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SAVING LIVES THROUGH RELIABLE AND INNOVATIVE TECH�OLOGY 

Secure an unbroken cold chain for 

your vaccines, medicines and samples 

With end-to-end solutions for reliable 
✓ medical-grade storage and transport

• The vvorld's oldest, largest and most reliable manufacturer of medical 

refrigeration and vaccine cold chain solutions.

• Product portfolio includes Ice-Lined Refrigerators and Freezers, Solar Direct 

Drive Refrigerators and Freezers, Laboratory Refrigerators and Freezers, 

Ultra-Lovv Freezers, Transport Boxes and more.

• Ideal to store vaccines and thermosensitive biologicals at temperatures 

ranging from -86°[ to -20°[, -l.j1 °C to -20°[ and +2°[ to +8°C.

• Provide superior temperature stability and uniformity, door opening 

recovery and vvarm-up time.

• Rated to vvork in hot zones.

• 21.j/7 end-to-end remote monitoring capabilities.

• Products certified by leading regulatory bodies such as the EU MDR, US FDA 

and �HO PQS.
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EDITOR’S NOTE

A
recent International Monetary Fund (IMF) report's

prediction that vaccine coverage in India could

remain under 35 per cent of our population by this

year-end, inspite of the government’s claim that 

the full population would be covered, is worrying 

at several levels.

From a public health perspective, the under-vaccinated will

still be vulnerable to the infection and therefore lead to many

subsequent waves. From an economic perspective, while the

pandemic is lowering business sentiment, it is also an opportunity

for sectors like pharmaceuticals, medical devices and hospitals

to scale up. Even if we need global help to meet today's needs, we

have to shore up infrastructure for subsequent waves of this and

future pandemics.

Indeed, even as overseas companies are holding out for 

pre-orders, advance payments and indemnity clauses, the

government has finally given in and waived local clinical trials for

"well-established companies". No company can ignore the size of

the Indian population and the market it represents. Especially as

it looks like annual SARS-CoV2 booster shots will be required for

at least a couple of years.

Which is why Bharat Biotech has applied for approvals in

more than 60 countries. Other vaccine manufacturers from India

too will do the same, not just to shore up exports but to ensure

that vaccinated citizens will be allowed to travel to as many

countries as possible, once they have key approvals in place. The

era of vaccine passports is already a reality today.

As the vaccine and medical device supply chains are being 

re-jigged, so must the API supply chain, especially for medicines

required for COVID-associated conditions like mucormycosis, for

example. Medicines to treat fungal infections were usually

manufactured in small volumes as the number of cases were

much lower. Now, Mumbai-based VAV Life Sciences, which is

reportedly the only Indian company that makes the highly

purified synthetic lipids needed to produce Amphotericin B

formulations, the medication used for treating black fungus

infections, finds itself scrambling to scale up from a monthly

capacity of 21 kgs to 65 kgs by August, and a further increase to 

130 kg per month by December, as per Arun Kedia, MD, 

VAV Life Sciences.

The clinical trials sector in India is also seeing a revival.

Biotech and biopharma clinical trial sites in the Asia Pacific have

increased by over 40 per cent each year on average, compared to

just 11 per cent across the rest of the world, as per some

estimates. Thus it is no wonder that major CROs like IQVIA

Biotech recently announced their launch in India, along with

across the Asia Pacific and Japan (JAPAC) region.

But as we rush repurposed medicines through clinical trials

in the race to get emergency use authorisations for COVID-19 use,

properly conducted clinical trials will be very important to

determine the true value of such molecules.

Dr Arun Bhatt, a clinical research and drug development

consultant points out the COVID-19 trials and tribulations in a

recent article (https://www.expresspharma.in/covid-19-trials-and-

tribulations-for-treatments/) explaining how a majority of clinical

trials of repurposed drugs in India suffer from a high risk of bias.

Most have been conducted in a small population of mild and

moderate COVID-19 patients, using viral clearance, or clinical

scale as efficacy endpoints. He points out that viral load

reduction, as an endpoint is difficult to assess because of

sensitivity and specificity limits of RT-PCR, and discordance

between detection of virus from nasal and oropharyngeal swabs.

Also, there is no established predictive relationship between the

magnitude and timing of viral reductions and the extent of clinical

benefit for a patient.

Dr Bhatt mentions the most recent example of such a trial, for

2-Deoxy-D-Glucose, which recently received the DCGI/ CDSCO

nod. He flags one major concern as the safety in COVID-19

patients who can suffer from myocarditis and develop diabetes

mellitus.

The WHO’s recently released World Health Statistics report

2021 and global COVID-19 excess mortality estimates warn that the

COVID-19 deaths could be at least two to three times higher,

based on preliminary excess mortality estimates for 2020.

Globally, and in India, deaths in 2021 have already surpassed cases

and deaths reported in the whole of 2020. Thus, while we cannot

afford to get complacent once more, neither can we rush through

clinical trials or approvals.

Even if we need
global help to
meet today's

needs, we have
to shore up

infrastructure
for future

disruptions

Preparing for the third wave

VIVEKA ROYCHOWDHURY Editor

viveka.r@expressindia.com

viveka.roy3@gmail.com

OIROR
o

Enabling manufacturing flexibility.
Like no other transport solution can.

Conveyor ConveyorACOPOStrak

www.br-automation.com/acopostrak

Conveyor meets track system

ACOPOStrak



TEL: 040-3012 2400 | FAX: 040-3012 2411 | EMAIL: indiainfo@phenomenex.com

Celebrating 10 Years of Success

With a deep sense of gratitude

we thank all our wonderful

customers who have supported

us over years!

As we commemorate our 10th

Anniversary in April 2021, we are

proud to announce the opening of

IPL our newest Phenologix Lab

located in Bengaluru.

A majority of our services are free

of charge! Find out what

PhenoLogix can do for your lab.

Our Services

• In-person and virtual technical

assistance for separation and

purification projects

• Method development and

troubleshooting services:
• HPLC, UHPLC, LC-MS

• Sample Preparation

• On-site and virtual training

programs

• HPLC/UHPLC product

demonstrations (deminars)

10th Anniversary

Offers

Call us/ Email us to know our 10th

Anniversary offers and win an assured

gift on every order

WhatsApp: 8790999040

Email: indiainfo@phenomenex.com

Mention Offer Code: PHIN2104

Valid Until: July 31, 2021
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LEADERSHIP

Lene Hylling Axelsson, Corporate Vice President, Global Business Services, Novo Nordisk
shares details about the milestones and experiences in her career journey, evolution and
progress of pharma Global Business Operations, challenges faced by the PHL industry 
during the pandemic, diversity, equity and inclusion in the workplace and more, in an
interview with Ashwini Prakash, Managing Partner India, Asia Pacific Lead – Pharma,
Healthcare, Life Sciences and Consumer products, Stanton Chase India

You are a global leader today;

tell us about your career

journey?

I have been working with the

same company for 25 years

and recently celebrated my

25th work anniversary at Novo

Nordisk. Such a long time in a

single organisation might

sound boring to many, but at

Novo Nordisk, I have worked

in different functions including

sales, marketing, finance, and

production across different

geographies - North and South

Europe, the US, Japan and

now in India where I am

heading the Global Shared

Services in India for the last

two years. I feel 25 years have

flown away quickly but I also

feel that I got a lot of

opportunities during my

career. I never imagined I

would be here for this long.

Whenever I tried to explore

opportunities outside Novo

Nordisk, I have always come

back with the feeling that the

opportunities at Novo Nordisk

are much more challenging

and exciting. The company has

since been on a wonderful

journey in 25 years, expanding

its services and reaching out to

many more patients across the

world. Today, we are among

the top 10 pharma companies

in the world. I feel my journey

is closely linked with Novo

Nordisk which itself has been

very inspirational and

interesting.

How are the pharma Global

Business Operations (GBO)

disrupting the Pharma,

Healthcare and Lifesciences

(PHL) industry?

I think the pharma sector and

the GBOs are undergoing a

huge transformation and

COVID-19 has been one of the

determining factors along with

price pressures and a lot of

change in regulations. As we

know pharma products have a

long life cycle management

and it takes forever to build up

a new product in the pharma

sector if we look aside from

vaccines, which is an amazing

innovation in itself. Right now,

all of this is very data-driven

and we see digitalisation of the

whole life cycle and across the

life span of the product in the

pharma industry. Large

investments are being made

not only in Novo Nordisk but

the entire pharma industry to

drive data-driven decisions

and moving towards digital

technology, both in the sales

force, to improve our customer

interaction, and also in our

research & development

(R&D). It is amazing to see

how COVID-19 has accelerated

the pharma industry’s

development and we took

steps 10 years ahead within

one year of the pandemic. It is

also panning into the GBOs

because, in our shared

services, we see a lot of

interest and approaching in

digitalisation, innovation, and

collaboration with start-ups.

We are among the top pharma

companies and we are placed

in Bangalore which is a tech

start-up and innovation hub in

the world. GBOs are at

different maturity levels in

different locations, even within

Novo Nordisk, and still, 

More and more organisations in India
understand and have diversity, equity
and inclusion as a key priority

I N T E R V I E W

Lene Hylling Axelsson, Corporate Vice President, Global Business

Services, Novo Nordisk

Ashwini Prakash, Managing Partner India, Asia Pacific Lead – Pharma,

Healthcare, Life Sciences and Consumer products, Stanton Chase India
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70 per cent of the work we do

is labour arbitrage. But a lot

has been happening in getting

the right competency in the

field of IT, finance, and R&D.

Our medical doctors here are

some of the best in the world.

With a focus on innovation and

value addition, I see GBOs in

India evolving and taking more

prominent roles in the next 5

to 10 years.

What challenges have you

faced and how companies are

responding to meet the huge

expectations from the PHL

sector during the current

pandemic?

The prime challenge that the

pandemic posed to us was how

to keep our employees safe and

like everybody else, we remain

focused on that. Secondly, we

had to ensure the

uninterrupted supply of our

life-saving medicines to people

who need them around the

world. Coming originally from

supply chain function myself, I

know how stretched the

supply chain has been, not only

in pharma but across

industries be it food, clothing

or technology around the

world. These days even

procuring computers is

getting difficult because the

supply chain has been affected.

We have people working round

the clock to supply life-saving

medicines to patients who are

in dire need of them. So, in our

company, we established a

crisis response team and we

continue to assess how our

employees can work from

home efficiently and also how

do we help them with their

health and wellness, both

physical and psychological.

With huge pressure on our

employees, both personally

and professionally, it can lead

to stress and anxiety. We also

continuously review our

business continuity plan to see

how we can remain resilient,

and handle our business

efficiently and provide more

flexible ways of working once

we resume working from the

office. We are not only focusing

on now but are looking ahead.

As a leader, I believe it is about

a lot about communication and

I have spent a lot of time

communicating with

employees and our

stakeholders during this crisis.

As an expat, did you observe

any cultural difference in

working style in the PHL

industry across different

geographies? What was your

go-to strategy when you took

over the mantle to manage

Novo Nordisk Global

Business Services (GBS)?

How did you adapt and

build?

As I mentioned earlier, I have

worked in different

geographies throughout my

career and what I have learned

is that all cultures are

different. Our corporate

culture is more or less the

same across the globe. If I step

into any of our Novo Nordisk

offices across the world, it feels

the same, like I am home,

including in India. In my

career journey, an important

lesson that I have learnt is that

in an organisation one must

not only listen keenly but also

ask questions. I have asked so

many questions about culture,

geography, gender, biases,

about how we do work around

here to understand how I fit in,

and what do I want to keep and
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what do I want to change. I

have made my share of

mistakes and learned the hard

way. This is something we

encourage across the

organisation and I appreciate

that our colleagues in India are

open to provide feedback and

also step up to a senior to ask

the right questions.

We have heard women

talking about inequality in

opportunities at the

workplace. What are your

views?

I grew up in a family of four

daughters and our father was

the only male till we got our

male dog. Growing up as girls

we never experienced a bias of

not being sons. In school too,

we saw both genders being

treated equally. So, it was a

huge shift for me stepping into

corporate life realising there is

so much difference in how we

treat genders. Throughout my

25-year career, I always felt I

had to work much harder and

more diligently than my male

peers. This might very well be

my own perception, but I still

feel especially with maternity

leave and changing

geographies in different parts

of the organisation, I had to

spend a really long time

proving myself. Even though a

lot of work has been happening

in India to promote gender

diversity, it is a tough

environment. I felt while

coming here that I needed to

prove myself before people

actually accepted me and I

think there is still a lot of work

that needs to be done in the

diversity space.

At home, it is women who

take the leading role but in

office, if we look at the

statistics, the higher we get at

the rank, the fewer women we

have. But there is another

dilemma which I still believe is

an issue in India and to some

extent other countries, women

have to take a huge burden at

home, so they work at home

with children, often with

parents and in-laws, and

manage housekeeping, which

is a huge task and then they get

to the office and then they have

to work again. So, it is like they

are running two careers at a

time. I have a lot of respect for

Indian women, and I think they

still have a long way to go in

fighting their way to ensure

there is more sharing of the

tasks.

How do you see India on the

DE&I maturity curve?

I am seeing more and more

organisations here in India

understand and have

Diversity, Equity and Inclusion

as one of their key strategic

priorities. The topic is now a

part of discussions among the

top executives. Whenever I

join any such meeting, no

matter whether it's a man or

woman, I see a very serious

discussion around how we

keep improving and how do we

ensure to become diverse and

have equity because it is

absolutely necessary to

succeed as a company. I

actually believe there is a very

strong culture of diversity and

inclusion in the corporates in

India because the Indian

society is very diverse and in

order to succeed, we should

mirror society and we even

need to show the way forward

to how do we become more

modern in handling D&I

discussion. I think it is very

critical that we manage to have

dialogue and see how we

incorporate other factors in

the whole ecosystem including

socio-economic factors and

government regulations and

it’s also people we need to

make sure come together and

have a strong understanding

of what still needs to be

improved.

I see there is a persistent

demand for organisations to

walk the talk with these issues,

not just being limited to

training programs but

translating into real action on

the ground.

As a leader, what is your

advice to the women who are

entering the industry?

There are a lot of groups

focussing on how we empower

women more. In our GBO, we

are still at a 43:57 ratio, where

43 per cent workforce being

women. The ratio becomes

more skewed as we move onto

leadership position. So, I

believe it is important that

women must take ownership

of themselves, take known

risks from time to time and

embrace the unknown. Take

jobs that you might not be 100

per cent qualified for but can

stand up with confidence to

take it up and learn the

process step by step. Raise

your hand for these difficult

jobs and be aware of your own

strengths and development

areas are and understand how

you can contribute to the

organisation. Look out for role

models and seek a mentor at

the workplace. A mentor is

very critical in developing and

grooming ones corporate and

leadership style.

