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EDITOR’S NOTE

I
ndia will be marking her 75th Independence Day

next year but preparations will start from this

year. The momentous milestone is a good time

to take stock of where we have reached as a

nation, how far we have come from 1947, and,

how far we still need to go.

Further, it is clear from our cover story in the

August edition of Express Pharma, that our

pharmaceutical sector has indeed come a long way.

However, we have an even longer and harder road

ahead. The story focusses on our dependence on other

countries for active pharmaceutical ingredients (APIs)

even though we proudly proclaim ourselves to be the

pharmacy of the world. That claim rings hollow, as we

struggle to cope with the demand for COVID-19

vaccines, even though the world's largest vaccine

manufacturer is India-based.

It is time for introspection on where our policies fell

short of meeting the healthcare needs of our nation. As

many experts have pointed out, we have policies but we

fail to implement those forcefully and swiftly enough. A

case in point being the fact that 2015 was declared the

Year of the APIs, when India was supposed to

implement a blueprint that would ramp up the

production of bulk drugs and APIs. However, after a

high decibel start, the plans gathered dust. Imports of

APIs and bulk drugs increased over the years.

Ultimately, it took a pandemic to finally shake off the

policy paralysis. Let us hope we emerge wiser. Let us

hope that the COVID-19 pandemic lays the ground work

for a better future. The Production Linked Incentive

(PLI) schemes are still flawed but let us hope that the

public scrutiny will force their implementation with the

necessary tweaks. 

Let us hope that the judiciary continues to take the

government, both at the centre and the state level, to

task for tardy vaccination schedules. On the intellectual

property side, a Parliamentary Standing Committee on

Commerce has reportedly recommended that the

government should consider invoking Compulsory

Licensing (CL) so that medicines and vaccines required

to treat COVID-19 are not hampered. The Committee

recommendations cite the national health emergency

triggered by the pandemic in India, even while advising

a careful stance while issuing CLs.

Indeed, there is a move to propose Voluntary

Licensing (VL) as a more viable and pragmatic access

mechanism, as there are several examples of VLs for

COVID-19 medications. But while these VLs may have

increased access to medication, these have not

addressed the issue of equitable access and definitely

have not been cost effective.   

India and South Africa have championed a similar

move globally, and while the two have been joined by

more than 100 countries in their demand for a TRIPS

waiver on technologies used to make COVID-19

medicines, opposition continues to be stiff.

Clearly, India's tryst with destiny and disease

continues. Will we forfeit a chance to enter the big

league if we champion the cause of low- and middle-

income countries, which do not currently have pharma

and vaccine making prowess? The pandemic has

proved that no country is truly independent. Our

identity as citizens of the same planet connects us all,

held ransom by the same virus. Just as we have not

been truly free of polio even after years of vaccination

campaigns, we might never be truly free from SARS

CoV 2. This is a sobering thought as we approach our

74th Independence Day.

As India's tryst
with destiny and

disease
continues, our

identity as
citizens of the
same planet

connects us all,
held ransom by
the same virus

Not independent, but more 
inter-dependent than ever before

VIVEKA ROYCHOWDHURY Editor

viveka.r@expressindia.com

viveka.roy3@gmail.com
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Sheshgiri Kamath, CEO and co-founder, Kapture CRM, expands on why it is important for
pharma companies to enhance customer experience, and how the right CRM solution can
help companies to identify, address and manage customer expectations more effectively, in
an interaction with Viveka Roychowdhury

What are the market drivers

that make it imperative for

pharma companies to deploy

CRM software solutions?

Can you give examples of

RoI due to CRM?

Pharma has always been at

the forefront of deploying

great technologies on the

clinical, manufacturing and

sales/distribution side. In the

last few years, pharma

companies have realised that

customer experience, for B2B

partners (pharmacies,

distributors etc.), B2C

customers and internal

customers is crucial, and this

has been a focus area. 

Using Kapture, some of the

leading pharma companies

have managed to bring all

interactions with B2B/B2C

and internal customers on one

platform, irrespective of

channels like phone, chat,

email, social media and more.

This has helped improve RoI

significantly by improving

customer experience,

increasing customer lifetime

value, repeat orders and more.

Putting out information about

products, both clinical and

generic, has become a lot

easier, thereby again

enhancing RoI. 

The COVID pandemic has

changed pharma companies'

interaction with doctors due

to social distancing norms.

Some hospitals are making

pharma medical reps pay a

consultation fee to interact

with consulting doctors. Can

CRM software help in this

situation?

Kapture is specifically focused

on making interactions

between companies, their

people and their customers a

lot more seamless. Today,

pharma companies don't need

to send their representatives

to hospitals and clinics to

complete routine sales tasks.

Mediums like chat combined

with machine learning-

enabled platforms have made

even doctors prefer

interacting with companies

digitally. 

How can automated

solutions like CRM software

help build long-term trust

between pharma brands and

doctors, and patients?

Today's pharma companies

realise that growth doesn't

necessarily only come from

new customer acquisition. It's

equally, if not more, important

to enhance customer

experience so that your

existing customers are more

loyal. 

In terms of pharma, where

many patients are going to be

with the company for a much

longer time, especially those

with lifestyle ailments, etc,

knowing your customers is

important. Pharma

companies are spending more

time and effort on

understanding customers

better and personalising

product strategy to suit every

customer, considering how

important the product is to

the customer. A CRM helps

bridge this gap and brings a

layer of personalisation,

making both sides happy,

leading to an environment of

trust.

In general, what are some

CRM strategies and

methodologies that work for

pharma clients? Can you

give examples of such

deployed solutions?

Pharma is unique. Apart from

having complex customer

workflows and large

distribution challenges, there

are also tons of regulatory and

non-regulatory compliances

to be factored. The right CRM

strategy doesn't just have to

address business

requirements, but should also

comply with every guideline

out there. Right from HIPAA

to GDPR to various local and

international rules, privacy

and data security are

sacrosanct and non-

negotiable. Kapture has a

dedicated focus on infosec,

privacy and data protection,

making it a huge value-add to

a pharma company that's

looking for digital

transformation.

How can such CRM

platforms become a

competitive edge to pharma

companies and help them

gain market share as well as

mind share of the prescriber

and patient?

In today's era where products

and services are increasingly

getting commoditised,

customer experience is the

key differentiating factor.

Whether it's doctors, patients

or anyone involved in the

pharma customer ecosystem,

it's necessary for companies

to identify, address and

manage expectations unlike

before. The right CRM not

only helps identify these

factors, but also manage

customers more effectively.

Whether it's a patient calling

about a drug's side effects, or

a doctor trying to understand

the composition better or a

distributor looking for

inventory availability, a CRM

should be able to manage all

this in a truly omnichannel

way.

During the pandemic, we

have seen pharma

companies asking patients

to connect them to their

hospitals to supply critical

medicines to prevent

hoarding and black

marketing. Many pharma

companies have sizeable

sales from hospitals. How

can Kapture CRM help to

build better relationships

between pharma companies

and healthcare institutions,

especially in pandemics and

other emergency conditions

when there are shortages of

medicines, vaccines, etc.? 

Getting the right people

working on every individual

service request is crucial in

It's important to enhance customer experience
so that existing customers are more loyal

I N T E R V I E W



order to reduce turn-around

times (TATs), offer contextual

resolutions, and improve CX.

Kapture helps you to do just

that. This makes it easier for

relationship managers to

interact with chemists and

physicians through a

comprehensive unified

omnichannel platform with an

always-online and extensive

knowledge base.

Kapture also helps in

managing inventory, where

you can set a certain number

for medical supplies. When

the quantity goes below your

specified number, the system

notifies you and an order can

be placed for medicines,

vaccinations, etc. Distribution

channels can also reach out to

smaller hospitals and directly

supply to the patients that

help in preventing black

marketing. 

Depending on the pincode,

MR or distributor channel can

provide mediations,

vaccinations, etc. The number

of orders and quantity can

also be tracked within

Kapture to ensure there is no

mishap in the order. 

How much of Kapture

CRM's revenues come from

the pharma and hospitals,

med tech business? Can you

name some of the clients? Do

you see this percentage

increasing as sales to the

travel sector decrease

during the pandemic? What

is the revenue mix now

between the sectors served

by the company?

Kapture is heavily invested

into the overall healthcare and

life sciences vertical. With a

large set of clients in this

space, ranging from medical

devices industry leaders like

Abbott and Transasia,

hospitals like HCG and

pharma companies like Sun

Pharma, we work with a large

diaspora and are expanding

rapidly. Our product team has

a dedicated focus on making

our offering more relevant

and customised to this space. 

The pandemic has

expedited digital

transformation across key

sectors like healthcare and

pharma. With limitations

around face-to-face

interactions and increased

social distancing, teams

across sales, distribution and

service have pivoted to

different methods. Kapture

has helped companies to

manage these teams more

effectively showing huge

efficiencies that also lead to

higher revenue and increased

cost savings here.

And what's the strategy to

expand further into pharma,

hospitals and med-tech?

We have partnerships globally

with consulting firms, ITeS

companies, sector-focussed

service providers and more to

help clients discover our

product in an easier way. With

an expedited digital

transformation push due to

the current situation, clients'

expectations have changed.

Our product has evolved

significantly over the last 18

months. With enhanced

distribution and a dedicated

team that has experience in

pharma and med-tech,

Kapture is poised to expand

even further into this space.  

viveka.r@expressindia.com

viveka.roy3@gmail.com
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Demystifying pharma procurement: 
Opportunities, challenges and way forward
Express Pharma, in association with SAP India, as part of the Life Sciences Industry Knowledge
Exchange Forum, recently hosted a webinar to share learnings that are pivotal to transform
procurement and sourcing into a key enabler of business goals 
By Lakshmipriya Nair and Akanki Sharma 

POST EVENT

Disruptions like the
nitrosamine contamina-
tion issue, taught us the
hard lesson of the need
for visibility into our 
suppliers' procurement
strategies, down to the
most basic ingredient

Shirish Belapure
Senior Technical Adviser, IPA

Adopt a more tool-based
approach to procurement
to usher end-to-end 
visibility, better growth,
better supply chain 
security and last mile
tracking into the 
procurement and supply
chain life cycles

Dr Mahesh Bhalgat
COO, Syngene International

The best way to deal with
volatility in supply and
demand is to have a 
technology platform
which can enable 
collaboration across the
supply chain so that 
real-time data is 
transmitted across value
chain and help reduce the
bullwhip effect

Dr Madhu Talla
Senior Vice President - Global
Procurement, Ajanta Pharma

Challenges in procure-
ment are spread across
capacity planning,
network optimisation,
quality control, sales 
losses, risk management,
real-time data availability
etc.

Sachin Ghosalkar
Senior Vice President - Operations,
Indoco Remedies

S
pend optimisation is a

key goal for companies

across sectors in an in-

creasingly competitive and

complex marketplace. And, the

pharma industry is no excep-

tion. In this milieu, with sourc-

ing and procurement account-

ing for over 50 per cent of the

total costs in the pharma/

biopharma industry, it is a

function that needs to be 

handled with a more coordi-

nated and strategic approach

given its massive potential to

cut costs as well as improve

quality and productivity across

the pharma value chain.

Therefore, Express

Pharma, in association with

SAP India, as part of the Life

Sciences Industry Knowledge

Exchange Forum, recently

hosted a webinar on Founda-

tion Excellence - Network 

and Spend Optimization. 

Conducted in partnership with

the Indian Pharmaceutical Al-

liance (IPA) on June 25, 2021, it

was an endeavour to under-

stand the needs and challenges,

as well as share learnings that

are pivotal to transforming this

vital function. Procurement

leaders and technology experts

came together to evaluate

trends and chart out strategies

to make procurement and

sourcing a key enabler of 

business goals. 

The event commenced with

introductory addresses deliv-

ered by Viveka Roychowdhury,

Editor, Express Pharma and

Express Healthcare; and 
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Rajesh Kuppuswamy, Advisor -

Health Sciences Industry, SAP

India, which set the context for

the sessions that followed.  

Both pointed out that India

Pharma Inc was on the cusp of

embarking on new business

models, with a wide portfolio of

markets and products. 

Kuppuswamy stressed the 

importance of adopting new

business models, new

processes and new solutions to

enable progress. 

Roychowdhury highlighted

that as the sector dealt with es-

calating costs due to myriad

factors including global clinical

trials, trade wars, geopolitical

tensions, investments in infra-

structure and technology, and

the cost of manufacturing new

therapeutics, there was an 

urgent need to build a resilient

and agile procurement cycle in

pharma companies, to deal

with disruptions and 

challenges and ensure spend

optimisation as well. 

A panel discussion on 

'Demystifying procurement for

Indian pharma organizations:

Related opportunities and 

challenges for Indian pharma

companies and the way 

forward,' was a major highlight

of this event which had 

some great takeaways for the

participants as well. 

Here is a summation of the

inferences drawn and lessons

learnt from the views, concerns

and insights shared by the emi-

nent speakers and panelists: 

Procurement has great
value potential
As the industry awakens to the

importance of a supply chain

that has the flexibility to tackle

spontaneous or sudden 

challenges or opportunities, it

needs to realise that procure-

ment strategies too need to be

aligned and responsive to

global trends and business

goals.

Pharma veteran, Shirish

Belapure, Senior Technical 

Adviser, IPA reinforced this

learning as he took the partici-

pants through the evolution of

the function over time. Admit-

ting that problems like lack of

synergy between departments,

fragmented reporting system,

low risk awareness, lack of 

incentives for procurement

professionals had adversely 

impacted the growth of this

function and often led to a lot of

wastages and inefficiencies, he

also said that now it was rap-

idly transforming with the help

of better strategies, growing 

focus by top management, 

improved technology etc. 

The major learning from his

session was that a good 

procurement strategy can

usher significantly improved

outcomes in various aspects of

sourcing and procurement 

including vendor management,

specification management,

transparency and benchmark-

ing, on-time deliveries etc. 

Better knowledge manage-

ment, forecasting accuracy, 

improved material manage-

ment, better regulatory compli-

ance, enhanced preparedness

for the future were also some of

the benefits of good procure-

ment strategies. 

It can give insights that 

will help in making key 

business decisions, thereby 

becoming a great source of

value creation. 

Break down silos, build
cross-functional synergies
Dr Mahesh Bhalgat, COO, 

August 2021
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Syngene International, gave a

detailed overview of the disrup-

tions caused by the pandemic

and the chinks that it revealed

in the pharma industry's opera-

tions. Speaking on the supply

chain ecosystem, he said that 

it was still not the way it should

be and some troubles need 

to be resolved. He also 

emphasised that the supply

chain should evolve constantly

to be efficient and effective in

an ever-changing landscape. 

