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EDITOR’S NOTE

Putting the vulnerable first could end the pandemic faster

T

he role of serendipity in science came to
the fore yet again when AstraZeneca and
the University of Oxford revealed that a
dosing error was at the heart of their
COVID-19 vaccine candidate being tested
as a half-dose followed by a full dose. This regime in
fact showed better efficacy than two full doses.
The most oft-quoted example of serendipity is, of
course, the discovery of penicillin, which has saved
innumerable lives.
And maybe so will AstraZeneca’s vaccine but why
did the initial press release not mention this sequence
of events and merely present it as if it was a planned
dosing regime?
Experts point out that this is the reason why clinical
research and trials normally would take a much longer
time, precisely so that such errors come to light.
But the breakneck speed of COVID-19 trials is
understandable, with the virus showing signs of
resurging in waves across all countries.
And clinical trials are just one hurdle in the long
journey of a vaccine from lab to clinic.
The next hurdle will be putting a cold chain system
in place. While India is lucky to have strong local
vaccine manufacturers, a recent study on the
requirements for an ideal cold chain for COVID-19
vaccination for low and middle-income countries
(LMICs) has some lessons for India.
The report uses Bangladesh as a case study, which
like India, is considered a strong pharma and vaccine
manufacturing hub. Its vaccination framework is
supported by GAVI, the Vaccine Alliance and the
World Health Organisation (WHO), but, like many
countries, Bangladesh still lacks the capacity to deliver
unprecedented, fast-track mass vaccination. Sound
familiar?
And why is ensuring COVID-19 vaccination in
LMICs so important? Because if high-income countries
get vaccines first, it would avoid 33 per cent of
preventable deaths, but equitable global distribution
would stop 66 per cent of such deaths. Thus ending
this COVID-19 pandemic depends on putting the most

If high-income
countries get
vaccines first, it
would avoid 33
per cent of
preventable
deaths, but
equitable global
distribution
would stop 66
per cent of such
deaths

vulnerable first in line.
With this strong argument, the study authors also
point out that such a cold chain design should also plan
for medical waste disposal of PPEs, syringes, vials, etc.
As well as ensuring that routine immunisations restart
and continue without disruption.
And ensure that the medical refrigerators and
cold chain components that are deployed are
environmentally sustainable. This would be a tall task
because cold chains are by nature energy intensive and
rely on planet-warming refrigerants.
With promising trial results from BioNTech/Pfizer,
Moderna, AstraZeneca/University of Oxford and the
Gamaleya Centre-RFID vaccine, and more candidates
due to release results in the next month will we finally
be closer to wresting control from this virus?
It is important to realise that there are still many
unknowns. It is possible that initial vaccine efficacies
of over 90 per cent may fall as more data accumulates.
And it is still too early to take bets on how long
immunity from these vaccines (effectiveness) will last.
Are we talking months? Or years?
India will have access to the latter two vaccine
candidates, with Serum Institute of India (SII) making
AstraZeneca’s shot and Dr Reddy’s Laboratories, and
most recently Hetero Pharma, collaborating with
RFID.
Health officials have assured that India will be
AtmaNirbhar for its COVID-19 vaccination campaign,
with around 30 vaccine candidates in various stages of
development, with front-runners like Bharat BiotechICMR and Zydus Cadila, besides SII, leading the way.
As we mark Express Pharma’s 26th Anniversary, it is
a relief to finally end this year on a note of hope. But as
annus horibilis 2020 winds down, while we wait our
turn to be vaccinated, be sure that masking, hand
washing and physical distancing will last into 2021.

VIVEKA ROYCHOWDHURY Editor
viveka.r@expressindia.com
viveka.roy3@gmail.com
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CPhI & P-MEC India to be held at India Expo
Center,Delhi-NCR from January 27-29,2021
Now in its 14th edition, it has a distinguished line-up of leadership, business, knowledge,
networking and innovation

I

nforma Markets in India,
B2B events organiser, has
announced that its flagship
event, CPhI & P-MEC India, will
now take place from January 27
– 29, 2021 at the India Expo Center, Greater Noida, Delhi-NCR.
The show, Asia’s largest pharma
event, was originally scheduled
for November 25-27, 2020. The
announcement comes after the
Ministry of Home Affairs
(MHA), Govt of India, allowed
B2B exhibitions to take place
with due SOP. Considering this
new directive for Unlock 5.0 has
now come into effect, CPhI & PMEC India will pull all stops to
act as a catalyst for the industry
and help kickstart the economy.
In a statement, the
organisers informed, “Ever
since the lockdown started, the
organisers of the CPhI &
P-MEC India expo have been in

Glimpses of last year's CPhI & P-MEC India Expo: Pre-connect Congress

Glimpses of last year's CPhI & P-MEC India Expo: Opening ceremony
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constant discussions with key
industry stakeholders, partners
and the local government to
stay abreast of the challenges
and complexities in the face of
disruption due to COVID-19.
The new dates will allow more
time for normality and confidence to return to the market
and provide all-round better
conditions for exhibitors and
visitors to engage. CPhI & PMEC India will also be organised in accordance with Informa’s AllSecure health and
safety standards. As the world’s
leading events’ organiser, Informa has developed a detailed
set of enhanced measures to
provide the highest levels of hygiene and safety at its events,
providing everyone with the

The new dates
will allow more
time for
normality and
confidence to
return to the
market and
provide allround better
conditions for
exhibitors and
visitors to
engage
reassurance and confidence
that they are participating
in a safe and controlled
environment.”
Speaking on the announcement of the new dates for the
CPhI & P-MEC India expo,
Yogesh Mudras, MD, Informa
Markets in India, said, “We are
delighted to announce the late
edition of our flagship event in
the
context
of
the
crisis that the ensuing pandemic has created. This announcement will no doubt boost
the morale of the sector, and the
industry at large, and we gratefully acknowledge the encouragement given by the Govern-

EXPRESS PHARMA

11

December 2020

ment in allowing B2B trade expos to function with the start of
Unlock 5.0. The new dates, arrived at after close consultation
with our key stakeholders, will
ensure that India’s largest
pharma marketplace will look
towards readying the industry
to rebuilding itself and focus on

decimating the effects of
COVID-19.”
He added, "Like always, we
will have a plethora of events
surrounding
CPhI
&
P-MEC India, such as Pharma
Connect, Women in Pharma,
India Pharma Awards and CEO
Roundtable filled with eminent

speakers, knowledge sharing
and unparalleled networking
opportunities. This will help
create a consolidated strategy
for ‘Atmanirbhar Bharat’ in the
pharma sector. We would like to
thank our stakeholders for their
support, encouragement and
recommendation throughout

the crisis and now looking
ahead, while organising the
show as well.”
Contact:
Roshni Mitra
roshni.mitra@informa.com
Mili Lalwani
mili.lalwani@informa.com

EVENTS

Indore to host Ind Pharma & Labmech Expo
from March 5-8,2021
It will be held concurrently with the Industrial Engineering Expo at Labhganga Exhibition
Centre, Indore

Glimpses of last year's event

T

he Ind Pharma & Labmech Expo, will be
held from March 5-8,
2021 at Labhganga Exhibition Centre, Indore. The
event, to be hosted concurrently with the Industrial
Engineering Expo 2021, aims
to deliver oppurtunities for
businesses to showcase their
products and services to key
audiences, and enable them
to develop new relationships

12
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with businesses across India.
The event organisers, Future
Communication & IEE,
assure that it will be a great
business platform with
enormous opportunity for
participants.

Why Indore?
Indore, the commercial
capital of Madhya Pradesh,
is on a fast growth path and
a hub of industrial activities.

There are several leading
chemical, pharma, API, automobile, power generation,
cement, textile, sugar, paper,
solvent and steel industries
in the surrounding areas of
the city, which are catered to
by companies/distributors in
Indore.
There are three pharma
SEZs in Indore and many
large pharma companies like
Cipla, Glenmark, Kusum,

EVENTS
IPCA, Unichem, Piramal etc.
Thus, Indore is a central
hub for pharma, ayurveda
products, cosmetics and
biotechnology.
In Madhya Pradesh, there
are more than 600+ pharma
manufacturing units along
with 300+ ayurveda manufacturers. It is ideally located
and its close vicinity to Rajasthan, Gujarat and Maharashtra makes it a big distribution centre for industries
located in these states.
Therefore, even industries in
nearby states like Rajasthan,
Maharashtra, Chhattisgarh,
Gujarat and UP approach Indore for their requirements.

ayurveda extracts manufacturers, ayurvedic medicine
manufacturers, nutraceuticals manufacturers, clinics,
ayurvedic
paramedics.
ayurvedic cosmetics and personal care, research institutions, contract manufacturers, trade associations and

trade promotion bodies etc.
◗ LabMech Expo: Lab equipment, instruments and lab
wares, analytical instruments
manufacturers
◗ Packaging material suppliers and manufacturers,

label printing, packaging manufacturers, printing equipment and machineries, green
packaging solutions, counterfeit solutions and holographics
◗ Pharma ingredients and
chemicals: Active pharmaceutical ingredients and bulk

drug, finished formulation,
natural
extracts
and
fragrance, biopharma, fine
chemicals and intermediates,
hormones and synthetic
substances, contract manufacturers, coating agents, tablet
lubricants and wetting/solubilising agents.

Exhibitors’ profile
◗ Pharma Expo: Formulations manufacturers, processing plants and machineries, water treatment, waste
water treatment and waste
management, biotechnology
research organisations and
clinical research organisations, bulk drugs, intermediates and formulations, excipients and additives, R&D,
quality control laboratories,
IPR standard & patent formulation bodies, safety
equipment, trade associations, trade promotion bodies, software for pharma industry and management,
ayurveda raw material manufacturers and suppliers,
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WHAT
COVID-19
TAUGHTUS
Pandemics like the Bubonic plague and the Spanish
Flu were followed by sweeping social, economic and
cultural transformations. They also galvanised great
improvements in medical science and public policy.
Today, the world confronts and battles another
pandemic caused by the novel coronavirus and
again this period could be marked by great
change and reforms.
Therefore, this year-ender edition, which also
marks Express Pharma’s 26th Anniversary, presents
some insights and learnings which will be crucial
for India Pharma Inc to survive and thrive in the
post-pandemic world.
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The pandemic gave the pharma industry an
opportunity to reassess its role
SUDARSHAN JAIN, SECRETARY GENERAL, INDIAN PHARMACEUTICAL ALLIANCE (IPA)

C

OVID-19 pandemic is one of
the greatest humanitarian
challenges. We are learning
about the virus and the virus is
spreading at an unprecedented
rate.
While the pandemic posed
several new challenges, it also
gave the pharma industry an opportunity to reassess its role and
emerge as a reliable supplier of
high-quality, affordable medicines. This has been a period of
significant learning for the Indian industry on all fronts.

industry, Government of India
and other stakeholders such as
transporters, supply chain partners made it possible for a quick
turn-around.

more innovative approaches. Indian companies are engaged in
developing indigenous vaccines
that are currently undergoing
testing for efficacy and safety.

Proactiveness - the need of
the hour

Resilience in the supply
chain

The pandemic demanded agility
and proactiveness. This began
by classifying medicines as essential goods to manufacture
and transport including applying for emergency approvals for
manufacturing and testing for
newer treatments.

We have to be self-reliant in the
API landscape to ensure a continuous supply of medicine
which is fundamental for the
healthcare security
The Indian pharma industry
is an asset and is committed as a
consistent and reliable supplier
of life-saving medicines to India
and the world. As truly the
‘Pharmacy of the World, India
will continue to be at the
forefront to be of service to the
nation and the world.