How do you maintain your

work-life balance and what

you like to do to de-stress?

I am a mother of three

teenagers and that takes up a

lot of my energy and thinking

and they are always the centre

of my life together with my

husband. I have a tendency to

simply work too much if I am

not careful because I want to

get work done well with high

quality and delivered on time.

So, I need to focus on

balancing all the time. In India,

I have started yoga with my

husband and it helps me to

breathe better and focus on

something else than work. I

am deliberate about setting

aside some “me” time, use it to

read books and do gardening. I

also like to run, cycle or take a

brisk walk with my dog and my

husband. Most importantly, I

also ensure my diet is healthy

and that I get a good amount of

sleep.

COVID-19 has
accelerated
the pharma
industry’s
development
and we took
steps 10 years
ahead within
one year of the
pandemic
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As the pharma sector battles the COVID-19
pandemic and goes through a reset to defend
the world against such crises in future, it needs
to pledge allegiance to sustainability to ensure
global welfare

By LAKSHMIPRIYA NAIR
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S
ustainability as a concept was gaining good traction across 

industries, globally and in India, before the onset of the COVID-19

pandemic. Be it reducing energy consumption or emission of 

greenhouse gases to curb environmental pollution, improving waste 

management or optimising water consumption, the pharma industry 

was identifying and implementing various measures to become more 

sustainable. Many companies were actively seeking to enhance their impact

on the environment and society.

But, the focus of the world has shifted towards fighting the pandemic.

For the pharma industry, in particular, identifying and developing new

tests, medicines and vaccines at the earliest to fight COVID-19, while 

ensuring that the production and supply of other medicines remain 

unhampered, is the current priority. How has this affected sustainability

agendas? Have they taken a back seat in this scenario? Let’s examine.

The COVID-19 impact
A GlobalData report had anticipated last year, “Sustainability was the

buzzword of 2019 and would have continued to increase in prominence in

VANQUISHING AMR

Over 100 pharma firms and organisations that account for over a third of

the world’s global antibiotic sales collaborated to form the AMR Industry

Alliance. It works to tackle AMR and its members have set voluntary targets

to decrease the industry’s environmental footprint.

The Alliance released a report In 2020, which divulges that15 of its 18

members who manufacture antibiotics had carried out assessments at

their manufacturing facilities and 82 per cent of them had successfully

adhered to the standards recommended by the alliance.The report also

predicted that in three years, over 50 per cent of all products manufactured

at facilities owned by these 18 members would meet targets for no-effect

concentrations of antibiotics in the environment.

Source: AMR Industry Alliance 2020 report

ROOTING FOR RESPONSIBLE PROCUREMENT

Founded in 2005, the Pharmaceutical Supply Chain Initiative (PSCI) is a

group of pharmaceutical and healthcare companies that have collaborated

to promote responsible supply chain management and better business

conditions across the industry.Today it has over 40 member companies

across the globe.

The PSCI Benchmarking Survey Insights Report released in 2021

reveals very positive data about responsible procurement in the industry. It

found,“responsible procurement is gaining more importance in member

companies’business activity. Further demonstrating the increasing

importance of responsible procurement is the fact that, over the years,

higher levels of management are actively engaged in companies’

Responsible Procurement Program.”

The report states,“Supply chains have rarely had to grapple with more

complex, changing conditions than during the Covid-19 pandemic. Even

prior to the pandemic, however, there was an increasing understanding

that having an overview of the risks present in a supply chain can help

prevent business interruption and ensure resilience. In 2020, more

companies segmented their supply base based on responsible

procurement risk.”

A higher proportion of member companies now also perform

responsible procurement audits for suppliers assessed as high risk. Over

the years, India, China, the USA and Europe have consistently been the

regions where most responsible procurement audits are conducted,

reveals the report.

Source: The PSCI Benchmarking Survey Insights Report

TABLE 1: GLOBAL SUSTAINABILITY INITIATIVES
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2020. However, the global

outbreak of coronavirus

(COVID-19) will bring

progress to a halt.”

This year, in another 

report, GlobalData high-

lighted, “Sustainability has

been a big trend in the past

few years and many compa-

nies in the Asia-Pacific

(APAC) region have switched

to more eco-friendly alterna-

tives, such as replacing plas-

tic materials and removing

single-use packaging. How-

ever, since the outbreak of

coronavirus, companies may

resort to plastic packaging to

combat the spread of the

pandemic putting the 

sustainability aspect in the

back seat.”

Arvind Sharma, Partner,

Shardul Amarchand Mangaldas

& Co also states, “The present

unprecedented situation since

early 2020, as a result of the

COVID-19 pandemic, has im-

pacted the commitment to-

wards the 17 SDGs. The process

of achieving the 17 SDGs has

slowed down and the approach

towards these goals has 

weakened. There has also 

been a shift in the course of 

development.”

He highlights, “Inequali-

ties are increasing now more

than ever before, and this

threatens the overarching

aim of SDGs, that is, ‘leave no

one behind’. Additionally,

COVID-19 has largely im-

pacted global economies,

making financing for sustain-

ability even more difficult. It

was theorised in early 2020

that there is an apparent risk

that COVID-19 will adversely

affect the achievement of

SDGs. The UN, World Bank

and other international or-

ganisations warned that even

the limited progress made to-

wards countering poverty

and malnutrition will be 

nullified.”

Elaborating on the magni-

tude of the issue, he adds, “It

is estimated by the UN Envi-

ronment Programme that re-

covering from the fallout of

COVID-19 may require a

global investment of around

$20 trillion. The investment

decisions surrounding this

money will affect the society

for decades to come includ-

ing our response to future

and possibly greater environ-

mental challenges.”

If the growing use of plas-

tics and the huge amounts of

medical waste being gener-

ated are considered cases in

point, the impact of the 

pandemic on sustainability

has been adverse.

For the pharma industry,

this means that endeavours

undertaken and implemented

over the years to make drug

development, manufacturing

and distribution more 

sustainable is at serious risk.

However, Santhosh Ja-

yaram, Partner and Head,

Climate Change, Sustainabil-

ity and CSR Advisory, KPMG

in India, has a different point

of view. He states, “The fight

to defeat the crisis has 

only strengthened the 

sustainability agenda. The

capital allocation around 

the world towards 

sustainability has increased

during 2020.”

This opinion is reiterated

by Antony Prashant, Partner,

Deloitte India as well. 

He opines, “COVID-19 has 

accelerated the positioning of

sustainability as an impor-

tant agenda for organisa-

tions. One of the big impacts

of COVID on companies has

been the shifts in operating

models which were near-

constant for many years. As

they build/redesign their 

operating models, the focus

has been on creating them

with the sustainability

agenda at the core.”

So, industry stakeholders

and observers seem to be 

divided on the impact of

COVID-19 on sustainability.

Challenges to 
sustainability in pharma
It is to be hoped that 

Jayaram and Prashant are

proven true since it is clear

that the pharma sector needs

to reaffirm its commitment

to sustainability. Otherwise,

in the long term, this could

also derail the world’s efforts

to prevent another health 

crisis of this scale and scope

since the correlation between

health and the environment

is becoming disconcertingly

clear.

But, a report from 

GlobalData titled, ‘Sustain-

ability in Pharma – Thematic 

Research’, gives a reality

check as it points out, “The

industry has deeply rooted 

environmental, social, end

governance issues that 

challenge sustainability. This,

along with the image of the

industry itself, has created

poor or even negative public

perception about sustainabil-

ity in pharma.”

There is enough 

evidence to back this percep-

tion. For instance, a report 

titled, ‘Carbon footprint of the

global pharmaceutical industry

and relative impact of its major

players’, reveals that the

pharma industry is 55 per

cent more emission-intensive

than the automotive industry.

And, some of the 

challenges have been aggra-

vated as a result of the 

pandemic. Sharma informs,

“A majority of the 

financial stimulus pro-

grammes that have been 

notified by various govern-

ments focus on sustainability

to restore global economies

from the impact of COVID-19.

However, the change brought

about by the pandemic is not

simple and has created 

challenges in implementing/

maintaining sustainable

practices.”

Our experts cite some 

examples of the challenges.

Jayaram states, “The big

challenges that the pandemic

LANXESS, a speciality chemicals company, is an organisation that is taking focused strides

towards ensuring the safety of the environment.

Talking about the company’s sustainability initiatives in India, Namitesh Roy Choudhary,

Vice President- PTSE & Capital Investment, LANXESS India shared the following details of the

measures implemented at their Nagda-based site and the benefits derived from them.They

include:

Co-generation plant: The Nagda site has a co-generation plant that is fueled by biomass. It

generates around 3.95 MW power and 45 TPH steam using Carbon Neutral Biomass Fuel and

saves about 70,000 MT of Coal and thus saves 95,000 tons of CO2 equivalent emissions per year.

This Co-generation plant is the largest consumer of biomass in the region which has eventually

financially benefited the local farmers.

Wastewater post-treatment plant: The wastewater post-treatment plant was commissioned at

the Nagda site to treat the discharge from the existing Effluent Treatment Plant (ETP) in a manner

that virtually no liquid effluent is discharged from the site.The water recovered is re-used for

production processes.This initiative not only prevented the contamination of the river Chambal,

which is the primary source of water for the villagers downstream but also significantly reduces

dependence on conventional water sources.

Off-gas Incinerator: The twin-chamber incinerator has been developed using best-in-class

technology and is commissioned for the safe disposal of distillation residue generated from the

plant production processes. Steam is generated using the heat recovered from flue gas, which is

utilised for production processes. It has been designed with dual scrubbing systems for

recovering HCL from flue gas. It complies with all requirements laid down by the Central Pollution

Control Board and the Madhya Pradesh Control Board.

The site also efficiently recycles steam condensate which is economised in various processes.

On energy management and renewable energy adoption, Roy Choudhary also informed,“We

optimise energy use by investing in new energy-efficient technologies and developing cleaner

processes.The energy consumed at our API plants is primarily drawn from grid power and steam,

furnace oil, diesel and gas.”

He added,“LANXESS believes in conserving natural resources through the most efficient

possible use of raw materials and energies and identifying further potential for reducing

emissions is an inherent part of its ecological responsibility.The Organization applies its expertise

while taking into account local requirement to uplift environmental standards.”

Among others, LANXESS India received the ICC award for Excellence in Management of

Environment, 2020 for its work in areas of environment, water resource and waste management.

Source: LANXESS India

LANXESS: MAKING SUSTAINABILITY A GUIDING PRINCIPLE



has created is the disposal of

medical waste. The pandemic

has also raised questions 

related to supply chain.”

Sudarshan Jain, Secre-

tary-General, Indian 

Pharmaceutical Alliance

(IPA) also admits, “Pharma-

ceutical manufacturing and

supply chain is complex 

in nature and requires 

collaboration with multiple

stakeholders in the process.

So, logistical disruptions

were one of the key 

challenges in maintaining

sustainable practices during

the pandemic.”

But, innovative ways and

methods are emerging to

tackle these issues. Take

combination products for 

example. Packaging a drug

and medical device together

is an approach that is garner-

ing a lot of attention as it

could bring in a new 

paradigm in healthcare 

delivery and also lead to less

packaging. Likewise, seriali-

sation technologies are 

enabling efficiencies

throughout the supply chain,

and can also help find open-

ings for simplification and

waste reduction.

However, given the com-

plexity of processes in the life

sciences industry, pharma

products could leak into the

environment at any stage of

their life, from development

to utilisation to disposal.

Therefore, tackling these

challenges would call for 

collaborative, proactive steps

from the industry. And, one

of them would be to make 

environmental sustainability

central to any project, right

from the beginning.

So, what will drive 
sustainability agendas
post-pandemic?
According to Jayaram, 

“Organisations have a better

understanding that the 

centrality of sustainability is

resilience. The pandemic has

also given strength to the

thought that sustainability

goals can be achieved

through partnerships.”

He highlights, “The

pharma industry is trying to

restore/gain back the lost

trust through this pandemic.

The drug pricing issues and

the Opioid crisis somewhat

resulted in some damage to

its image in 2019, especially

in the US. With the response

and agility the industry has

shown during this crisis it

surely would have helped to

regain some of the lost image,

but what it has also done is, it

has helped to bring the 

importance of access to

treatment and medicines to

the centre of the agenda and

this will be one of the biggest

sustainability agendas for the

pharma industry.” Rebuilding

its reputation and increasing

access to key medicines will

be crucial to India Pharma

Inc as well.
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Jain states, “Achieving

sustainability while providing

quality medicines to the

country is one of the major

priorities of the pharma 

industry.” And, as India 

takes strides towards 

being truly AatmaNirbhar in 

the pharma sector, this is 

imperative.

He opines, “In light of the

COVID-19 pandemic, the

pharma industry went

through various operational

changes. A key agenda on 

priority is to accelerate 

India’s domestic drug 

manufacturing capacities.

While the industry plans to

boost its capacities in API

and bulk drugs, the industry

consciously considers the

quantities of liquid, solid and

air pollutants generated dur-

ing the process. The immedi-

ate need is to work at putting

in place a mechanism to

process this waste into less

harmful substances. Being

cognizant of the environmen-

tal factors is equally 

important to enable the 

success of the agenda and

long-term impact.”

Sharma advises, “The 

carbon footprint can be 

better managed by use of new,

improved and technology-

driven packaging techniques.

Pharma companies need to

consume resources like water 

efficiently and evaluate the envi-

ronmental impacts of every

stage of the product life cycle

until its final disposal.”

“Seamless integration of

business objectives with 

sustainability goals is key,” he

asserts.

“The pandemic has signifi-

cantly altered both the drug de-

velopment cycle times and pro-

duction lead times. This has

brought in the need for pharma

companies to drive the sustain-

ability agendas around the envi-

ronment, health and safety

specifically around minimisa-

tion of waste, increase the safety

for employees to ensure disrup-

tion-free operations and, 

optimisation of energy 

consumption all of which 

enable production at lower costs

and ensure sustainability. Focus

Lupin received certification for International Sustainability Rating System (ISRS), last year after audits were conducted at four of the

company’s manufacturing facilities located at Mandideep,Tarapur,Ankleshwar and Dabhasa, in India.

Speaking about Lupin’s measures to ensure sustainability, a company spokesperson informed:

“Lupin has installed a solar rooftop at Lupin Research Park, Mandideep,Aurangabad, Dabhasa,Ankleshwar and Goa with a total

installed capacity of 1.2 MW.Additionally, we purchase 3.7 MW and 1.5 MW of wind power at Ankleshwar and Dabhasa. Over the next

five years, Lupin plans to increase its renewable uptake by up to 12MW from renewable hybrid power purchase under open access at

Mandideep, and solar roof top installations at Pithampur and Nagpur.”