He pointed out the impor-

tance of shedding the tradi-

tional and often outdated meth-

ods of procurement to adopt a

more tool-based approach

which will usher end-to-end

visibility, better growth, better

supply chain security and 

last-mile tracking into the 

procurement and supply chain

life cycles. 

The most important 

takeaways from his views were

that as the dynamics of the

pharma industry change, 

organisations and their leaders

will have to adopt a growth

mindset that will enable them

to constantly evolve and stay

relevant. They will have to 

enhance synergies between 

different departments and 

collaborate better to embrace

best procurement practices

which will improve the 

profitability and efficiency of

their operations.

Choose the right 
technology to get the
desired outcomes 
Procurement should be viewed

as a profit centre than a cost-

centre, opined Dr Madhu Talla,

Senior Vice President - Global

Procurement, Ajanta Pharma.

He asserted that data gathered

through this function about

various vital aspects including

materials, market trends and

competitive landscape can 

be invaluable in taking key

business decisions. He said that

this data should be cascaded to

various stakeholders to get 

the best outcomes and drive 

efficiencies. 

He also detailed the prereq-

uisites for a procurement tech-

nology and recommended that

aspects such as cost of technol-

ogy and return on investment

(ROI), ease of use, compatibil-

ity and ease of integration with

other platforms, ease of cus-

tomisation, future-readiness of

the technology, etc should be

considered. 

The key insight from his

session was that the right tech-

nology can help companies

with cost optimisation and pro-

vide spend visibility, real-time

market intelligence and enable

the best way to deal with

volatility in supply and 

demand. Choose a technology

platform that can enable 

collaboration across the

pharma supply chain so that

real-time data is shared with all

stakeholders and the Bullwhip

effect is reduced. 

Identify the problems to
find the right solutions
Sachin Ghosalkar, Senior 

Vice President - Operations, 

Indoco Remedies, spoke 

at length about the pain points

in pharma procurement. 

He said that challenges in 

procurement were spread

across capacity planning, 

network optimisation, quality

control, sales losses, risk man-

agement, real-time data avail-

ability etc. 

The points he raised 

highlighted that it was vital for

organisations to identify the

problem areas in their existing

procurement lifecycle to 

adopt the right solutions and

strategies. 

Collaboration,
digitalisation and 
automation are crucial for
progress 
Acknowledging the pain points,

Anurag Sharma, Partner, 

Consulting - Technology, 

Deloitte Touche Tohmatsu 

India LLP said that pharma

procurement departments are

faced with significant chal-

lenges in supply relationship

management, technology 

harmonization, workforce

management etc. He went on to

highlight that while the pharma

industry has done well in terms

of direct spend control, it 

hasn't managed indirect 

spending such as IT, MRO, 

Office supplies, Travel, 

Marketing and R&D effectively.  

However, he also pointed

out that there was huge 

untapped potential in 

procurement as it can play 

a very pivotal role in driving 

innovation, achieving market-

ing success, controlling costs

and risks, managing volatile

supply market etc. He particu-

larly stressed how pharma

MSMEs needed to upgrade

their procurement practices

and technology.

Speaking on the course

Procurement plays a key
role in driving innovation,
achieving marketing 
success, controlling cost
and risk, and managing
volatile raw material 
supply in the market

Anurag Sharma
Partner, Consulting - Technology,
Deloitte Touche Tohmatsu India

Opt for a technology 
solution that has the 
ability to adapt with
changing market 
dynamics, offers 
flexibility to innovate and
can be easily customised,
to provide significant
benefits at least over the
next 10-15 years

Debashis Majumder
Director - SAP Intelligent Spend,
Management, India

The collective goal is 
to build a resilient 
procurement cycle,
which is more responsive
to disruptions at an 
optimal cost

Viveka Roychowdhury
Editor, Express Pharma & 
Express Healthcare

New business models,
new processes and new
solutions and adoption of
such solutions are critical
to make significant
progress in the 
transformation initiatives

Rajesh Kuppuswamy
Advisor - Health Sciences Industry,
SAP India
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corrections needed, he 

said that inter-departmental 

synergies and external collab-

orations will be crucial to build

an agile procurement lifecycle

that is flexible, transparent

and responsive. He also 

emphasised on digital trans-

formation and automation to

improve spending visibility

and control, category manage-

ment, supplier management,

indirect spend optimisation,

and end-to-end product 

lifecycle cost view. 

The most important deduct

gained from his perspective

was that while automation and

digitalisation can bring accu-

racy, reduce manual errors, 

improve efficiencies, monitor

and control workflows and 

enable regulatory compliance

in procurement, collaborations

were pivotal to build tech 

capabilities and people 

strategies that will be aligned

with procurement goals and

business goals. 

Opt for technology that
will stay relevant in the
long run 
A tech transformation in

pharma is imminent given the

need for continuous innovation

in the sector. However, Debashis

Majumder, Director-SAP 

Intelligent Spend, Management,

India, as a tech expert, advised

the industry to take a longer

view and opt for technology so-

lutions that can adapt to chang-

ing market dynamics, offer flexi-

bility to innovate and can be

easily customised, so that they 

provide significant benefits 

and a competitive edge to 

organisations at least over the

next 10-15 years. 

He also elaborated on the

advantages offered by cloud

and network-based approach

and recommended technologies

that integrate AI, ML and

blockchain and give an edge

over the competition. He advo-

cated process-centricity over

function-centricity and said

integrated technologies can 

enable better risk management,

quality collaboration, data secu-

rity and regulatory compliance

across the pharma value chain.   

Assuring that SAP can help

pharma companies integrate

their entire supply chain to

usher better efficiency and 

efficacy, Majumder also gave an

overview on SAP's solutions

and how they enabled intelli-

gent spend management. 

Giving more insights into

the technology, he said that

SAP's cloud-based, innovation-

driven, one-stop solution that

features intelligent technolo-

gies, digital platform and an 

intelligent suite can offer 

predictive insights and 

help reimagine end-to-end

processes for significant bene-

fits ranging from improved

speed/cost performance to sup-

ply chain resilience. He urged

the participants to 

reach out if they needed 

more information about how

SAP can partner in their tech

transformation. 

Preparing for new realities
Thus, the event served as a great

platform for the exchange of 

pertinent information on 

building a resilient and agile 

procurement lifecycle that will

be key to gain striking economic

benefits to the top and bottom

lines of businesses. The knowl-

edge exchange between the

speakers and panelists revealed

insights that will be critical at

strategic and operational levels,

to create a more perceptive

ecosystem within organisations

and foster progress. 

This event was the first in a

series of industry knowledge

exchange programmes which

will be organised by Express

Pharma and SAP. Stay tuned to

know about our upcoming

events. 

lakshmipriya.nair@expressindia.com 

laxmipriyanair@gmail.com 

akanki.sharma@expressindia.com 

journoakanki@gmail.com 
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O
f late, online pharmacy

brand PharmEasy ac-

quired majority stake in

diagnosis firm Thyrocare. This

was the second big acquisition

after Medlife by PharmEasy

within a month. Online giant

Amazon began doorstep deliv-

ery of drugs. Indian conglomer-

ates Tata and Reliance ac-

quired controlling stakes in

home-grown startups 1mg and

Netmed, respectively. 

These transactions took

place despite the ongoing

COVID-19 pandemic and na-

tion-wide lockdown. This re-

flects a strong faith among the

investors about the prospect of

a shining future of Indian on-

line pharmacies. Inflow of capi-

tal in such big amounts from

leading enterprises will boost

the confidence among the in-

vestors.  

So, what is motivating the

investors or what is fuelling the

growth prospects of this sec-

tor?  

The most important driving

force behind this is the nature of

the product. Unlike other items,

we do not choose medicines

from a homogeneous group of

products. Consumers do not

evaluate the different features of

the product, or want to touch

and feel it before purchase.

As compared to any other

product brand, people tend to

have higher trust with a medi-

cine brand as it is prescribed by

a registered doctor. So, the is-

sue of repeated consumption of

a brand or buying it from ear-

lier experience does not hold

true in this sector. These help

the consumer to purchase med-

icines online without hesitation.  

The pharmaceutical indus-

try is an organised sector. All

the manufacturers and sellers

are formally registered. The

laws regulating the players in

this industry are much strin-

gent. This, at least, reduces, if

not dismisses the possibility of

purchasing dubious drugs. On-

line pharmacies enabled with

highly-advanced technology

are much more equipped to

follow a stringent tracking

mechanism to eliminate mid-

dlemen and the risk of con-

suming counterfeit and sub-

standard drugs. Modern

technology like AI has also

made it possible to remind the

The growth of e-pharmacies in India
Rahul Nath Choudhury, Research fellow, ICWA, explains what motivates people in the 
pharma industry to invest into e-pharmacies, along with various other growth factors associated
with these
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patients to fill up their regular

stock and offer different pro-

motional benefits.  

Like other online stores, e-

pharmacies also offer huge dis-

counts. In terms of percentage,

it may not allure one, but when

one buys high-value medicines

for chronic and lifestyle dis-

eases like cancer, diabetes, etc.

for regular use for a longer pe-

riod, the amount sums up to be

a significant value.  

Unfortunately, this sector is

blessed with a growing lifestyle

and chronic diseases. Chronic

diseases are rapidly rising in

India. The World Health Orga-

nization reports that more than

20 per cent of Indians are in-

fected by at least one chronic

disease like cancer, heart ail-

ments, respiratory diseases, di-

abetes, etc. This unleashes a

huge business opportunity for

online medicine sellers. 

The growth factors for 
e-pharmacies
The growth of e-pharmacies

has also been facilitated by the

emergence of online medical

consultancy service providers.

Along with a lot of start-up

firms, established hospitals

have also started offering on-

line doctor consultations. Peo-

ple are increasingly availing

these services, especially to

consult dermatologists and

sexologists, obstetricians, etc.

Many doctors are mandatorily

offering their initial advice

through online mode before at-

tending the patient in person.

Leveraging their experience

and established position, big

hospitals are offering to deliver

medicine along with medical

consultation. Sensing a busi-

ness opportunity, traditional

pharmacies are simultaneously

practising both models. 

The growing income and

rising education have helped a

larger section of the population

to understand the importance

of hygiene and taking health-

care seriously. A growing num-

ber of hospitals and clinics

have increased the availability

of doctors while leading to fre-

quent health consultations. Ac-

cess to health insurance has

further broadened the scope.

All these have considerably in-

creased the sale of medicines. 

More than half of Indians

are now connected to a mobile

phone and internet connection.

Government initiative like Dig-

ital India scheme has given ac-

cess to a large number of citi-

zens to mobile and internet.

Cheap mobile data has further

increased the affordability of

online transactions. Large

pools of technically-literate cit-

izens are potential consumers

in a digital economy. 

Overcoming the 
challenges
Along with prospects, the on-

line pharmaceutical sector

brings its own set of challenges.

The e-pharmacy business is

still largely unregulated, creat-

ing scopes for fraud and gener-

ating distrusts, among many.

Instead of a single clear policy, a

series of laws are regulating

the e-pharmacies in India. The

requirement to accept orders

only from the area where the

pharmacy holds the retail li-

cence, selling medicines only to

the people residing in India,

maintaining customer records

and selling of prescribed medi-

cines only, etc. makes not so

much sense. It is also discrimi-

natory as these are not fol-

lowed by traditional pharma-

cies. 

The online pharmacy can

never replace a traditional

pharmacy in supplying emer-

gency medicine. A large num-

ber of pharmacies in each cor-

ner of the country make it

easier and less time consuming

for one to visit a local phar-

macy during an urgent need.

Moreover, one will hardly order

medicines online when his

loved ones are hospitalised and

require medicine. 

Considering the importance

of the sector, there is a pressing

need to bring regulation. The

sale of drugs online should be

regularised and monitored as

the health of people is involved.

The government should imme-

diately address the ambiguities

and disparities in policy space.

The business interest of both

traditional and e-pharmacies

should be protected creating a

level-playing field. 
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By Akanki Sharma

E
xpress Pharma, in associ-

ation with West Pharma,

recently organised a we-

binar to understand why emerg-

ing generics injectable manufac-

turers need flexibility and

simplicity when dealing with

drug containment and delivery.

A panel discussion was also held

on how COVID-19 impacted the

generic pharma market. 

Speaking at the webinar, ex-

perts highlighted how pharma-

ceutical sector is at the front-

lines to fight the COVID-19

battle, and since many medi-

cines are administered par-

enterally, the use of glass vials

and stoppers as primary con-

tainer closure systems (CCS)

has become crucial. 

Milagro E Lopez, Director,

Segment Marketing, Generics,

West Pharmaceuticals, while

presenting his views, informed

that in 2020, the global injectable

sales grew to $99 billion at a

CAGR of four per cent. North

America and India are major

generic drug manufacturers. "In

the US, generics account for ap-

proximately 90 per cent of Rx's

dispensed, have over 90 per cent

market access, and are dis-

pensed at a high rate," he added. 

He also notified that from

FY2018 to FY2019, there was a

26 per cent increase in ANDAs

approved by the US Food and

Drug Administration (FDA).

However, from FY2018 to

FY2019, total injectable ANDAs

decreased by 19 per cent. In ad-

dition, nine companies com-

prised 35 per cent of all in-

jectable ANDAs in FY2019, and

15 companies comprised 50 per

cent. He mentioned that "483s

are a concern for Indian generic

manufacturers and the volatile

generics market needs a product

solution designed specifically for

generic manufacturers."

Sharing a brief about Accel-

TRA Components Program,

Lopez mentioned that it is a

high-performing next-genera-

tion elastomer formula in

4031/45. Meeting global compen-

dia, it helps in delivering quality,

speed and simplicity to generic

drug manufacturers. It allows

generic drug manufacturers to

platform one rubber formulation

for most of the molecules help-

ing them with inventory man-

agement and save cost. 

Explaining further about its

various aspects, Darshana Cha-

van, Technical Account Special-

ist, West Pharmaceutical Pack-

aging India, said, "It meets the

market needs by leveraging

West expertise to help under-

stand customer needs. It con-

sists of multi-piercing, low parti-

cle levels, machinability

assessment, extractables char-

acterisation and good lead times,

and is compatible with numer-

ous compounds. It is also steam

and gamma sterilisable." 

She further mentioned the

several factors that influence

fragmentation. These can be

grouped into three categories-

rubber closure (rubber proper-

ties), needle (needle properties)

and human use (puncturing

technique). 