Collaboration is the key
Innovation paved the way

The industry worked relentlessly to provide an uninterrupted supply of medicines in India and across the world. The
integrated efforts by the

The
industry
responded
promptly by evaluating possible
utilisation of available drugs (repurpose drugs) and exploring

There is a renewed realisation of the need to invest in
public health
CHARU SEHGAL, PARTNER AND LIFESCIENCES AND HEALTHCARE INDUSTRY LEADER, DELOITTE INDIA

G

reat adversity also brings
disruption and discovery.
The pandemic has held lessons
for humanity, governments, individuals and businesses.
The industry at the centre
of it has been the life sciences
and healthcare industry. From
testing, to prevention and from
treatment to monitoring it has
been a complex web of collaboration and cooperation between academia, research organisations, global public
health bodies, pharma, medical
technology and healthcare delivery players.
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The first realisation has
been of the criticality of the
healthcare sector especially of
public health. It was assumed
that issues of public health impacted the poor and the rural
and therefore it did not interest
the elite as much. However it is
for the first time that the rich
are looking up at public health
institutions for updates on its
spread or data on deaths or
cure of even advice on prevention. It has therefore brought to
the forefront the need for governments to invest on public
health institutions including

epidemiology, research and
development and public health
delivery
Second, has been the rapid
increase in collaborations and
alliances across the world. In
an attempt to find vaccines and
treatment drugs governments
across countries have collaborated with global public health
and research institutions as
well as with large businesses to
expedite the discovery of solutions. Not only that, there has
been an amazing increase in
speed of granting approvals
and cutting of inefficiencies in

order to facilitate the
processes. I feel the world will
only build on this spirit of leveraging each other’s strengths
and working towards a greater
good.
Third, has been the need to
reimagine supply chains and
build more resilience. Over reliance on a few countries or geographies, especially for life
saving items like drugs and
medical supplies, can lead to a
crisis in times of a disruption in
that part like it did in the case
of China lock down. Across the
world businesses and nations
are figuring out how to diversify their supply chains. Some
are looking inwards others are
shifting suppliers. The call for
self-reliant India is a fall out of
this realisation. This pandemic
has led to the Indian government providing a strong focus
and incentives for strengthening the pharma and medical device industry, including helping
them move up the value chain
to become self-reliant as well as
to offer an alternative manufacturing hub for the world.
Four, for the first time, given
the lack of visibility into the future, the companies were unable to plan for the long term.
It led to companies becoming
more agile as well as being prepared for many scenarios. Decision making had to be decentralised. Short term solutions
and Innovations were encouraged. This again will change the
way businesses think and plan.
Five, the pandemic brought
home the stark and depressing
reality of the large number of
people who live on the edge, especially in India. The need to
provide a social security net to
the millions whose very existence was threatened by the
disruption
on
economic
activity, was recognised the
world over.
Six, a significant change
which is here to stay has been
the acceptance of Work from
Home It has proved to be the
biggest disruption and all levels
and all types of work has been
successfully done from home
Technology has been geared up
to tackle all issues of infrastructure connectivity and se-
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curity. Most companies admit
that they will never go back to
the same level of office space in
the future.
The last significant change
has been the acceleration of the

digital transformation of businesses
and
households.
Telemedicine, online teaching,
e-commerce and fin tech have
emerged in a big way. It is unlikely that these trends will be

reversed.
To conclude, the world has
changed forever. Several business paradigms have been
changed and new realities
emerged. On the one hand the

importance of cooperation for
the larger good has emerged
but so has the need for self-reliance. There is a renewed realisation of the need to invest in
public health.

cover )
Learning, adaptability, flexibility, collaboration and
innovation are key to success
YUGAL SIKRI, MD, RPG LIFE SCIENCES

T

he COVID-19 pandemic
has given a body blow to
the status quo, challenging almost all the factors of business –
demand, supply, the way we
work, our attitude towards
communities, the way we look
at innovation etc. While this
unprecedented crisis hit everyone, we grew richer with a slew
of learnings such as:
1. The organisation must
have and communicate a
strong sense of purpose. If kindled, it can cement the entire
organisation and propel it to
achieve even the most difficult
goals in a crisis. A passionate
call to the entire organisation
that we, as integral part of the
healthcare team, together must
ensure procurement, manufac-

ture, distribution and patient
servicing during the pandemic,

aroused a sense of purpose _
factories worked non-stop;

every single patient on our lifesaving drugs who reached out
was serviced by the sales
teams.
2. WFH can be even more
efficient in many situations versus working from office.
3. Physical is the only way to
reach customers, was assumed
for years. Phygital, the combination of physical and digital
helped us achieve almost comparable share of voice with our
customers.
4. Manufacturing infrastructure needs to be flexible
and agile. We could run the factories at ~80 per cent capacity
with 40 per cent labour force
even in the most trying phases
of pandemic.
5. Skills can and do expire.

Learning, adaptability, flexibility, collaboration and innovation are key to success. Learning and widespread adoption of
digital happened in the form of
WFH, digital conferences, virtual award functions, virtual
AGMs, teleconsultation and so
on.
6. A robust P&L delivery is
possible amidst all existing paradigms challenged. Yes, it actually happened in H1’20 with 100
per cent production schedule
met with 40 per cent labour
force and 70 per cent customers met with 30 per cent
physical connect.
All these lessons will be crucial in building a somewhat
new and resilient business operating model.

India Pharma Inc can work with global health
organisations to deliver to vulnerable populations
JAYASREE K IYER, EXECUTIVE DIRECTOR, ACCESS TO MEDICINE FOUNDATION

T

he COVID-19 pandemic
brings a new perspective
on our collective dependence
on a fragile pharma industry.
The past months have shown
borders closed, with access to
essential medicines being
hampered by vaccine nationalism. For example, some
high-income countries have
secured enough vaccine supplies to provide up to six
doses per head of population.
However, the pandemic has
also highlighted how India
Pharma Inc can work with
global health organisations to
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deliver to the most vulnerable
populations, where others
have failed to respond.
Notably, under the umbrella of the Medicines Patent
Pool, 18 leading generic drug
makers – including seven Indian companies – pledged to
support the delivery of hundreds of millions of doses of
affordable COVID-19 treatments for people in low- and
middle-income
countries
(LMICs). Furthermore, the
Serum Institute of India, the
world’s largest vaccine producer by volume, has already

produced 40 million doses of
AstraZeneca’s COVID-19 vaccine, under a licence that permits it to make 1 billion doses
at cost for LMICs during the
pandemic.
Overall, the Institute has
plans to manufacture five
COVID-19 vaccines, to be distributed half in India and half
to the developing world.
These milestones are possible due to demand and financing brought by a unique
pandemic that affects both
rich and poor. The pharma industry in India leads in bring-

ing low-cost generic medicines to the world. But it is
being impacted by tariffs and
rising costs. Agility and experience in low-income markets
and providing access to innovative treatments are now
needed to step up to the next
level.
The next Access to Medicine Index, planned for January 2021, will analyse how
pharma companies are taking
action to improve access to
medicine. The insights will
help shape the future of the
pharma industry.

True risk management is all about planning well
for the unexpected
SUBRATA CHAKRABORTY, PRINCIPAL ADVISOR, GXPFONT CONSULTING GROUP

T

he COVID-19 served as a
wake-up call to the entire
pharma industry. This industry
has always been risk-averse
and has loved to remain in silos,
which is an impediment to
changes and early adoption of
new technologies. This pandemic has exposed our flimsiness and forced us to challenge
our limits, be it in drug development, manufacturing or supply
chain.
It’s truly heart-warming to
see how the industry has come
together in all forms of collaboration and partnership in such a
short period of time, pulling in
scientific experts, academia
and government machineries
across the boundaries. This
helped in leveraging each
other’s competencies to expedite the processes, whether in
vaccines development, or
bouncing back with manufacturing and a shattered supply
chain. Unlike in the preCOVID-19 era, it did not take
months to identify new ways of
working or to write new SOPs
to deal with the challenges.
But we can’t declare our victory yet. We need to plan better
for such disruptions, be it natural calamities, pandemics, or
man-made catastrophes. As an
industry we are always reactive
to problems, if we have never
encountered an event, we underrate its risk. We need to
change this mindset. True risk
management is all about planning well for the unexpected.
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Environmental-related sustainability must be the
cornerstone of corporate strategy
CHANDRU CHAWLA, EXECUTIVE VP, CIPLA

I

llness and disease are not
alien to Pharma Inc. Nor are
pandemics. The recent past
has seen it tackle HIV/AIDS,
mad cow disease and bird flu.
And, there have been warnings
subsequently of more pandemics to come. Yet, like for
everybody else, COVID-19 was
a wakeup call for the industry
too.
Its foremost learning is to
respect nature. Messing
around with habitats, ecology,
water bodies without paying
heed to intergenerational eq-

20 EXPRESS PHARMA
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uity is the epitome of corporate
greed and can bring incalculable damage to mankind and the
habitat. Environmental-related
sustainability must be the cornerstone of corporate strategy.
Good health and wellness are
crucial for both corporates and
employees. The virus was severe on people with co-morbidities.
Corporates with strong balance sheets had enough cushion to soften the impact – despite fall in incomes, they could
sustain the organisations. Cash

management became a daily
mantra. The situation also required uncommon agility and
flexibility to respond to ever-

changing challenges – variable
responses by state governments, rules on physical distancing and lockdowns, goods
movements, improving access
to medicines, responding to
physicians needs digitally, response to emergencies and
constantly innovating on a fast
track to bring relevant pandemic related medicines to patients quickly.
Derisking the supply chain
was another crucial learning.
Reducing dependence on critical vendors, expanding the sup-

ply footprint, bringing manufacturing closer to markets
while mitigating geopolitical
risk became central in day-today management.
Patients and employees became core to all reimagination.
India Pharma Inc has shown
that it has the resilience and resolve to combat uncertainty
and volatility.
(Compiled by Lakshmipriya Nair,
with inputs from Usha Sharma)
lakshmipriya.nair@expressindia.com
u.sharma@expressindia.com
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GenNext at SIRO Clinpharm
SIRO, one of India’s earliest CROs, is set to scale new heights, as its next-gen leaders chart out fresh
strategies to sustain its strong position in the clinical research segment and expand its offerings,
while pursuing newer focus areas like medical writing and biometrics
By Viveka Roychowdhury
Survival, not revival

T

he COVID-19 pandemic has left its mark
on the clinical research and trials sector, but
disruptions have only served
to temper the steel of longtimers. Clinical research organisations (CROs) are helping pharma companies roll
out the COVID-19 trials and
while this is a huge business
opportunity, it is also fraught
with risk. Besides the usual
risks associated with testing
new products, is the fact that
the trials had to be run under
severe logistical constraints.
In September, an analysis
by Frost & Sullivan informed,
with the increased threat of
COVID-19 and worldwide
lockdowns in effect, the CRO
market is experiencing interruptions in ongoing clinical
trials and delays in new trials.
Recovery is expected to commence from 2023; although it
will be staggered, it will take
revenue to the original growth
trajectory by 2024–2025. As
per the revised forecast after
the impact of the COVID-19
pandemic, the CRO market is
estimated to garner revenue
of $63.83 billion by 2024 from
$43.03 billion in 2019, at a
compound annual growth rate
(CAGR) of 8.2 per cent.
The report titled, Hybridisation of Clinical Trial Designs
Reviving Global CRO Market
Post-pandemic; 2019-2024, reveals that hybrid clinical trials
and remote patient monitoring are key trends driving the
global CRO market. Hybrid
clinical trials leveraging
safety-focused, direct-to-consumer logistical solutions are
taking centre stage, ensuring
research continuity.

Surviving testing times
But disruption is not new to

Akshay Daftary, Director, Business Development and Karan Daftary, Global VP, SIRO Clinpharm

the global CRO sector. India’s
CRO sector went through one
such upheaval when new clinical trial guidelines were released in 2013-14 but the revised regulations of 2019 has
steadied the sector. One of the
CROs which seem to have survived this testing time is SIRO
Clinpharm (SIRO).
Founded in 1996 by
Dr Gautam Daftary, initially
as a subsidiary of Bharat
Serums and Vaccines, a company set by his father, SIRO is
one of India’s earliest CROs.
The company enjoyed a
good run, growing as the sector matured in the country,
notching up 250+ clinical trials spanning the pharma,
medical devices and FMCG
sectors.