“We have implemented several resource efficiency and energy savings projects,”he adds. For example, installing energy efficient

blowers in HVAC systems has reduced energy consumption and resulted in cost savings of Rs 2.3 crores in Aurangabad and Tarapur. In

the last fiscal year, the company was able to increase their usage of renewable energy share by 7 per cent.”

The spokesperson also shared a list of the other initiatives taken by the company. He said:

Reducing carbon footprint: We refer to The Intergovernmental Panel on Climate Change (IPCC) AR 4 emission factors for fuels and

Central Electricity Authority (CEA) emission factors for grid electricity in India to estimate our carbon footprint. Over the years, our

carbon emissions have consistently reduced owing to an increasing share of renewable energy such as solar and wind power in our

fuel mix.Wherever feasible we are switching fossil fuel-based boiler fuel to emission neutral energy sources such as agro-waste.We

have also implemented various energy efficiency measures in our processes.As a result, we have been able to reduce our cumulative

GHG emissions by 9,775 tCO2e.

Water management and conservation: Effective water management is critical to the overall sustainability of our operations. Our

plants focus on enhancing water use efficiency and implementing water conservation measures. Local utilities are the main source of

fresh water, which is supplemented by groundwater and surface water.We aim to reuse, recycle and replenish water through technical

improvements in our processes.This is achieved by installing water recycling plants, reusing AHU condensate and rainwater, water

efficiency mechanisms, and raising awareness among our stakeholders about water conservation.

Our industrial by-products and waste streams are treated to ensure compliance with all applicable norms of the State Pollution

Control Boards. Furthermore, all our sites are Zero Liquid Discharge.We also ensure that effluents form our processes are not

discharged in water streams through run-offs.At nine of these sites, after the primary treatment of wastewater, it is further treated in

state-of-the-art water recovery through Reverse Osmosis (RO), Multiple Effect Evaporators (MEE) and Agitated Thin Film Dryer

(ATFD) plants.

In the past year, several measures have been undertaken at our plants to reduce our resource footprint and freshwater

consumption.Approximately 29 per cent (7,42,179 KL) of the wastewater generated in our plants was recycled and reused in utilities,

housekeeping, gardening, etc. Rainwater harvesting and AHU condensate water recovery have resulted in the collection of 3,178 KL of

water which has replaced freshwater use.We also use steam condensation recovery and for reuse in our boilers.

Waste management: Waste management practices are implemented across our operations, divisions and supply chain based on the

3R principle – reduce, reuse and recycle.

Monthly reports track and categorise waste generated, which is reviewed by the EHS team.Waste generated during production

operations are handled, stored, disposed and recycled in compliance with applicable environmental laws and regulations.

We transfer hazardous waste to cement plants for co-processing, waste mixing facilities for pre-processing or send it to the

authorised recyclers for recovery and utilisation.This leads to a significant reduction in the resource footprint of cement plants by

substituting fossil fuel use in their energy mix.Approximately 57 per cent of our incinerable hazardous waste is also sent for

coprocessing to cement plants.

Aligned with our vision of resource conservation, our waste stream of spent calcium sulphate (7,561 MT) is sent to cement

industries for co-processing as Alternate Fuel & Raw Material (AFR).

We also reuse our non-hazardous waste to make bio-compost or send it to piggeries and cattle farms for further use. Canteen

wastes and mycelia waste (3,515 MT) is non-hazardous and is sent to piggeries or composted and converted into usable organic

fertilizer.We have installed and commissioned bio-composters at two of our sites for converting canteen and garden wastes to organic

fertilizer.This has helped derive value from waste and reduce the amount of waste going to the landfill.”

LUPIN: MAKING BUSINESS OPERATIONS SUSTAINABLE
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for the future would be on di-

mensions around plastic neu-

trality, water sustainability and

green infrastructure,” says

Prashant.

He adds, “There has been a

shift in priorities towards so-

cial sustainability due to the

pandemic and therefore the

focus on environmental sus-

tainability has been relatively

less. The objective for organi-

sations would be to balance

both of these in the medium

term post the pandemic.”

Thus, multiple factors will

impel the industry’s strides

towards sustainability.

Setting examples
The good news is that on a global

level several pharma companies

are pledging and taking very 

important steps towards key

sustainability goals. (Check

Table 1) Many companies with

operations in India are also mak-

ing it a priority. To cite an exam-

ple, LANXESS, a chemical spe-

ciality company had released a

statement in March 2021 which

informed, “A new system of 

compensation for the Board of

Management has been in place

since the beginning of the year.

Roughly one-third of the 

variable compensation is now

linked to the company’s sustain-

ability performance. More

specifically, the company's per-

formance in the areas of climate

protection and occupational

health and safety will be factored

into the system for 2021.”

It also added, “This covers

climate protection and 

energy, occupational health

and safety, environmental

protection, products and cir-

cular value chains, employees

and corporate culture, and

transparent reporting on

achievement of sustainability.

Through its newly created

Sustainability Committee, all

member of the Board of 

Management will make joint

decisions on major sustain-

ability projects.” (Check

LANXESS: Making sustain-

ability a guiding principle)

Another good example is

being set by Lupin. Last year,

it received certification for

International Sustainability

Rating System (ISRS), 8th

edition. In a statement, the

company informed that the

certification was received af-

ter audits were conducted at

four of the company’s manu-

facturing facilities located at

Mandideep, Tarapur, An-

kleshwar and Dabhasa, in In-

dia. The results were de-

clared on March 6, 2020.

ISRS is a global system to

assess, improve and demon-

strate the health of an organi-

sation’s business processes.

The ISRS certification helps

ensure that business opera-

tions are safe and sustainable.

(Check: Lupin: Making business

operations sustainable )

Making a pledge
Many others in the industry are

also getting more conscious

about their responsibility 

towards the environment. But,

as part of a sector that touches 

countless lives, pharma 

companies have to renew their

allegiance to sustainability 

with strategic approaches,

management practices and 

investments.

lakshmipriya.nair@expressindia.com

laxmipriyanair@gmail.com

Globally and in
India,several
pharma
companies are
making
sustainability a
priority and
taking very
important
steps towards it 
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I
t has been predicted that

we will need enough wa-

ter, food and energy to

sustain a population as high

as 9.8 billion by 2050 and 11.2

billion by the turn of the cen-

tury. The key to meeting

these challenges will be 

continued advances in chem-

istry, chemical engineering,

and materials science and en-

gineering. Their products are

ubiquitous in our daily lives –

from pharma and biomedical

technologies to electronics,

and communications to trans-

portation and infrastructure.

As discoveries continue to be

made and technologies 

advance, how do we ensure

the health and well-being of

our people and the planet for

generations to come?

Increasingly, the grand chal-

lenges identified in the 2016

United Nations report are 

driving new research 

initiatives. Reports such as that

recently released from the 2016

NSF Workshop related to poly-

mer science and engineering

discuss those challenges within

the context of a somewhat

more focused discipline. 

Note one of the grand 

challenges identified in that 

report: “Achieve accessible,

scalable polymers that match

or exceed the property matrix

of existing materials, yet have

a green life-cycle.” The authors

go further to point out 

theimportance of life-cycle

thinking.

To continue to grow and

support our economy, the

chemical enterprise needs an

agile, flexible workforce that

thinks ‘systems and sustain-

ability’. Quite simply, global

regulations require busi-

nesses/industries to adopt

practices that support a cir-

cular economy. In a 2016

briefing, the European Parlia-

mentary Research Service

discussed “opportunities and

challenges” for moving 

towards a circular economy.

One of the four identified

challenges was the need for

technical skills “which are

currently not present in the

workforce”; namely, skills for

scientists and engineers that

would enable them to design

products with circularity in

mind. It emphasises that the

lack of such skills would be

particularly problematic for

scientists, mathematicians,

and engineers. Thus, the

roles and responsibilities of

chemists, chemical engineers

and materials scientists and

engineers extend not only to

the life of products in the

market but importantly, to

the “end of life” and environ-

mental fate of those products.

Leading chemical and

pharma companies or, com-

pany associations have estab-

lished sustainability 

programs to assess their

products and manufacturing

processes. In some cases,

they have developed their

own special toolboxes, while

in others they have utilised

existing tools and databases.

Table 1 presents a handful of

examples that have been re-

ported recently. All are used

to assess the sustainability of

existing products, manufac-

turing processes, and 

services as well as ideas in the

early stages of research and

development.

The American Chemical

Society (ACS) Green Chem-

istry Institute (GCI) and a

group of major pharma 

companies founded the GCI

Pharmaceutical Roundtable

in 2005 with the goal of 

promoting green and sustain-

able chemistry and chemical

engineering believing that

green chemistry and engi-

neering are imperative, and

the Roundtable is pursuing

the implementation of green

chemistry and engineering

into all facets of drug produc-

tion from discovery and de-

velopment to manufacturing.

In a paper titled ‘Expanding

the Boundaries: Developing a

Streamlined Tool for 

Eco-Footprinting of Pharma-

ceuticals’ authors describe

the development of “a

streamlined Process Mass 

Intensity (PMI) and Live Cy-

cle Assessment (LCA) tool”

for use by chemists and

chemical engineers in discov-

ery and process development

stages in pharmaceutical and

chemical industries. The PMI

is the quantitative measure of

the mass of raw materials,

solvents, catalysts, reagents,

water, and anything else that

is used for producing a 

specific amount of a target

compound. 

Alternatively, quantifica-

tion of all the materials 

involved in the synthesis of a

specific amount of material

could also be achieved by 

capturing all these quantities

in a spreadsheet and deter-

mining the fate of all materi-

als after the separation of the

target compound. The same

approach could be applied to

scale up and pilot plant opera-

tions. The resulting intensity

numbers (mass, solvent, 

water, waste, etc.) identify 

the ‘hotspots’ in the synthesis

or process and provide 

Sustainability and sustainable development
in pharma industry
Prasad Jaladi, Founder and Chief Facilitator, and Mahmood Sabahi, Sustainable Chemistry
expert , Suraksha, point out that leading chemical and pharma companies or company
associations have established sustainability programs to assess their products and
manufacturing processes but it is also essential to create an agile, flexible workforce that thinks
‘systems and sustainability’

INSIGHT

Mahmood Sabahi Prasad Jaladi 

TOTAL MASS OF ALL RAW MATERIALS (KG)
PMI =

MASS OF PRODUCT (KG)

TOTAL MASS OF ALL SOLVENT (S) (KG)
SOLVENT INTENSITY =

MASS OF PRODUCT (KG)

TOTAL MASS OF ALLWASTE (KG)
ENVIRONMENTAL IMPACT =

MASS OF PRODUCT (KG)
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opportunities for environ-

mental and economical 

improvements. The mass in-

tensities can be calculated for

each step of a multistep syn-

thesis or a manufacturing

process.

The PMI tool was used by

the Roundtable members for

assessing synthetic and 

manufacturing processes and

“internal benchmarking” and

for collaborating with other

companies and suppliers

throughout the supply chain.

This very valuable tool is

available on the ACSGCI web-

site (https://www.acs.org/

content/acs/en/greenchemistry/

research-innovation/tools-for-

green-chemistry.html).

LCA quantifies the 

environmental impacts of a

product or manufacturing

process and, also identifies

the environmental ‘hotspots’

and opportunities for render-

ing the process more sustain-

able. As indicated in Table 1,

leading chemical and pharma

companies have developed

their own tools for life cycle

assessment of their products

and manufacturing processes

and expect such data from

their suppliers throughout

their supply chain. For exam-

ple, pharma products are 

delivered to consumers in a

wide range of materials 

including plastics. Although

plastics have provided safe

delivery of pharma products

to the market, their persist-

ence in the environment is a

major concern. Search for

biodegradable materials for

safe delivery of pharma 

products has been underway

for a few decades. The de-

sired materials should meet a

complex set of specification in

addition to biodegradability

and the search for biodegrad-

able plastics to replace exist-

ing products continues. At

the same time, major efforts

are directed at recycling

waste plastics into economi-

cally viable valuable prod-

ucts. For either case, it is 

necessary to apply cradle to

cradle (CtC) life cycle assess-

ment to better understand

the environmental footprints

and overall sustainability of

these products.

In 2005, the National 

Research Council (NRC) of

the National Academies re-

leased a report detailing eight

grand challenges that must

be addressed to secure a long-

term sustainable future; and

the broad concept of sustain-

ability has caught the atten-

tion of many leaders in the

scientific, engineering, indus-

trial and regulatory commu-

nities. Sustainability educa-

tion which was called out as

one of the eight grand 

challenges in the 2006 Na-

tional Academies report, is of

paramount importance to in-

stilling ‘life-cycle thinking”

into product and process 

design and development. 

Examples of how one might

implement sustainability

within science and engineer-

ing curricula are beginning to

emerge. In 2009, Murphy

et.al. reported the results of

their benchmarking studies

on the incorporation of prin-

ciples of green engineering

into engineering curricula

across the US. Allen and

Shonnard provided a per-

spective on the knowledge

base required for chemical

engineering education. As the

American Chemical Society

Green Chemistry Institute

(ACS GCI) Roadmap vision

statement aptly pointed out,

“the practice of chemistry

should change from 

chemistry focused on aca-

demic and economic value

with minimal regard for envi-

ronmental, safety, or health

impacts; to process and

product design to minimize

adverse environmental,

health, and safety impacts

while enhancing desired per-

formance throughout the

product life cycle.” To 

continue to grow and support

our economy, the chemical

enterprise needs an agile,

flexible workforce that thinks

‘systems and sustainability’.

Quite simply, global regula-

tions require businesses/

industries to adopt practices

that support a circular econ-

omy. In a 2016 briefing, the

European Parliamentary 

Research Service discussed

“opportunities and chal-

lenges” for moving towards a

circular economy. One of the

four identified challenges was

the need for technical skills

“which are currently not

present in the workforce”;

namely, skills for scientists

and engineers that would 

enable them to design prod-

ucts with circularity in mind.

It emphasises that the lack of

such skills would be particu-

larly problematic for scien-

tists, mathematicians, and

engineers. Thus, the roles

and responsibilities of

chemists, chemical engineers

and materials scientists and

engineers extend not only to

the life of products in the mar-

ket, but importantly, to the

“end of life” and environmental

fate of those products.

Motivated by the recognised

societal need for the design and

development of sustainable

chemical, pharmaceutical, and

materials technologies, coupled

with the need for scientists and

engineers to be educated in life

cycle thinking, we developed a

course entitled “Fundamentals

& Challenges of a Sustainable

Chemical Enterprise”. It was

first introduced in Spring 2015 at

the Chemical Engineering De-

partment of Louisiana State

University and since 2017 at the

School of Chemical & Biomolec-

ular Engineering at the Georgia

Institute of Technology.  In 2018,

this course was added to the

Professional Masters in Manu-

facturing Leadership program

at Georgia Institute of Technol-

ogy which is offered to industry

professionals as an emerging

process in chemical and phar-

maceutical manufacturing.