Shedding light on the impor-

tance of extractables, she said

that these are used for selec-

tion/qualification for use of ma-

terials; necessary to determine

targets enabling the develop-

ment of analytical methods for

leachable testing; and useful for

Understanding the nuances of generics injectables
At a webinar, explaining the West Pharma's AccelTRA Components Program, industry experts
explained why the use of glass vials and stoppers as primary container closure systems (CCS)
has become crucial

POST EVENT
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quality control for acceptance of

container closure system com-

ponents. 

Recent regulatory changes to

the container closure systems

point to increased regulatory

scrutiny and quality standards

and manufacturers are faced

with supply chain challenges 

as well.

Moving on to the panel dis-

cussion, Dr Alagumurugan Ala-

garswamy, Director - Injecta-

bles/NDDS, Cipla, talked about

some of the supply chain risk

mitigation strategies that the

pandemic has forced organisa-

tions to adopt. He also shed light

on how his company changed

the COVID chaos and challenges

into an opportunity for India's

pharmaceutical industry, and

also mentioned the learnings in

supply chain risk mitigation

strategies from an injectables

packaging point of view.

"Last year, during March-

April, it was a chaos, then we all

ran into maintaining our own

development programmes in

addition to those programmes

that we wanted to launch, espe-

cially for COVID therapies and

other general therapies. 

Although it was chaos initially,

but then we tried to mitigate

those with three things. The

first thing that we did was mak-

ing our entire portfolio and 

doing a forecast analysis and

placing orders quite early. The

second thing that we did, espe-

cially after March 2021 when the

FDA published the guidelines 

on the primary packaging 

component changes and its 

supplement criteria for those

critical products where we can't

miss the delivery considering

the criticality of patients, we

supplemented our ANDAs

atleast to include the additional

sites of the same vendor. Lastly,

for COVID-related therapies, es-

pecially for India and the rest of

the world, we included upfront

multiple suppliers considering

that we are going to face chal-

lenges. We included multiple

stoppers and vials in our dossier

in those countries wherever we

filed. That way, we had the flexi-

bility to move from one supplier

to the other between different

locations and also there were

COVID-related prohibitions

that we can't export to other

markets - Remdesivir, for 

instance. So, we have to manu-

facture those abroad to support

other countries."  

Thereafter, talking about the

management of regulatory fil-

ings, especially during emergen-

cies, Tridip Mazumder, Associ-

ate Director, Packaging

Development, Dr Reddy's Lab-

oratories, said, "Basically, what

we understand from the regula-

tory agencies is that the US and

Europe predominantly take the

changes of this primary packag-

ing materials in a different way.

For instance, when we go to 

Europe, the way the products

and packaging systems are filed,

you are given a flexibility. For ex-

ample, when you are filing a pri-

mary packaging material, and

you don't specifically mention

many parts of the vendors, you

get a chance that if you show an

equivalence between the 

equations, you can move from 

X vendor to Y vendor, but that's

not true for injectables. On the

contrary, the US regulatory

agency is flexible and logical.

Once you try to establish an

equivalance showing a technical

comparison, and saying that

this is the risk that has already

been mitigated and you have the

back-up documents available,

they tend to accept."

He further added, "This

pandemic has taught us a lot of

things and one of the things

that we have understood is that

it is always better to have com-

mon systems for both semi-reg-

ulated and regulated markets,

so that you are flexible enough

in order to switch from one to

other, and also get good effi-

ciency in the supply chain man-

agement."

Dipesh Thawani, Deputy

General Manager-Packaging De-

velopment (PTC), Cadila Health-

care, highlighted how the new

guidance on container closure

systems released by the USFDA

in March this year impacts ster-

ile injectables, and also talked

about the importance of having

a standard platform for such

systems which can be adopted

for all products.

He said, "When the pan-

demic came, there was chaos on

how the packaging material sup-

ply shortage will be handled and

this was the case wherein every-

body knew that during the vac-

cine production, there would be a

shortage of components like

glass vials, stoppers, etc.; and we

know that looking at the popula-

tion and the vaccine production,

entire capacity of the global 

vendors, majority of the capac-

ity will be utilised, and the prior-

ity will be the vaccines and

COVID-related products. There

was a question about how the

situation will be managed. 

"In the initial days, FDA also

recognised this and it has pub-

lished the guidance to ease out

the prices with respect to sup-

porting the generic companies

for COVID-related products. For

example, if any ANDA applicant

has to submit any ANDA which

has less than six months of 

stability data, FDA has 

recommended to go through the

control correspondence. So, 

that process established by 

FDA supports any generic

pharma company to file the

product on time."

Kwang Kok Li, Manager for

TCS, Generics Market and 

AP, West Pharmaceutical 

Services, talked about the 

transitions/trends in generic 

injectables packaging that is the

move to one single platform or

rubber formulation for multiple

generic injectable drugs, which

is considered the future. How-

ever, it is quite possible that in-

novators might be using old rub-

ber formulations, which might

not be compatible to current

regulations. She threw light on

how West Pharma's pharma

clients in the APAC region, and

globally, are adjusting to 

this trend.

She said, "It is quite coinci-

dental that we came out with the

AccelTRA programme before all

these COVID challenges came

up. A lot of features that it brings

mitigate some of these chal-

lenges. We have heard of the reg-

ulations, and pharma manufac-

turers looking to qualify various

sites of the suppliers. So, this is

also something that AccelTRA

programme is able to bring. We

now have grown to more than 20

plants which has served us well

in this pandemic. We are able to

increase the capacity at various

plants through tech transfers to

ensure that we continue to sup-

ply our customers and an align-

ment with these AccelTRA pro-

grammes, actually has

harmonised as well.

"Pandemic is no excuse 

to decrease the quality. We 

ensure that we are able to main-

tain the quality in these challeng-

ing times. Traditionally, the 

rubber manufacturing process

is manual, but we have our own

automated process to prevent

contamination and increase the

quality of the product and 

cut the processing time for 

products," she said.

Post the panel discussion, 

the panellists and speakers an-

swered questions from the 

audience. The attendees demon-

strated a keen interest in sterile

injectables packaging systems,

the recent regulations around

these systems as well as how

West Pharma's AccelTRA Com-

ponents Program can address

some of these challenges.

A recording of the webinar 

can be viewed at https://

www.expresspharma.in/

acceltra-component-program-

ensuring-quality-speed-and-

simplicity-in-generics-pharma-

packaging/
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As India gears up to
celebrate its 75th
Independence Day, self
reliance in APIs remains a
key goal for the pharma
sector. AatmaNirbharta will
be crucial for the sector as it
continues to protect the
country from the existing
and  emerging health
threats 

By AKANKI SHARMA
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F
or the last two decades,

the Indian pharmaceuti-

cal industry has been

growing almost 1.5 times the

Indian GDP. The current gov-

ernment has an aggressive

plan of amplifying the industry

size from $41 billion to almost

$120-150 billion in 2030. Glob-

ally, India has benchmarked its

position in formulation devel-

opment and manufacturing.

However, India's dependence

on China (primarily) and a few

other countries for importing

active pharma ingredients

(APIs) to manufacture drugs is

a problem that looms large in

the Indian pharma sector's

path to progress. 

This problem was magni-

fied due to the outbreak of the

COVID-19 pandemic and long

lockdowns. The industry faced

numerous barriers regarding

the import of APIs over the

past one-and-a-half years.

While there were delays ini-

tially, it became almost impos-

sible to import the APIs in the

later stages. This has made it

imperative to bring an end to

this inordinate dependence on

China and other countries for

APIs and raw materials as soon

as possible.  

Acknowledging the fact that

API manufacturing and re-

search and development

(R&D) are the areas that need

impetus, the Government of In-

dia, launched the Product

Linked Incentive (PLI)

schemes - PLI 1.0 (in 2020) and

PLI 2.0 (in early 2021) - in the

hope that it will make the In-

dian pharma industry more ro-

bust and self-reliant for APIs

and other key starting materi-

als (KSMs).

The story so far
As of March 2021, the Centre

had approved 33 applications,

with a committed investment

of Rs 5,082.65 crores, under the

PLI scheme for APIs. For these

approved applications, the dis-

bursal from the government

over six years will be up to a

maximum of Rs 5,440 crores. A

total of 14 companies commit-

ted minimum/more than the

minimum proposed annual

production capacities. The set-

ting up of these new facilities

will lead to a fresh investment

of over Rs 450 crores, and they

will begin production by April

1, 2023. Overall, 215 applica-

tions were received across mul-

tiple segments within the API

category. The government is in

the process of taking up the re-

maining applications.

On paper, they definitely

have the potential to give an

impetus to API manufacturing

and R&D but how have they

fared on implementation? 

A few stakeholders share their

views:

Dr Viranchi Shah, Senior

Vice President, Indian Drugs

Manufacturers Association

(IDMA) informs, "Owing to

past policies, the business of

many APIs and intermediates

had migrated out of India in the

late 1990s and 2000s. The in-

dustry could have done better

in handling that exodus."

However, he is optimistic

about the outcome of these

schemes and is happy with

their progress. He says, "PLI is

a progressive, transparent, ob-

jective and well-structured

scheme that aims to catalyse

the growth and self-reliance of

the Indian pharmaceutical in-

dustry, more specifically in API

and R&D verticals. So far, un-

der PLI1, which is specifically

for imported APIs, the ap-

provals have been granted for

36 out of 41 KSMs/APIs, with a

minimum committed invest-

ment of over Rs 5,300 crores.

Identification of investors for

other KSMs/APIs is underway,

and soon we hope that this will

also be finalised. In a medium-

term of two-to-three years, we

will see the benefits of these in-

vestments forthcoming for the

industry, reducing our depend-

ence and making Indian

pharma truly Aatmanirbhar."

He also informs, "PLI2 has

been floated, and applications

from the industry were sought

before July 31. Seeing the cur-

rent trends, a large number of

industry players are likely to

participate in PLI2. "

Dr Shah admits that there

are few gaps and informs that

IDMA has expressed its views

whenever the gaps have been

"So far, under PLI1, which is specifically
for imported APIs, the approvals have
been granted for 36 out of 41 key 
starting materials (KSMs)/APIs, with 
a minimum committed investment of
over Rs 5,300 crores. Identification of
investors for other KSMs/APIs is 
underway, and soon we hope that this
will also be finalised" 

Dr Viranchi Shah
Senior Vice President,
Indian Drugs Manufacturers Association (IDMA)

"The criteria for selection of companies
for availing the benefit under the PLI
scheme does not extend to companies
in the CRAMS space where the entire
business model is to develop and 
manufacture APIs"

Harshil Dalal
Global CFO,
Dishman Carbogen Amcis

"PLI scheme is only for the greenfield
projects. Existing (brownfield) facilities
with idle capacity will not be eligible for
incentives under the scheme. Thus, the
benefits will not be seen immediately.
Only when the greenfield plants become
operational, then the benefits will start
kicking in, which will take at least a 
couple of years" 

Anil Khanna
Partner,
Wisdomsmith Advisors



August 2021

EXPRESS PHARMA 23

spotted. However, he also

points out, "The authorities

have responded positively and

taken cognizance of its sugges-

tions/objections. In most cases,

the concerns have been ad-

dressed and the gaps have been

closed."

Citing an example, he in-

forms, "We had raised the issue

of a minimum investment of Rs

50 crores for the Micro, Small

and Medium Enterprise

(MSME) sector being unrealis-

tic, and the same has been ad-

dressed. We believe that the

overall purpose of the scheme

is to strengthen the sector, and

the government shall definitely

pay heed to our inputs at each

stage."

On the contrary, Harshil

Dalal, Global CFO, Dishman

Carbogen Amcis, is not very

happy about the fact that the

schemes are not being ex-

tended to the companies in the

Contract Research and Manu-

facturing Services (CRAMS)

space.

He says, "The criteria for

selection of companies for

availing the benefit under the

PLI scheme does not extend to

companies in the CRAMS

space where the entire busi-

ness model is to develop and

manufacture APIs, and the

ANDA or NDA holder is our

customer, and not us. Even the

Drug Master File (DMF) would

be in the name of the customer

and not us, though we would be

named as an approved manu-

facturing site for the produc-

tion of that particular molecule.

Moreover, the development

work that we do is for our cus-

tomers and relatively less for

ourselves in India. Thus, the

criteria of awarding marks to

R&D for a company like us

does not help. These gaps can

be fixed by modifying the crite-

ria to rate the companies who

are eligible for the PLI

scheme."

Anil Khanna, partner, Wis-

domsmith Advisors also says

that the industry's views have

been taken into consideration

and some amendments have

also been made to the schemes.

He mentions that when the

first version of the scheme was

launched, one key suggestion

from the industry was to in-

clude R&D expenses and prod-

uct registration-related costs.

The government took this re-

quest of the industry on board

and added these expenses in

version 2.0.

However, he also advises

that the two schemes need to

be seen in the context of China

and points out that the Chinese

API industry has certain inher-

ent advantages because of

economies of scale and support

from the Chinese government

in the form of financial incen-

tives, infrastructure and regu-

latory policies. 

"China has got cheaper bor-

rowing costs at six to seven per

cent, while in India, it is from

nine to 12 per cent. Further, the

total cost of logistics in India is

around three per cent in com-

parison to China, which is at

one per cent. In addition to it,

since the Special Economic

Zones (SEZs) in China are

atleast 12-15 times the size of

the Indian SEZs, the CAPEX

requirement for companies in

China is lower. Cheaper elec-

tricity is another advantage for

this country," he highlights. 

"The Indian API industry

suffers on account of various

factors like getting pollution

control clearance that is

stricter and time taking, lead-

ing to delay and higher costs of

manufacturing; absence of

large-scale parks for manufac-

turing of bulk drugs, though

the government has now come

out with a scheme to support

set up of bulk drugs mega

parks. Besides, the fermenta-

tion industry has collapsed in

India, and there is a lack of fi-

nancial incentives like lower

tax, cheaper utilities and land

subsidy to lower CAPEX re-

quirement," he laments.

Thus, the industry's reac-

tion to these schemes is mixed.

They laud the intent but many

feel that there is a need to im-

prove the schemes to leverage

their true potential. 

Expectations and 
possibilities
"The industry believes that a

strong formulation industry

needs the support of a strong

API industry. We have made

good progress in the last two-

to- three years in reviving the

API industry. These changes

are driven by a combination of

political will, regulatory sup-

port and entrepreneurial will.

Fortunately, this time, everyone

is aligned. Some results are al-

ready showing. For example, a

large number of new units are

coming up in this sector, the ex-

isting API players are also see-

ing growth in volumes. This

has been mostly due to non-fis-

cal initiatives such as simplifi-

cation of the EC process and

awareness about Indian APIs.