Regulatory speed breaker
The company took on private
equity investors (PEs) in 2007
to scale up but a fresh set of

guidelines for clinical trials in
2013-2014 halted not just
SIRO but the entire sector.
Meanwhile, the second
generation was ready to join
SIRO. Post an undergraduate
degree from Emory University in Economics and Mathematics Dr Daftary’s elder son,
Akshay started his career at
Bharat Serums and Vaccines
in 2014, moving to SIRO in
2018. He now serves as a
Director, in charge of global
business development activities and client management.
Post an undergraduate degree from Babson College
with a focus on finance and
entrepreneurship, his younger
sibling Karan worked at the
Puma Group for a while before joining SIRO in 2018. He
is now Global VP, SIRO
Clinpharm and is in charge of
ancillary services including
finance, human resources,
quality assurance, IT, legal

and corporate marketing.
As the second generation
at the helm, Karan and Akshay witnessed how the stringent clinical trial regulations
of 2013-2014 caused many
large global companies to
leave India, resulting in a
large reduction in clinical trials in India. They narrate this
had a sizeable impact on
SIRO’s operations as well,
which was dependent on winning complex studies from
global pharma companies.
According to them, SIRO
was slightly better placed to
weather the turbulence as before this regulatory downturn,
the company grew its medical
writing vertical extensively to
ensure stability and holistic
growth of the organisation.
This service offering brought
“great stability” to SIRO’s operations with standalone and
annuity clients in alternative
geographies.

Both siblings agree that the
new Drugs and Clinical Trial
Rules launched in 2019 created a very positive shift in
sponsor sentiment and a willingness to return to India for
their global clinical trials.
This has revived an industry
that was undergoing a significant downturn.
The company underwent a
brand refresh in 2018 and reestablished its core mission of
Helping Lifesavers Save
Lives. They feel that SIRO has
been a perseverant organisation that saw an opportunity
in the downturn and hence
their success story has been
that of “survival, and not
revival.”
Charting the way forward,
the siblings reflect that there
was no one single way of continuing their growth, but a series of factors that helped
them maintain their strong
position in the clinical research segment.
While growing the India
operational team, the duo also
has their sights set strongly
on establishing an operational
presence in the US in medical
writing and biometrics.
Meanwhile, Dr Daftary
bought back stakes from investors and other shareholders in 2017 to once again become 100 per cent owner,
resulting in “simpler decisionmaking processes, lofty
growth ambitions and supply
of ample capital” to achieve
their growth plans.

Impact of COVID-19 on
clinical trials
The importance of clinical research has increased as we
grapple with the COVID-19
pandemic and the possibility
of more such pandemics
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sweeping our planet. But out
of the disruptions due to
COVID-19,
came
swift
changes in regulations, to
cope with logistical nightmares posed by lockdowns,
heightened fear of transmission of infection, etc. In hindsight, these changes will be for
the better.
Akshay and Karan speak
about the limited access to
healthcare facilities, statewise regulations in India as
well as resource constraints
during the lockdowns. While
there was an obvious challenge in opening new sites for
trials, even running existing
ones was a challenge based on
strict controls that had been
swept into place in the light of
the dangerous nature of the
pandemic. To ensure the
safety of personnel, clinical
trials were stopped at several
sites.
On the other hand, recruitment challenges were amplified with participants in clinical trials finding it difficult to
visit sites as often as required
by several stringent clinical
trials. Although this impacted
SIRO as a CRO, sponsor companies were greatly affected
as well due to delay in timelines which in turn impacted
their stringently planned clinical pipelines.
The short term impact of
COVID-19 was the need to
handle many aspects of the
trial remotely. To overcome
this hurdle, while maintaining
strict adherence to clinical
guidelines, SIRO decided to
initiate remote monitoring
which enabled them to continue with sponsors’ clinical
trials in the middle of the pandemic. This initiative was
greatly appreciated as it enabled studies to continue.
SIRO also took many precautions while sending their
employees to offices or sites
as and when needed. The Daftary siblings narrate how
technology has been a great
enabler in transitioning many
activities to a virtual activity as has happened in the past,
while technology has been
available for long, its adaptation and penetration into specific aspects of business
process is greatly facilitated
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by challenging times like the
COVID-19.
They feel that the potential
long term impact of COVID-19
would be the continued use of
technology to bring about a
paradigm shift in how clinical
trials are executed, with virtual clinical trials with realtime monitoring through
wearables connected to the
cloud.
The duo reflect that while
the regulations for clinical trials will continue to evolve, one
of the main drivers for change
shall be the situation that we
have seen due to COVID-19.

As firm believers of the additive impact of several small
and well thought of initiatives,
the SIRO team has apparently
already laid out the focus areas, dubbed the Five pillars of
SIRO, and shared their vision
with all employees of the organisation through a virtual
meeting labelled ‘SIRO Vision
Series’.
The core aim of these initiatives was to build on SIRO’s
core competencies in end-toend clinical service provider
space by leveraging innovative technologies, redefining
internal processes, building

and South East Asia for their
ancillary service offerings like
clinical data management and
biostatistics/programming.
They would be looking to
do this through alliances/acquisitions based on compatibility with their current offerings. With the additional
service offerings, SIRO took
the time during COVID-19 to
create a new and more targeted solutions approach for
FMCG companies by amending their SOPs and strategy to
cater to different requirements of these companies.
They indicate that they would

Scanning the horizon for new growth
opportunities, Akshay Daftary and Karan Daftary
reveal that they are looking at a three-pronged
growth approach in the coming year. These
include expanding in alternative geographies,
adding more to service offerings, and automation
of services
The pandemic has thrown
several challenges to the regulators. Firstly, in terms of
fast-tracking a vaccine or a
drug for a COVID-19 kind of
situation and second, ways
and means to overcome the
constraints of lockdown like
situation on the clinical research.
They anticipate significant
changes in regulations to provide for/govern virtual clinical
trials/decentralised clinical
trials and the increased use of
technology in the conduct of
clinical trials.

The ‘Good to Great’
approach
When asked about their strategy for the future, the second
generation at the helm quote
from Jim Collins’ book, ‘Good
to Great’, “Greatness is not a
function of circumstance.
Greatness, it turns out, is
largely a matter of conscious
choice.” This dictum inspired
them to believe that the future
lay in their hands and they
would need to confront the
brutal facts to ensure future
growth.

stronger employee engagement, and expanding in alternative geographies.
They narrate how they
have seen a stark shift in the
industry towards automation
of documents and artificial intelligence (AI) which led them
to automate some processes
and offerings, and documents
using AI to ensure the benefits extend to our clients. They
also created an Innovation
Hub internally, focussed on
leveraging technologies to
help achieve their innate belief of Helping Lifesavers Save
Lives.

Three-pronged approach
in the coming year
Scanning the horizon for new
growth opportunities, the duo
reveal that they are looking at
a three-pronged growth approach in the coming year.
These include expanding in alternative geographies, adding
more to service offerings, and
automation of services.
In terms of geographies,
SIRO is looking to expand its
operational wing to alternative geographies like the US

be looking to enter alternative
segments with a similar focused and customised approach.
A recent example of
SIRO’s approach to augmenting their service portfolio is
their partnership with Azidus
announced this September, to
widen their service offerings
with healthy volunteer BA/BE
studies. It is early days yet but
the duo indicate that both the
partners have been having
very interesting discussions
with their customers and if
the early signs are an indication of the times to come, they
see a very interesting partnership ahead.
In fact, this has propelled
them to explore more such alliances with complimentary
service providers which are
the key to drug development
activities.

Claim substantiation, a
sweet spot for growth
The duo believe that India is
now emerging once again as a
global hub for clinical research. Once seen more as a
cost arbitrage, the quality and

expertise that comes out of
the Indian clinical research
sector is clearly evident for
the healthcare world to see.
From niche to large CRO, India has become a destination
for end to end clinical services, aided by its diverse population and favourable regulatory landscape. This potential
has led to the mushrooming of
CROs as business continues
to be outsourced to India from
Europe and the US.
In Akshay and Karan’s assessment, one of the areas
where the clinical sector is going to play an important part
is the consumer health sector.
With increased regulation pertaining to claims and advertisements by food business operators with respect to their
food products, along with
heightened consumer awareness, they see demand for
claim substantiation through
a structured process as a focus area. We see a similar opportunity in the AYUSH segment. The irony is that while
COVID-19 bought the CRO
sector to a standstill for some
time, it has today created
more revenue opportunities.
The duo point out that during COVID, several consumer
products claimed to prevent
COVID, and the substantiation of their claims has become extremely important.
This is where SIRO has come
in with prompt professional
services and helped design
trials to prove the efficacy and
safety of new products.
With the easing and
streamlining of regulatory
guidelines, a large influx of
clinical research studies and
trials are pouring in India
with large global companies
considering Indian patients
for their global studies. The
siblings also see that the sector is now creating more jobs
and attracting students to explore this field for potential
study and future career.

Current projects of
interest and revenue mix
Of the three industry segments that SIRO currently
supports, the pharma industry remains, by far, the dominant stream of revenue. In
this space, the company is
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working on a few trials
wherein the drugs are being
tested in a specific set of
COVID patients. They have
been a part of initial discussions for conducting full or
some parts of Phase III for an
Indian company and for an international company.
In medical devices, SIRO is
supporting a company extensively for their claim substantiation regarding the virucidal
activity of the COVID-19 virus
in the environment and helping them with their global
regulatory and marketing
strategy.
The FMCG sector makes
up the third segment, with
SIRO reportedly receiving
several requests in this space
in the last few months to help
FMCG companies to substantiate their claims for products
that they have made related to
the ongoing pandemic. Citing

a Gazette notification regarding advertising claims which
clearly stated the importance
for clinical validation and scientific backing of claims, the
SIRO Next Gen indicate they
are working with consumer
health/FMCG companies to
substantiate their claims regarding immunity enhancements in their products and
are also in discussions with
consumer
health
and
Ayurvedic companies to clinically test products on immunity parameters.
Akshay and Karan anticipate that though the latter
two segments presently form
a smaller proportion of revenues, with renewed focus
and the streamlining of their
approach to the FMCG sector,
this proportion will grow exponentially over the next few
years through increased clientele and geographic reach.

Challenges to COVID-19
vaccination campaigns
India has earned her stripes
as the largest global vaccine
manufacturing hub, with a
fair number of COVID-19 vaccines being researched, trialled and manufactured in the
country, and Akshay and
Karan have no doubts that India has always been a country
to rise up to challenges and
pass them with flying colours and they believe a similar result would be possible when it
comes to the COVID-19 pandemic and getting it under
control.
But while there is an urgent
need to get the vaccine for
COVID-19 into the market,
they raise concerns about the
potential storage and supply
issues that would come with it.
They point out that with
Phase 2 and 3 clinical trials
going on for a wide array of

vaccines (40+ global candidates currently), it is important to note that storage conditions for different vaccines
would vary based on their
chemical composition. In India, there are three to four
large scale trials going on, and
it is believed their temperature requirements would be in
line with SIRO service offerings that are offered at their
clinical trials supplies warehouse in Mumbai.
For example, they mention
that the Johnson & Johnson
vaccine is a single shot (dose)
vaccine compared to most of
its competitors, while also not
requiring extremely cold temperatures for storage. Some
other vaccines, like Pfizer, require temperatures between 20 and -70 degrees Celsius
which require its own cold
chain management system.
Additionally, during trans-

portation, simple cold refrigerated vehicles would not be
feasible to maintain the quality of the vaccine prior to administration.
Another unique challenge
they raise is the facility for
storage of vaccines at hospitals prior to the administration which needs to be addressed by the governing
bodies at a state and central
level. However, given India's
large vaccination programme
in place, they remain confident that the relevant regulatory and governing bodies
would take swift action in
these areas prior to large
scale commercialisation.
With GenNext firmly at the
helm, SIRO seems all set to
come out stronger after this
disruption as well.
viveka.r@expressindia.com
viveka.roy3@gmail.com
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Pharmacovigilance during a pandemic
John Danese, Industry Director-Life Sciences, Birlasoft and Sreenivas Reddy N, Global Program
Director, Life Sciences, Birlasoft explain that legacy pharmacovigilance workflows and systems
need a massive overhaul to ensure organisational efficiency and reduce the cost of compliance,
especially during a pandemic

