
Sieve analysis is an important test for pharma excipients due to the need of high degree of
efficiency, accuracy and repeatability.Archana Pokkalath, Research Associate, Electrolab India;
Aditya Marfatia, Director and Co-founder, Electrolab India and Dr Heeshma Shah, Director –
Technical Services, Signet Excipients, explain more

Archana Pokkalath Aditya Marfatia Heeshma Shah

Fig 1: RO-TAP (RX-29) Fig 2: EMS-08

Grade 

Sieve 

openings

CP-102 CP-203 CP-305 CP-507 CP-708

Top 212 μm 300 μm 500 μm 710 μm 850 μm

Middle - 150 μm 300 μm 500 μm 710 μm

Bottom 106 μm 106 μm 106 μm 106 μm 106 μm
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/intensity adjustments making

it useful for materials that may

not readily be separated from

other sieve shakers. Due to

less moving parts, the vibra-

tory sieve shakers require less

maintenance than the me-

chanical units. In this study,

we have performed sieve

analysis of various grades of

Celphere ® using the vibratory

sieve shaker- EMS-08.

Materials and method:
a. Materials:

Samples: Celphere ® CP-102,

Celphere ® CP-203, Celphere ®

CP-305, Celphere ® CP-507,

Celphere ® CP-708, Signet Ex-

cipients

Instrument: EMS-08, Elec-

trolab

b. Method:  Celphere ® sphere

size test 

1. Assemble the sieves in

accordance with the below

table. Set a well-fitting collect-

ing pan on the bottom and a

lid on top of the sieves.

2. Place exactly 10 g of

Celphere samples, microcrys-

talline cellulose spheres, on

the top sieve, and replace the

lid.

3. Agitate the sieves for

five minutes (at 20 mm ampli-

tude and 67 taps per minute)

4. Then remove the mate-

rial on each sieve without loss

and weigh

5. Calculate the sphere size

(wt. %) by the formula:

◆ (Middle sieve opening) on

(top sieve opening) pass -=

100 – [(top sieve opening) on

(wt. %) + (middle sieve open-

ing) pass (wt. %)]

◆ (Top sieve opening) on = on

the top sieve (g) × 10

◆ (Middle sieve opening) pass

= [on the bottom sieve (g) + on

the collecting pan (g)] × 10

◆ (Bottom sieve opening)

pass = on the collecting pan

(g) × 10

Conclusions:
The results obtained from the

vibratory sieve shaker (EMS-

08) for Celphere grades were

within the limits of the exist-

ing RO-TAP criteria for

Celphere grades. This sug-

gests that electromagnetic/vi-

bratory sieve shakers can be

used as an alternative to RO-

TAP mechanical sieve shakers

with added advantage of effec-

tive performance in reduced

noise levels that complies with

the GLP requirements.

References:
◆ Backus, Ben, An Expert

Guide to Selecting a Sieve

Shaker,  https://www.global-

gilson.com/blog/an-expert-

guide-to-selecting-a-sieve-

shake

◆ Clyde, Weslee, What Is a RO-

TAP® Sieve Shaker? 

(Definition, Types, and Calibra-

tion + Video), April 17th, 2019,

https://blog.wstyler.com/

particle-analysis/

what-is-a-ro-tap-sieve-shaker

Sr. No Sieve Size (μ) Sphere size (%) Limits (%)

1. 710μ on 850μ pass 90.51 NLT 75

2. 850μ on 3.40 NMT 5

3. 710μ pass 6.09 NMT 20

4. 500μ pass 0.00 NMT 1

Sr. No Sieve Size (μ) Sphere size (%) Limits (%)

1. 500μ on 710μ pass 95.10 NLT 75

2. 710μ on 1.70 NMT 10

3. 500μ pass 3.20 NMT 15

Sr. No Sieve Size (μ) Sphere size (%) Limits (%)