At Suraksha, we offer train-

ing and support to innovation,

entrepreneurship, technology

development, and commercial-

isation. Suraksha is an all-vol-

unteer run organisation sup-

porting sustainable innovation

for protecting the environ-

ment. We offer professional

training programs including

ISO training and certifications,

software, along with mentor-

ing, consulting and commer-

cialisation support. Suraksha

is determined to empower one

million entrepreneurs.

Search for biodegradable materials for safe
delivery of pharma products has been underway
for a few decades.The desired materials should
meet a complex set of specification in addition to
biodegradability and the search for biodegradable
plastics to replace existing products continues

TABLE 1: EXAMPLES OF SUSTAINABILITYTOOLS DEVELOPED IN THE ENTERPRISE

Company Toolbox Sustainability dimensions

BASF
Eco-Efficiency and SEEBALANCE

® LCI/LCA from cradle to grave, impact on environment and cost,

impact on society

DowDupont DCSFT (Dow Chemical Sustainability Footprint

Tool)

economic, social, resource use, water, greenhouse gas (GHG), Dow

organization

Dow Dimension Tool resource quality, renewable-recycled raw materials, conversion

efficiency, process safety, chemicals management, water, energy,

GHG.

GlaxoSmithKline (GSK) GlaxoSmithKline (GSK) FLASCTM (Fast Life

Cycle Assessment of Synthetic Chemistry)

synthesis route selection in early stages of pharmaceutical research:

resource efficiency; materials environmental health and safety

GCI Pharmaceutical Roundtable PMI/LCA (process mass intensity/life cycle

assessment)

pharmaceutical industry mass-based green metric 
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B Medical Systems is a global manufacturer and distributor of vaccine cold chain and medical
refrigeration solutions. Jesal Doshi, Deputy CEO, B Medical Systems, talks about the 
impact of the COVID-19 pandemic on the medical refrigeration sector, the shifts and 
transformations in the industry and the company, strategies for growth and more, in an
interaction with Lakshmipriya Nair

The COVID-19 pandemic has

brought about significant

shifts across businesses.

What were the major

transformations that B

Medical witnessed?

COVID-19 did trigger several

changes for us, the major one

being the significant increase

in demand for reliable cold

chain products. As we are

directly involved in the fight

against COVID-19 by

providing the necessary

equipment to store and

transport test specimens

(during the initial stages of the

pandemic), vaccines, etc.,

suddenly, there was a huge

requirement for our products

across the globe forcing us to

re-design our assembly lines

and multiply our production

by several folds. During a

pandemic, this is not easy to

achieve. But our employees

ensured that the company

quickly adopted these

requirements. We invested

several millions of Euros to

expand our production

capacity in Luxembourg. We

were also able to set up our

Indian subsidiary quickly,

thanks to the support we

received from the

Government of India.

Even internally, there were

several shifts. Safety of the

workforce is our first priority

and we introduced several

initiatives to minimise the risk

of infection to our employees.

For this, we upscaled and fast-

tracked several digitalisation

initiatives. Some of these

initiatives constituted a

significant change in how we

operate and create value for

our partners and end

customers. This helped us to

continue our work in a safe,

responsive and well-

integrated manner.

What kind of new

opportunities and

challenges did the pandemic

bring about for your

organisation? How did you

tackle them?

COVID-19 pandemic brought

in a lot of focus to the medical-

refrigeration industry. In the

initial days, it was more

related to the storage and

transport of test specimens.

However, the roll-out of the

first COVID-19 vaccine

changed the vaccine cold

chain landscape totally. We

have been a market leader in

the vaccine cold chain for the

last 40+ years. But the scale of

the global requirements was

something that we never

witnessed before. The

pandemic necessitated the

need for a broader cold chain

spanning from -700C to 80C.

And this requirement was

across both storage and

transportation. B Medical

Systems was able to support

the governments across the

world by providing them with

ultra-low freezers, vaccine

refrigerators and freezers,

and transport boxes. Our

transport boxes are medical-

grade boxes, contrary to the

domestic-grade products a lot

of companies are supplying in

the market and has the unique

benefit that it could transport

vaccines at -70°C, -20°C, and

+5°C. This helped several

countries to scale up the cold

chain infrastructure quickly

and safely. Another important

aspect that needs to be

highlighted is the need for

end-to-end monitoring. Some

of the ultra-low freezers can

store more than 250,000

doses meaning any failure of

these units can lead to the loss

of millions of Euros, making

24x7 remote monitoring very

important. Even during

transits, ensuring that

vaccines are not exposed to a

high temperature is important

to maintain their efficacy. B

Medical Systems provides

end-to-end real-time

monitoring capabilities, which

further ensure safe storage

and transport.

What are the major lessons

your organisation learnt

from this health crisis and

COVID-19 pandemic brought in a lot of
focus to the medical refrigeration industry

I N T E R V I E W

The roll-out of the first COVID-19 vaccine changed
the vaccine cold chain landscape totally.We have
been a market leader in the vaccine cold chain for
the last 40+ years. But the scale of the global
requirements was something that we never
witnessed before
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its management? How will it

impact your future

offerings, capabilities

development for the life

sciences sector?

The COVID-19 pandemic

brought in unprecedented

times and adapting to the

conditions that seemed

impossible during pre-COVID

times made us all realise that

‘versatility’ is the first and the

most important step towards

resilience. We replicated this

principle across our products

and services. We started

developing products that offer

flexibility to our end

customers. This led to the

feature optimisation of our

ultra-low freezers that now

offer varying set point

between -86°C to -20°C. This

means that they can easily

store Pfizer, Moderna, and

Sputnik vaccines. Similarly,

we can also provide

multimode refrigerators and

freezers that can operate at

temperature ranges of -20°C

to 8°C, thereby ensuring the

storage of Moderna vaccine at

sub-zero temperatures and

storage of Covaxin and

Covishield vaccines at 2-8°C.

As there are uncertainties

related to dose availabilities

and temperature profiles, the

best strategy for any country

is to give its vaccine cold chain

infrastructure this flexibility,

so that it's well prepared to

store any COVID-19 vaccine

that it receives. We are also

exploring and piloting new

alternative financing schemes

in some countries to empower

the government to procure

more vaccine cold chain

products.

Innovation and

collaboration are buzzwords

these days. Please elaborate

on B Medical’s progress and

initiatives on both these

fronts.

Innovation is the core of our

business. We are always

looking for new opportunities

to optimise the efficiency and

effectiveness of the cold chain

in order to provide the most

reliable medical cold chain on

the planet. We want to ensure

that vaccines and specimens

are stored and transported in

the most reliable conditions at

the lowest total cost of

ownership. We, therefore,

introduced remote

temperature monitoring 6-7

years ago, much before it

became a buzzword. The use

of natural/green refrigerants

throughout our product range

is another innovative

achievement that I am

personally very proud of.

Collaborations are also

very critical for us. This

empowers us to bring

different types of solutions

into the market. For e.g, we

recently developed the world’s

first WHO PQS pre-qualified

refrigerated vehicle in

collaboration with Toyota

Tsusho Corporation. For us,

collaborations are not just

technology-related. We are

also always looking for new

commercial partners. Strong

partners help us with the

proximity to end customers

and to serve them faster.

Specific to the Indian market,

we recently announced

partnerships with Adani

Group, Spicejet, Parikh

Integrated Services, Omega

Seiki and we will be shortly

announcing a few more.

Having them as our strategic

partners helps us to cater to

the needs of the Indian market

more efficiently.

What will be the next

frontiers for B Medical?

What are your strategies to

achieve them?

We are the world’s oldest and

largest vaccine cold chain

company, having been

established more than 40+

years ago. Our goal is to help

vaccinate the entire world

and to save lives through

reliable and innovative

technology. We will continue

our efforts to develop new and

innovative products and

expand to new regions to

achieve these goals. The next

frontiers for B Medical are on

expanding our vision and

product offering; to emerge as

the leading player in the

medical temperature-

controlled logistics space

globally, leveraging on our

manufacturing capabilities in

India and Europe and our

extensive presence around

the globe including our

subsidiary in the US.

lakshmipriya.nair@expressindia.com

laxmipriyanair@gmail.com
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A continued immersive awareness and education programme is crucial for healthcare
workers so that they can be vigilant towards the presence of a counterfeit product and be
informed of the protocol if they come across the same, says Nakul Pasricha, President,
Authentication Solution Providers' Association (ASPA). He reveals more about India’s fight
against counterfeit drugs to Akanki Sharma in an exclusive interview

On December 4, 2020, the

European Union's crime

agency Europol issued a

warning about fake vaccines

being sold online. Has

something like this been

reported in India?

Interpol and Europol had been

issuing these global alerts to

enforcement agencies across its

194 member countries for the

last 12-15 months. One of the

first alerts was released in

March 2020 when the global

operations saw a rise in fake

medical products related to

COVID-19. They also noticed

that criminals were taking

advantage of COVID-19 anxiety

to defraud victims online. Even

in December 2020, an alert was

issued that terrorist groups are

using COVID-19 to reinforce

power and influence. The latest

one was issued in March 2021

as the public is warned against

online vaccine scams after

recent operations in China and

South Africa.

A Twitter handle operated

by the Ministry of Home Affairs

(MHA) @Cyberdost has issued

alerts on a regular basis. 

On-ground incidents of fake

COVID vaccines have surfaced

in India, but no incident of

online counterfeit sales has

been reported so far.

As several COVID-19

vaccines come closer to

approval and global

distribution, ensuring the

safety of the supply chain and

identifying illicit websites

selling fake products will be

essential. The need for

coordination between law

enforcement and health

regulatory bodies will also play

a vital role to ensure the safety

of individuals and that the well-

being of communities are

protected.

As per a 2017 WHO report,

10.5 per cent of medicines

sold in low and middle-

income countries, including

India, are substandard and

falsified. What are the latest

estimates about the extent of

counterfeit medicines in

India's pharma supply chain?

Understanding the exact

magnitude of the size of

counterfeiting in the healthcare

system is extraordinarily

complex. Realising this, in 2013,

the World Health Organization

(WHO) launched a global

surveillance and monitoring

system. It encourages the

member states to report

substandard, spurious, falsely-

labelled, falsified and

counterfeit medical products

(SSFFC) incidents in a

structured and systematic

format, to assist in arriving at a

more accurate and validated

assessment of the scope, scale

and harm caused by this issue.

In between 2013 to July 2017,

the system received 1,500

reports of cases of substandard

or falsified products. Of these,

antimalarials and antibiotics

are the most reported. The

findings you have mentioned

are based on that alert system.

Globally, experts had

noticed an increase in SSFFC

from the last decade. The

Pharmaceutical Security

Institute (PSI), a trade group,

had also reported that theft and

counterfeiting of pharma

products rose nearly 69 per

cent over the past five years.

While varied statistics are

reported, it is undoubtedly a

huge issue threatening health

and wellbeing. In the Indian

scenario, as per ASPA

Counterfeit News Repository,

pharma products are among

the top five categories which

are at high risk of

counterfeiting. Between March

2020 to December 2020 itself,

over 50 cases were reported

involving making SSFFC.

There is more than one incident

every week.

How can healthcare

institutions and medical staff

spot fake

medicines/vaccines? Is there

any way nurses and

paramedical staff in

hospitals, and pharmacists

can be trained to identify

counterfeit drugs and put a

stop to them? Is such a thing

happening anywhere at the

moment?

There are two challenges –

detecting counterfeit as well as

stopping diversion. Healthcare

workers and pharmacists make

for our first line of defence, and

are the most important part of

our defence against fraudulent

medicines and essential

products.

Healthcare workers are

amongst the few professionals

who are well-versed and

familiar with most medicine

brands, usage and packaging.

They can play a crucial role in

detecting and preventing the

distribution of counterfeit

medicines. A continued

immersive awareness and

education programme is

crucial for them so that they

can be vigilant towards the

presence of a counterfeit

product and be informed of the

protocol if they come across a

fraudulent product.

Information and reminder of a

few simple, but crucial tips, can

make a huge difference.

Many brands are using anti-

counterfeiting solutions on

their packaging. Sometimes, a

close and careful look reveals

authenticity. For example,

checking if the security seal is

intact, especially in bottled

Training healthcare workers and pharmacists
against fraudulent medicines is a must: ASPA

I N T E R V I E W

Healthcare workers and
pharmacists make for our first
line of defence, and are the most
important part of our defence
against fraudulent medicines
and essential products
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medicines or the unique code

printed on medicine blister

packing or carton can easily be

verified by sending an SMS or

WhatsApp or by scanning a QR

code. A crucial requirement is

to nurture the culture of due

diligence to ensure that the

products are authentic.

Almost seven years ago, the

World Health Professions

Alliance (WHPA) released a

handbook titled, "All you need

to know about spurious

medicines" together with

inputs from the Indian Nursing

Council (INC), Indian

Pharmaceutical Association

(IPA) and the Indian Medical

Association (IMA). The booklet

aims to provide healthcare

professionals with a ready-

reckoner and a “go-to” guide

against spurious medicines in

India.

There is a need to elevate

and redesign the approach

towards awareness on an

ongoing basis, rather than a

one-time opportunity. As per

our information, the

International Council of Nurses

(ICN), WHPA and World Heart

Foundation (WHF) have joined

forces with the ‘Fight the Fakes’

campaign to raise awareness of

the dangers of fake medicines.

What are the regulations to

curb counterfeits, and what

are the regulators like

CDSCO and DCGI doing to

combat this menace? Is any

action being taken by pharma

companies or pharma

associations in this regard?

What is ASPA's role in

combating counterfeit

medicines and vaccines?

India has no legislation dealing

specifically with counterfeiting

and piracy, but the legislators,

through various statutes, have

provided statutory, civil,

criminal and administrative

remedies. However,

counterfeiting has been majorly

dealt with by the Intellectual

Property (IP) Law as it directly

invokes the IP Rights of the

aggrieved.

In a meeting held in May

2018, the Drug Technical

Advisory Body (DTAB)

deliberated the matter and

agreed to the introduction of

trace and track mechanism for

major 300 pharmaceutical

brands on a voluntary basis.

However, in the absence of

mandates, often

pharmaceutical companies

prioritise other projects – this is

a trend we have seen across the

world, where regulatory

drivers have sped up the

implementation of anti-

counterfeiting solutions. India

is no different, but, in addition,

we have another factor to

consider – the price controls

imposed on certain products as

part of the National List of

Essential Medicines (NLEM).

While we fully support the

government's moves to make

essential medicines more

affordable for our citizens, we

suggest that the quality and

genuineness of the medicines

should be factored in as well,

and this can be done by having

a dialogue with industry and

ensuring that cost and margin

pressures don't put a

dampener on the adoption of

authentication and traceability

solutions.