However, the major changes

will show in the next two years

once the investments commit-

ted under PLI1 and PLI2 will be

executed on the ground," Dr

Shah emphasises.

Khanna feels that at the

best, the schemes will lead to

only a 25-30 per cent reduction

in the import dependence on

China. This was also echoed by

the rating agency ICRA in its

commentary, though ICRA

predicts that it will lead to bet-

ter value addition in exports.

With India importing more

than Rs 25,000 crores worth of

APIs, KSMs and DIs in FY20,

and the majority from China,

even a 30 per cent reduction

would be a decent amount.

"Another point which got

highlighted was that the PLI

scheme is only for the green-

field projects. Existing (brown-

field) facilities with idle capacity

will not be eligible for incen-

tives under the scheme. Thus,

the benefits will not be seen im-

mediately. Only when the

greenfield plants become oper-

ational, then the benefits will

start kicking in, which will take

at least a couple of years. Some

stakeholders also feel that the

Chinese may suddenly reduce

the price if they find enhanced

capacity being created in India.

In that case, investors/compa-

nies may be forced to relook at

the business case. With mini-

mum investment criteria, a

company may face challenges

to avail benefits. They want as-

surance from the government

to take necessary measures to

neutralise the issue of the price

difference," he adds.

In Dalal's view too, it looks

difficult for India to be inde-

pendent for APIs by the next

Independence Day. "Additional

incentives for CRAMS compa-

nies should be provided," he de-

mands.

Roadblocks to clear
According to experts, timely,

fast and single-window clear-

ances became an issue after

the PLI schemes were

launched. For instance, cur-

rently, environment clearance

may take up to six months,

which the industry feels should

be reduced to around two

months, so that the projects

can kick-off quickly, and with-

out much hassle. 

Khanna points out, "The in-

dustry feels brownfield facili-

ties should also get the support.

Otherwise, the benefits of the

scheme will take time to kick

in. In fact, it has been seen in

the recent past, that many op-

erating API facilities are look-

ing to raise capital to expand

their business fast, in line with

the current opportunity. Since

they will not get any benefit un-

der the government scheme,

they are looking to raise private

capital at the earliest. Further,

since the fermentation industry

has virtually collapsed in India,

stakeholders believe this

should get focus, and may be,

get higher subsidy linked to the

production value. This is con-

sidered to be an important re-

quirement. Finally, the cost of

utilities like electricity and wa-

ter should be subsidised signif-

icantly for the next few years,

as this is a significant cost ele-

ment. This suggestion is in line

with such incentives which the

Chinese government provides

to its API companies."

"I believe it's a marathon

and not a 100-metre race. In-

dustry, regulators, govern-

ment, media and all stakehold-

ers will have to play a role in

helping India to regain the lost

API sector and to make it

stronger. We can take the In-

dian pharmaceutical industry,

currently from number three

to number one, globally, by de-

veloping the entire value chain -

clinical research and develop-

ment, API manufacturing, and

formulation manufacturing;

and this is possible in the com-

ing 10 years. The recent

COVID-19 pandemic has made

us all realise that healthcare

and pharmaceuticals are of ut-

most importance to the na-

tional security, and it is in our

interest to ensure that the In-

dian pharma industry is nur-

tured and grown," remarks Dr

Shah.

The PLI schemes are a sig-

nificant part of a larger action

plan aimed at making the In-

dian pharma industry more

competitive and competent. So,

it is important to take note of

the industry's suggestions and

keep evaluating and amending

the schemes to make them key

tools in India's pursuit of true

Aatmanirbharta. 

akanki.sharma@expressindia.com

journoakanki@gmail.com 

The pharma industry's reaction to the two PLI
schemes is mixed.They laud the intent but many
feel that there is a need to improve the schemes to
leverage their true potential    
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G
lobalisation has led to

the proliferation of prod-

uct liability laws and

standards worldwide with an in-

crease in cooperation and infor-

mation sharing among coun-

tries in governmental action and

investigations against pharma-

ceutical companies. The spread

of collective redressal mecha-

nisms and growth of third-party

funding of litigation costs has

caused an increase in regulatory

interplay among nations. For ex-

ample, off-label promotion in-

vestigations and adverse drug

reactions have produced signifi-

cant class-action litigations, in-

cluding Zyprexa, Risperdal,

Seroquel, Neurontin, Avandia,

Actiq and many others.

Global trends in product
liability litigation 
Product liability is the area of

law in which manufacturers,

distributors, suppliers, retailers,

and others who make products

available to the public, are held

responsible for the injuries

those products cause. Liability

in such scenarios arises in case

of manufacturing defect of the

product, deficiency in services

relating thereto or failure to

warn recipients of the known

drug reactions. The substantive

test for medicinal product liabil-

ity that has gained prominence

in light of the import of vaccines,

COVID-19 drugs (Remdesivir),

is largely based on whether the

medicinal product that is man-

ufactured, distributed, stocked

or sold is spurious, adulterated,

counterfeit, not of standard

quality, or is in any way in viola-

tion of the Drugs and Cosmetics

Act, 1940 or causes (or is likely

to cause) harm to the general

public. Given the expediated

and emergency approvals en-

abled in light of the pandemic

for import of vaccines, manufac-

turing and use of COVID-19

drug, the exposure of such man-

ufacturers is increased to prod-

uct liability claims. 

Such claims are brought

within the ambit of product lia-

bility under the product liability

laws, law of torts and consumer-

protection laws in various coun-

tries, including in India. 

In the US, foreign drug man-

ufacturers have experienced a

general increase in the claims

outside their jurisdictions due to

numerous factors including the

increased awareness among in-

dividuals regarding product

quality and claim mechanism.

Since products are supplied

globally, claims may be brought

under numerous jurisdictions

with respect to the same prod-

uct, leading to multiple claims.

In light of it, various countries

undertake exchange of informa-

tion, documents, witness state-

ments, etc. to ease the settle-

ment of such claims by the

courts which have enabled blur-

ring of stringent boundaries in

litigation procedures worldwide

and have enabled flexibility in

such processes in terms of multi-

ple or class action suits.

Product liability suits 
In most countries, any recall or

withdrawal of products by man-

ufacturers, either statutory or

voluntary, assumes defect in

product as the cause for with-

drawal; while claims of defective

product made by individuals

may cause chaos in the trust

placed by the shareholders in

the product leading to share-

holder suits in light of the poten-

tial liability and similar disputes

by interested parties. 

Risks of potential suits exist

in light of the early marketing of

new drugs upon basing heavy

reliance on post-marketing tri-

als and reporting. These arise

upon the occurrence of non-

identified or notified drug reac-

tions. Such claims are most of-

ten covered under specific

statutes pertaining to the prod-

uct liability; although, in the ab-

sence of such statutes, claims

falling beyond the scope of prod-

uct liability are entertained by

courts on the basis of jurisdic-

tion as numerous countries link

such civil claims with criminal

proceedings. On the contrary,

some countries lack specific leg-

islation in this regard and bring

product liability claims under

regular suits.  

Product liability claims in In-

dia are covered under the Con-

sumer Protection Act, 2019 for

defect in product or services re-

lating thereto. Unless the same

is proved, the statute refuses to

impose liability on the parties.

Thus, in cases of drug reactions

which have not been notified by

the manufacturer, these are

failed to be brought within the

ambit of CPA, and are largely

dependent on pharmacovigi-

lance reports by the manufac-

turers undertaking post mar-

keting surveillance. 

Interplay of regulatory
compliance and litigation
Statutes impose liability on

manufacturers for defect in

product or services offered in

relation thereto, in addition to

consumer protection claims.

While numerous manufacturers

claim immunity from liability in

terms of being in compliance

with the regulatory require-

ments, litigation instituted

against them necessitates a co-

ordinated redressal. For in-

stance, the FDA approval in the

USA to certain products as-

sumes regulatory compliance,

and requires no pre-emption

against the manufacturer. In

case of any claims against such

approval, warning letters are is-

sued by the FDA which are not

conclusive for the purposes of

litigation reliefs. Thus, a con-

stant battleground situation

continues to pertain. 

Exceptions to product liabil-

ity claims allow pre-emption to

generic products. A possibility

of pre-emption for design defect

claims in products, claims of

warnings being negotiated with

regulators is no defence while

limited defence is available un-

der the product liability direc-

tive if the defect is due to failure

in compliance with mandatory

requirements. It has been ob-

served by the regulatory au-

thorities that grant of marketing

authorisation to products does

not automatically provide for

immunity against liability and

claims may still be entertained

by the authorities. 

Certain defences pertaining

to defect not known or discover-

able at the time when product is

put into circulation based on sci-

entific/technical knowledge,

have a limited scope, and are

rarely successful in the court of

law. Although, manufacturers

continue to claim immunity

against claims for failing to warn

about risk that was unknown at

the time. 

In re Zantac (Ranitidine)

product liability litigation, we

witnessed the court examine in-

novator liability in a multidis-

trict litigation (MDL) that

sought damages under the laws

of fifty states with varying out-

look on product liability claims.

The FDA requested its removal

from the market because of a

new risk discovered more than

thirty years after the drug was

first approved. This led to a

statutory product recall of the

drug from the US and a volun-

tary recall from India by the

manufacturers situated in Eng-

land after the regulators asked

GSK to check its products for

carcinogen. 

Conclusion
Globalisation has led to a blur-

ring of boundaries, and with

tremendous product circulation

and exchange, the need to a har-

monised system for cross-bor-

der litigations is felt not more

than ever. There has been an in-

crease in the number of claims

exported from the US, which

has triggered claims worldwide.

To erode the barriers to cross

border litigations in the US and

countries beyond, authorities

must act in unison and cooper-

ate. 

Cross Border litigations re-

quire an exchange of informa-

tion, documents and data per-

taining to the claims raised in

the domestic courts or regula-

tory bodies in order to enable ef-

ficiency in access to justice to

the claimants, while some juris-

dictions may impose restric-

tions on transfer of documents

which may be resolved by com-

plying GDPR or country-

specific data-protection law. 

The views expressed in this 

publication are personal and are

not the views of the firm.

Cross-border product liability claims
Sanjay Kumar, Counsel,J Sagar Associates, sheds light on how globalisation has led to a blurring
of boundaries, and, thus, with tremendous product circulation and exchange, the need to a
harmonised system for cross-border litigations is felt not more than ever

INSIGHT
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L
iposomes, the curious lit-

tle spherical vesicles that

closely resemble the

structure of cell membranes,

have been attracting a lot of at-

tention in recent times. Known

for their applications in the field

of medical nanotechnology,

these have been a subject of re-

search since these were first dis-

covered in the 1960s. Since then,

scientists have found new ways

to use these to develop robust

and powerful drug delivery sys-

tems. The new mRNA-based

COVID-19 vaccines are the fine

examples of modern drug deliv-

ery systems that use lipid nan-

otechnology to reach their tar-

get cellular sites.

A subject of research for sev-

eral years now, liposomal nan-

otechnology has been used to

successfully develop stable and

reliable novel drug delivery sys-

tems (NDDS). These NDDS

have proved to be beneficial with

applications across various med-

ical therapies ranging from HIV

to cancer to COVID-19 treat-

ment.

Decoding liposomes
Liposomes are very tiny

nanoparticles that measure usu-

ally up to 100-300 nm in diame-

ter. These are formed sponta-

neously when certain

phospholipids are hydrated with

water. Due to their nature, both

water and fat-soluble active in-

gredients can be loaded onto

these. These spherical liposome

bubbles can be used to trap and

stabilise a variety of compounds

used in medications and ensure

their safe passage through the

body till these reach a specific

target site. That's how these be-

come ideal transport vehicles for

drugs in targeted therapies like

cancer or HIV. 

These structures can deliver

both hydrophilic and hydropho-

bic compounds used in anti-bac-

terial, anti-fungal, immune-mod-

ulation, diagnostics, ophthalmic,

vaccines, enzymes and genetic

elements.

What makes these 
superior NDDS?
Liposomes are considered as

one of the most efficient

nanosystems with several ap-

proved formulations for disease

treatment. The two important

advantages of liposomes in drug

delivery are biocompatibility

and biodegradability, both of

which are due to their lipid char-

acteristics. These liposomal

nanosystems also have other

properties like smaller size, hy-

drophobic and hydrophilic char-

acter, low toxicity and immuno-

genicity, lower clearance rates

and controlled release of drugs.

Due to these properties, lipo-

somes provide an established

basis for the sustainable devel-

opment of different products for

the treatment of medical dis-

eases by the smart delivery of

drugs.

Today, liposomal nanosys-

tems are being used in the med-

ical industry as drug delivery ve-

hicles in medicine, adjuvants in

vaccination, signal

enhancers/carriers in medical

diagnostics and analytical bio-

chemistry, solubilisers as well as

support matrices for various in-

gredients.

Clinical usages of these sys-

tems cover diagnostic, therapeu-

tic and vaccine improvement.

Drug and gene delivery are two

therapeutic aspects in which li-

posomes can be effective due to

their specific properties. The in-

volvement of liposomes in the

treatment of various diseases

like HIV, cancer, and in recent

times, COVID-19, to name a few,

has been investigated with satis-

factory results.  

Application in HIV therapy
Studies have shown that nan-

otechnology-based liposomal

drug-delivery systems can im-

prove anti-retroviral therapy

(ARV) by controlling drug con-

centrations in target cells. As li-

posomes are naturally taken up

by cells of the mononuclear

phagocytic system (MPS), the

therapy offers a convenient ap-

proach to improve the delivery

of anti-HIV agents into infected

cells. This can improve the effi-

cacy of drugs and reduce their

adverse side effects. HIV-in-

fected cells could also be specifi-

cally targetted by using lipo-

somes bearing surface-attached

antibodies.

Tailor-made liposomes are

biocompatible with the cell

membrane and can also specifi-

cally target mononuclear phago-

cyte systems with a variety of

drugs. These also help reduce

the dose and frequency of dos-

ing. Overall, the therapy offers a

potential for improved quality of

life for HIV-positive patients.

Application in cancer 
therapy
Conventional treatment options

for cancer, until recently, were

not able to target cancerous cells

without destroying healthy cells.

Apart from this, the reduced

drug dosage at the target cell

also impedes the treatment.

With liposomal nanotechnology,

these challenges have been ad-

dressed. 