1. 150 μ on 300 μ pass 98.40 NLT 88.0

2. 300 μ on 1.40 NMT 8.5

3. 150 μ pass 0.20 NMT 3.5

Sr. No Sieve Size (μ) Sphere size (%) Limits (%)

1. 106 μ on 212 μ pass 97.7 NLT 87.5

2. 212 μ on 2 NMT 7.5

RESULTS:
◆ Celphere ® CP-102:

◆ Celphere ® CP-203

Sr. No Sieve Size (μ) Sphere size (%) Limits (%)

1. 300 μ on 500 μ pass 98.90 NLT 88.0

2. 500 μ on 0.50 NMT 7

3. 300 μ pass 0.60 NMT 5

◆ Celphere ® CP-305

◆ Celphere ® CP-507

◆ Celphere ® CP-708

The particle
size distribution
analysis from
the vibratory
sieve shakers
can be a
effective
alternative to
mechanical
sieve shakers
with the added
advantage of
reduced noise
levels during
process that
complies with
the GLP
requirements
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D
ata integrity can be

thought of as a compo-

nent of a larger process

ensuring the security, traceabil-

ity and quality of an organiza-

tion's results over their whole

lifecycle. The principles outlined

in ALCOA and ALCOA+ sup-

port efforts toward data in-

tegrity, and include ensuring

that data is attributable and

traceable, among others.

Here are seven ways to
achieve Data Integrity with
ALCOA
Ready for Data Integrity?

Data has surpassed oil as the

world‘s most valuable resource

and ensuring its integrity in lab-

oratories worldwide is crucial to

comply with GLP and GMP reg-

ulations. The acronym “AL-

COA+“ defines a framework to

achieve data integrity and is es-

pecially important for regulated

industries. Based on 9 points,

ALCOA+ is designed to over-

come the challenges in main-

taining data integrity. Our inno-

vative competence tools and

solutions support this approach.

How to Manage Data Cor-

rectly?

After processing, data can be

used for many subsequent

processes inside a laboratory.

It‘s crucial therefore that data

are traceable, permanent, read-

able and understandable by

anyone reviewing the record

throughout its lifecycle. Archiv-

ing data is key for long-term re-

tention.

How to Capture Data?

The initial measurement is the

origin of all data sets. Errors at

this early stage can influence

the following data processing

chain.

Advanced weighing systems

provide a range of features to

ensure process data are accu-

rately captured and securely

stored or transferred to a com-

pany’s data management sys-

tems.

How to Avoid Transcription

Errors?

Manual data transcription is a

major source of error and other

data integrity violations.

By eliminating the need for

manual transcription, auto-

mated or partially-automated

solutions from Mettler-Toledo

lower the risk of transcription

errors, transfer metadata and

provide centralized data storage.

Is Your Data Following SOPs?

Creating accurate data is impor-

tant but so is ensuring it re-

mains accurate over time.

Security and user access

rights help to promote data in-

tegrity by identifying and docu-

menting any individuals who

make changes to the original

data set. Managing calibrations

for all devices, including pipettes,

can avoid fundamental errors.

Are Your Data Sets Complete?

Missing information inside a

data set can massively reduce

the value of data, as well as

waste laboratory analysts‘ time

as they seek to gather missing

data and recreate results or re-

ports. Complete and consistent

data includes data from calibra-

tion or routine test results based

on your regulations and SOPs.

How to Ensure Data Sets En-

durance?

Creating data with all relevant

metadata and storing this data

in a compliant way is a good

starting point. However, for com-

pliance, active data management

is crucial to ensure data can be

accessed for review and audit or

inspection over the lifetime of

the record. Various procedures

such as backups and data

archiving are essential at least

for the defined retention period.

Additional information about

METTLER TOLEDO is avail-

able at www.mt.com.