ASPA is committed to build

the authentication eco-

systems in the country and

enhance our relationship with

other across-sector industry

associations and other bodies

working in the same space. We

had signed a Memorandum of

Understanding (MoU) with

GS1 India to create awareness

about counterfeiting problems

and build knowledge through

various tools, including

training, publishing of articles,

enriching websites, etc., to

drive adoption of global

standards for detecting and

controlling counterfeits. From

time to time, we are

conducting information

awareness webinars. On June

11, 2021, we are conducting a

webinar on “Protecting

Pharmaceutical lives and

securing pharmaceutical

Supply Chain during 

COVID-19.”

Apart from this, we have

built important tools for brand

owners and policymakers. One

such tool is the Counterfeit

News Repository

(https://www.counterfeitreposi

tory.com/). The portal provides

in-depth analysis and a one-

stop source for all

counterfeiting incidents

reported in India. This helps in

the assessment of the problem

areas and the magnitude of the

issue the country is facing.

Very soon, we are going to

release the first edition of

“Authentication & Traceability

Source Guide” and a new portal

providing detailed information

on authentication technologies

and solutions. Brands and

organisations can use these as a

reference guide for framing

their anti-counterfeiting

strategy.

What technologies are the

vaccine and pharma

companies deploying to take

on fake/falsified vaccines and

medicines? How much do

these technologies like

holograms, barcodes, etc. add

to the cost?

According to sources, vaccine

makers are deploying

authentication and traceability

measures. Pfizer reported

using GPS software on

shipments, Johnson and

Johnson is using a security seal

on vials’ vaccine boxes, along

with traceability measures on

vials. Glassmaker Corning is

equipping vials with black-light

verification to curb

counterfeiting. These are just

some examples of various

technologies, but the good

news is that regulators around

the world, including in India

(for exports) have mandated

the use of barcoding (also

called serialisation) and

traceability for protecting

medicine and vaccine

movement through the supply

chain. Similar measures need

to be adopted urgently for the

domestic public and private

supply chain to ensure patient

safety.

akanki.sharma@expressindia.com

journoakanki@gmail.com

Regulators around the world, including in India
(for exports) have mandated the use of barcoding
(also called serialisation) and traceability for
protecting medicine and vaccine movement
through the supply chain. Similar measures need
to be adopted urgently for the domestic public
and private supply chain to ensure patient safety 
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Sekar Udayamurthy, CEO and Co-founder, Jidoka Technologies talks about shifts and
emerging trends in pharma manufacturing such as digitising the shop floor, techniques and
technologies taking centre stage in pharma manufacturing, the company's  plans for the
Indian pharma market and more, in an interview with Lakshmipriya Nair

Tell us about the shifts and

emerging trends in pharma

manufacturing. What are

the causative agents of

these changes?

The two big emerging trends

are - Pharma 4.0 and Big

Data, and IIOT.

◗ AI Partners with Big

Data, harnessing human

reasoning to provide

cognitive insights.

The large volumes of data

available throughout the

drug discovery and

development process require

high-performance systems to

properly analyse the data

and derive value from it. The

advancement in analytical

techniques is also turning

historical and real-time data

available with pharma

companies into valuable

assets for predictive,

diagnostic, prescriptive, and

descriptive analytics.

Robotic and industrial

automation technology

combined with artificial

intelligence has become the

key agent to help move

manufacturing from a

process-based (current

practice) to knowledge-based

manufacturing.

This allows organisations

to transform from taking

reactive decisions to

predictive and proactive

insights and actions - making

manufacturing more

consistent and accurate, with

higher throughput. It also

allows organisations to catch

any potential problem before

it damages a product that

may cause a costly shutdown,

a massive product recall, or

equipment replacement.

◗◗  Industry 4.0 and Digital

Twin convergence of

information technology

and operational technology

for manufacturing.

Industry 4.0 can be

considered the next

generation of continuous

improvement.

Medicine spending in

India is projected to grow 9-

12 per cent over the next five

years, leading India to

become one of the top 10

countries in terms of

medicine spending. To cater

to this, the industry will need

to upgrade and upskill its

processes.

The old operational

systems, when modernised

and replaced with new

digitising software, can

reduce human errors and

accelerate manufacturing

processing. They will be able

to make smarter decisions in

real-time, 24 hours a day.

Teams will be able to access

the needed information

immediately to maintain the

required quality and

compliance while improving

speed and efficiency. The old

manual platforms will have

inconsistencies in decision-

making due to lack of subject

matter expertise in the

manpower and also due to

fatigue. Pharma

manufacturers are finding

that the new advanced

software is making it easier

to ensure compliance with

regulations.

Companies are taking a fresh approach
to be agile and efficient and are going
digital on the shop floor

I N T E R V I E W

Robotic and industrial
automation technology
combined with artificial
intelligence has become the key
agent to help move
manufacturing from a process-
based (current practice) to
knowledge-based manufacturing
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How should the players in

this industry prepare

themselves for a tech-

driven future? What should

be the prerequisites when

they chart out a growth

strategy?

With India becoming a major

pharma manufacturing hub

for many global markets,

focus on quality has, today,

become more important than

ever. In keeping with this, the

Indian government had

begun “Pharma Vision 2020”

with the goal of

systematising processes, so

that India could become the

world leader in the end-to-

end production of pharma

products.

Artificial intelligence (AI)

is a term that is becoming

increasingly popular across

all industries. It’s essentially

the use of computer systems

to perform tasks that would

otherwise require human

intelligence. Apart from

tasks like decision-making,

speech recognition, visual

perception, accelerating

drug discovery and

development, pharma

companies can use AI to help

increase the quality and rate

of production. This will not

only help to meet the

forthcoming global demand

but also ensure that the

quality of our products is at

par with larger

manufacturing economies.

Digitising the shop floor

seems to be a growingly

popular concept. What

does it involve? Can you

elaborate on its potential,

advantages and challenges?

The continuing evolution of

IoT and Industry 4.0 has

opened many opportunities

for manufacturers. In a

smart manufacturing survey,

65 per cent of all pharma

manufacturers believe that

the pandemic will increase

adoption to Pharma 4.0.

Having said this,

digitising as a solution is

different for every

manufacturer. Though for

some it is the adoption of new

technology and machines, for

others it could be using

technology to connect and

automate their production

line. The one thing that is

common across all

manufacturing companies

though, is the urgent need for

digitisation – to improve

product quality, improve

operational efficiencies,

increase customer

satisfaction, and of course

improve revenues.

More and more

companies, today, are taking

a fresh approach to be agile

and efficient at scale and are

going digital on the shop floor.

Manufacturers are

embracing technology in the

form of cloud, IoT, robots and

other automated machinery.

They are leveraging artificial

intelligence and machine

learning to eliminate rote

work, egging their workforce

to upskill and upgrade to

more specialised work.

Smart organisations are also

using data and analytics to

improve planning, for

predictive machine

maintenance, process

optimisation and so much

more.

Digitalisation of the shop

floor helps in

◗ Rapid detection of events

on the shop floor.

◗ Standardisation of

decision-making through

centralisation of information

and decentralisation of

actions.

◗ Provides real-time visibility

across ERP/MES and quality

management systems for

better tracking and

predictive and proactive

insights.

It can also benefit the

organisation by way of:

◗ Great collaboration among

employees and ability to

work towards common goal.

◗ Standardisation and

scaling of the knowledge of

subject matter experts,

consistency across various

processes.

◗ Proactive and predictive

actions based on meaningful

insights.

There are two major

challenges in going digital:

1. The legacy systems in the

shop floor need to be

modernised - which means:

◗ Retrofitting smart

automation on current

manufacturing lines.

◗ Seamless integration to

existing systems.

◗ Generating data leveraging

IIOT.

Most systems today are

not IoT enabled. In order to

meet Industry 4.0, the first

step is to retrofit smart

automation and this could

lead to space constraint,

require backward integration

with current automation and

also integration to current

MES and ERP systems.

2. Challenges in

acceptance of newer

technologies

◗ Perceived loss of control

due to modernisation- With

digitisation, deviations can

be detected immediately, and

instant triaging can happen.

Impact assessment

management and action can

be taken almost instantly.

This could sometimes lead to

a perceived loss of control.

◗ Need for extensive training

of resources on the shop floor

to process change.

◗ Security implications of

wider availability of data and

applications lend to

vulnerabilities that can be

exploited. This requires

superior management.

What role does Jidoka

Technologies envisage for

itself in this transforming

landscape?

Jidoka means automation

with a human touch. We

provide an innovative

solution for the

manufacturing industry that

harnesses the power of

human intelligence to

automate visual inspection,

in order to enhance quality

and efficiency of the QC

process. We add value,

wherever there are visual

quality checks, by

reproducing human

intelligence at scale, at

speed. We also elevate the

machine vision systems that

you are using - to the next

level of intelligence.

We have been able to

make a positive impact in

visual inspection of products

for all forms of pharma

dosages like tablets,

capsules, liquid, creams,

powders inline as well as at

packaging stages.

With a minimum of 98 per

cent accuracy and 100 per

cent visual inspection at high

speeds, we help decrease

excess rejection and

resultant wastefulness. Our

scalable modular

architecture allows for

organisations to increase

production at an incremental

pace, meeting the growing

demand in real-time, without

the need to make large

upfront investments in

anticipation of future

revenues.

What are your plans for the

Indian pharma market?

Tell us about your key

collaborations, projects.

We are currently working on

associating with Tier I, II and

III pharma manufacturers in

the country to help them

deliver products with high

quality and consistency, and

enable their journey into

Pharma 4.0’s mandate for

continuous quality

improvement process. With

Jidoka, manufacturing

organisations can achieve

greater productivity and

simplify compliance. Also,

our AI product enables faster

identification of new defects

and drifts in processes as

well as generates analytics to

capture community

knowledge and process

drifts. This helps them

respond to problems as they

emerge, change and iterate

on the go.

Pharma is a highly

regulated sector. How do

your solutions ensure,

facilitate regulatory

compliance?

In our opinion, the

qualification of vision

systems is governed by

cGMP 211.68(b) and guided

by the International Society

of Pharma Eng. (ISPE). Our

Platform supports the

compliance in:

◗ Calibration, data, audit and

documentation needs.

◗ Providing appropriate

controls, accuracy checks

and backup requirements. 

This combined with the

process documentation/

validation; pharma

organisations can leverage

this capability, making the

E2E process fully compliant

with regulatory compliance

requirements.

Can you share a case study

in brief about how your

solutions have brought

better efficiencies with

good ROI to the pharma

manufacturing sector?

We are an early-stage start-

up and are currently in

various stages of discussion/

implementations with

marquee pharma companies.

We would be happy to circle

back with you in few months

with more accurate

numbers. In the meantime,

we would love to share our

average numbers across

other manufacturing

industries, which we firmly

believe we can replicate in

pharma too:

◗ 33 per cent increase in

throughput

◗ 30 per cent decrease in

false positives

◗ 5 per cent increase in

defect detection accuracy.

lakshmipriya.nair@expressindia.com 

laxmipriyanair@gmail.com 

The one thing that is common across all
manufacturing companies is the urgent need for
digitisation – to improve product quality, improve
operational efficiencies, increase customer
satisfaction, and of course improve revenues
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C
losed processing is con-

sidered to be a logical

extension of single-use

and involves the use of physi-

cal barriers to separate pro-

cessing fluid from the external

environment, including the op-

erators. Materials enter or

leave the system via predeter-

mined control points.

International Society for

Pharmaceutical Engineering

(ISPE) defines it as, “A

process condition when the

product, materials, critical

components, or container/clo-

sure surfaces are contained

and separated from the imme-

diate process environment

within closed/sealed process

equipment. A process step (or

system) in which the product

and product contact surfaces

are not exposed to the imme-

diate room environment.” In

this article, we will define the

key drivers for adopting closed

processing, what are the pros

and cons of closed processing

and how some of the innova-

tions are happening in this 

direction.

Is closed processing the
same as connected pro-
cessing?
Biomanufacturing is steadily

moving towards higher effi-

ciency through process intensi-

fication. One of the key 

aspects of intensification is op-

erational excellence through

connected processing, result-

ing in functionally closed bio-

process. The advantages of

closed processing are shorter

processing time, less manual

interactions in the process, 

reduced CAPEX, reduced 

resources for cleaning and 

validation, and reduced need

for qualified manufacturing

space.

Drive to go for closed 
processing
One of the main drivers for

closed processing is to achieve

Contamination Control Strate-

gies (CCS). Closed processing,

when designed and imple-

mented correctly, mitigates the

risk of contamination by adven-

titious agents, reduces the

amount of human intervention

and manipulation and protects

operators. In addition to a re-

duced risk of contamination,

closed processing offers several

benefits including reducing

capital expenditures, reducing

the classification of clean

rooms and accelerating time to

market.

What are the options
available?
Critical enablers for closed

connected processing are:

Closed bioreactor: Closed

processing has always been

mandatory in upstream pro-

cessing to maintain sterility

and to avoid contaminations.

Also, an ecosystem of closed

vessels or bags for media,

feeds, glucose, antifoam, etc;

have been well established.

Continuous upstream

processes (i.e., perfusion), have

a long history in the production

of unstable proteins and is

therefore well-established.

Connectors: The connecting

device or connection method

may appear to be a small part

of an overall system, however,

connection and disconnection

of tubing for process fluid

transfer is a critical aspect of

closed processing. Manufactur-

ers need to carefully consider

the available options because

the connector can be the decid-

ing factor in keeping the single-

use bioprocess truly aseptic.

Sampling: Sampling of bio-

pharma process intermediates

and the final product is essen-

tial for manufacturing work-

flows where the final product

cannot be terminally sterilised.

Unfortunately, “traditional”

sampling methods are not

closed systems and therefore

do not maintain a barrier to

contamination entering the

process during sampling. As a

result, the sampling process it-

self, which is critical to the suc-

cess and safety of the manufac-

turing workflow, can lead to

contamination of a unit opera-

tion and possibly an entire

batch. In contrast, aseptic sam-

pling systems are disposable,

closed units that always main-

tain aseptic conditions and en-

sure the security of the

process, operator, and the sam-

ple. Due to the shortcomings of

traditional sampling, many bio-

pharma companies have

adopted closed, single-use sam-

pling technologies. A closed de-

sign ensures the process sam-

ple collected from a specific

point for analysis, reducing the

risk of losing valuable product

while maintaining the integrity

of the fluid samples.

Fill finish assembly: For

closed connected processes, it

is important to consider the

length of the tubing connecting

the different unit operations

carefully. It is beneficial from a

contamination risk viewpoint

to design the tubing length as

short as possible, to make the

setup easy to survey, facilitate

the transfer of the liquid and

minimise dead legs and losses

in the tubing. This type of setup

needs to be carefully planned

and knowledge of the equip-

ment used such as its appear-

ance, size, contexture, etc., is

necessary.