Liposome-bound antibodies

can be engineered to target tu-

mour-specific antigens to ensure

active targeting, and then trans-

port drugs to the tumour. Once

the nanoparticles bind with the

receptor on the cancer cell,

these are then taken up by the

cell and the drug is released at

the site. The drug is delivered to

the target tumour site once it

reaches the cancerous cell. This

reduces the side effects on the

healthy surrounding tissues. Li-

posomal Doxorubicin is a good

example of a medication

wrapped inside a liposome and

delivered to the cancer site. It is

useful in the treatment of ovar-

ian cancer and multiple

myeloma.

Application in anti-fungal
therapy like mucormycosis
(black fungus) 
Liposomal amphotericin B is a

formulation developed to im-

prove the tolerability of intra-

venous amphotericin B, a gold

standard for treating life-threat-

ening invasive fungal infections

like mucormycosis (black fun-

gus). While the COVID-19 pan-

demic and the subsequent rise in

mucormycosis cases brought

the drug into the limelight, it has

already been in clinical use for

over two decades.

Application in COVID-19
vaccine development
While a lot of importance has

been given to the bottling and

distribution of the new mRNA-

based vaccines, there is limited

understanding of the science be-

hind the formulation. These vac-

cines are based on lipid nan-

otechnology. Lipid nanoparticles

or LNP technology is considered

a medical breakthrough in vac-

cine-based delivery systems. It

has enabled the development of

stable mRNA-based COVID-19

vaccines at a blistering pace.

These LNPs effectively de-

liver the mRNA to the target cel-

lular sites and help bind these to

the relevant cells. Since mRNA,

on its own, is too sensitive to

degradation and rapid break-

downs, lipid nanoparticles

(LNPs) ensure the protection of

the mRNA until its uptake in

cells. This results in a better cel-

lular response and efficacy

against virus replication, signif-

icantly enhancing the overall im-

munogenic response of vaccines.

The future of liposomal
nanotechnology
One can say that liposomes have

established their position in

modern medicine as more and

more applications emerge. One

of the emerging technologies is

the topical formulation of lipo-

some active for the treatment of

skin diseases. As the technology

advances further, the field of li-

posomal nanotechnology will be

a more reliable platform for the

development of a range of bio-

products, especially in areas of

medical diagnostics and public

health.

From HIV to COVID-19: The role of liposomal
nanotechnology as an NDDS of choice
Arun Kedia, Managing Director,VAV Life Sciences, elaborates how NDDS have proved to be
beneficial with applications across various medical therapies ranging from HIV to cancer to
COVID-19 treatment

INSIGHT
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PeroxidePlatinum

SILICONE TRANSPARENT TUBING

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

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

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

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

Contact us for further details

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

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

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

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

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

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

tant aspects of our

health in these some-

what muddled times, nu-

traceuticals are transforming

as well. The ingredients of the

future must combine sustain-

ability with scientific data on

the function and value of the

ingredients.

Going forward, we will see

ingredients targetting impor-

tant indications like bone and

joint health, immune support,

weight management, treat-

ment of inflammations, cardio-

vascular health and gastroin-

testinal health.

The following are among

the key trends that we believe

will drive innovations and for-

mulations for nutraceuticals’

development around the globe.

Post-COVID-19-vaccine
era
Now that countries around the

world are rolling out vaccines

to their populations, manufac-

turers are starting to support

consumers and work along-

side prescription offerings

that boost their immune sys-

tems and fight off the illness,

new products will target those

most at risks such as seniors,

pregnant women and diabetic

patients. They will expand and

help support those who are

not only fearful of catching the

COVID-19 virus, but who are

also worried about related fi-

nancial issues and have re-

duced access to support net-

works like friends and

relatives. We will also see

more focus on stress relief us-

ing adaptogens and nervines,

and eye health as people spend

more time online.

Affordability and 
expanding online services
The current choppy global

economy will spur greater de-

mand for private-label innova-

tions while branded products

must play to their key

strengths around experience

and longevity in the market.

Even before the pandemic,

the price was already an im-

portant purchase driver for

over-the-counter (OTC) med-

ications. It will become even

more important if recession

kicks in and private labels can

better meet the expected in-

creased demand for affordable

OTC medications. They can

strongly convey efficacy and

value-for-money to appeal to

those who may be reluctant to

switch to unfamiliar labels.

Convenience and 
youthful appeal
Ingredient makers will de-

velop more engaging formats,

packaging, product design and

collaborations to liven up the

OTC pharmaceutical prod-

ucts. Ease-of-use claims in the

OTC medications market are

in demand and will continue to

drive new products. These in-

clude innovative spiral-shaped

heat patches that enhance free

movement, hands-free or no-

mess applicator sticks and

nose clips for easier breathing

beneath face masks.

To speed up the shopping

experience, brands are offer-

ing convenience beyond the

product with user-friendly

websites, virtual consultations

and free delivery services. On-

line, home delivery and be-

spoke services are poised for

growth, simplifying the vita-

mins, minerals and supple-

ments (VMS) selection

process and making it easy for

people to buy and receive their

VMS during lockdowns.

In reaching out to the

younger demographics, some

brands have started OTC

partnerships with TikTok and

social media influencers to

promote these products.

Focus on immune 
systems, stress and 
sleep aids
Riding on benefits around pain

and ailment relief will remain

crucial as OTC medication

brands put immunity support,

stress and sleep benefits at the

forefront. For instance, in the

UK, 36 per cent of adults who

have recently experienced

head or body pain indicate

that stress triggers pain for

them. This rises to 52 per cent

for those aged between 16 and

24 years.

Brands are looking beyond

melatonin as a key sleep aid

substance to address depend-

ency concerns and explore the

viability of on-trend stress-re-

lieving natural plants and

botanicals like adaptogens and

nervines. They are incorporat-

ing immune-support benefits

into OTC medications to har-

ness the immune system-

boosting benefits of renowned

vitamins, minerals, botanicals,

on-trend adaptogens and pro-

biotics.

There is also an increased

demand for more eye-relief in-

novations that can help care

for sore and tired eyes ex-

posed to blue light as people

spend more time on electronic

devices during lockdowns and

home quarantine periods.

Safe, natural and 
transparent
Now is the right time to boost

trust in the VMS market by

being more transparent about

ingredients, supply chains

and benefits. As natural and

sustainable claims are the

fastest-growing areas, we will

see the renewed focus on sus-

tainability and safety post-

COVID-19 as clean, plastic-

free and upcycling become

the themes to align with 

consumers.

It is time to reassure con-

sumers about safety by tout-

ing natural formulas and by

showcasing plant-based ingre-

dients like adaptogens 

and nootropics such as 

ashwagandha, banana blossom

for maternal nutrition and

konjac root for weight and di-

abetes management. Natural

formulas can also better align

with clean themes, link with

real food ingredients and be

more traceable.

As consumers start to re-

cover from the pandemic and

seek out ways to heal, they are

turning to more sustainable,

natural and healthier ingredi-

ents. Hence, as a product man-

ufacturer or a health product

owner, it is important to know

what these markets are asking

for and where to source these

functional ingredients for your

nutraceutical products.

Trending in nutraceuticals: 
Science meets sustainability
Zeljko Pockaj,Vice President, Global Pharmaceutical Industry, mentions the key trends that are
believed to drive innovations and formulations for nutraceuticals’development around the globe

As natural and sustainable claims are the fastest-
growing areas, we will see the renewed focus on
sustainability and safety post-COVID-19 as clean,
plastic-free and upcycling become the themes to
align with consumers

OPINION
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W
aters Corporation

has introduced the

Waters SELECT SE-

RIES MRT, a high-resolution

mass spectrometer that com-

bines Multi Reflecting Time-of-

Flight (MRT) technology with

both, enhanced DESI and new

MALDI imaging sources. To-

gether, these technologies en-

able scientists to explore molecu-

lar structure and function

through the precise identifica-

tion and localisation of individ-

ual molecules in samples, with a

combination of speed, resolution

and mass accuracy.

For example, a scientist con-

ducting a research on how an in-

vestigational oncology drug in-

teracts with its intended target,

such as a specific brain tumour

receptor, can now do it faster, at

speed up to 10Hz without com-

promising mass accuracy or res-

olution. Speaking in this regard,

Dr Udit Batra, CEO and Presi-

dent, Waters Corporation, said,

"The Waters SELECT SERIES

MRT opens the door to a greater

understanding of molecules and

their mechanisms of action in

numerous scientific fields.

"The clarity of images pro-

duced by this instrument can

yield important molecular infor-

mation to scientists in research

areas such as targeted therapeu-

tics, to provide insights and en-

able deep biological discoveries,"

he added. The SELECT SE-

RIES MRT platform is the basis

for the next generation of Wa-

ters' high-resolution mass spec-

trometers. It is the first commer-

cially available instrument of its

kind that is capable of attaining

200,000 Full Width Half Maxi-

mum (FWHM) resolution and

part-per-billion mass accuracy

independent of scan speed.

The product allows scientists

to get the highest-quality mass

spectrometry data and informa-

tion faster than any commercial

mass spectrometer in the mar-

ket today. The new Multi Re-

flecting Time-of-Flight technol-

ogy features an extended flight

path of almost 50 metres to give

scientists a much clearer picture

of structural information, includ-

ing fine isotope structure. It also

permits them to explore molec-

ular structure and function by

precisely identifying and map-

ping the location of molecules on

a test sample's surface with

speed, resolution and mass accu-

racy.

DESI XS and MALDI 
imaging on a single 
MRT Platform
The first application of the 

SELECT SERIES MRT unlocks

the potential of MS imaging us-

ing DESI and MALDI ionisation.

DESI is a direct-from-sample,

soft ionisation technique per-

formed under ambient environ-

mental conditions, requiring no

prior sample preparation. It pro-

vides imaging information about

the biochemical distribution of

small molecule drugs, lipids and

naturally-occurring metabolites

within a slice of tissue or on

other sample surfaces after just a

single measurement. 

Scientists are applying DESI

today to conduct research on

breast and ovarian cancer, to

study drug metabolism and

pharmacokinetics (DMPK), to

investigate the function of key

metabolites in natural products

in traditional medicines, and to

get a closer look at the biotrans-

formation of bacterial colonies

after gene modifications.

Featuring a new sprayer and

a heated transfer line, the ad-

vanced DESI XS source delivers

new levels of usability, image

clarity and sensitivity at high

speed, bringing more accessible

imaging to scientists through

mass spectrometry data.

For scientists interested in

conducting MALDI imaging ex-

periments, the SELECT SE-

RIES MRT is available with a

newly-designed MALDI source. 

MALDI is an ideal comple-

mentary technique for the imag-

ing of biological molecules such

as peptides, and can visualise tis-

sue sections at spatial resolu-

tions of less than 10 microns.

Taken together, the combination

of imaging sources gives re-

searchers the means to generate

fine spatial information and

morphological detail for biologi-

cal samples and even visualise

brain vasculature.   Customer

shipments of the SELECT 

SERIES MRT are expected to

begin in the fourth quarter of

this year.

Waters sets new standard in high-resolution mass
spectrometry with Multi Reflecting Time-of-Flight platform
It is the first commercially available instrument of its kind that is capable of attaining 200,000 Full Width
Half Maximum (FWHM) resolution and part-per-billion mass accuracy independent of scan speed

Waters Corporation has an-

nounced an expansion of

its joint work with the Bioprocess-

ing Technology Institute (BTI), a

research institute of Singapore's

Agency for Science, Technology

and Research (A*STAR). Among

their new collaborative projects,

Waters and BTI have started to

work on applying analytics that

can rapidly identify and visualise

complex molecules within gly-

comics and metabolomics data to

help ensure the overall safety, accu-

racy and speed of biologics man-

ufacturing.

Waters and BTI are engaging

in data analytics research meant

to eliminate a major bottleneck in

the characterisation of biophar-

maceuticals, namely the identifi-

cation and quantitation of complex

biomolecules such as released N-

and O- glycans and metabolites

that influence therapeutic func-

tion. Isomerism of both glycans

and metabolites is troublesome

and can be tackled using Waters'

advanced instruments. However,

because the data generated is

massive, advanced bioinformatics

approaches and machine learning

techniques are needed to deliver

the robust and accurate identifica-

tion for these and other biomole-

cules to overcome time-consum-

ing and expensive conventional

methods and current analytical

software that cannot adequately

interpret or visualise the data.

As part of the project, Waters

will contribute scientific expertise

and the use of its instruments in-

cluding the SYNAPT series mass

spectrometry system along with

a BioAccord LC-MS System. The

SYNAPT instrument features ion

mobility mass spectrometry tech-

nology to provide complete char-

acterisation of complex com-

pounds and molecules. The

BioAccord system can be used to

monitor product quality attrib-

utes in real time that can affect ef-

ficacy and safety of innovator

drugs and biosimilars.

Andre Choo, Associate Profes-

sor and Deputy Executive Direc-

tor, BTI, said, "Complex struc-

tural analyses of a molecule may

hold the key to the development of

novel therapies, including biolog-

ics, and cell and gene therapies.

The understanding of complex

glycan and isomeric compound

structures is largely constrained

by the ability to rapidly and accu-

rately analyse these structures

from raw mass spectrometry

data."

He added, "Leveraging BTI's

domain expertise in bioprocess-

ing technologies and advanced

bioanalytical capabilities, BTI and

Waters will develop methods that

combine data analytics with ex-

tensive bioinformatics libraries to

ease complex data annotation.

Our aim is to make data interpre-

tation easier and faster for scien-

tists to accelerate discovery for

conventional biologics and novel

therapeutics."

Adding to it, David Curtin,

Vice President - Asia Pacific, Wa-

ters Corporation, said, "Our work

with BTI spans multiple successful

collaborations in the realm of gly-

comics and bioprocessing re-

search. They are pioneers in bio-

manufacturing innovation in

Singapore with world-class ex-

pertise in bioprocess science and

engineering. This work aims to

help biotherapeutic manufactur-

ers with at-line or in-line measure-

ments of complex molecules to

identify issues quickly during rou-

tine production and reduce costs

or frequency of failed batches."

Waters to help accelerate biologics production through
research collaboration with Singapore's BTI
The project explores LC-MS data analytics methods to rapidly characterise complex biomolecules
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N
ow a days, gaskets are

used in food, dairy,

beverage, biotech,

pharmaceutical and many

other sanitary-process indus-

tries to seal clamp connec-

tions in sanitary pipelines.

Single-use is fast growing in

the biopharmaceutical indus-

try. Often, designing a new

single-use system involves a

long and iterative process be-

tween the end-user and the

supplier, to ensure that the

quality, regulatory and techni-

cal requirements are met.

A gasket is a mechanical

seal which fills the space be-

tween two or more mating

surfaces, generally to prevent

leakage from or into the

joined objects, while under

compression. 