A

s coronavirus has become the new reality
for
every
health
worker and life science company to fight in the front, it is
time to relook the approach
being taken by the industry
towards pharmacovigilance.
Health agencies around the
world are evaluating the impact of the virus, clinical trials, and pharmacovigilance
systems. The rapidly changing situation with the outbreak of the virus has compelled agencies to be more
vigilant and proactive in determining the effects of the
pandemic for better patient
care. Pharmacovigilance is
detection, assessment, understanding, and prevention of
adverse effects of the therapeutic product on the patient.
A thorough pharmacovigilance strategy is essential to
ensure patient safety and protect the reputation of pharma
and medical device companies. Pharmacovigilance is the
report card that helps us identify the successful patient
care of the medicine post its
clinical trial.
During the preparation of
a drug, it goes through different clinical tests to get approved for patients. Pharmacovigilance helps in knowing
about the adverse effect of the
therapeutic product after it
has been launched in the market. It is an important part,
like clinical trials, for the
product lifecycle. Pharmacovigilance involves the collection of a large amount of
data and analysing the same
for better patient care and adverse effects.
The increasing number of
data sources used to identify
adverse events (AE): call centres fielding reports from patients and healthcare practi-
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John Danese, Industry Director- Life Sciences, Birlasoft

Sreenivas Reddy N, Global Program Director, Life Sciences, Birlasoft

tioners (HCPs); safety databases such as
ARGUS,
ARISg, electronic health
records (EHRs); clinical trial
data; medical insurance
claims; contract research organisations (CROs); post-marketing safety (PMS) studies;
scientific literature; regulatory and NGO databases; and
legal cases play a major role in
pharmacovigilance.
Moreover, the process of
finding reportable adverse
events in such a plethora of information requires significant
manual effort. It is also prone
to human error, resulting in
missed safety signals, very
high skilled labour costs and
non-compliance risk. The
problem of data explosion
worsens when you consider
pharma and medical device
companies operating in multiple geographies, receiving in-

72,000 to 120,000 pieces of literature may be of interest,
and then only 3,600 to 9,600
may be reportable. All this review requires close to 30,000
human hours to sort out. Assuming the number of abstracts being collated increases every year by 15 per
cent, it becomes apparent
that legacy pharmacovigilance workflows and systems
need a massive overhaul to
ensure organisational efficiency and reduce the cost of
compliance. Minimising operating costs is particularly of
interest to pharma and medical device industries which
have an eye on costs driven by
the focus on value-based
healthcare, and the dwindling
blockbuster drug pipeline,
which would, in the past,
generate global sales of at
least $1 billion annually for

formation about suspected
adverse drug reactions
(ADRs) in various languages
across disparate channels.
WHO’s Vigibase which is a
global dataset that has all the
data on adverse drug reactions from across all the major countries works as a key
support system for the healthcare industry. While every
country has its way to stop the
spread of the virus, the
healthcare industry must
share the success of clinical
trials, new symptoms and effects of the virus.
To put that in perspective,
pharmacovigilance staff may
have to scan through 144,000
to 240,000 abstracts every
year to find the literature of
interest, which may require
anywhere between 8,000 to
20,000 human hours to execute. Out of those abstracts,

companies.
Today, the pharma and
medical device industries are
driving collaboration among
industry participants, HCPs,
regulators, patients, and academia for boosting the efficacy and safety of their therapeutic products.
Collaborations can demonstrate the value of real-world
data, queries of spontaneous
databases combined with
real-time observational studies using data from big data
networks gathered via these
collaborations with other scientific originations can allow
for more efficient evidence
generation to explore any
medicines safety issues.
Achieving that requires robust integration and standardisation of data sets, enabling data transparency,
accessibility, and reliability.

Moreover, there are additional
challenges due to ongoing
M&A activity, which requires
the integration of data
sources and data management processes across companies to drive watertight
compliance and pharmacovigilance outcomes. Timely review of incoming data and
real-time signal detection can
provide important safety information for healthcare
providers.
Interestingly, the expectations of the millennial, technology-enabled consumer are
changing the way pharma and
medical device companies
manage and respond to pharmacovigilance events, considering heightened public awareness and scrutiny. The new-age
consumer is empowered and
has a voice that can be leveraged by pharma and medical

device companies to accelerate
product improvements and
drive innovation.

A next-generation
approach to
pharmacovigilance
While in some cases – such as
when a patient is put on a new
medication or develops a medical condition during the drug
therapy, or there are significant
changes in the patient's lifestyle
– it may be more straightforward to understand ADRs.
However, finding possible issues with drug safety by reviewing scientific literature,
medical journals, online publications, clinical trial data, and
social media posts in huge volumes can be particularly daunting. Pharmacovigilance solutions are now adding artificial
intelligence (AI) as a tool which
can help in the analysis of big

Be the best
you can be,
with TOPRA

data in a faster manner as well
as in-depth processing which
can help practitioners in evaluations, cross-checking patterns
of data. The way companies report those pharmacovigilance
events could also lead to misinformation and affect drug
safety initiatives. A recent
study by the University of Colorado Cancer Center found that
significant variation in reporting of drug side effects can lead
to some drugs appearing safer
than they are. Applying innovative technology automation
tools and processes to pharmacovigilance can help overcome
these issues as it helps in high
performance and scalability by
automating tracking and monitoring of data. Leveraging Natural Language Processing
(NLP)
which
self-learns
through experience, to make
predictions based on patterns

observed in large volumes of
data with the help of machine
learning (ML) eventually helping human decisions.
By finding hidden correlations between adverse events
from various data sources can
emphasise the real-world
efficacy of drugs and uncover
in-depth insights into multivariant patterns and correlations of
undiscovered potential threats
to public health and safety concerning a patient population
consuming a specific dosage or
type of medication. Those correlations cannot be mined from
large volumes of data by humans, and there must be increased reliance on intelligent
technologies, such as artificial
intelligence, natural language
processing and machine learning. Those data insights will not
only help with understanding
the adverse effects of medica-

tion but also bring to light the
potential benefits that may have
been missed in the past.
The pandemic underlines
how advanced big data analytics and cognitive technologies
like AI, machine learning and
natural language processing
will radically improve how
pharmacovigilance solutions
will be able to play a vital role
in the success of public health
initiatives all over the world.
The industry work will be appreciated and found living in
the pages of next generations’
history literature. While multiple vaccines are under developments some going through clinical trials, the world’s life
sciences companies need to
have an eye to always improving the safety of patient care.
(The article first appeared on
Birlasoft’s website)
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Our vision is to make pharma
marketing effective and efficient
Doceree, a physician-only platform for programmatic marketing, is working towards
building more effective ways for pharma brands to keep the doctors community engaged.
Dr Harshit Jain, Founder and CEO, Doceree, outlines why it is important for pharma brands to
redraw their doctor engagement strategies with the help of digital tools to reduce marketing
costs, improve outcomes and ensure regulatory compliance, in an interview
with Usha Sharma

Give us a brief
understanding of Doceree?
What is its USP?
Doceree is the global
physician-only platforms for
programmatic marketing.
Our platform is disrupting
the physician marketing
landscape much in the same
way digital ad networks
transformed the consumer
marketing space. Doceree’s
integrated and collaborative
ecosystem enables
pharmaceutical brands and
digital platforms to mutually
benefit from the untapped
opportunities present in
physician marketing in the
most ‘regulatory compliant
and transparent manner’.
Doceree is enabling Rx
drug marketers to promote
their brands in the digital
domain to physicians in a
regulated manner. At the
same time, Doceree provides
an opportunity for digital
platforms to make more
revenue. With our platform,
they can now focus on their
core business and the
problems they are solving in
healthcare than swaying their
attention to making more
monies. Effectiveness and
efficiency are our prime
differentiators that come
from our razor-sharp focus
on doctor-only platforms.
Unlike other companies in the
US where we have
competition in programmatic
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only programmatic platform
in physician marketing. The
underlying thought is to
ensure effectiveness. Our
proprietary identityresolution tool - Espyian helps precision target
physicians, bringing in
efficiency to physician
marketing.

I see extensive use of digital
technologies going forward for
marketing purposes as it is now
an essential tool to reach out to
the target audiences
physician marketing space,
Doceree is focussing on
doctor-only platforms for
pharma brands to market
themselves.

Besides this, we are the
only company in the category
that has a global footprint
with offices in the US and
India. In India, we are the

In March 2020, the
company raised funds of
one million dollars? Tell us
about the company's
investment and future
plans?
We raised $1 million in seed
funding from a group of angel
investors from India and the
US in May 2020. As a
business, our focus is on new
market expansion and
potential acquisition to
realise our short term and
long-term goals. In the short
term, we want to become an
ideal source of revenue
generation for doctor-only
digital platforms. In the long
term, our goal is to reduce the
cost of healthcare. We believe
by introducing effectiveness
and efficiency in pharma
marketing, Doceree can
reduce costs by about 10 per
cent, which would eventually
reflect upon the pricing of
drugs.
How does your platform
help pharma companies to
reduce the cost of

marketing activities?
Over the last decade,
innovative digital business
models emerged in a lot of
sectors and helped
companies reduce marketing
costs significantly. However,
pharma, by and large,
remained an exception in
opening up to digital
mediums. The marketing
approaches are still confined
to traditional ways of doing
business and physician
marketing is nowhere close to
consumer marketing that
grew leaps and bounds after
companies in the space
switched to digital methods
and made them an essential
tool to reach out to their
target audiences. This is
where Doceree is making all
the difference. It is enabling
pharma brands to use digital
technologies by addressing
issues that have been acting
as a roadblock in digital
adoption among Rx drug
brands.
Doceree is integrating
doctor-only digital platforms
not just in India but across
the globe to create a unified
and cohesive digital
ecosystem. It is enabling
pharma brands to target
doctors at the right moment
with the right message to be
able to drive behaviour
change and achieve desired
business outcomes. It is also
bringing transparency in

‘doctor reach and results’
through AI-enabled
dashboard.
By being regulatorycompliant, our platform has
reduced a lot of hassles
related to regulations that
pharma brands faced while
partnering with individual
digital platforms.
Although the government
has not made UCPMP
mandatory, there is a
strong appeal for its
implementation. What is
your opinion on the same?
In my capacity as a physician
and a healthcare marketer,
my personal view is that
UCPMP shall be converted
into law to bring more
transparency and prevent
any unethical promotion of
pharmaceutical drugs and
services. In the current form,
it is not as effective as
thought of. The profession of
medicine is a system of faith
and belief, and there must not
be any means to sway the
doctors’ perceptions and lure
them towards prescribing
certain medicines, drugs or
services. Pharma brands
should reach out to doctors,
share information about the
efficacy of their products and
leave it at that. Rather than
push marketing, it should be
pull marketing. If a doctor

The outbreak has certainly given a fair taste to
pharma brands about how important digital tools
are. Having gained from the experiences from the
current situation, pharma brands will now be far
more receptive to digital means
believes a drug to be efficient,
he/she would take a call about
prescribing it. What is
important is that complete
information should reach
doctors and that too
consistently so that it stays
on top of their minds. Digital
can be an amazing source for
pharma brands to keep the
doctors engaged, and there
are digital platforms that are
regulatory-compliant like
Doceree that can help them
achieve that objective. At this
point in time, proper
implementation of UCPMP
will ensure everything
remains in ethical ambit
around marketing by pharma
brands.
How will artificial
intelligence and machine
learning bring in a
transformation in the
pharma industry?
If we talk about the current

scenario of AI and ML in
Pharma, at best we can say
that we’re in a very early
stage of adopting these
technologies and how we’re
able to set our foundations
will define the future for us.
We are swimming in an ocean
of data, or a better way to put
it would be that we’re
drowning in it. Organisations
and institutions are
generating terabytes of data
per day. AI and ML will help
move from this data to
critical information and
insights. Even today,
machines have replaced
humans in healthcare and
pharma sector, be it
recognition of cancer cells
using MRI/CT scan machines
or regression models to
predict diabetes in patients,
health tech is evolving day by
day and will continue to do so
to stay one step ahead of the
limitations of current

systems being hit every day.
The new normal post
COVID-19 will see changes
in pharma marketing. How
will your platform leverage
the opportunity and help
the industry to strive for
growth?
Our vision is to make pharma
marketing effective and
efficient. To achieve our
mission, we are introducing
new product features that
aim at providing Rx drug
brands with the control and
the ability to optimise for
better efficiencies.
Recently, we launched two
features:
(1) Integrated
Programmatic Email Adserving Solution for
Physicians, a product that
brings in huge credibility in
email marketing and
promises to significantly
enhance the performance of

email campaigns.
(2) An AI-enabled
dashboard ensures our
clients – pharma brands and
media agencies – get reports
and updates about their
campaigns in real-time. We
are on the mission to address
the issues that mark the
adoption of digital by pharma
brands globally and not just
in one or two markets and to
achieve our goals, we will
keep evolving to serve
advertisers and publishers in
the best possible manner.
How will this change the
landscape in pharma
marketing, which is
continuously evolving?
The pandemic has
accelerated adoption of digital
among Rx drug brands. I see
extensive use of digital
technologies going forward
for marketing purposes as it is
now an essential tool to reach
out to the target audiences.
The outbreak has certainly
given a fair taste to pharma
brands about how important
digital tools are. Having
gained from the experiences
from the current situation,
pharma brands will now be
far more receptive to digital
means.
usha.express@gmail.com
u.sharma@expressindia.com
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Career prospects in pharma in the new normal
The pharma sector is moving from being traditional to a highly technology-driven one, highlights
Sanjeev Goel, Business Head, Manipal ProLearn as he explains that the roles in the pharma industry
are transforming and outlines the growth prospects for people choosing to work in this sector