Potential pros and cons of
closed processing
Pros:

◗ The risk of contamination is

greatly reduced, due to the

physical barriers protecting

the product from human 

contact.

◗ Closed systems reduce oper-

ating time by relying less on op-

erator handling and more on

pre-assembled components.

Single-use products may still

be used, though unnecessary

for sterilisation. If imple-

mented, these products will

also reduce time in the areas of

cleaning, validation, setup, and

operation.

◗ Manufacturing operations

can take place in lower classi-

fied environments (able to

downgrade production area to

Grade B or lower).

◗ Reduced operating time and

cost optimisations.

Cons:

◗ Due to the relative newness of

closed operating technology, fa-

cility managers should ensure

their equipment operators are

capable of adjusting to the new

process before adopting it. The

new approach has reportedly

been met with uncertainty by

many engineers who preferred

the more traditional process.

◗ Operating at high risk

◗ Large amount of Grade A

space

◗ Increased operational costs

Future perspective
The aspiration of the bio-

pharma industry is to move to

fully integrated closed process-

ing, either in batch, semi-con-

tinuous or continuous mode of

operation. The intention is to

remove aseptic manipulations

that pose risk to bioprocessing

with contaminations, to in-

crease process efficiency and

achieve a higher state of 

ultimate patient safety.

Though we aspire to

achieve fully integrated com-

pletely closed bioprocessing,

we are yet not there. There is a

general confusion about how

we define connected process-

ing with closed processing and

continuous/contiguous pro-

cessing. Closed processing is

the idea that the flow path of

product and materials could be

operated as a closed system,

Is closed processing a reality?
Somasundaram G, Senior Consultant – Asia Pacific, Global BioPharm Centre of Excellence,
Process Solutions, Merck KGaA and Priyabrata Pattnaik, Director, End-to-End Solutions – Asia
Pacific, Process Solutions, Merck KGaA define the key drivers for adopting closed processing,
detail the pros and cons of closed processing and some innovations happening in this sphere

INSIGHT

Somasundaram G, Senior

Consultant – Asia Pacific, Global

BioPharm Centre of Excellence,

Process Solutions, Merck KGaA

Priyabrata Pattnaik, Director,

End-to-End Solutions – Asia

Pacific, Process Solutions,

Merck KGaA



June 2021

EXPRESS PHARMA 31

TECHNOLOGY

reducing, or eliminating the de-

pendence on a controlled clean-

room environment to prevent

environmental contamination

and assure quality. Closed pro-

cessing necessitates connected

processing and should not 

be confused with continuous

processing.

Summary
The benefits of closed process-

ing are compelling and regula-

tory agencies have encouraged

this approach to mitigate the

risk of adventitious agent 

contamination. As regulations

continue to crystallise, the 

biopharma manufacturers are 

increasingly exploring their 

options as they consider evolv-

ing from open to hybrid to

closed processing. While 

widespread adoption may 

be several years away, the 

pandemic has likely acceler-

ated the pace of consideration

and integration.

As in this article you have

seen, many technologies are

available today to facilitate

closed processing including

bioreactors, single-use sys-

tems, automated equipment,

sterile connectors, and 

in-process sampling. The use of

these technologies not only

minimise the risk of contami-

nation today but will also 

reduce the cost of facilities in

the future, enable greater 

flexibility in manufacturing, 

accelerate workflows and 

help ensure high product 

quality.

TABLE 1: SUMMARY OF BENEFITS OFFERED BY CLOSED PROCESSING

Critical success factor Impact of closed processing

Flexibility ◗Enable production in lower classification environment 
◗Enable multi-product facilities with production of smaller batches run in parallel

Speed ◗ Reduce new facility build times 
◗Reduce lead time between product campaigns

Quality ◗Ensure the integrity of process steps
◗Operate process in controlled, closed environments
◗Reduce risk of contamination of product and protect operators

Costs ◗Reduce capital and operating expenditures 
◗Reduce or minimise cleanroom classification level 
◗Enable gray space or controlled not classified (CNC) processing
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HR

Ahmedali N, Mentor, Cornucopia - V5 Global - a unit of FirstMeridian talks about the shifts in
pharma hiring and training since the onset of the pandemic and elaborates on the emerging
trends and strategies in talent management, sourcing, retention in the pharma sector, in an
interview with Viveka Roychowdhury

Pharma companies had to

work through the lockdown

as essential services. What

were some challenges

related to staffing,

accommodation, training

younger staff to perform

without seniors who might

have been in the higher age

risk group, permits, etc.?

Pharma companies have both

blue-collar and white-collar

employees. They typically

operate across different

models and are involved in

manufacturing, R&D, field

sales and more.

In the last few months,

many companies were

operational around the clock

to meet the demand for

products. The industry, as a

whole, had to adapt to newer

ways of working in a very

short period. There were

various challenges with the

supply chain, procurement,

retaining quality and meeting

production deadlines.

One of the biggest

challenges has been staffing.

All sectors have seen their

share of attrition in the past

few months, which has

created challenges for training

and maintaining quality and

continuity of operations.

In pharma and other

sectors, a solution to this has

been adopting contract

staffing and managed

services. These services allow

companies to expand their

workforce without

undertaking the pain of

training and managing the

staff.

In the current situation,

while the industry needs to

add people, constant

disruptions are a challenge to

training. Many companies

have been addressing this

issue by virtual training

programmes for their

employees.

With these challenges in

place, upskilling and rapid

learning applications will lead

the way in future, which will

help companies train their

staff virtually.

A lot of pharma companies

who worked through the

lockdown had a sizeable

section of staff getting the

COVID-19 infection. How are

they coping with staffing

challenges, especially as the

second wave looks to be

worse than the first?

Every sector has had its share

of challenges. The pharma

sector adopted standard

protocols like regular

temperature checks,

sanitising work areas, limiting

contact, and face shields.

Like many other industries,

the pharma industry also

adopted a hybrid work model.

About 30 per cent of the staff

will be under the hybrid

model, where they are

required to be present in the

office only a certain number of

days. About 40 per cent of the

staff will stick to traditional

working in the office to

execute strategic processes.

R&D units are operating with

50 per cent staff.

Special leave policies were

designed to help employees

who had tested positive for

COVID-19.

As mentioned earlier,

pharma companies have

begun adopting contract /

temporary staffing services to

meet staffing demand.

Outsourced staffing helps

meet the temporary shortfall

or additional short-term

increase in demand.

Upskilling and rapid learning applications
will lead the way in future

I N T E R V I E W

India is already becoming the
hub for data analytics and
clinical research operations.
Staffing solutions are the new
emerging trend that will support
accelerated growth in a changing
environment
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Outsourced staffing also

provides companies with the

flexibility of additional

workforce on demand – they

get the option to hire a skilled

workforce for short periods

without the hassles of hiring,

onboarding, exits and the

other tedious processes

involved. In the functioning of

Medical Affairs, Medical

Liaison, product development

and R&D, Regulatory and

Pharmacovigilance, there

exist many opportunities for

outsourced staffing solutions.

India is already becoming

the hub for data analytics and

clinical research operations.

Staffing solutions are the new

emerging trend that will

support accelerated growth in

a changing environment.

Given that the pharma

sector requires staff with

specific skill sets and

qualifications, how is the

pharma sector different

from other sectors when it

comes to talent

management, sourcing,

retention?

The pharma industry requires

highly qualified people with

specific skill-sets. Depending

on the company and the

sector, there might be

additional requirements that

need specialised training. For

instance, besides digital and

technical skills, some

companies require employees

with skills like empathy and

communication while dealing

with the doctors on the field.

Managed Services can

positively help here - right

from recruitment and

onboarding to training and

expanding the team as

needed. Having a suitably

well-skilled workforce is

notably vital because a skilled

workforce is precisely what

will help companies meet their

targets and emerging

demands.

Pharma companies are

different from other sectors in

terms of hiring. The difference

is typically linked to a clash of

old vs new culture and the

changing nature of the

expectations from external

stakeholders.

The pharma sector hires

both blue and white-collar

staff. Has the pandemic

impacted staffing services in

these two levels of staff? Is

temporary hiring a solution?

Pharma industry, as

compared to other sectors, is

a little different and slightly

more conservative. Generally,

they take time to try newer

ways of working. At the same

time, they are beginning to

realise the severity of the

COVID situation. The

companies are in an observant

phase and experimenting with

different opportunities to

stabilise their businesses.

There is uncertainty of the

future and hence they are

reluctant to add on too many

headcounts.

Therefore, contract

staffing is the future in

meeting employee shortage

needs of employees owing to

lack of skills and the ongoing

pandemic.

What are the potential

solutions to these staffing

issues, especially as it looks

like there could be recurrent

waves of COVID-19?

The recurrent waves of

COVID-19 will be a reality as

assessed by experts

worldwide; pharma

companies have started to

broaden their perspective and

adopt contract staffing just as

IT and Telecom industries

have. The challenge could be

the differentiation between

permanent and temporary

staff, employee relations, and

employee engagement.

Companies that provide

mature products and are well

known in the market can

utilise temporary staff to

promote mature products,

possibly becoming a prevalent

trend sooner than later.

viveka.r@expressindia.com 

viveka.roy3@gmail.com
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These statements have not been evaluated by the Food and Drug Administration. This product is not intended to diagnose, treat, cure, or prevent any disease.

*For a complete list of scientific research and further information visit our website at www.pycnogenol.com. Pycnogenol®, French maritime pine

bark extract, is a registered trademark of Horphag Research, Ltd and its applications are protected by U.S. patents and other international patents.

©2021 Horphag Research USA, Inc.

With more than 160+ clinical trials and 450+ scientific publications,
Pycnogenol® is one of the most researched and safest ingredients in the world.

www.pycnogenol.com

follow us on…

For Respiratory Health

Hay FeverInflammatory
Response

Seasonal
Allergies
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Your trusted partner for Process & Analytical Instrumentation

POLMON INSTRUMENTS PVT. LTD. 

Polmon House, Nizampet Road, Kukatpally

Hyderabad - 500 085  Telangana  India

T: +91 40 2305 7308 / 3046 / 5970 / 7642  F: +91 40 2305 5425  

info@polmon.com  www.polmon.com

CORPORATE OFFICE

Authorised System Integrator
& Galaxy Partner Since 2001

• INSTRUMENTATION

• AUTOMATION

• SINGLE FLUID
   HEAT TRANSFER SYSTEMS 

• SERVICES

• MEDICAL DEVICES

POLMON’S 
CAPABILITY MATRIX

Authorized System Integrator of 

Schneider Electric since 2001

More than 1500 Reactors Automated

Solutions

• Batch Process Automation

• eBPR / EMS / BMS

• Reactor Process Automation

• Solvent Handling System

• Solvent Recovery System

Critical Processes 

• Grignard Reaction

• Hydrogenation

• DEZ / NBL 

• Crystallization

OUR PROCESS = OUR STRENGTH

AUTOMATION

Application • Design • Engineering 

Execution • Validation • Training
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June Enterprises Pvt. Ltd. | www.june4gmp.com
info@june4gmp.com | +91 9930359528 | 9833474859 | 9323021231

BI Indicator For Validation

► Easy To Use

► Easy To Install

► NoDestruction Of Tube

► Apex Discs

► Apex Ribbons

► Tri-Scale Biological Indicator
For Hydrogen Peroxide

Is Silicon / Flexible Tubing Sterilization
Validation is Cumbersome?

S S Carrier Designed For UseWith
Isolator / Filling LineWith ATCC - 7953 / 12980
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Check The Efficacy OrValidation Of*
H2O2 / VHP Process

PeroxidePlatinum

SILICONETRANSPARENTTUBING

FEATURES:

�US FDA regulations CFR 177.2600 for

contact with food

�USP class VI requirements

�European Pharmacopoeia 3.1.9

�Animal derivative free

�Highly advanced auto-curing system

�Excellent heat resistance (-50°C to

250°C)
INDIA

QM 002

An ISO 9001-2015 COMPANY

M. K. Silicone Products Pvt. Ltd.

205 & 206 Hill View Industrial Premises, Amrut Nagar,

Ghatkopar (W), Mumbai - 400 086, India.

Tel.: 022-2500 4576 E-mail : sales@mksilicone.com

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 for the Quality Conscious….
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Quality
Products
Since

1997
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® ® ®

OsmoTECH® XT Single
- SampleMicro-Osmometer

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

Now available!

HIGHLIGHTED FEATURES:

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

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

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
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Non-Agitated type Nutsche Filter

with cleanable SS316L filter disc
for filtration of pharmaceuticals in sterile rooms

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

Contact us for further details

Kumar Process Consultants

&Chemicals Pvt. Ltd.

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

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

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

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

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

With countless satisfied customers, our Nutsche
filters are preferred as a standard by all major API &
Bulk drug manufacturers. Experience our superior
levels of customization by getting in touch with our
technical experts.



Cartoners for Injectables
If injectables are your mainstay, get in touch with us 

right away for the secondary packaging part.

To find out how we can help you with solutions for your injectables, email us on hello@avishmachines.com.

We offer cartoners for
— Vial & plastic wfi ampoule
— Vial & glass ampoule
— Pre-filled syringe (blister-packed)

Each of these can be inserted along with a 
leaflet as well. And all at high speeds too.

Vision systems for 2D/3D/pharma-codes along 
with check-weigher are standards, in machines
supplied for pharmaceuticals.

Ergonomic designs coupled with tamper-proof 
protections is part of our manufacturing excel-
lence. 21CFR and other such regulations are 
complied with.

Not just this, we offer bundlers and other 
end-of-line automations from our own range. 
Integrated technology means seamless opera-
tions and minimum downtime.
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JEMplate
Ready To UseMedia Plates

June Enterprises Pvt. Ltd.
info@june4gmp.com | june4gmp.com +91 9323021231 | +91 9930359528 | +91 9833474859

Lyophilized ATCC® Cultures

Qualitative ATCC® Cultures

Quantitative ATCC® CulturesA safer, healthier world.
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PHARMA PULSE

V
eegum® is a functional

excipient and key ingre-

dient for various Solid,

Liquid and Semi-Solid formula-

tions. The versatile product has

played a key role in solving 

various formulation related 

issues such as taste masking,

dissolution, moisture control to

name a few and at the same

time it has helped improve the

quality and stability of the 

product. This stellar product

has found applications in varied

types of industries such as 

Pharmaceuticals, Personal

Care, Agro-science, Animal care

and more.

“If your only tool is a hammer

then every problem looks like a

nail,” said Abraham Maslow.

We say, ‘If your tool is Veegum®,

then every formulation problem

has a solution!’ 

This article gives an insight

into Veegum® and its around-

round applications in various

pharmaceutical dosage forms.

Let us look at some of the mind-

boggling functions and applica-

tions of this simple yet effective

excipient in various types of 

formulations.