There are many types of

gaskets - Tri-clover (TC) gas-

ket, mesh TC gasket, envelope

TC gasket with bush, sensore

and validation TC gaskets.

Depending on the applica-

tion, gaskets are manufac-

tured by different types of

Material of Construction

(MOC) such as Silicone,

EPDM, Viton (FKM), Nitrile,

Neoprene, PTFE, etc.

Gaskets and seals for phar-

maceutical applications are

usually made from materials

that conform to the US Food

and Drug Administration

(FDA) and USP Class-VI re-

quirements, or other equiva-

lent national standards. These

requirements define the crite-

ria for material toxicity that

assures the seals will not be

harmful to human health. 

Similarly, single-use re-

quirement nowadays is in-

creasing in pharmaceutical

and healthcare sectors, not

only for single-use system, but

also for single-use consum-

ables. 

Gaskets are considered to

be FDA-compliant if they pos-

sess two characteristics.

First, it must be generally re-

garded as safe. This criterion

may be met either through

testing or through proven safe

use in the FDA-type applica-

tions. Secondly, the material

from which the gasket is made

should conform to the current

FDA or equivalent regulations

and directives. For example,

Elastomer products (Silicone,

Viton, EPDM, Neoprene, etc.)

are found in the FDA-require-

ment Method 21 CFR

177.2600. Perfluorocarbon

resins and PTFE elastomers

are found in the FDA-require-

ment Method 21 CFR 177.1550.

The pharmaceutical and

healthcare industries face

challenges to maintain clean-

liness, traceability and com-

pliance to stringent-quality

requirements. Working within

this environment requires at-

tention not only to the strin-

gent regulations and quality

control of the sealing materi-

als, production processing

and packaging, but also to the

single-use user requirements.

The gasket comes in direct

contact with the drug prod-

uct. The profile provides a

quantitative and qualitative

disclosure of all substances

that may potentially migrate

from the gasket material

when used under "strict" con-

ditions. Mainly critical for sin-

gle-use consumables, it is fre-

quently used for fluid

management in both up-

stream and downstream

processes with the TC gaskets

connections. So, it is better to 

use single-use gasket to 

reduce the risk of 

cross-contamination. 

Single-use TC gaskets and their importance
Depending on the application,gaskets are manufactured by different types of Material of Construction
(MOC) such as Silicone,EPDM,Viton (FKM),Nitrile,Neoprene,PTFE,etc.

Gaskets and seals for pharmaceutical
applications are usually made from materials that
conform to the US Food and Drug Administration
(FDA) and USP Class-VI requirements, or other
equivalent national standards.These
requirements define the criteria for material
toxicity that assures the seals will not be harmful
to human health

Anuj Singh, Business

Development Executive,

Ami Polymer
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Y
okogawa Electric Cor-

poration has announced

the development and

release of OpreX Data Model

Broker, a plant data transfor-

mation platform in the OpreX

Connected Intelligence lineup.

It automatically verifies the

consistency of data in different

plant designs and instrumenta-

tion systems and enables their

inter-utilisation by applying on-

tology, an Artificial Intelligence

(AI) technique in database op-

eration and management. 

Design Data Validation, the

first component to be released

by Yokogawa for this platform,

assists in the complicated and

time-consuming task of sys-

tematically identifying and con-

firming inconsistencies be-

tween piping and instrument

diagrams (P&ID) and 3D-pip-

ing diagrams. 

By automatically identifying

such inconsistencies in massive

volumes of data, this compo-

nent enhances work and re-

duces the number of man

hours required for such work.  

Development background 
With the increase in plant size

and sophistication in recent

years, the facilities installed in

these plants have grown even

more complex. When a plant is

built or expanded, the depart-

ments responsible for each

area of work use different de-

sign tools. The same is true

with systems, for which there

are not only design and specifi-

cation documents, but also dia-

grams from device and equip-

ment vendors, and engineering

data from different system

suites. 

In many cases, time-con-

suming manual checks must be

performed to ensure there is

complete consistency in all

data. While 3D-piping dia-

grams usually number in the

few thousands, there can be

10,000 or more of these docu-

ments with a large-scale proj-

ect, and all this data is cur-

rently checked manually. As

such, there is a strong demand

for a system that uses digital

technology to increase data in-

teroperability and ensure its

reliability. 

To meet this need, Yoko-

gawa has developed OpreX

Data Model Broker, a plant

data transformation platform

that promotes the interoper-

ability and increased utilisation

of data throughout the plant

lifecycle. 

Features 
The following consistencies are

automatically verified by de-

sign data validation in the

OpreX Data Model Broker: 

◆ Piping attribute informa-

tion: cross-checks the piping

attribute information in P&ID

and 3D-piping diagrams 

◆ Piping component at-

tributing information and se-

quences: validates the attrib-

uted information for each pip-

ing component as well as their

sequences

◆ Flange specifications: If a

change to a piping specification

is designated for a valve end in a

P&ID, it validates the piping

specifications for the relevant

valve and associated flange in

the 3D-piping diagram 

◆ Flow direction for piping

components: Checks that the

flow direction for each piping

component in the 3D-piping di-

agram matches the process

flow direction in the P&ID.

Yokogawa launches OpreX Data Model Broker
A plant data transformation platform, OpreX automatically verifies discrepancies and
inconsistencies in data to improve efficiency in plant construction and operation 

OpreX Data Model Broker, a plant data
transformation platform, promotes the
interoperability and increased utilisation of data
throughout the plant life cycle
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N
umerous studies are

carried out at Cilicant to

understand the

processes behind the challenges

faced by formulators and manu-

facturers when it comes to phar-

maceutical packaging. It's only

by doing so that we can develop

products that tackle issues caus-

ing the degradation of pharma-

ceutical products successfully.

One area in which we have in-

vested considerably is in studies

related to water activity, or equi-

librium relative humidity (ERH),

as it is more commonly known.

As a result, we have discovered

that the use of relative humidity

regulators is the best desiccant

choice where water activity

must be maintained within a

narrow range. 

To understand why, we need

to look at the science behind it.

Defining and determining
water activity
Water activity is defined as the

ratio of the vapour pressure of

water in a given sample (P) to

the vapour pressure of pure wa-

ter (P0) at the same tempera-

ture. The formula used is:

Pure water has a water activ-

ity of 1.0, while other substances

fall along a sliding scale from this

upper limit towards a water ac-

tivity value of 0.0, indicating

complete dryness. When it

comes to packaged pharmaceuti-

cals, it's more convenient to ex-

press water activity in terms of

the ERH of the sealed system.

The ERH expresses the water

activity as a function of the pack-

aging environment and the 

relationship between the two is

represented by the following

equation:

ERH(%)= aw×100

Next, it is important to un-

derstand the difference between

'water activity' and 'water con-

tent,' as these are different con-

cepts. Water (or moisture) con-

tent of a pharmaceutical is

typically used to refer to per-

centage of water molecules in a

product, while water activity is a

measure of how reactive those

water molecules are. 

Although there is no direct

formulaic approach to plot the

relationship between water con-

tent and water activity, the

changes in the relationship be-

tween water content and water

activity is known as a 'moisture

sorption isotherm' and can be

determined for each pharma-

ceutical product. As the composi-

tion of the product changes, so

too will the moisture sorption

isotherm. 

There are several ways to de-

termine the water activity of

pharmaceuticals. The dew point

or chilled mirror method is the

gold standard. Here, specialised

instruments measure the tem-

perature at which air (at mois-

ture equilibrium) condenses on

a polished, chilled mirror ex-

posed to a test sample of the

product. This temperature is re-

ferred to as the dew point and

determines the estimated rela-

tive humidity of the sample.

Other approaches involve the

use of capacitance hygrometer

sensors or resistance hygrome-

ter sensors. 

Water activity and protect-
ing pharmaceuticals
In terms of the pharmaceutical

industry, water activity is an im-

portant metric as it tells us how

much moisture is available in a

pharmaceutical product for re-

acting with other substances.

Unlike moisture content, water

activity accounts for the energy

levels of this water, which will

impact the shelf-life of pharma-

ceutical products.

Since pharmaceuticals have

different water activity values,

by measuring the water activity,

we can evaluate how resistant a

pharmaceutical product will be

to microbial contaminants. After

that, we can assess the best ways

to pack the product in order to

maintain a water activity range

that is optimal against microbial

growth. 

Of course, pharmaceuticals

come in a combination of for-

mats, such as gel capsules and

powder, depending on the most

effective delivery mechanism to

induce the effects of the medica-

tion on human body. The key is

the difference in water activity

between the two materials. As

moisture moves from a region of

high water activity towards one

of low water activity, the disparity

can lead to issues, such as the

cracking of gel capsules or an in-

crease of water activity in the

powder.

Many pharmaceutical pack-

aging solutions incorporate the

use of one or more desiccants to

regulate moisture levels. To-

gether, these aim to bring about

low water activity to protect

products against microbial prolif-

eration and other degradation is-

sues due to moisture build-up.

However, where the ERH of the

packaging environment must be

maintained within a specific

range, these 'standard' desic-

cants may cause over-desicca-

tion. 

Introducing ACCUFLIP: A
better way to regulate
water activity
Cilicant has addressed this issue

by creating a new range of prod-

ucts- ACCUFLIP. These mois-

ture-regulating sorbents, or hu-

midity regulators, are a new type

of desiccant designed to main-

tain a stable ERH within packag-

ing. Unlike traditional standard

desiccants that can be too ag-

gressive when reducing mois-

ture, moisture-regulating sor-

bents maintain the ERH of the

packaging at an optimum level,

allowing for an optimal shelf-life.

Furthermore, these moisture-

regulating sorbents can be ad-

justed to meet the requirements

of specified ERH levels, making

these highly versatile and ideal

for a wide range of pharmaceu-

tical packaging scenarios. 

Applications
Since humidity regulators can

regulate water activity in all

forms of pharmaceuticals, the

application potential is huge. 

For instance, in gel capsules,

the water activity of the exterior

coating needs to be maintained

at a level that prevents the coat-

ing becoming brittle as a result

of very low ERH, or becoming

sticky as a result of high ERH.

Since moisture-regulating sor-

bents take up and release mois-

ture as required to maintain a

constant ERH, the gel capsules

are protected from both high

and low ERHs. A standard des-

iccant would be ineffective in

this instance as it would aggres-

sively remove moisture from the

environment, potentially leading

to a very low ERH and low water

activity, resulting in capsule brit-

tleness. 

Another application can be

seen with dry powder inhalers,

widely used for delivering of

drug doses to the lungs. It's es-

sential that these devices are

packed in an environment with

a stable ERH as moisture fluctu-

ations have negative effects on

the stability of the product,

detrimentally impacting efficacy

for end-users. A high ERH here

would result in powder particles

clumping together making effi-

cient drug delivery to the lungs

problematic. Here, moisture-

regulating sorbents prevent

moisture levels becoming too

high or too low, where standard

desiccants would over-desiccate

and create electrostatic charges,

potentially lowering the dose

available to lung tissue. 

ACCUFLIP - a new tool in
pharmaceutical packaging
Clearly, the importance of a well-

regulated water activity in the

stability of many pharmaceuti-

cal dosage forms cannot be over-

emphasised. While traditional

and standard desiccants can

lower water activity in packag-

ing environments and extend

the shelf-life of pharmaceuticals,

these can also lead to over-des-

iccation. In these scenarios,

moisture-regulating sorbents,

such as ACCUFLIP, provide an

effective alternative that helps to

keep the ERH of packaged phar-

maceuticals at an optimal level

for longer shelf stability. Cilicant

always looks at new and innova-

tive ways of solving problems for

its clients in the pharmaceutical

industries and believes that

these desiccants will play a vital

role in the pharmaceutical pack-

aging industry as more products

requiring strict ERH levels come

to market.

To see the full white paper re-

lated to this article, visit www.cil-

icant.com.

(The information provided by 

Cilicant Chem Private Limited in

this paper is for general informa-

tional purposes only and shall not

be relied upon by anyone for any

other purpose. The company

makes no representation or war-

ranty of any kind, express or im-

plied, regarding the accuracy, ad-

equacy, validity, reliability or

completeness of any information

provided in this paper. Cilicant

Chem Private Limited owns all

the intellectual property rights in

the contents of this paper. The

contents of this paper shall not be

replicated or reproduced in any

manner whatsoever without the

prior written permission of Cili-

cant Chem Private Limited. Cili-

cant Chem Private Limited shall

not be liable for any direct, indi-

rect, incidental, consequential or

punitive damages or losses result-

ing from your reliance on the data

provided in this paper.)

How to control water activity in pharmaceutical packaging 
In terms of the pharmaceutical industry, water activity is an important metric as it tells us how
much moisture is available in a pharmaceutical product for reacting with other substances

p

p0
aw=
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D
ue to the crucial neces-

sity and its direct im-

pact on human health

and welfare, pharma is proba-

bly the most important and

critical sector, among others.

As a consequence of which, it

becomes essential to not just

produce, but store and trans-

port pharmaceuticals, vaccines,

laboratory samples or units of

blood at the right temperature

and humidity conditions to en-

sure that these remain effective

and that the quality is main-

tained. Another reason for the

pharma division to ensure

safety measures and controlled

environment is stringent regu-

lations and inspection of the fa-

cilities. This elementary need

for climate control can only be

ensured with continuous data

recording. Testo being a market

leader in the testing and meas-

urement sector, provides the

best-in-class data loggers for

the pharma division.

Ensuring end-to-end cli-
mate monitoring 
Pharma goods must be stored

well in every situation as any

deviation in the ambient tem-

perature or humidity values

may lead to a deteriorated qual-

ity of the products. Testo data

loggers can be used to test the

optimum conditions for specific

products or surroundings. In

particular, temperature and hu-

midity data loggers are often

used in the pharma industry to

monitor the conditions in which

drugs, medicines and vaccines

are kept. Not only storage, but

during the transit of goods,

testo transport data loggers are

useful to measure the transport

conditions as well.

Climate monitoring in
storage
The testo Saveris 2 WiFi data

logger system is a simple, flexi-

ble and reliable solution for hu-

midity and temperature moni-

toring in cold storage areas like

blood banks. It is ideal for high

product quality, and eliminates

manual work of reading out or

documenting measurement

data. With a secure online stor-

age of all readings in the Testo

Cloud, the data can be managed

and analysed online by a user

via smart phone, tablet or PC

anywhere and anytime. These

also come with NTC tempera-

ture probes wherein door con-

tacts, temperature monitoring

and humidity monitoring can

be automated with connectable

probes. In case of crises and de-

viations, it is provided with an

alarm by an e-mail, or option-

ally by SMS. 