T

he manpower needs in
the pharma industry
are foremost in manufacturing, quality assurance,
quality control and sales, followed by other functions like
HR, IT, and marketing. In this
article, we’ll focus on career
prospects in the top key domains of the pharma industry.
◗ Sales: One of the first roles
to be directly impacted by the
COVID-19 outbreak was sales.
Face-to-face meetings became
impossible as businesses were
forced to shut down as part of
the lockdown and organisations quickly adapted by introducing work-from-home for
business continuity. Telemedicine, video conferencing, WhatsApp, emails, videos, digital
content, and similar tools
helped the salesforce to carry
on their operations despite the
travel and meeting restrictions.
The entire information-gathering, information-dissemination
and selling process has moved
to online modes, and the sales
and delivery including invoicing-with-digital-signatures and
digital-payments, obviating the
need for any physical documentation. Sales teams have adjusted to this new style of working and organisations have
been specifically training their
existing sales manpower on
mastering the remote interaction skills. This has not only led
to enhanced productivity but
has been highly cost-efficient
as well. Pharma companies
have reported higher daily call
productivity now per MR, with
the shift from doctor-visits to
video calls with doctors. Costs
have come down due to no
travel, and this trend is expected to persist and grow in
the new normal.
Technology-harnessing,
globalisation and the above
sales-led behavioural changes
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are now the new normal in
pharma. The uptick in pharma
sales with unprecedented
growth over previous year
sales’ volumes despite the lockdowns, has revived sales-hiring
and training of new members
into sales teams.
◗ Quality control, quality assurance and R&D: The lockdown restrictions implemented
initially made working at
pharma manufacturing locations and their testing laboratories difficult. However, it also
soon ushered in training for the
staff on new working protocols
and tools to not just preserve
but also enhance health and
safety standard operating
processes (SOPs) governing
the regulations around health,
safety and sanitisation. It is to
the credit of the Indian pharma
sector that they were able to
implement these enhanced
SOPs quickly by training their
QA, QC workforce, and successfully service the demands
from not just domestic markets, but global markets as
well.
◗ Manufacturing: As an early
adopter of technology, the
pharma industry has started
incorporating emerging technologies to lead the digital
transformation push. Elements
of artificial intelligence, data
science, cloud computing, IoT
and robotic process automation are being leveraged at different levels of the organisation, with manufacturing being

on data-insights for better decision-making.

Preparing the pharma
workforce for the future

at its core. The adoption of
these technologies increased
manifold when the pandemic
disrupted the industry and,
thus, helped organisations enhance the efficiency of
processes in manufacturing operations and business.
Automation
is
being
adopted by the pharma industry to enhance its efforts to reduce costs and avoid human errors as well as ensure that
physical-distancing norms are
maintained. Moreover, managing a globally distributed workforce across multiple timezones is more efficient and
effective using automation. It
helps to track data across the
entire information management life-cycle – be it capturing
data, analysing data or acting

The major challenge is finding
the right talent with niche
skills. Hence, pharma companies need to focus on upskilling
or reskilling their existing
workforce to take up newly defined roles and deploy them on
these positions immediately.
When faced with uncertainty, resilience becomes a top
priority for firms. Skill development is pivotal in this VUCA
world, where every job gets
quickly transformed or becomes redundant. The pandemic has highlighted the significance of investing in skilling
the existing workforce in the
pharma industry. New skillsets
are emerging – both hard skills
and soft skills - to ensure employees have the agility, problem-solving skills, collaboration
and innovation skills to continue to remain relevant in the
changed scenario. Skills in cutting edge technologies further
reinforce and enhance their
ability to deal with the new normal. Areas that urgently
needed upskilling in the
pharma industry are listed below:
◗ Upskilling for drug discovery: Skills required to ensure a
shortened time to market for
new drugs by training the R&D
teams on various elements in
the drug discovery value chain.

The major challenge is finding the right talent with
niche skills. Hence, pharma companies need to
focus on upskilling or reskilling their existing
workforce to take up newly defined roles and
deploy them on these positions immediately

◗ Upskilling for drug manufacturing: Training the manufacturing employees on end-toend manufacturing processes
for formulations to create a
multi-skilled shopfloor workforce that can be deployed in
any one or more areas of manufacturing.
◗ Upskilling on drug regulations
and
regulatory
policy/environment: With
more than 50 per cent of India’s
pharma manufacturing catering to exports, and with the US
being the largest market, it has
become critical to train the
workforce on USFDA protocols/processes and documentation requirements.
◗ Upskilling on technology
applications: Readying for IR
4.0 by training in areas like IoT,
automation, data-analytics and
cloud-computing, digital marketing, etc.
◗ Upskilling on innovation,
creativity and data-insights
for radical research: Need for
skilling scientists in R&D on
skills to discover new molecules, new formulations, discover new therapy to diagnose
and treat the root causes
rather than symptoms of various ailments.
The pharma industry has
been witnessing high growth
consistently, owing to increased public attention to immunity, health and safety. The
development and trials of vaccines for COVID-19 are being
closely watched by nearly
everyone, as almost all people,
in some way or the other, have
been affected by the pandemic.
Pharma companies thus require skilled talent to perform
varied roles with the utmost
care. With the right skills, employees can play a pivotal role
in changing the healthcare sector, its outcomes, and the world
at large.

Preparing the pharma sector for the post-COVID world
Neeti Sharma, Senior VP,TeamLease Services expounds on some measures that need to be taken
in the pharma industry to adapt to changing requirements and explains why it is essential for the
sector to reskill, upskill and new skill (RUN) its workforce

C

atering to over 50 per
cent of global demand
for various vaccines, the
Indian pharma industry is
touted to hold an important position in the global pharma sector. The sector is also the highest generic drug supplier
globally and supplies 40 per
cent of generic medicines in the
US and 25 per cent of all medicines in the UK.
The industry was expected
to grow to $100 billion, while
the medical device market was
expected to grow $25 billion by
2025. Apart from this, India's
biotech industry, which includes biopharma, was expected to grow at an average
growth rate of around 30 per
cent a y-o-y to reach $100 billion by 2025.
The coronavirus pandemic
offset the incline of pharma
companies, with demand for
medicine and healthcare tools
increasing. However, with the
supply chain broken, the supply of required healthcare
products started to decrease at
an alarming rate. Due to the onset of COVID-19, this sector has
become one of the busiest sectors in the Indian market.
However, in order to adapt
to the changing requirements,
the sector is required to reskill,
upskill and new skill (RUN) its
workforce.
The various aspects that
would bring about a transformation in the industry and the
measures that should be taken
to prepare the workforce to
meet the requirements of the
industry include:
◗ Changes in lifestyle:
COVID-19 had paused time for
many people, at least in the initial months, when the positive
cases were increasing at an
alarming rate. Health and
safety took prominence in people’s lives. Our way of greeting,
commuting and even eating
has changed drastically. By the
time the pandemic ends, these

needs to strengthen its privatepublic partnerships to adapt in
the post-COVID world. The
pharma supply chain model
also needs to change from
purely physical to partly physical and partly virtual. Workers
need to re-skill themselves to
learn the new technology required to streamline the
evolved healthcare models and
supply chain systems.
◗ Changes in workplace patterns: The low attendance of
workers due to the lockdown
caused a dent in the productivity of the pharma industry. In
order to meet the increasing
demand for health and safety
supplies, the pharma sector
was forced to recognise the
gaps in the workplace and work
towards solving them. With
work from home being the
safest mode of working, the organisations had to transition to
digital work culture. PostCOVID 19 will witness a restrictive workplace pattern as
the workers adjust to remote
work environments while developing their technical and behavioural skills.
◗
Apprenticeship-linked
learning: The changing world
requires a highly-skilled workforce to rebuild the pharma industry. To take advantage of

The pharma workforce, to remain employable,
need to learn a broad range of skills. Instead of
having linear roles and functions, the workers will
have to take part in roles outside their area of
specification
habits will have become a
norm. These lifestyle changes
will boost the pharma industry,
making it one of the few industries that will thrive immediately post-COVID. The pharma
industry needs to strengthen
its supply chain to reduce de-

pendence on foreign countries
and deliver to the growing consumer needs.
◗ Evolving healthcare models: The government needs to
invest in healthcare models to
increase the production of
pharma supplies. Similarly, it

the industry’s forecasted upward spiral and streamline the
supply chain, there is a need for
change in perspective and
fresh training that can be
brought in through apprenticeship programmes. Apprentices
can bring in their current skills

as well as digital prowess and
integrate them with their training experience to deal with the
post-COVID-19 changes. In the
meanwhile, blending the traditional learning methods with
digitalised learning mechanisms can help maintain continuity in learning and to train
the apprentices.
◗ Degree-linked learning:
The pharma workforce, to remain employable, need to learn
a broad range of skills. Instead
of having linear roles and functions, the workers will have to
take part in roles outside their
area of specification. Skilling of
workers will be the biggest requirement after the pandemic,
which can be achieved through
degree-linked learning. This
will allow pharma workers to
develop their skills and knowledge while giving them the opportunity to earn a university
certificate.
◗ The technological aspect:
As mentioned before, technology plays an important role in
the development of the pharma
industry. Updated technology
can help with the research and
development of the coronavirus
vaccine as well as preventive
measures, which are the topmost priority in today’s time.
Teleconsultations and telemedicine have become necessities
and will continue to be so even
after the pandemic ends. Updated technology can also help
in faster and cost-effective production of healthcare supplies
and medicines as well.
Therefore, while the companies will have to work hard at
maintaining the workforce's
health, welfare and safety, they
will also have to focus on building a digital infrastructure for
increasing productivity in the
post-COVID market. To remain
successful the pharma industry
will need to remain resilient
and devise strategies to promote an innovative work
ecosystem.
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Continuous Coating

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

The system is available in a powder-coated steel
or full stainless steel version depending on
customer requirements

The use of a production machine is not ﬁnancially
viable for research and development purposes
The most economical solution is our continuous coating
system of modular design for various materials such as
paper, textile, copper, aluminum and plastic foils

Market leaders are using Mathis technology
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INDENTING AGENTS / DISTRIBUTORS REQUIRED

EXPRESS PHARMA

SILICONE TRANSPARENT TUBING
Peroxide

Platinum

WE ARE A PROFESSIONALLY MANAGED PACKAGING PRODUCTS
IMPORTING COMPANY BASED IN BANGALORE.
UNIQUE PRODUCT RANGE OFFERING OPPORTUNITY FOR GOOD
RETURNS.
WE ARE LOOKING FOR ESTABLISHED SUPPLIERS OF PACKAGING
PRODUCTS TO ACTAS OUR INDENTING AGENTS / DISTRIBUTORS
AND PROMOTE OUR RANGE OF PRODUCTS.