What goes behind the
taste masking of 
medicines using Veegum®?
While popping a pill, we usually

come across the bitter taste and

the reason for it is the bitter 

Active Pharmaceutical Ingredi-

ents (APIs). Making medicines

more palatable for paediatric

patients, increasing overall 

patient compliance and brand

acceptance, the pharmaceutical

companies have gone the 

extra mile to manufacture 

user-friendly medicines. Various

products are being used today

and the manufacturing process

has seen a huge transformation

in the way medicines are 

produced.

We are talking about

Veegum®, a versatile taste-

masking agent. Veegum®

(Magnesium aluminium sili-

cate) - is an inert and flexible

ingredient primarily used in

Pharmaceutical applications.

Veegum® is a type of natural

smectite clay that are

processed to optimise purity

and performance and are 

compatible with all APIs and

excipients. The ores to manu-

facture VEEGUM® are mined

in Nevada, Arizona and 

California, which are milled in

Nevada and shipped to the

state of the art GMP Certified

processing plant in Kentucky,

USA. The special feature of

this product is its ability 

to form a “House of Card”

structure (See figure above)

around the API to mask the

bitter taste of the API. 

This ensures that VEEGUM

does not form chemical bonds

with the API or other excipient

but works amongst its own 

particles to mask the bitter

taste of the APIs and thereby

protecting the integrity of the

drug molecule. It is a US-DMF

Certified excipient, a certifica-

tion that speaks volumes about

its safety, acceptance for 

pharmaceutical formulations

and standardisation.

Veegum® has been used for

taste masking of liquid suspen-

sions and dry suspensions of

widely used APIs like

Azithromycin, Clarithromycin,

Ofloxacin, Cefixime, Cefpo-

doxime Proxetil, Cefuroxime

Axetil and more for a long time

now and we continue to widen

the use of this exceptional 

excipient for many other bitter

tasting drugs.

In liquids, this multi-
tasking excipient has 
several roles to play!
Suspensions: By the virtue of

its ‘House Of Card’ property, it

is able to entrap and hold the

other particles and prevent

them from Caking or Sediment-

ing in Suspensions (See figure

below) – this will ensure that 

research scientists and product

formulators can now do away

with the tag 'Shake Well Before

Use' for suspensions such as

Antacids, Bismuth Subsalicy-

late Suspension, Azithromycin,

Ofloxacin, Calamine to name 

a few.

Emulsions: This same prop-

erty also helps retain and trap

particles of both phases (Water

and Oil) in a single phase once it

is mixed using an emulsifier and

prevents the usual problem seen

in Emulsions of “bleeding” or

“cracking” (Ointments, Creams,

Lotions, Suppositories and

more). This is one of the 

most useful features of this 

ingredient is its ability to 

stabilise oil-in-water (O/W)

emulsions at low concentrations.

The smectite colloidal structure

effectively keeps the internal

phase droplets suspended and

separated. Since this structure

is not affected by heat, these

clays reduce the tendency of

emulsions to thin out and break

at elevated temperatures. Small

amounts – typically 1-2 – will 

stabilise emulsions containing

anionic or non-ionic surfactants

and a wide variety of oils, fats,

and waxes (See figure below).

These clays are also effective 

in fluid water-in-oil (W/O) 

emulsions that are otherwise 

difficult to stabilise; they inhibit

coalescence by increasing 

internal phase viscosity and by

strengthening the interfacial 

water/oil film.

Veegum® is often used syner-

gistically with gums and organic

thickeners as it boosts their 

viscosity multiple times without

increasing the dosage of these

thickeners and gums. The 

viscosity or stability of formula-

tions containing these mixtures

is greater than that of the same

formulation made with each

component (separately) of the

mixture. These combinations 

allow the formulator to fine-

tune viscosity, yield value, and

flow properties beyond what is

possible with either the clay or

organic thickener alone. It has

given wonderful results with

thickeners like Xanthan 

Gum (Vanzan® NFC), Sodium

CMC, Hydroxyethyl Cellulose

(Hydrocel – H) and Biopol® -

Carbomers to name a few.

This versatile excipient has
found to be multipurpose
for solid orals! 
In solid dosage forms, they are

traditionally used as a binder,

disintegrant, moisture-control-

ling agents, lubricant and for 

increasing the dissolution profile

for tablets. These clays are also

used in solid dosage forms as

components of drug delivery

systems, an application of 

increasing interest because

these entirely natural excipients

provide a unique combination of

physicochemical properties 

for drug-clay interaction.

VEEGUM® thereby improves

the shelf life and stability of the

product. Due to the nature of the

clay and its particles, it has

helped solve the issue of increas-

ing the dissolution of tablets, 

especially Albendazole Tablets.

With these features + com-

patibility with almost all APIs

and raw materials + its active

role in masking the bitter taste of

the APIs, Veegum® has proved to

be quite efficient in its function-

ality and gives the Formulators

and Research Scientists multiple

additional benefits and functions

to work with making their life

easier as we all know the process

of product development is quite

tedious and draining. While aid-

ing the process of development it

also ensures the developed 

product is stable and gives the

product a luxurious feel through-

out its shelf life and beyond…

Conclusion
With rising customer demands,

varied weather conditions

across the globe and increased

demand for stable and safe prod-

ucts all at the same time –

Veegum® has taken the centre

stage and is popular amongst

Formulators and Research Sci-

entists due to its versatile and

adept applications across the

globe. We at Pioma Chemicals,

along with the consistent sup-

port from our valued supplier

Vanderbilt Minerals LLC, are 

always on the lookout for new 

innovations which can make the

product development an inter-

esting task and ensure we come

up with more user friendly ideas

for our Customers and we hope

to continue to do this for many

more years to come. Veegum® is

the key win-win product for all

entities and all personnel 

involved in product development

and troubleshooting!

VEEGUM®: A key trouble shooting excipient!
An insight on Veegum® and the functions and applications of this excipient in various types of
pharma formulations

Fig: House of card structure

Phase separation No phase 

separation With

Veegum®
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I
n d i a’s No. 1 e n t ra n ce  

automation and loading bay

equipment company, Gandhi

Automations offers sectional

overhead doors and dock 

shelters for all industrial and

commercial needs.

Sectional overhead doors
from Gandhi Automations –
Quality and safety
Porto: Porto Sectional Over-

head Doors are ideal for all 

industrial and logistics needs.

The design and different solu-

tions offered ensure the door to

be aesthetically pleasing and

perfectly suited to any architec-

tural environment - from mod-

ern and traditional industrial

buildings to fine commercial

buildings. As these doors slide

vertically, stopping in the prox-

imity of the ceiling, they blend in

with the architectural features

of the building. Porto doors are

built to ensure the highest ease

and flexibility of use which, in

turn, ensures a quick, hassle-

free and accurate replacement

of old doors. Their compact size

ensures more available space

both inside and outside the

premises. Depending on the

structure of the building and the

requirement a choice can be

made from a standard lift, verti-

cal lift, horizontal lift, low head-

room or inclined lift. Porto range

comprises a wide series of track

systems, panel options and

safety features. Special glazed

doors provide excellent lighting

and vision into the building

where required.

Max Vista: Max Vista Sectional

Overhead Doors are ideal for 

industrial and commercial build-

ings. The doors are made with a

combination of aluminium 

panels and transparent acrylic,

giving it a distinctive look and en-

hancing the look of a building.

Max Vista Doors make the envi-

ronment bright and pleasant to

work in as it allows natural light

to pass through the large clear

areas.

Gandhi Sectional Overhead

Doors provide heat insulation

and soundproofing thus improv-

ing the working conditions on the

premises and saving energy. The

products are affixed with a CE

mark making them reliable 

and safe.

Key features

◗ Reliable and low-noise opera-

tion

◗ Extreme robustness

◗ Safe operation in compliance

with safety requirements

◗ Design-oriented surfaces and

optimum light solutions

◗ Minimal bulk for more space in-

doors and outdoors

◗ Easy and practical to open and

operate

◗ Energy savings and more com-

fort

◗ Bright indoor environment and

attractive design

◗ Pre-painted, galvanised steel,

sandwich panel of thickness 40

mm

◗ The gaskets made of a special

non-ageing rubber that seal the

perimeter of the door opening

◗ They produce a perfect seal,

preventing water, air and dust in-

filtration

◗ Minimal bulk for more space in-

doors and outdoors

◗ Easy and practical to open and

operate

◗ Energy savings and more com-

fort

◗ Bright indoor environment and

attractive design

◗ Sectional Overhead Doors can

be customised as Gas Tight

Ripening Room Doors

Dock shelters from Gandhi
Automations – Safe and
environmentally friendly
Dock Shelters are installed

mainly to seal the gap between

the building and the vehicle in

such a way that when the 

Sectional Overhead Door is

opened goods and personnel are

protected against the harsh

weather conditions outside. Dock

Shelters provide a seal between

the internal and external envi-

ronments, thus assisting in the 

reduction of energy consump-

tion. The savings in energy costs

are considerable.

Retractable Dock Shelters:

The retractable PVC front pan-

els of Dock Shelter are com-

monly used. With its simplicity

and efficiency, it grants for a con-

stant payback of the investment.

These are available for dock level

installation or ground-level in-

stallation for the protection of

doors without dock. The front

panels are made of high resist-

ance black PVC reinforced with

a double weaving of polyester

that works like a spring to seal

the vehicles of different shapes.

The flaps are flexible and have

very high wear and tear resist-

ance. Designed to retract under

the shock of any possible wrong

maneuvers of the docking 

vehicles and extend when the ve-

hicle drives away.

Cushion Dock Shelters: Due to

its high insulation factor, the

Cushion Dock Shelter is the

ideal solution for controlled

temperatures. The three cush-

ions are made of elastic

polyurethane foam, covered

with PVC coated polyester 

fabric, supporting the vehicle

pressures and perfectly sealing

the three sides, including the

space between opened rear

doors and sides of the vehicle.

The two vertical cushions have

continuous overlapped anti-fric-

tion limpets allowing for the up

and down heavy friction of the

vehicle on its suspensions, 

during the loading. It is available

with a fixed or adjustable hori-

zontal top cushion, adjustable to

the different vehicle heights.

Inflatable Dock Shelters: The

Inflatable Dock Shelter is the

best solution for insulating and

improving the working environ-

ment. It can be rapidly inflated

with a fan and it creates perfect

insulation between the vehicle

and the loading bay, sheltering

from cold, rain, wind also dust

and humidity. The Inflatable

Dock Shelter is made of 

polyester fabric, PVC covered, a

material that resists hot temper-

atures and bad weather condi-

tions. Inflatable Dock Shelters

provide the most versatile seal

available to service the widest

variety of truck and trailer 

configurations. Contrary to

other types of dock shelters the

vehicle does not push towards

the shelter instead the shelter is

inflated around the vehicle.

For more information 

contact:

Gandhi Automations

Chawda Commercial Centre,

Link Road, Malad (W), 

Mumbai – 400064, India.

Tel: +91 22 66720200 /

66720300 (200 lines)

Fax: +91 22 66720201

Email: sales@geapl.co.in

Website: www.geapl.co.in

New age offerings from Gandhi Automations
Gandhi Automations offers sectional overhead doors and dock shelters for all industrial and
commercial needs
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P
harma packaging has

taken a paradigm shift

and is recognized as a

critical and essential process.

Innovative packaging methods

are consistently coming up to

address the growing demands

of the market. With a surge in

demand for vaccination, vials,

ampoules, and syringes,

pharma manufacturers are un-

der pressure to produce in high

volumes with a shorter time to

market. There is a strong need

for the packaging process to be

more flexible and efficient to

cope up with growing demand.

Moreover, an efficient packag-

ing method becomes crucial to

maintain the curative benefits

of medicines and protect them

from external factors such as

temperature and humidity. It

helps to keep the product intact

during transport and while

handling.

Comprehensive monitoring

of the packaging process is a

key focus for factory managers

to increase efficiency and data

generated from the process

plays a vital role in it. Data-

driven monitoring techniques

have been gaining traction in

the packaging process, which

gives insight into operations to

factory managers. Effective

data management helps 

factory managers to harness

data generated from the 

packaging process and gain

complete visibility. With data

available in real-time, it 

supports them in crucial 

decision making for process 

optimization and improving ef-

ficiency. Data curated during

the packaging process is im-

perative in providing informa-

tion on drug composition, nec-

essary dosage details, expiry

date, and the serial or batch

number to simplify tracking.

With an emphasis on 

data at one end, pharma 

manufacturers also focus on 

increasing productivity, reduc-

ing downtime, and improving

product quality. The packaging

line is prone to handle multiple

products with shorter batches.

Liquid medications and injec-

tions, especially with glass

packing, require different pack-

aging methods due to their

fragile nature compared to the

packaging of blisters for tablets

and pills that can be packed

and stacked. An increase in op-

erational demands has seen

pharma manufacturers exploit

automation solutions to make

their processes agile and com-

petent. This calls for a scalable

factory automation system that

can control and monitor the

complete process simultane-

ously and not only handle field

data efficiently but also convert

it into valuable information for

analytics.

Seamless data 
management using Edge
Controller
Edge Controller, a comprehen-

sive factory automation solu-

tion from B&R, enables

pharma manufacturers to con-

trol the packaging line using a

single system effectively. Edge

controller is a scalable and flex-

ible system consisting of core

components for operation and

data management, making it a

more powerful and successful

solution among pharma facili-

ties. With its integrated PDA

(Process Data Acquisition) fea-

tures, manufacturers can

seamlessly manage data from

packaging lines in a central 

location. It consists of ready-

to-use modules that enable

data to be collected, analyzed,

and processed on a single 

platform, making it convenient

for factory managers to make

decisions.

PDA is integrated with a

powerful business intelligence

suite that provides the frame-

work for a manufacturing 

information system and offers

key performance data to help

identify the potential for 

optimization. The user-friendly

report design tool allows the

factory manager to create 

reports supporting all types of

data sources, including

MySQL, JDBC, XML, and CSV.

The manager can also 

customize reports based on

products and batches. PDA 

offers intuitive dashboards and

graphs that reflect production

performance in real-time. It 

offers powerful and long-time

archiving, supporting in detail

analysis of line performance.

With the capability to handle

up to several hundred 

thousand data points, PDA

proves to be an ideal solution

for manufacturers to address

the increasing market 

demands.

Implement track and
trace with minimum effort
Pharma manufacturing facili-

ties require that the items 

produced are tracked seam-

lessly throughout all stages of

its supply chain. International

standards and regulations place

strict requirements on manu-

factures regarding traceability

and ensure product and pack-

aging quality at the topmost

level. To provide seamless

process data, all relevant details

are saved to the SQL server of

Edge Controller throughout

every stage of the process. This

data forms a basis for tracking

and tracing, which get logged-in

documents with read-only 

access, thereby avoiding data

tampering. Highly flexible 

reports with integrated analy-

sis function support the factory

managers in efficiently tracking

the manufactured product.