Real-time data monitoring
during transit
When transporting pharma-

ceuticals, clearly defined tem-

perature and humidity limit

values usually need to be com-

plied with - seamlessly and

continuously. Breaching these

limit values can result in irre-

versible damage to the active

substances or to the composi-

tion of the pharmaceuticals.

The testo 184 transport data

loggers offer uninterrupted

control of the cold chain up to

the delivery with the highest

data security while fulfilling

relevant norms, guidelines and

regulations.

Service and calibration
made easy
Testo also has an established

state-of-the-art National Ac-

creditation Board for Testing

and Calibration Laboratories

(NABL)-accredited service and

calibration lab in accordance

with the standard ISO/IEC

17025:2017, that takes care of

the after-sales support locally

from Pune. Testo service and

calibration facility is highly

cost-effective as it delivers in-

ternational standards conve-

niently within a week's time. In-

struments of any brand can be

calibrated and serviced locally,

while also maintaining neces-

sary standards. 

The accredited parameters

include humidity, pressure, ab-

solute pressure, contact type

temperature, non-contact type

temperature (infra-red ther-

mometer and thermal imager). 

In fact, Testo's is the first

and the only lab in India to get

the NABL accreditation for

dew-point temperature as well. 

For more details,

login to www.testo.com or

write back to info@testo.in

Ensuring pharma compliance with testo data loggers
Testo data loggers can be used to test the optimum conditions for specific products or
surroundings
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P
olyols like Xylitol and

Maltitol are a group of low-

digestible carbohydrates

derived from the hydrogenation

of their sugar or syrup source.

These sweeteners taste like

sugar with about half the calories

and are used as food ingredients

to replace sugar in an increasing

variety of sugar-free and reduced-

calorie foods and beverages for

their functional and health bene-

fits. Unlike other sugar-free alter-

natives which usually have bitter

after-taste, these do not have it.

This makes these even more con-

sumer-friendly and a healthy op-

tion of choice.

The products include chew-

ing gums, candies, ice cream,

baked goods and fruit spreads. In

addition, these function well in

fillings and frostings, canned

fruits, beverages, yogurt and

table-top sweeteners.

These are also used in tooth-

pastes, mouthwashes and phar-

maceutical products such as

cough syrups and throat

lozenges. In addition, some func-

tional foods or nutraceuticals are

also sweetened with them.

Important statistics
Sugar has a Glycaemic Index (GI)

of 65, while Xylitol and Maltitol

have less than 10.2. A high gly-

caemic index means that it can

raise blood glucose levels.

Sugar provides approxi-

mately 4.0 calories per gram,

whereas polyols (with the excep-

tion of erythritol) provide about

2.4 kilocalories per gram. Xylitol

provides 2.4 calories  per gram

and Maltitol has 2.1 calories per

gram.

Health benefits
In addition to their sweet taste

and unique functional properties,

polyols like Xylitol and Maltitol of-

fer important health benefits. Un-

like general sugar-free sweeten-

ers, these do not have any

bitter-after taste.

These are not usually fer-

mented or metabolised by oral

bacteria, and therefore, are not

converted into acids or other by

products that contribute to tooth

decay. These, in fact, prevent

plaque formation in the oral cavity

making these even more suitable

for pharmaceuticals, oral care,

nutraceutical and food products.

Polyols contain half the calo-

ries in regular sugar, these do not

interfere with the sugar levels in

the blood or cause sudden

changes in the glycaemic levels,

which can trigger conditions such

as diabetes, hypertension and

heart problems. Hence, these are

the preferred options for diabet-

ics who can get the taste and feel

of sugar while keeping their calo-

ries under control.

Maltitol
It is a popular pharmaceutical

and food additive that is 90 per

cent as sweet as ordinary sugar.

Industrial Maltitol is derived

from hydrogenating the two sug-

ars, a glucose-glucose disaccha-

ride found in corn starch. These

sugars are derived from maltose

contained in the corn starch.

Because of its high sweetness

levels, it is an ideal additive in the

food chemical industry while it is

also gaining tremendous accept-

ance in the pharmaceutical indus-

try in the last few years. Naturally,

Maltitol is found in fruits and veg-

etables including chicory leaves

and roasted malt. Rather than

add sweetness, Maltitol can also

be used in food products to pre-

vent browning and keeps foods

moist for longer periods. It comes

in liquid as well as in crystal/pow-

der form.

Maltitol liquid is a type of

'ready-to-use syrup base' as it is a

sweetened, viscous and transpar-

ent liquid, making its application

easy into medicated syrups,

flavoured syrups as well as bever-

ages. The syrup base is a big ad-

vantage in reducing the time and

efforts spent in production where

sugar is usually used by heating

huge gallons of water to melt the

sugar and then cool it which takes

a lot of time and energy. Maltitol

syrup is a ready-to-use product

which tastes like sugar syrup, and

is completely transparent. The

additional feature is that it has a

suitable viscosity - also for a me-

dicinal syrup. In fact, many well-

known brands of cough syrups

are switching to Maltitol syrup to

enhance the taste of their 

product, but more importantly,

making those a diabetic-friendly

product.

Since Maltitol prevents

plaque formation and is a natural

product, it has been widely ac-

cepted for products for children

and pregnant women as well. It

blends well with flavours and can

mask certain unpleasant off-

flavours.

Major Applications: toothpaste,

medicated syrups, sugar-free

syrups, beverages, chewable

tablets and gums, and table-top

sweeteners.

Xylitol
This sugar alcohol appears in

small amounts in fruits and veg-

etables such as raspberries, en-

dives and strawberries. For com-

mercial purposes, Xylitol is

derived from hardwood trees and

corncobs. It comes in

crystal/powder form and has

found acceptance and application

in health and wellness products

across the globe, including nu-

traceuticals, pharmaceuticals

and food products. The major use

of this product has been for tooth-

paste, mouthwash, tooth gel,

toothpowder, chewing gums, can-

dies and chewable tablets.

Since Xylitol has the ability to

prevent plaque formation and it

tastes just as sweet as sugar, it

has met with welcoming hands

from scientists and formulators

of oral care products. In addition,

it has a cooling effect in the oral

cavity, making it a peculiar sweet-

ener and ticking all the boxes for

an ingredient for oral-care formu-

lations, chewing gums, chewable

tablets and candies.

Are sugar alternatives safe?
Sugar alternatives (polyols) such

as Xylitol and Maltitol have been

used in foods around the world

for many years. An Expert Com-

mittee of the World Health Orga-

nization (WHO) has carefully re-

viewed these and concluded that

these are safe for human con-

sumption. In the US, the Food

and Drug Administration (FDA)

classifies some as Generally Rec-

ognized as Safe (GRAS) and oth-

ers are approved food additives.

For the vast majority of con-

sumers, these sweeteners do not

cause a problem. In some people,

excessive consumption may

cause mild laxative effects, simi-

lar to reactions to beans and cer-

tain high-fibre foods. Such symp-

toms depend on an individual's

sensitivity and the other foods

eaten at the same time.

These are safe for consump-

tion as these are natural sweeten-

ers - even for consumption by

pregnant or nursing women. As

mentioned earlier, these are also

safe for diabetics and individuals

with hyperglycaemia as these ex-

hibit a low glycaemic index.

Both Xylitol and Maltitol are

pharmaceutical and food-compli-

ant products. 

The team at Pioma Chemicals

is always ready to support its cus-

tomers with technical queries,

documentation, sample and

seamless supply of Xylitol and

Maltitol.

For more information, 

additional literature and 

product samples, contact 

products@pioma.net or 

visit www.pioma.net.

Xylitol and Maltitol: Low-calorie sugar alternatives
Polyols like Xylitol and Maltitol offer important health benefits. Unlike general sugar-free
sweeteners, these do not have any bitter-after taste
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ABSTRACT
In the past years, the pharma

and healthcare industry has

witnessed tremendous growth

and there have been tie-ups

with a number of multination-

als for production and R&D fa-

cilities to be nurtured in India.

Organisations are applying for

ISO standards and upgrading

themselves to the latest norms

related to health and hygiene. 

Microbial contamination

and pollution play a significant

role in the pharmaceutical in-

dustries. Control of microbes

has always been the biggest

challenge to these industries.

A load of microbes are present

in areas such as production,

storage/packaging, R&D,

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

present everywhere in the air,

surface, water, instruments,

linens etc. 

Hence the disinfectant used

should be so precise that it

should not only take care of the

microbial contamination but

also be user and eco-friendly.

Virosil Pharma meets all the

required standards for the

pharmaceutical industry. 

ABOUT US
Sanosil Biotech, a Mumbai-

based company, has launched

a range of multipurpose disin-

fectants which are eco-friendly,

chlorine-free and completely

biodegradable and have appli-

cations in the pharma and

healthcare industry as well as

in the food processing industry.

It is manufactured in India in

technical collaboration with

SANOSIL AG of Switzerland.

SANOSIL AG in Switzerland is

the patent holder and has joint

venture agreements in more

than 15 countries such as

France, Italy, Spain, Holland,

Norway, South Africa, Aus-

tralia, Saudi Arabia, Oman, the

UAE, etc. The product is being

used in various countries by

reputed institutions and has

been thoroughly tested under

strict regulations imposed by

European Health bodies.

PRODUCT DISCRIPTION
Virosil Pharma is a multicom-

ponent fumigant and disinfec-

tant. The oxidizing agent used

is hydrogen peroxide, which is

bonded with stabilizing agents

to form a complex solution. A

long-lasting effect is ensured

by the addition of silver, which

acts as a catalyst in trace

amounts. The bactericidal ef-

fect of silver is based on the

fact that the monovalent silver

ion Ag+ binds very firmly to

bacterial proteins by a cova-

lent or co-ordinate bond, and

thus inactivates or precipitates

these.

◆ Its effectiveness against bac-

teria, viruses, amoebae, fungi

and algae; i.e. its extremely

wide range of application

makes it easy to handle for the

end user; i.e. only one product

is needed, where so far 2, 3 or

various products were neces-

sary.

◆ Owing to the good stability

of the product, a long storage

time can be guaranteed. As the

product remains stable at high

water/air temperatures, and as

its effectiveness is even in-

creased at high temperatures.

◆ Due to its long-term effec-

tiveness and pronounced char-

acteristics to prevent reconta-

mination, this product is

perfectly suited for disinfec-

tion of drinking water and

wells.

◆ Virosil Pharma is ecologi-

cally harmless. Its principal

constituent - hydrogen perox-

ide - does not pollute waste wa-

ter, because it breaks down

into water and oxygen (H2O

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

ious by-products.

◆ The two basic substances

(H2O2 and Ag) enhance their

advantages (*synergism). The

bactericidal effect comes into

action quicker and more inten-

sively than if either substance

was used on its own.

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

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

ADVANTAGES
# Eco- friendly - It is totally bio-

degradable since (H2O2)
breaks down into water &
oxygen        

# Chlorine free
# Non-toxic (no irritation to

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

mutagenic 
# Excellently rinseable with no

remains

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

oxygen
# It is excellently rinseable with

no remains
# Treats any other material with

consideration

EU GMP 2002

Grade Air sample
cfu / cu.m.

Settle plates
(90mm)
cfu / 4 hours

Contact
plate
55mm
cfu / plate

Glove print
Cfu/glove

A < 1 < 1 < 1 < 1

B 10 5 5 5

C 100 50 25 -

D 200 100 50 -

WHO 2002 MICROBIAL LIMITS

Grade Max. no. of microorganisms permitted / m3

A Less than 1

B 5

C 100

D 500

USFDA DRAFT GUIDELINES

Clean Area
Classification

Microbial limit
Cfu / 10 cu.ft.

Microbial limit
Cfu / 10 cu.m.

100 < 1a < 3a

1000 < 2 < 7

10,000 < 5 < 18

100,000 <25 <88

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

with pharma industries, it

plays a vital role in maintaining

the sterility of areas and is di-

rectly related to production.

Sanosil Biotech is the first

company to pioneer the novel

concept of eco-friendly fumiga-

tion. The company has great

respect for human health and

the environment. The CEO,

Dev Gupta, an MBA from the

Bentley Graduate School of

Business, Boston, has been ac-

tively marketing the brand na-

tionally. According to Gupta,

"Virosil Pharma has simplified

the lives of so many people who

work in the pharmaceutical in-

dustry as they are guaranteed

sterility with the minimum risk

exposure". As there was a high

risk to the staff involved in the

use of Formaldehyde/Glu-

traldehyde for sterilization and

disinfection. 

Owing to the stringent inte-

grated micro contamination

control and biosafety require-

ments, it is desirable to have

micro-contamination control

procedures and methods that

could be monitored, evaluated

and assessed periodically,

which are convenient, cost-ef-

fective and safe.

A glimpse at the standards

put down by various would

monitoring agencies would

help an individual or an organ-

ization help decide on choosing

the most appropriate control

procedure/methods. The im-

portant microbial limits which

have been prescribed by vari-

ous agencies is as follows:

To meet those require-

ments aerial disinfection (fu-

migation) with formaldehyde

was the most convenient

method. With the regulatory

having restricted the use of

formaldehyde and also putting

into place the monitoring lev-

els of formaldehyde after fumi-

gation makes it a procedure

with its own limitations.

Formaldehyde is a known

carcinogen (IARC & NTP).

Formalin is toxic by inhalation,

toxic if swallowed, may be fatal

if swallowed, causes eye burns,

may cause blindness, strong

sensitizer, causes irritation to

skin, eyes, and respiratory

tract. Repeated or prolonged

exposure increases the cancer

risk.

Virosil Pharma has been a

direct alternative to Formalin

Fumigation. Virosil Pharma

has proved to be effective in

controlling aerial bacteria and

fungus present in sterile

rooms. The area becomes com-

pletely sterile within 60 min-

utes of spraying without caus-

ing any irritation to the eyes,

nose and skin - unlike conven-

tionally used formulations. Vi-

rosil Pharma can even be suc-

cessfully used in AHU which

are responsible for optimal and

steady air exchange in produc-

tion facility, of which the ducts,

air shafts, humidificator, fil-

ters, etc. are often contami-

nated with loads of bacterial

and bio-films.

The main aim of Virosil

Pharma is to increase produc-

tivity by cutting down disinfec-

tion time while at the same

time providing a totally mi-

crobe-free environment.

Virosil Pharma is also very

effective in disinfection of all

critical surfaces that come in

contact with pharma products.