Vacuum Hose

Braided

FEATURES:

■ PROCESSED WOOD PALLETS

■ MINERAL DESICCANTS

■ SLIP SHEETS ( PLASTIC & KRAFT )

■ DUNNAGE AIR BAGS

■ DMF GRADE SILICA GEL

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)

INTERESTED PARTIES MAY CONTACT –

PRIME PROGRESSION ICOM (INDIA) PRIVATE LIMITED
M. KARTHIKEYAN
https://www.primeprogression.in/packaging-products
mk@primeprogression.in Mobile : +919844152108
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INDIA
QM 002

An ISO 9001-2015 COMPANY

DMF No. Certified
26710 Cleanroom

M. K. Silicone Products Pvt. Ltd.
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….

205 & 206 Hill View Industrial Premises, Amrut Nagar,
Ghatkopar (W), Mumbai - 400 086, India.
Tel.: 022-2500 4576 E-mail : sales@mksilicone.com

Blue Heaven

PRODUCT RANGE
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To Advertise in

Business Avenues

Email: expresspharmaonline@gmail.com

Lab scale & Pilot scale Filtration Test Facilities
The selection & sizing of an optimal filtration system can be done by conducting trials on
representative samples. Simulation of operating parameters is done while conducting trials which
help in generation of accurate data. Trials give us an insight into the fluid characteristics & the
problems faced during filtration. This helps in selection of the correct M.O.C, type & grade of filter
best suited for the application.
We understand & recognize the importance of testing & have set up a test facility in our premises.
This Test facility is a first of its kind offered in the industry.
Lab scale trials can be conducted with small volume samples. The information
gathered from lab scale trials is used as a foundation for subsequent pilot scale
trials. The pilot scale test facility in our premises allows customers to conduct trials
with 80-100 liters volume. Different types of filters can be tested, while monitoring
the differential pressures, flow-rate, clarity etc. Scale-up for plant scale design is
done after analyzing the data generated during pilot scale trials.
Our state of the art laboratory is equipped with a
high precision laser particle analyzer which works
on the principle of laser diffraction. It detects Lab scale testing
particle sizes as fine as 0.04 micron & provides a
graphical/tabulated data of the particle size as well as its
percentage quantity.

Automatic Integrity Test Machine

Laser Particle Size Analyzer

This data helps greatly in determining the various grades of filters required to trap the particles,
which is essential for recovery of expensive products or noble metal catalysts.
This emphasis on testing during design stage, coupled with our vast experience since 1978, helps
us to offer truly customized solutions to our customers’filtration problems.

Kumar Process Consultants
& Chemicals Pvt. Ltd.
4 & 5, Bhagtani Enclave, Sonapur Lane, Off. LBS Marg,
Bhandup (West), Mumbai - 400 078. INDIA. Tell. : 911 - 222 - 35552 35562
Mobile: 90047 06047, 98923 12343
email: info@kumarfilter.com www.kumarfilter.com

www.siddharthads.com

Pilot Scale test Facility

Clear solutions for your filtration problems since 1978
42

December 2020

EXPRESS PHARMA

BUSINESS AVENUES

EXPRESS PHARMA

EXPRESS PHARMA

December 2020

43

PHARMA PULSE

Eppendorf India to offer Himac centrifuges in India
Post acquiring Koki’s centrifuge business, Eppendorf India has been able to offer an even broader
range of centrifuges

I

n March 2020, Eppendorf
AG and Koki Holdings
reached an agreement that
Eppendorf acquires Koki’s centrifuge business, including the
premium Himac brand. Since
July 1, 2020, Eppendorf Himac
Technologies officially belongs
to the Eppendorf Group. Since
November 1, 2020, Eppendorf
India has been able to offer the
Himac centrifuges in India.
The acquisition marks a targeted step by Hamburg-based
Eppendorf AG to expand its
centrifuge business and solidi-

fies its strong market position
as a leading maker of high-end
centrifuges for the pharma and
life science industries as well as
academic and commercial re-

search.
Effective November 1, 2020,
Eppendorf India has been able
to offer an even broader range
of centrifuges with the high-

quality floor standing and highspeed centrifuges from Eppendorf Himac Technologies. With
the new high-speed and largevolume floor-standing centrifuges, Eppendorf will be able
to offer to all segments the right
product. In addition, the modern Himac centrifuges offer a
competitive advantage that customers value very highly.
“We are excited to acquire
Koki’s centrifuge business and
its premium Himac brand.
These high-performance products are an ideal fit for Eppen-

dorf’s centrifuges business and
high-quality standards. With
this acquisition, Eppendorf will
become a full-line provider of
high-performance premium
centrifuges on a global level.
This gives us access to new customer groups and offers opportunities for further growth.”
The centrifuge business is one
of Eppendorf’s core businesses,
Fruhstorfer continued, which
will be sustainably strengthened by the acquisition,” Dr Peter Fruhstorfer, Co-CEO of Eppendorf AG.

Waters launches RADIAN ASAPsystem
The RADIAN ASAP System’s automated set-up, streamlined workflow, and easy operation with
minimal training offers laboratories a flexible tool to meet rising demands without sacrificing on
analytical performance

W

aters Corporation introduced the new RADIAN ASAP System, a novel
direct mass detector engineered for non-mass spectrometry (MS) experts to conduct fast and accurate
analyses of solids and liquids
with minimal sample prep. The
RADIAN ASAP System’s highquality, simplified and rapid
operation, compact design,
and powerful software capabilities for real-time data visualisation offers advantages and
numerous test case scenarios
for laboratories across a multitude of industries, including
pharma, forensics, food and
beverage, chemicals and materials, and academia.
“As competition among laboratories grows, lab professionals are being challenged to
provide quality results and
shorten sample turnaround
times. Direct MS analysis offers the versatility, ease-of-use,
speed and reliability that today’s labs need to stand out
among the pack. RADIAN
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ASAP overcomes many of the
barriers to entry associated
with traditional mass spec systems, empowering seamless
deployment in existing lab environments and enabling those
with minimal LC-MS training
to obtain accurate results
quickly,” said Gary Harland,
Senior Director, Product Management at Waters Corporation.

Breaking down the
barriers to quick, efficient
MS analysis
Engineered using proven and
robust single quadrupole MS
technology, and combined with
a dedicated Atmospheric
Solids Analysis Probe (ASAP)
source, the Waters RADIAN
ASAP System achieves results
in seconds after a sample is
loaded into the system.
Gaseous analyte molecules are
ionized by N2 plasma, guided
into the instrument and separated by their mass-to-charge
ratio. Users obtain real-time
sample classification and qual-

ity assessment in less than a
minute, without the need for a
chromatographic separation,
conserving the time and resources traditionally lost to
sample preparation.
Ryan Francis, Instrument
Specialist - Drugs, at Eurofins
Forensic Services (Teddington, UK) worked alongside Waters’ scientists and scientists
at the National Measurement
Laboratory at LGC (Teddington, UK) to evaluate the Radian ASAP System. “We

worked with the beta model of
the Radian ASAP and quickly
found that it was a robust tool
for the categoric identification
and screening of substances. It
really shows how far companies like Waters and the scientific community as a whole are
pushing the envelope to deliver
techniques that are both fitfor-purpose and reliable,” says
Francis
The RADIAN ASAP System is compatible with a variety of Waters software solu-

tions, including OpenLynx,
MassLynx, IonLynx and
LiveID. Notably, Waters has released the latest iteration of its
LiveID Software, LiveID 2.0, in
conjunction with RADIAN
ASAP. Offering an intuitive,
modern interface and easy-tointerpret results, LiveID Software continues to offer model
building capabilities for classifying samples and determining
their authenticity. LiveID Software now also offers real-time
spectral library-matching for
identifying sample compounds
by matching their spectra with
reference library spectra
stored in the software.
The RADIAN ASAP System’s automated set-up,
streamlined workflow, and
easy operation with minimal
training offers laboratories a
flexible tool to meet rising demands without sacrificing on
analytical performance.
Engineered by Waters in
Singapore, the RADIAN ASAP
System is now available worldwide from Waters.

Seeking industry insight? West Knowledge
Center is by your side
At West, its immense wealth of scientific and technical data on key areas of expertise is offered to the
customers through the company’s comprehensive online repository – The West Knowledge Center

A

s a pioneer in the industry, West has an extensive range of cuttingedge product portfolio, from
vial containment solutions, prefillable systems, cartridge systems and components, amongst
others. West believes in constantly innovating and reinventing its offerings to meet the
ever-evolving market trends
and challenges and stay ahead
of the competition. The SelfDose Patient-Controlled Injector and the AccelTRA Components Program are some of the
company’s leading, advanced
high value products that are being offered to the medical and
health fraternity across the
globe.
At West, its immense wealth
of scientific and technical data
on key areas of expertise, including technical reports, bulletins and science posters from
the company’s cross-functional

team of scientists, engineers
and technical experts, as well as
esteemed industry players is offered to the customers through
the company’s comprehensive
online repository – The West
Knowledge Center.
Accessible 24/7/365, the
Knowledge Center has been recently expanded to cover a huge

range of services, including delivery of deeper insight and advanced intelligence regarding
latest industry trends –from
new product developments to
regulations, scientific developments in parenteral packaging,
and information on hot topics of
interest to the customers, including particulates, container

closure integrity, material properties, formulation characteristics and much more.
Also, an Online Technical
Repository offers to its registered customers’ diverse insights from its large pool of experts, including technical
reports, technical bulletins, presentations, and scientific literature. Additionally, the company
has enhanced its online repository to include a Technical Customer Support Portal that provides information resource aid
to the company’s existing and
prospective customers relating
to topics such as product drawings, theoretical material extractables, regulatory compliances, FAQ articles from West
Subject Matter Experts, as well
as support documents for products available for its online
store such as Example Quality
Certificates and Master Specifications.

With a dynamic look, the
Knowledge Center user interface has been made userfriendly in terms of the search,
filter, and view options with the
availability of choices to sort by
subject matter or content type,
thus narrowing down the filtered results to the closest required information that the
user is looking for.
With a strong commitment
towards quality, collaboration,
service, and innovation, West
continues building resilient and
long-lasting partnerships with its
customers, joining hands to improve patients’ lives worldwide.
If you are interested in
seeking West expertise and
technical
support,
visit
https://www.westpharma.com,
register for access to
West Knowledge Center or contact Shraddha Sharma (Shraddha.Sharma@Westpharma.com)
for more information.

Virosil Pharma: A Swiss eco-friendly disinfectant
It is a clear, colourless, odourless, tasteless disinfectant which is non-carcinogenic, non-mutagenic,
revolutionary and can be used where other chlorine-based disinfectants have been feared

S

anosil Biotech, a Mumbai
based company is pioneering the novel concept of ecofriendly fumigation in sterile areas completely replacing the use
of carcinogenic proven formalin.
The product Virosil Pharma is
based on Hydrogen Peroxide
(H2O2) with Silver ions. The
combination of these two ingredients gives a synergistic broad
spectrum of activity on all kinds
of viruses, bacteria, fungi,
yeasts, molds, protozoa and algae. It is a clear, colourless,
odourless, tasteless disinfectant
which is non-carcinogenic, nonmutagenic, revolutionary and

can be used where other chlorine-based disinfectants have
been feared.
Virosil Pharma is presently
being used in organisations and
institutions such as Pfizer, Cipla,
Dabur, Ranbaxy, J&J, Abbott,
Serum Institute, Dr Reddy’s,
Lupin Labs, Cadila Healthcare,
Wockhardt,
Biocon,
Astrazeneca, etc., as a very effective fumigant and disinfectant
providing an environment with
microbial containment and a
completely safe and sterile environment
The added benefits of Virosil Pharma is that it does not

give any foul odour, irritation
to the eyes, requires no de-fumigation and is very easy to
handle. There are also no tears
or fears of overdosing. A room
of 1000 cubic feet can be ready
and completely sterile within
a maximum period of 60 minutes using a 20 per cent of solution of Virosil Pharma. With a
recommended
MicroMist
ULV fogger gives a very fine
mist that even penetrates between cracks of surfaces ensuring a safe and sterile environment.
Virosil is also very widely
used for disinfection of surfaces,

equipment, raw water, pipelines
and DM plants. The formulation
has been tested in various reputed institutions in Switzerland, France, Germany and
Australia.
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 actively
marketing it under the brand
Virosil Pharma, nationally. “According to Gupta, Virosil
Pharma has simplified the lives
of so many people who work in
the Pharmaceutical industry as

they are guaranteed sterility
with the minimum risk
exposure from the fumes of
Formaldehyde based products”
The company also offers a
customised disinfection audit
on its website; www.sanosilbiotech.com.
For further information and
samples, contact:
Dev Gupta
CEO, Sanosil Biotech
Warden House, 1st floor,
Sir PM Road,
Fort, Bombay - 400 001
Tel. 022 22872295
Email: info@sanosilbiotech.com
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Acrycoat ERD: An advanced,new,enteric
ready-to-use dispersion
It is suited for pharma pellets, tablets and soft gelatin capsules