Data protection as an
integrated feature of Edge
Controller
The Edge Controller is easily

configured to handle multiple

products on the same packag-

ing line. With advance and 

modular software blocks, this

PC based system can be 

programmed to handle batch

production with ease. Inte-

grated units such as recipe

management, user manage-

ment, alarms and trends, audit

trail allow factory operators to

manage batch information 

effectively. In addition, manu-

facturers are keen to protect

data generated from the line

and prevent access by unautho-

rized users. Edge Controller

takes data protection as a 

serious function, and it has i

nbuilt options to ensure data is

safe. It consists of distributed,

autonomous security cells that

provide simple yet efficient 

protection for systems against

malicious software and cyber-

attacks. Edge Controller func-

tioning over LINUX operating

systems gives an added benefit

to performing reliable and 

secured handling of process

data.

Convergence of OT and IT
Edge Controller is a powerfully

built system consisting of high

processing capabilities and 

expandable storage that allows

factory operators to establish

end to end shop floor integra-

tion seamlessly. Edge 

controllers can connect with

Profitable packaging for pharma
manufacturing facility
Edge Controller, a comprehensive factory automation solution from B&R, enables pharma
manufacturers to control the packaging line using a single system effectively

Edge Controller enables factory manager to handle data efficiently from

packaging line on a single system
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Aragen Life Sciences, for-

merly known as GVK Bio-

sciences and a leading contract

research organisation (CRO),

announced that Goldman

Sachs, an active investor in In-

dia, has taken a significant mi-

nority stake in the company by

acquiring shares previously

held by ChrysCapital and other

existing shareholders.

Aragen is a leading provider

of outsourced discovery, devel-

opment, and manufacturing

services across both large and

small molecule platforms. The

company serves a worldwide

customer base which spans to

the United States, Europe, and

Japan. Aragen has demon-

strated strong organic growth

on the back of deep domain ex-

pertise, strong global delivery

capabilities, and partnerships

with global biopharmaceutical

and biotech clients.

“We believe this new invest-

ment at this important 

juncture in our company’s de-

velopment underscores the

tremendous opportunity

ahead. Working with Goldman

Sachs, we are well-positioned

to address the opportunities in

front of us to become a leading,

global player with comprehen-

sive end-to-end solutions for

drug discovery and develop-

ment. For more than five years,

ChrysCapital has been a

trusted investment partner.

Following their successful exit,

we are pleased to now enter a

new phase in our continued

evolution,” said Manni 

Kantipudi, CEO of Aragen Life 

Sciences.

“Aragen is well positioned to

benefit from the secular trend

of increased outsourcing by the

life sciences industry. With a

clear value creation plan in

place, we look forward to

closely working with the man-

agement and shareholders of

Aragen. Goldman Sachs is 

actively seeking to invest and

foster leading, national champi-

ons of India who are building

companies of a global scale,”

said Rajat Sood, a managing di-

rector at Goldman Sachs Asset

Management.

“As an experienced global

investor in the healthcare 

sector and India, we look 

forward to leveraging our

worldwide network and experi-

ence to help expand Aragen’s

portfolio of differentiated offer-

ings and client base to acceler-

ate the company’s growth.” said

Michael Bruun, a managing 

director at Goldman Sachs 

Asset Management.

Raghav Ramdev, Managing

Director at ChrysCapital said,

“We are proud to have seen

Aragen grow and scale from

providing discovery services to

successfully expand into devel-

opment and manufacturing, as

well as biologics. It has evolved

into an industry leader with a

strong base of innovator

clients.”

Goldman Sachs is an active

investor in India, deploying

more than $3.6 billion in capital

since 2006. Previous invest-

ments in Indian healthcare in-

clude Biocon Biologics, BPL

Medical Technologies, Cyte-

Care Hospitals, Max India and

Nova Medical Centers.

Jefferies, Dimensions, and

Shardul Amarchand Mangal-

das & Co advised company, ex-

isting shareholders and

ChrysCapital. Trilegal, Herbert

Smith Freehills, and Deloitte

advised Goldman Sachs.

Goldman Sachs invests in Aragen Life Sciences
It has taken a significant minority stake in the company by acquiring shares previously held by
ChrysCapital and other existing shareholders

different machines on the 

packaging line and at the same

time exchange crucial data

with enterprise-level such as

SCADA/MES/ERP. It supports

open communication protocols

such as OPC UA and MQTT

that enables packaging lines to

connect and share data in a

unified and easier way. With

the extension of Fieldbus sup-

port, Edge Controller commu-

nicates with an auxiliary sys-

tem such as barcode and RFID

readers connecting devices to

a single platform, ensuring

ease of operation.

Edge Controller is inte-

grated with functions for pre-

dictive maintenance, enabling

factory operators to maintain

the health of the line. The sys-

tem monitors critical points in

the line and supports the opera-

tor in scheduling maintenance

to avoid unplanned downtime.

Real-time monitoring of criti-

cal parameters increases the

availability of lines and 

improves accuracy in 

operations. In addition, Edge

Controller consists of modules

to monitor energy consump-

tion in the line. It enables 

factory operators to measure,

record, and evaluate all rele-

vant energy parameters in the

process. It generates energy

data using intuitive reports and

trends that make it possible to

visualize energy usage on the

line and reduce energy costs.

Smarter packaging using
smart automation from
B&R
The pharma industry sees a

growing trend in packaging

techniques, and there is a 

constant need to innovate and

adopt the latest technologies to

stay competitive. With data 

becoming the epicentre of the

packaging process and 

adhering to industry regula-

tions becoming important,

there is a need for a flexible 

automation system to make

packaging operations suffice to

the changing market demands

and keeping innovations on

track. Edge Controller from

B&R enables manufacturers 

to easily scale the packaging

line and give complete 

transparency of the process,

maintenance, and energy 

consumption. Using powerful

software and scalable 

hardware, B&R enables the

pharma industry to become

smarter, competent, and 

profitable.

Edge Controller provides effective protection of process data against cyber threats

Aragen is a leading provider of
outsourced discovery,
development, and
manufacturing services across
both large and small molecule
platforms.The company serves
a worldwide customer base
which spans to the United
States, Europe, and Japan
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W
aters Corporation

and Genovis AB are

formally collaborat-

ing to develop and market com-

plete routine biopharmaceutical

characterization workflows

based on the Waters BioAccord

LC-MS System, Andrew+ pipet-

ting robot and Genovis

SmartEnzymes. The goal of the

collaboration is to develop auto-

mated workflows for the rapid

and consistent characterization

of critical quality attributes

(CQAs) of monoclonal antibod-

ies (mAbs) and other protein-

based drugs in bioprocess devel-

opment, formulation, stability

testing and quality control (QC).

“Biologics analysis is an area

that is ripe for improvement.

What takes analytical scientists

several days to do, should take

hours or minutes instead,” said

Jeff Mazzeo, Vice President,

Global Marketing and Scientific

Operations, Waters Corpora-

tion. “Today, up-front sample

preparation is a major bottle-

neck to productivity, largely due

to the number of manual steps

involved and the outmoded

technology by which samples

are readied for analysis. By

combining Genovis’ SmartEn-

zymes with automation, liquid

chromatography/time-of-flight

mass spectrometry and applica-

tion-specific software workflows

from Waters, we intend to move

biotherapeutic analysis forward

in ways never thought possible.”

“The BioAccord LC-MS sys-

tem and the Andrew+ pipetting

robot align perfectly with our

strategies and vision at Genovis

to bring simplified, robust and

automated enzyme-driven work-

flows to the biopharma industry,”

said Fredrik Olsson, CEO, Geno-

vis AB. “The enzymatic work-

flows that we will develop in col-

laboration with Waters will help

our customers in their efforts to

bring safe and novel therapeutics

to patients, faster.”

The workflows in develop-

ment are based on the pairing of

the Waters BioAccord LC-MS

System, Andrew+ pipetting ro-

bot and Genovis SmartEnzymes

and will focus on addressing the

application needs of GxP labora-

tories in the following areas:

◗ Product variant analysis [e.g.

glycosylation, oxidation]

◗ Bioprocess stability monitor-

ing

◗ Biosimilar glycosylation 

analysis

Waters and Genovis collaborate to develop efficient
workflows for biopharma characterization
Firms working to co-develop automated biotherapeutic characterization workflows, combining
Waters LC-MS instrumentation and Genovis Smart Enzymes
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A
sector like pharmaceu-

ticals which is governed

by strict norms and

regulations must operate with

full efficiency. Testo provides

the best-in-class solution for

comprehensive automated

data monitoring management

for equipment and environ-

mental parameters in the

pharma industry called the

testo Saveris Pharma. It is an

automated system that is inte-

grated into the facility and con-

stitutes of wireless or Ethernet

probes installed at different lo-

cations that are connected to

one base station to document

and monitor all measurement

data of its own. The monitoring

process is uninterrupted, and

the system provides a number

of alarm options in case the

measurement values increase

or decrease the standards.

Some advantages of testo

Saveris Pharma for environ-

ment and equipment monitor-

ing system include:

◗ Holistic system comprising

sensors, software, and services

◗ GxP&21 CFR Part 11 compli-

ant system

◗ Provides seamless recording,

automated documentation and

reduces human efforts

◗ The data is stored in the

probes, so even if software con-

nectivity is lost the data is safe

and can be downloaded once

the software is logged in.

◗ Real-time alarm facility to

highlight unexpected results

Testo Saveris Pharma sys-

tem consists of testo Saveris

base V 3.0 which is the core

component of the system. It

manages and evaluates data

from all over the facility from

3000 channels. The four testo

150 data logger modules can be

flexibly combined with the

three communication modules

(WLAN, LAN, testo Ultra-

Range) making it a very 

convenient and user-friendly

system along with the 

web-based, intuitive cockpit 

to detect alarms, initiate 

corrective measures and 

acknowledge them whenever

necessary. Testo Saveris

Pharma aids in uninterrupted

monitoring of various applica-

tions in the pharma industry

like:

For environment monitoring:

◗ Manufacturing/Production

area

◗ Research and QC labs

◗ Cleanrooms

◗ Data centres

◗ Warehouses and packaging

and many more

For equipment monitoring:

◗ Deep freezers, refrigerators

◗ Cold rooms

◗ Incubators, stability test and

walk-in chambers

◗ Blood and tissue banks

◗ Autoclaves

◗ Nitrogen tanks

◗ Sterilisers and many more

Testo's specially GxP-

trained service team supports

you throughout the process in

a very systematic way – from

planning, documentation, sys-

tem qualification and software

validation through to service

and support. Testo also has a

NABL accredited service and

calibration LAB that takes care

of the after-sales support 

locally from Pune.

For more details, login to

www.testo.com or write back

to info@testo.in

Complete pharma solution: testo Saveris Pharma
Testo provides the best-in-class solution for comprehensive automated data monitoring
management for equipment and environmental parameters in the pharma industry

testo Saveris
Pharma is an
automated
system that is
integrated into
the facility and
constitutes of
wireless or
Ethernet
probes
installed at
different
locations that
are connected
to one base
station to
document and
monitor all
measurement
data of its own
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T
he Indian pharma indus-

try is one of the largest

providers of generic

medicines globally. In 2017, the

Indian pharmaceutical industry

was valued at $33 billion and in

terms of volume, its global ex-

port of generic medicines stands

at 20 per cent globally.

The COVID-19 outbreak im-

pacted the whole supply chain of

the pharma industry and ma-

jorly impacted the vaccine pro-

ducers in India. The Serum 

Institute of India and Bharat

Biotech both have a huge 

responsibility to vaccinate a

country like India which is highly

populated and diverse in culture.

Global economies are coming

forward and supporting India in

this difficult time by providing all

types of aids, whichever is possi-

ble. The second wave of COVID

in India devastated the country

with more than 30,00,000 daily

new positive cases on an average

in the first half of May. India it-

self is the fifth largest economy

in the world and contributes a

significant part to global 

economic growth.

Major challenges for the
pharma industry during
COVID-19
The pharmaceutical industry in

India is the 11th largest globally

in terms of value and the 3rd

largest in terms of volume. In-

dian pharma exports contribute

to a total of 3.5 per cent of total

drugs and medicines export.

Due to the sudden high demand

for anti-viral drugs and 

other medicines, these 

exports are affected, which can

create consequences for health-

care all around the world and

therefore the global growth will

be impacted.

In the current situation, In-

dian pharmaceutical industries

are producing 70 per cent of the

world’s vaccines. The Serum In-

stitute of India has provided all

the manufacturing rights to 

produce AstraZeneca for 

low-income countries under the

WHO’s programme, Covax

along with other exports.

The devastating situation of

the country has already meant

that these exports of the vaccine

have been postponed or denied,

and due to which so many coun-

tries are standing blank with the

fear of upcoming waves of virus

which will be impacting their

business and overall economic

conditions. If India is unable to

provide vaccine supplies to other

parts of the world, the whole

world can expect more recur-

rent lockdowns in the coming fu-

ture, which will ultimately slow

down the global economy.

The current challenge for the

pharma companies in India is to

work on the highest of their ca-

pacity to produce more and

more vaccines and put them in

circulation, not only for our own

country but for other countries

as well.

We, Beltecno from Japan,

have our stainless-steel panel

tanks manufacturing plant at

Neemrana, India. In the last few

years, we have supplied multiple

size stainless steel panel tanks

for supporting vaccine produc-

ers, medicine producers like the

Serum Institute of India, FDC

and other pharma companies to

support their expansion in India.

We are standing with India in

this tough situation and trying to

strengthen the Indian pharma

industries in terms of reliable

utility and water supply 24/7 if

required.

As water is one of the major

commodity for pharma produc-

tion, it has to be treated, used

and stored in best industry prac-

tices. Beltecno Corporation is

one of the oldest names in stain-

less steel water tank manufac-

turing in Japan and India we are

supplying panel tanks for the

last one decade.

Correct due diligence will

definitely lead the Indian

pharma industry in the right 

direction and make it one of the

largest contributors in terms of

total production, value and 

volume of export.

Beltecno Japan: Strengthening Indian
pharma and healthcare industries
Ankur Verma, Global Sales and Marketing Manager, Beltecno India informs that his company has
been strengthening the Indian pharma industry with their stainless steel panel tanks and talks
about how Beltechno is supporting India to ramp up its production capacity of vaccines and
medicines to defeat the COVID-19 pandemic

We, Beltecno from Japan, have our stainless-steel
panel tanks manufacturing plant at Neemrana,
India. In the last few years, we have supplied
multiple size stainless steel panel tanks for
supporting vaccine producers, medicine
producers like the Serum Institute of India, FDC
and other pharma companies
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