Email us at – sales.sales@mt.com

Call us toll-free at – 1800 22 8884

& 1800 1028 460

Data Integritywith ALCOA+ Seven 
Ways to Achieve it
The principles outlined in ALCOA and ALCOA+ support efforts toward data integrity, and include
ensuring that data is attributable and traceable, among others
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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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H
igh Speed Doors de-

signed and manufac-

tured by Gandhi Au-

tomations are sturdy,

dependable and are the ideal

solution for medium and large

entrances. The doors are manu-

factured with European collab-

oration and technology with in-

novative and creative

engineering.  

Fast-moving functional and

reliable doors are needed in in-

dustrial and commercial con-

texts. Gandhi-designed and

manufactured High Speed

Doors are versatile and solid

ensuring long-lasting reliability.

The modular structure of the

curtains, assembled and joined

by anodised aluminium extru-

sions, provides for a wide range

of polyester sections available

in a variety of colours. Wide,

full-width window panels en-

sure a safer traffic and allow

more light in. Their fast and

easy replacement, in case of ac-

cidental tearing, saves money

and time. The alternating

metal tubular structure there

inserted ensures high wind-re-

sistance.

Prime High Speed Doors

are the ideal solution for inter-

nal and external entrances and

effectively operate in any situ-

ation, even when strong winds

are blowing and in rooms with

high volume traffic. Sturdy and

dependable, Prime is the intelli-

gent door for medium and large

entrances.

High Speed Doors for exter-

nal entrance are equipped with

spring steel wind lock in cur-

tain pocket that ensures silent

door travel, higher wind loads

and curtain stability.

High Speed Door – Prime
Reset 
It is a unique High Speed Self-

Repairing Door with the latest

technology that prevents down-

time of the door system. In case,

the curtain is impacted acciden-

tally, it will cause the curtain to

move out of the guides without

damage. The movement of the

door is designed in such a way

that it can be recovered with a

simple opening and closing op-

eration. Gandhi Automations

manufactures doors of the high-

est quality that meet the issue

for greater flexibility desired by

clients. High Speed Self-Repair-

ing Door in PVC is the most suit-

able solution in the field indus-

tries, it lowers the time of transi-

tion from one facility to another,

avoiding any human error which

can cause damage to the High

Speed Door and all this can be

achieved due to the innovative

anti-crash system. Gandhi 

Automations provides a 

world-class product with great

security.

Below are the features of self-

repairing High Speed Doors

offered by Gandhi Automa-

tions:- 

◆ Flexible and self-repairing

door

◆ Functional, safe, quick and

resistant

◆ Innovative anti-crash system 

◆ Can be equipped with PVC

vision windows 

◆ Self-lubricating mainte-

nance-free guide 

◆ Smooth and silent opening

and closing 

◆ Protects traction unit, en-

ables rapid wiring and safety

photocell

◆ Flexible curtain in self-extin-

guishing material 

◆ Self-resetting without inter-

vention

◆ Quickly back to operation 

◆ Control panel designed for

an intensive continuous service

Gandhi Automations

Chawda Commercial 

CentreLink Road, Malad (W) 

Mumbai – 400064, India

Off:  +91 22 66720200 /

66720300(200 Lines)

Fax: +91 22 66720201

Email: sales@geapl.co.in

Website: www.geapl.co.in 

Gandhi Automations offers High Speed Doors  
Gandhi-designed and manufactured High Speed Doors are versatile and solid ensuring long-
lasting reliability
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D
ue to the crucial neces-

sity and its direct impact

on human health and

welfare, pharma is probably the

most important and critical sec-

tor among others. As a conse-

quence of which, it becomes es-

sential to store pharmaceuticals,

vaccines, laboratory samples or

units of blood at the right tem-

peratures to ensure that they re-

main effective and that quality is

maintained. Another reason for

the pharma division to ensure

safety measures and controlled

environment is stringent regula-

tions and inspection of the facili-

ties. This elementary need for

climate control can only be en-

sured with right data monitoring

systems. Testo, being a market

leader in testing and measure-

ment sector, provides the best-

in-class data loggers and data

monitoring systems for the

pharma division.