A

n enteric coating, also
known as the gastro-resistant coating is a barrier applied to oral medication
that controls the location in the
digestive tract where it is absorbed. The term “enteric”
refers to the small intestine;
therefore, enteric coatings resist the breakdown of medication before it reaches the small
intestine.
Enteric coatings are employed when the drug substance is inactivated or destroyed in the acid secretion of
the stomach or is particularly
irritating to the gastric mucosa
or when bypass of the stomach
substantially enhances drug
absorption.
Early approaches to preparing enteric-dosage forms involved treating gelatin capsules
with formalin or coating tablets
with shellac. Both of these approaches were unreliable since
the solubility of the membrane
(which is responsible for the
enteric effect) can be unpredictable.
Materials used for enteric
coatings include Cellulose acetate phthalate (CAP), Cellulose acetate trimellitate (CAT),
Polyvinyl acetate phthalate
(PVAP), Hydroxyl propyl
methylcellulose
phthalate
(HPMCP), Hydroxyl propyl
methylcellulose acetate succinate (HPMCAS), fatty acids,
waxes, shellac, plastics and
plant fibres.
Modern enteric coatings are
usually formulated with synthetic polymeric material often
referred to as polyacids. These
polymers contain ionizable
functional groups that render
them water-soluble at a specific
pH value.
This group of polymers are
widely used for enteric coating
applications as they contain
free carboxylic acid groups that
are ionized whenever the pH of
the environment exceeds 5.5.
They are produced by an emul-
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sion-polymerization process
and were first introduced for
enteric coating applications by
Lehmann and Dreher in the
mid-1960s.
Today, these enteric polymers are marketed most notably by Corel Pharma Chem
under the proprietary brand
name of Acrycoat.
Several different types of
Acrycoat polymers with enteric release capabilities are
commercially available in a
wide range of different physical
forms (aqueous dispersion, organic solution, granules and
powders). The pH at which
these polymers dissolve is dependent on the content of the
carboxylic acid in the copolymer.
Methacrylic acid methyl
methacrylate
copolymers
(Acrycoat L and S), and
methacrylic acid ethyl acrylate
copolymer (Acrycoat L30D)
are the preferred choice of
coating polymers for enteric
formulations to target release
of drug in specific areas of the
intestine.
Acrycoat L30D aqueous
polymer dispersions are prepared by the emulsion polymerization method without addition of other excipients. It is
necessary to add a plasticizer
like PEGs, TEC, DBP etc. and

other required ingredients like
talc, titanium dioxide etc. to the
dispersion during the coating
process.
Mechanisms of film formation of aqueous dispersions and
organic solutions are different.
With the evaporation of the solvent, polymers in the organic
solution condense and polymer
chains interdiffuse, resulting in
the alteration from a solution to
a gel and finally a film. Poly-

difficult to use organic polymer
solutions for enteric coating
applications, especially for
coating pellets.
Moreover, the drawbacks of
organic polymer solutions,
such as high toxicity, volatility,
flammability and explosivity, as
well as expensiveness and potential environmental pollution, also make them unsuitable for enteric coating. The
aqueous polymer dispersion,

with a particle size of ~10–1 µm.
This solution has become the
mainstream of coating techniques owing to its low toxicity,
low viscosity, low coating time,
etc.
Furthermore, the aqueous
polymer dispersion preparation is more critical due to the
addition and optimization of
different plasticizers and other
excipients. Based on this dependency, commonly facing
some issues during coating
processes like spray nozzle
chocking, non-uniform coating,
separation or sedimentation issue in coating dispersion, poor
spreading of coating droplets
on pellets and uneven pellets
surface.
Consequently, some properties, such as permeability, are
not as good as that seen in films
formed by organic polymer solutions. To overcome the shortcomings of these two films, a
novel aqueous dispersion for
enteric coating was prepared.
Different from the current
commercially available aqueous dispersion (Acrycoat

mers in this film are highly permeable, making the film structure very compact and difficult
for water to penetrate. However, due to high viscosity, it is

with water as a dispersion
medium, is a complex system
where the polymer is dispersed
in water in the form of solid or
semi-solid spherical particles

L30D), this novel aqueous dispersion was prepared by first
adding the plasticizer to the
colloidal material to make the
plasticizer and the polymer
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mix with each other in the organic solvent and then preparing them to form an aqueous
dispersion.
In this study, plasticizer or
other required additives were
added to the polymer, which

was dissolved in an organic solvent, and then the organic solvent was evaporated after the
addition of water to obtain the
aqueous dispersion: Acrycoat
ERD - An Advanced New Enteric Ready to use Dispersion.
A next-generation polymer
technology developed by Corel
Pharma Chem has enabled the
creation of a new, highly flexible, ready-to-use enteric coating dispersion known as
Acrycoat ERD. Requiring no
additional plasticizer in the
coating formulation, it is suitable for the coating of pellets,
tablets and soft gelatin capsule.
The new product can be
sprayed with a smooth, nonsticking process for excellent

adhesion and, as a single product, substantially reduce
preparation times.
Corel Pharma Chem has
capitalised its experience in
next generation polymer technology to combine the respec-

tive benefits over existing, polymers from its Acrycoat
portfolio to create a new product marketed as Acrycoat
ERD. This new ready to use enteric dispersion contains
Acrycoat L30D and other exceptional excipients.
Being highly flexible,
Acrycoat ERD can be sprayed
with a smooth, fast and nonstick process and does not require additional plasticizer as
well as other ingredients in the
coating formulation to form homogeneous films at low process
temperatures.
Acrycoat ERD has an elongation with its high flexibility.
Accordingly, there is no need to
use plasticizers in the coating

formulation to increase film
flexibility. Acrycoat ERD is also
having minimum film-forming
temperature (MFT) which already has a low MFT value of
<5°C to Acrycoat L30D. Additionally, Acrycoat ERD is less
sticky when compared to the
physical mixtures which enable
a fast and no-stick process.
Acrycoat ERD is ready to
use aqueous dispersion of anionic polymer with methacrylic
acid as a functional group combined with an optimised quantity of plasticizer. It is insoluble
in water, with pH below 5.5 similar to natural gastric fluids.
However, it is a solution in the
region of the intestinal tract,
where the fluids are neutral to
weak alkaline with a pH above
5.5.

An advanced, proprietary,
ready-to-use enteric
polymer dispersion
Acrycoat ERD is a next-generation standard for enteric coating, having capability and benefits over traditional Acrycoat
L30D which can be sprayed
with a smooth, non-sticking
process for excellent adhesion
and, as a single product,
substantially reduce preparation times and increase
productivity.

Highly flexible polymer for
enteric formulations
Acrycoat ERD does not require

the addition of plasticizers in
the coating formulation, making it ideal for dosage forms
that require excellent adhesion
and flexibility. In addition to
preventing plasticizer-related
issues such as nonuniform distribution, pray nozzle chocking
etc. it reduces stability associated risks with changes in film
quality during storage of
dosage forms.

Easy-to-process, without
coating dispersion preparation times reduction
By capitalising the power of
“NGPT”, Acrycoat ERD can be
sprayed with a smooth, fast and
no-stick process. As a single
product, Acrycoat ERD can reduce coating dispersion preparation times along with lowering equipment costs and
handling of other excipients.

An advantage on
processing time
Acrycoat ERD is also having
minimum film-forming temper-

ature (MFT) which already has
a low MFT value of <5°C to
Acrycoat L30D. Additionally,
Acrycoat ERD is less sticky
when compared to the physical
mixtures which enable a fast
and no-stick process which save
approximately 40 to 50 per cent
processing time as compared to
traditional polymer. Due to selective and optimized plasticizer, the non-sticky coating
process is possible without any
gun chocking issue.

Excellent quality over
traditional methacrylic
polymer
Due to selective and optimised
plasticizer, Acrycoat ERD is
having excellent properties of
spreading of coating dispersion
droplets which provide uniform
film formation with less porosity and no roughness. Due to
these properties, we can increase acid resistance property
which reduces blackening of
pellets with excellent reproducibility.

Eppendorf launches refrigerated centrifuge
It comes with a bundle of improvements, making applications in the field of molecular and cell
biology easier than ever

E

ppendorf introduces the
refrigerated 24-place centrifuge 5425 R, the successor of
its popular centrifuge 5424 R.
The new device comes with a
bundle of improvements, making applications in the field of
molecular and cell biology easier than ever.
The superior cooling system not only protects temperature-sensitive samples of any
kind even at full speed, it is also
ready to start immediately with
a cool down time of only 8 min-

utes (21° C to 4°C). A variety of
six different rotors now covers
even more applications, including molecular biology applications such as DNA/RNA or
protein separations in 1.5 or 2.0
mL vessels or spin columns,
harvesting of bacteria, yeast,
and cell cultures in 5 mL tubes,
as well as micro-volume protocols, such as pre/post PCR and
qPCR set ups in 0.2 ml tubes,
strips, or divisible 96-well
plates.
An additional highlight is

the extremely comfortable operation of the centrifuge 5425 R
itself - the rotor lids with Eppendorf QuickLock seals ensure quick and easy handling,
as well as the soft-touch lid
which can be closed with just
one finger. The OptiBowl design, which is unique to Eppendorf microcentrifuges, ensures
a quiet operation – even when
spinning without the rotor lid!
More information will be
available at www.eppendorf.com
/cool-in-tough-situations
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Accelerating innovation and process effectiveness
with Edge Controller
It is a powerful and scalable factory automation solution from B&R which makes it possible to
handle the production process and at the same time implement 21CFR part 11 compliance for the
complete pharma line and facility, explains Ranjithkumar G, Technology and Network, B&R
Industrial Automation

C

ontinuous innovation and
adoption of new technologies are accelerating
growth of the pharma industry.
Pharma manufacturers foresee
increased implementation of
digitised and automated solutions that makes factory more
adaptive and responsive. However, manufacturers are challenged by stringent regulations,
and at the same time, face the
pressure of delivering finished
products with shorter time to
market. Complex supply chain,
inventory management, data silos, brownfield integration and
process optimisation are some of
the key focus areas for pharma
facilities and factories.
Over the years, automation
has played an important role to
make pharma factories agile and
competent. However, the need of
the hour is to select the right automation systems that offer an
end-to-end solution to achieve
manufacturing demands and
regulatory goals of the industry.
The system should integrate
with existing process seamlessly,
and simultaneously interact with
legacy systems in the manufacturing line. Ease of data access
built with analytical capabilities
will be key to offer insights on operations. The system should
scale based on changing demands and support in continuous process improvement. It
should help pharma manufacturers find a balance to drive business innovations and meet necessary
compliance
while
eliminating operational risks.

Integrated solution for
compliance management
With Edge Controller, a powerful
and scalable factory automation
solution from B&R it is possible
to handle the production process
and at the same time implement
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ates historical reporting based
on data records that show the
chain of events involved in the
manufacturing process. It helps
factory operators to locate key
events in the supply chain during
discrepancies and track them
with ease.