There is no requirement to re-

wash equipment and surfaces

disinfected with Virosil

Pharma since it is H2O2 based

and decomposes into water

and oxygen.

Virosil Pharma has been

tested by several reputed and

renowned institutions in India

with respect to its disinfection

and fumigation applications in

Pharmaceutical Industry

Because of all these factors,

Virosil Pharma has attained

maximum satisfaction of the

customers in controlling the

microbial contamination in

their respective applications.

The introduction of an eco-

friendly, non-carcinogenic and

totally biodegradable versatile

product, like Virosil Pharma,

has not only brought an end to

the era of conventional bio-

cides but has completely

solved the disinfection require-

ments which these healthcare

industries were prone to.

Targets
Sanosil Biotech is marketing

this disinfectant under the 'Vi-

rosil Pharma' brand name and

is targeting the entire indus-

trial belt of India. The com-

pany has already set up a dis-

tribution and infrastructure

network having establish-

ments in Maharashtra, M.P.,

Hyderabad, Chennai and

Delhi.

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

2.50% 429.83 397.4 418.15 289.38 0

3.00% 514.44 502.4 440.92 349.48 0

4.00% 615.44 683.14 490.625 404.5 0

5.00% 669.32 1063.07 580.77 452.16 0

COMPARISON

VIROSIL PHARMA FORMALIN

Eco-friendly, Non-toxic Highly toxic 

Room gets sterilized within 1 hour after fumigation Requires overnight fumigation

Requires no de-fumigation Requires de-fumigation

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

Time Saving  Time consuming

Multiple Applications Application restricted

A GRAPHICAL VIEW ON DISINFECTANT EVALUATION DATA - VIROSIL PHARMA

Organism Type



EXPRESS PHARMA

August 2021

56

PHARMA PULSE

T
he demand for new

medicines and drugs is

increasing at a rapid

pace, and pharmaceutical man-

ufacturers are continuously

looking for various ways to in-

crease productivity. This is

leading to an increased reliance

on automated equipment and

robotics. These new demands

and changes in patterns of man-

ufacturing are revolutionising

many sectors of the industry.

The implementation of ad-

vanced automation and robots

on the shop floor has been lag-

ging in the industry for multi-

ple reasons. There is uncer-

tainty and unclarity about the

cost of purchasing and using

robots. The misperception

about the technology that it is

too complicated to use and re-

quires complex programming

is another common reason. 

Recently, the pharmaceuti-

cal industry has observed the

benefits of personalised medi-

cine. It allows drugs to be cus-

tomised to individual patients,

thereby increasing efficacy. Ad-

vanced automation is decisive

for this to become commer-

cially viable. This helps to re-

duce the complexity of the

manufacturing process and

keeps costs low while increas-

ing the speed of analysing indi-

vidual gene categorisations. 

The pharmaceutical indus-

try manufactures billions of

drugs every month. All these go

into thorough inspection before

being distributed. It is the re-

sponsibility of manufacturers

to ensure that each drug/med-

ication has undergone strict

quality checks, and is packaged

and labelled correctly. The

packaging process uses au-

tomation to accomplish various

tasks like capping, bottle orien-

tation and labelling. This

speeds up the process and cuts

the unit costs involved.

The developing process of

any drug from discovery to the

final product and regulatory

approvals is usually up to 10

years for any pharmaceutical

company. As per the studies,

the estimated cost of develop-

ing treatment is around $2.6

billion, and nine out of ten en-

trants fail between phase I and

regulatory approval. The evo-

lution of digital technologies al-

lows pharmaceutical compa-

nies to address this issue. 

The introduction of ad-

vanced automation and robots

not only helps to increase vol-

ume and decrease costs, but

also to reduce waste. Even

though the initial investment is

a little high in the short term,

the returns are highly benefi-

cial. A market report states

that robots are expected to be

used in 64 per cent of the pri-

mary pharmaceutical manufac-

turing and packaging plants in

the coming years. 

Achieving efficiency and
precision
The use of advanced automa-

tion and robots in the pharma-

ceutical industry has countless

advantages. Robots can per-

form tasks three or four times

faster and can be used 24x7.

This quality is perfect for man-

ufacturing vast quantities of

drugs in a shorter time. Robots

can move even a tiny piece of

paper with higher precision, far

exceeding the accuracy that

any labour could ever provide.

To date, robots are success-

fully implemented in many bot-

tling and packaging lines. The

robots can operate at more

than 100 cycles per 

second, with five to 10 

different variants running on

the system. The only necessity

for human labour is to 

choose the appropriate 

programme for the robotic sys-

tem itself.

It is also noticed that ro-

botic systems require fewer

parts than conventional equip-

ment. It has quicker change-

over processes and needs less

maintenance. The overall in-

vestments for implementing

robots are, therefore, far less

expensive. A single robot can

perform multiple functions,

and, thus, reduce the space re-

quired to build a factory. Unlike

traditional equipment, these

robots can also be revised and

rephrased for an entirely differ-

ent set of applications.

Sustainability
Like any other manufacturing

industry, the pharmaceutical

industry is progressively look-

ing to improve the sustainability

of its operations. To achieve

this, drug manufacturers are

expected to reduce waste and

pollutants and conserve en-

ergy. Robots can certainly as-

sist in achieving all these goals

to establish sustainability. The

motors' drive and gearboxes

that make the robot are up to

95 per cent energy-efficient.

The robots provide improved

efficiency and consistency,

which means there are fewer

rejected products and wasted

materials. This makes savings

in the millions, and, thereby, re-

duces carbon footprints.

Last words for the future 
Despite all these benefits, many

pharmaceutical manufacturers

in India are still wary of robot-

ics. They look at the new tech-

nology like it is too complex to

implement. Uncertainties re-

lating to investments and ease

of use often dishearten manu-

facturers from adopting the

unique technology. Especially,

the SMEs and MSMEs believe

that only big manufacturers

can afford and implement the

new technology. Robotics,

along with other technologies,

can be an excellent investment.

RoI often comes in terms of en-

ergy savings, high-speed pro-

duction, enhanced quality and

better flexibility. 

The Indian pharmaceutical

industry has reached a point

where robotics and automation

are now contingent on attain-

ing a better competitive advan-

tage and increased profitability.

We now have numerous exam-

ples and case studies showing

how robotics has helped the in-

dustry to make significant

leaps in terms of efficiencies.

We look forward to many more

examples of how robots will al-

low the pharmaceutical indus-

try to be flexible and reactive in

these rapidly challenging

times.

Growing reliance on robotics and advanced automation
The introduction of advanced automation and robots not only helps to increase volume and
decrease costs, but also to reduce waste
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G
andhi Automation's

widely-recognised posi-

tion has been achieved

over years of hard work, inno-

vation, commitment to quality

and reliable customer service.

The company is also proud to

be certified to ISO 9001 : 2015,

ISO 14001 : 2015 & ISO 45001 :

2018. Since its inception in

1996, the company has been

manufacturing, importing, dis-

tributing and installing prod-

ucts that are problem-free and

easy to operate. 

It offers complete logistics

solutions by providing Dock

Levelers, Dock Shelters, Sec-

tional Overhead Doors and

Dock Houses.

Electro-hydraulic Dock Lev-

elers offered by Gandhi Au-

tomations are not only "a

bridge for connecting a vehi-

cle," but these also facilitate

fast, smooth and safe transition

by compensating the difference

in heights between the loading

bay and the vehicle.  This con-

tributes to minimising the en-

ergy used and savings on heat-

ing and chilling costs resulting

in maintaining the quality of

the transported goods. Dock

Levelers offered by Gandhi Au-

tomations are designed as per

EN 1398 standard for the most

demanding loading and unload-

ing operations. 

Efficient loading and
unloading the goods:
The importance of efficient

loading of the goods has always

been evident, and it has in-

creased over the years, essen-

tially for two reasons: the lesser

availability and the higher cost

of manpower. Consequently,

lesser qualified manpower is

being utilised which leads to

damage to the goods.

The cost of loading and un-

loading the goods can be calcu-

lated precisely and is exactly

definable, which allows for a

scientific approach to find out

the investment that goes into

the process. Gandhi Automa-

tions has always designed solu-

tions based on such scientific

approach and feedback from

clients. The Dock Levelers of-

fered by the company ensure

loading and unloading with

lesser effort and minimal cost. 

It is possible to load and un-

load your products in a safe

way, and in the process, obtain

remarkable energy savings.

The Dock Leveler remains with

the Loading Bay in the rest posi-

tion and the Sectional Over-

head Door closed, until the ve-

hicle is positioned. The driver

drives back centring to the

Dock Shelter and stops the ve-

hicle the moment it gets in con-

tact with the bumpers. 

The Sectional Overhead

Door is then opened only when

the vehicle is positioned, brakes

are applied and the engine is

shut off. This eliminates the

exit of hot air, intake of cold air

(or the opposite in hot area and

inside air conditioned places).

After the Sectional Overhead

Door opens, the lip of the Dock

Leveler connects to the truck

bed for loading/unloading to

take place.

At the end of the

loading/unloading, the Dock

Leveler is put in the rest posi-

tion and the Sectional Over-

head Door is closed, without

moving the vehicle. The vehicle

then departs at the end of the

process. Following are the four

types of Dock Levelers:

a) Radius Lip Dock Level-

ers: These are available in mul-

tiple sizes and capacities. It al-

lows the dock to connect with

the truck bed, thus making it

convenient to drive directly on

and off with forklift trucks, etc.

Further, the Self-Cleaning Lip -

Hinge System does not retain

dust and dirt which allows a

smooth operation.

b) Telescopic Lip Dock Lev-

elers: These are ideal for con-

necting vehicles unable to drive

near dock i.e. sea containers,

side loading railway wagons,

etc. These Dock Levelers can

be supplied with a lip extending

up to one metre.

c) Edge-of-Dock Levelers: It

is developed in compliance

with the latest European safety

standard, EN 1398. It has a ca-

pacity of 6,000 kilograms and

is suitable for use with all types

of material-handling equip-

ment.

d) Forklift Roll-Off Barrier

Lip Dock Levelers: This newly-

introduced product adds a run-

off protection which prevents

accidental forklift roll-off when

the Ovehead Door is open and

no trailer is stationed at the

dock. These dock levelers are

designed and built to provide

all the benefits of the hydraulic

dock leveler, along with the ad-

ditional benefit of providing a

formidable barrier.

For further details, contact:

Gandhi Automations Pvt Ltd

Chawda Commercial Centre

Link Road, Malad (W) 

Mumbai - 400064, India

Off         :  +91 22 66720200 /

66720300

Fax        : +91 22 66720201

Email     : sales@geapl.co.in

Website:  www.geapl.co.in

Electro-hydraulic Dock Levelers by Gandhi Automations
The product offers complete logistics solutions by providing Dock Levelers, Dock Shelters,
Sectional Overhead Doors and Dock Houses
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M
ettler Toledo under-

stands that pharma-

ceutical manufactur-

ers face many challenges, from

maximising production effi-

ciency and maintaining prod-

uct quality to minimising the

risk of brand-damaging prod-

uct recalls and ensuring com-

pliance with stringent stan-

dards.

Experience gained over

many years in a range of indus-

tries, including pharmaceuti-

cals, cosmetics and food en-

ables Mettler Toledo Safeline

X-ray to fulfil your specific re-

quirements and enhance your

competitive advantage. X-ray

systems ensure your products

are free of contaminants and

are presented in the highest

quality possible providing out-

standing product safety and in-

tegrity, ensuring your cus-

tomers are safe.

Product safety is a legal obli-

gation and an issue of brand

reputation: The seriousness

with which the market views

safety issues is underlined by

the wide range of national and

international legislative and

regulatory standards such as

Hazard Analysis Critical Con-

trol Points (HACCP) and Good

Manufacturing Practice

(GMP), as well as standards set

by retailers. By incorporating

appropriate inspection equip-

ment into a company-wide ap-

proach to product safety, manu-

facturers can protect their

reputations and meet their le-

gal obligations.

Fully integrated solutions

tailored to suit your needs:

Whether you manufacture

tablets, capsules, medical de-

vices, powders or liquids, Safe-

line X-ray can provide either

stand-alone or fully integrated

bespoke X-ray systems. Our in-

house engineering team listens

to your requirements and de-

signs tailored solutions to meet

your specific needs.

X-ray inspection sees what

you can't: Modern X-ray sys-

tems are multi-tasking defend-

ers of product and brand qual-

ity as well as detectors of con-

taminants. In a single pass at

high-line speeds, X-ray systems

can perform several inspection

tasks simultaneously. X-ray

systems automatically "look in-

side" the final sealed package

to confirm that all components

are present while identifying

and rejecting contaminated or

damaged products. This ulti-

mate inspection capability al-

lows: 

◆ Inspection of final sealed

packaged products like metal

foils, blister-packs, cartons,

pouches, bags, glass and plas-

tic containers as well as 

medical devices, continuous

web products and pumped

products. 

◆ Detection of metal, glass and

high-density rubber or plastic

contaminants. 

◆ Discovery of missing and

damaged products/compo-

nents (e.g. instruction leaflets)

or doses even in multiple blis-

ter packs.

◆ Under/over fill inspection as

well as measuring zoned and

gross mass of final sealed 

products.

◆ Two monitor seal integrity at

high speeds.

About Mettler Toledo
Mettler Toldeo is a leading

global supplier of precision in-

struments and services. The

company has strong leadership

positions in a wide variety of

market sectors and holds

global number-one market po-

sitions in many of them. Specif-

ically, it is the largest provider

of weighing and analytical in-

struments for use in laboratory

and in-line measurement in de-

manding production processes

of industrial and food-retailing

applications.

The Product Inspection Di-

vision of Mettler Toledo is a

leader in the field of automated

inspection technology. The di-

vision incorporates the Safeline

Metal Detection and X-ray In-

spection, Garvens and Hi-

Speed Checkweighing and the

CI Vision and PCE Track &

Trace brands. The solutions

provided by the business in-

crease process efficiency for

manufacturers while support-

ing compliance with industry

standards and regulations. Sys-

tems also deliver improved

product quality which helps to

protect the welfare of con-

sumers and reputation of man-

ufacturers.

For more information, 

write to sales.sales@mt.com

or 

Contact Toll-Free 1800

228884/1800 1028460 or 

visit at www.mt.com

X-ray inspection: The safest cure to product safety
X-ray systems ensure your products are free of contaminants and are presented in the highest quality
possible providing outstanding product safety and integrity,ensuring your customers are safe

Siddharth Kachroo, Business

Manager - Product Inspection &

Global Key Accounts

Mettler-Toledo India Pvt Ltd
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