Ensuring end-to-end cli-
mate monitoring – Testo
data loggers
Pharma goods must be stored

well in every situation as any de-

viation in the ambient tempera-

ture or humidity values may lead

to deteriorated quality of the

product. Testo data loggers

can be used to test the optimum

conditions for specific products

or surroundings. Temperature

and humidity data loggers are of-

ten used in pharma industries to

monitor the conditions in which

drugs, medicines, vaccines are

kept. Not only storage, but dur-

ing the transit of goods, testo

transport data loggers are use-

ful to measure the transport

conditions. The range of data

loggers is extensive. A tempera-

ture and humidity logger such as

174 T guarantees continuous

monitoring in a storage or ware-

house. Also, data loggers with

multi channels for connecting

external sensors and thermo-

couples, like testo 176 are avail-

able for ensuring secured work

process in labs.

These data loggers are also

critical for production quality as-

surance where the temperature

has to be frequently checked at

various points in production

processes. Using thermocouple

probes, data loggers can also

record data in the kinds of ex-

treme temperature ranges. The

probe's fast response also con-

tributes in the validation

processes and quality standard

optimisation in QA units and

clean room applications. These

instruments are the most con-

venient and pocket-friendly so-

lution for all pharma application

areas.

The testo Saveris 2 WiFi data

logger system is the simple, flex-

ible and reliable solution to hu-

midity and temperature moni-

toring in cold storage area like

blood banks. This innovative

monitoring system is ideal for

high product quality and elimi-

nates manual work of reading

out or documenting measure-

ment data. With a secure online

storage of all readings in Testo

Cloud, the data can be managed

and analyased online by the user

via smart phone, tablet or PC

anywhere and anytime. In case

of crises and deviations, it is pro-

vided with an alarm by e-mail, or

optionally by SMS.

Another important and cru-

cial application of a pharma in-

dustry involves validation of

sterilisation and freeze-drying

processes. Not only that, vali-

dating cleaning and disinfecting

equipment is equally necessary.

In order to allow a seamless op-

erating procedure, the valida-

tion process and the documen-

tation work must be as efficient

and smooth as possible which

could be easily achieved with

testo 190 data logger solution

that has innovative data loggers

for temperature and humidity,

smart software and acces-

sories.

Data compliance for audits
and inspections
Testo offerings are majorly re-

lated to the data security along

with comprehensive analysis

and evaluation of all the

recorded measurement data.

Testo data loggers ensure con-

tinuous monitoring of tempera-

ture and relative humidity of

pharma products during pro-

duction, storage or transit of

goods. Real-time data monitor-

ing is important for the quality

of pharma goods and also en-

ables the supplier to improve

the life of the goods. Trans-

portation trucks, warehouses,

cold rooms, etc. can now be re-

motely monitored via Testo

data loggers and data monitor-

ing systems. Our data loggers

are EN 12830 and 21 CFR Part

11 compliant which ensure com-

plete documentation of parame-

ters, be it humidity, tempera-

ture or absolute pressure. They

come with professional soft-

ware where the data recorded

cannot be modified and the au-

dits can be easily complied

with.

Service and calibration
made easy
Testo also has an established

state-of-the-art NABL-accred-

ited service and calibration LAB

in accordance with the standard

ISO/IEC 17025:2017, that takes

care of the after-sales support lo-

cally from Pune. Testo service

and calibration facility is highly

cost-effective as it delivers inter-

national standards very conve-

niently within a week’s time. In-

struments of any brand/make

can be calibrated and serviced

locally maintaining necessary

standards.

The accredited parameters

include humidity, pressure, ab-

solute pressure, contact type

temperature, non-contact type

temperature (infrared ther-

mometer, thermal imager). In

fact, Testo’s is the first and only

lab in India to get NABL accred-

itation for dew point tempera-

ture as well.

For more details, login to our web-

site www.testo.com or write back

to us on info@testo.in

Ensuring pharma compliance with testo data
measurement technology
Testo, being a market leader in testing and measurement sector, provides the best-in-class data
loggers and data monitoring systems for the pharma division
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