Efficient line monitoring for
increased availability

Fig1: Edge Controller generates pharma specific EMBR, audit and alarm
reports by connecting and collecting process data from individual
machines on shop floor

Fig2: Edge Controller ensures line availability with continuous monitoring of vibration, energy, production data in real time and sends critical
alerts to stakeholders using SMS and email

21CFR part 11 compliance for the
complete pharma line and facility. Adhering to regulatory compliances in every process for a
pharma facility is essential and
mandatory. With compliances in
place, it brings transparency in
the process thereby giving a holistic view of operational and production activity. The 21CFR part
11 compliance focusses on the
recording, tracking and maintaining electronic data records
on a regular basis to ensure visibility of operations to attain accuracy in all batches. Edge Con-

troller enables the implementation of digital records and electronic signatures in place of manual logging and authentication. It
helps to manage and control the
complete process by tracking
raw material, the composition of
ingredients used to manufacture
the product, operational steps involved, workforce who attended
the production and quality. Supported with essential features
such as report aggregation and
historians, online trends, user
management, runtime redundancy and long-term storage

makes Edge Controller a perfect
fit to support decision-making.
Edge Controller accumulates
complete plant data as a local
server and the data can be
shared with a central enterprise
system for further analysis. It
supports LDAP policy for authenticated access to directories
and maintains a secured database for historians using TLS encryptions. An efficient compliance management using Edge
Controller brings significant,
positive benefits on business operations. It helps to largely mitigate risks during operation, manufacture quality product and
optimise the process.
Integrated PDA (Process
Data Acquisition) features from
Edge Controller makes it easy to
manage operational and production data of process line seamlessly in a central location. PDA
has a number of core components that provide an ideal foundation for real-time data management. It enables to generate
pharma industry-specific reports. With integrated business
intelligence reporting tool
Jaspersoft, Edge Controller can
produce EMBR reports, audit
trail, alarm reports to offer track
and trace functionality. In addition, connecting to an RFID system ensures product tracking
throughout the process chain.
Edge Controller solution gener-

Pharma industry constitutes a
chain of process and any obstruction at one process will have
an impact on the successive progression. Therefore, it becomes
vital to predict any anomalies in
the process in advance and reduce downtime due to stoppage.
With ConMon (Condition Monitoring) solution, which is a core
component of Edge Controller,
B&R offers a pre-installed and
pre-configured package that
makes implementing conditionbased maintenance. ConMon enables factory managers and machine operators in preventing
line failure by analysing vibration
data from critical points in production in real-time. The measured data helps to identify patterns and predict issues before
they happen. ConMon allows
monitoring asset health, optimizing maintenance activity, and
provides real-time alerts to operational risks. The critical alarm
data is shared via SMS and email
across defined stakeholders. It
ultimately helps manufacturers
to lower maintenance costs,
maximise uptime, and improve
production throughput.

Reduced operational cost
using energy management
Pharma manufacturers are becoming energy conscious and efforts are put to mitigate energy
costs due to higher consumption.
EnMon (Energy Monitoring) solution, an integral part of Edge
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Controller, enables factory operators to measure, record and
evaluate all relevant energy parameters across pharma operations in real-time to provide optimal support for continuous
improvement of the process. The
system can monitor the energy
that is utilised in various forms
such as electricity, thermal, gas,
compressed air and steam. EnMon data allow factory owner to
structure a systematic approach
to minimise energy loss of
process line and identify deviations. The system provides energy data using intuitive reports
and trends that make it possible

to visualise abnormal signs of inefficient energy usage on the
process line.

Seamless connectivity from
shop floor to IT
Pharma operations typically involve a system from different
generations and vendors on the
shop floor. Edge Controller allows pharma manufacturers to
integrate third-party systems
on a single platform. With extensive fieldbus support, it can
connect to both brownfield and
greenfield systems and converge to a central location. In
addition, the data from the

shop floor are shared with enterprise systems to assist in decision-making. With integrated
open-source communication
technology such as OPC UA
and MQTT, Edge Controller
can seamlessly connect with
MES, SAP, IoT systems and exchange data in real-time. Edge
Controller also supports in
python code integration for
communicating with the application developed using REST
API. With the support of open
source technology Edge Controller can establish both horizontal and vertical connectivity
in the shop floor.

B&R as right automation
partner for sustainable
business
The regulatory guidelines are
stringent and frequently updated
in the pharma industry. The industry must be prepared to adapt
and evolve while maintaining a
swift pace of innovation to meet
global demands. Pharma industry has the scope of implementing many innovative technologies
to help them improve production,
enhance manufacturing flexibility, optimise processes through
energy management and predictive maintenance and stay up to
date with regulatory compli-

ances. By collaborating with the
right automation partner,
pharma manufacturers can
achieve sustainable results and
focus on long term business. B&R
proves to be a strong and highly
competent automation partner to
fulfil this demand. B&R supports
pharma industries implement efficient process control from end
to end using Edge Controller.
With its scalable hardware and
powerful software solution, it
gives an advantage to pharma
manufacturers to simplify automation architecture and make
their process regulatory compliant and future-ready.

NiceLabel launches new public cloud solution
Latest NiceLabel product makes validation process quicker and easier for life sciences businesses

N

iceLabel, a developer of label design software and label management systems, has
introduced Label Cloud Compliance, the world's first, public,
validation-ready cloud labelling
solution. It helps organisations
of all sizes manage labelling in a

regulated environment.
Label Cloud Compliance was
designed to enable companies in
regulated industries to comply
with the major regulations that
impact the life sciences industry,
e.g. FDA UDI, EU MDR, FDA 21
CFR Part 11 and EU GMP Annex
11.
Regulated companies have a
focus on quality assurance, compliance with regulations and
maintaining a validated system.
Label Cloud Compliance was de-

signed to give life sciences companies a robust labelling solution
tailored to meet these specific
needs.
The new solution digitises
the entire quality approval
process, features a three-tier environment that includes devel-

opment, quality assurance and
production environments and
includes a 12-year print history.
A less frequent release cycle
and extended delay for the production tier upgrade will lower
the burden on customers’ compliance teams and give them

enough time to validate their updated environment. Label Cloud
Compliance comes with a Validation Acceleration Pack (VAP).
The VAP includes installation
qualification (IQ) reports for all
new features and simplifies
alignment with industry standards by helping companies
quickly and cost-effectively implement and maintain a validated labelling solution.
Ken Moir, VP Marketing,
NiceLabel, said, “We can onboard a new customer onto Label Cloud Compliance in minutes and we also make it very
simple to do the initial validation and then update that validation every year as required.
As a multi-tenant cloud solution, Label Cloud Compliance

gives companies of all sizes the
benefits of a professional label
management solution with a
much lower total cost of ownership.”
In parallel with the launch of
Label Cloud Compliance, NiceLabel has introduced a new version of its label management solutions portfolio: version, 2019.3.
This new software update will
enable organizations to use just
a single platform for designing
and printing their labels and
supply chain documents,
thereby saving them time and
money while streamlining their
whole production process.
Detailed information about
Label Cloud Compliance is available at https://www.nicelabel.
com/label-cloud-compliance.
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Creating superior activated carbon that solves
common challenges faced by active packaging
Cilicant offers a superior product made by using coconut shells which is very pure and efficient,
tends to be denser with a greater number of micro-pores and safeguards formulators and
manufacturers from customer complaints arising from dusting issues

A

ctivated carbon, known
more commonly as charcoal, is widely used
throughout the pharma industry
as an adsorbent for removing
pollutants, odour and noxious
gasses from packaged products.
This is due to its amorphous,
highly porous structure, which
provides a large surface area for
adsorption of gases and volatile
organic molecules.
But, equally importantly,
manufacturers and distributors
choose activated charcoal for
their packaging as it is especially
effective in combination with
other substances, such as desiccants for the control of both
moisture and odour.

The manufacturing process
of activated carbon
Activated carbon can be manufactured from many materials
including coconut shells, peat,
wood, coal and fruit stones.
However, all of these materials
result in varying degrees of pore
size and distribution during activation. Cilicant has found that
coconut shell produces a very
pure and efficient form of activated carbon that tends to be
denser with a greater number of
micro-pores. Furthermore, by
using coconut shell in the production process, Cilicant has
been able to create pouches that
are non-dusting. This attention
to quality means Cilicant is able
to offer a superior product that
safeguards formulators and
manufacturers from customer
complaints arising from dusting
issues. In addition to this, coconut shells are a very sustainable and renewable resource.
The first step of the manufacturing process involves thermal
decomposition of the raw material, producing a carbonaceous
mass full of tiny pores. In the second stage, this base material is
‘activated’ in steam-heated to up
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to 1,100 degrees Celsius. Cilicant
activated carbon has a lattice
structure with a network of micro-pores, creating a large surface area for adsorption. Volatile
gases and odours are attracted
to this structure by physical adsorption and held to the surface
until equilibrium is reached between adsorbed molecules and
those still freely distributed carrying moisture or gas.
Chemisorption also occurs when
new chemical bonds are formed
between the adsorbates and the
surface of the activated carbon.

Properties that make activated carbon ideal for
active packaging
◗ Large surface area – The layered structure of activated carbon produces a surface area in
the range of 200 to 2,000 m2/gm
– just a spoonful would be equivalent to the entire surface area
of a football field, meaning small
amounts are effective in active
packaging.
◗ Thermal/PH properties – Activated carbon is stable over a
wide range of PHs and temperatures. It performs equally well
when used with acidic, or alkaline substances, making it highly
resilient and reliable. Steam activated carbon remains stable well
above its activation temperature.
◗ Inert – Being inert in nature,
activated carbon does not result

in the decomposition of active ingredients. This greatly reduces
the risk of undesirable reactions
between the sorbent and the
product, so drug efficacy remains high.
◗ Hydrophobicity – Activated
carbon is non-polar and hydrophobic, so is particularly effective in packaging where free
moisture may limit the adsorption capacity of other sorbents.
This means it can be safely combined with other desiccants for
enhanced effectiveness and use
in specific applications.
With a yield in the range of
95-98 per cent, activated carbon,
by nature, is an excellent adsorbent. In practice, the actual yield
may depend on factors, such as
the raw material, activation
process and concentration of adsorbates.

Activated carbon in
real-life applications
The excellent properties of activated carbon in tackling odour
issues is highlighted in these examples of how it has been used
to solve real-life pharmaceutical
packaging challenges:
◗ Metformin – This diabetic
drug is well-known for an unpleasant odour, so unpleasant
that some patients don’t adhere
to the correct dosage routine.
While extended versions of the
drug have resulted in lower levels of odour, activated carbon in

packaging can prevent excess
build-up of odour before opening.
◗ Formaldehyde/formic acidinduced degradation – Reactions in excipients containing
formaldehyde and formic acid
can lead to drug degradation.
Studies have shown that activated carbon can attenuate this
degradation and also address
stability issues due to gelatine
cross-linking.

Combining activated
carbon with other active
packaging materials
Since activated carbon is safe to
combine with other desiccants
and gas absorbers, the formulation of active packaging can be
modified for greater effectiveness in certain applications.
Here are just some of the combinations used:
◗ Silica gel – As a micro-porous
form of silicon dioxide, silica gel
has been used effectively in
moisture control for many years.
While activated carbon is nonpolar, silica gel possesses hydroxyl groups for the adsorption
of free moisture. The non-toxic
properties of both make this a
good combination for nutraceuticals.
◗ Bentonite clay – This calciumrich and cost-effective montmorillonite desiccant possess a layered structure offering a large
surface area for water adsorp-

tion on both its outer and inner
surfaces. Naturally occurring
and non-toxic, bentonite clay is
ideal for use in pharma products. As activated carbon has
poor desiccant properties, combining with bentonite clay delivers effectiveness in both moisture and odour control.
◗ Oxygen absorber – As the
name suggests, these substances reduce the amount of
free oxygen in packaged products. While not classed as desiccants, oxygen absorbers can protect from oxidative degradation
using iron which reacts with free
oxygen to produce rust. In combination with activated carbon,
this is particularly useful for
eliminating odour, volatile gases
and oxygen in packaging.
◗ Molecular sieve – This synthetic zeolite sorbent is used to
control odour and gas in pharmaceuticals/nutraceuticals. Like
activated carbon, it has a high
affinity for hydrocarbons and organics. Unlike non-polar activated carbon, molecular sieve
has aggressive moisture control
properties that make it a good
choice for holistic moisture and
odour control. On the downside,
it isn’t suitable for applications
requiring subtle control of moisture.
Clearly, on its own, activated
carbon is an excellent choice for
the control of odour and gases in
active packaging. But, when combined with other active packaging materials, it becomes a truly
effective and versatile solution
for the active packaging industry,
ensuring products reach the enduser with minimal loss of quality
and efficacy. For the best activated carbon solution for your
active packaging needs, get in
touch with our technical sales
representative now!
Komal Bhavsar
Email id: komal@cilicant.com
Mobile No: +91-9168628402
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New age offerings from Lubrizol
Lubrizol offers a wide variety of emollients, humectants, and emulsifiers, including Schercemol
esters, lanolin derivatives, Promulgen emulsifiers, and methyl glucoside derivatives

T

opical formulations can
effectively deliver therapeutics to a targeted
area, with the added benefits of
convenient application and reduced risk of systemic side effects. Due to these advantages, it
should come as no surprise that
this area of drug delivery is becoming a preferred route of administration. With this popularity growth, however, comes

can help improve the performance of topical pharma formulations. Lubrizol’s Carbopol polymers, Noveon polycarbophil, and
Pemulen polymers are well
known in the industry for use in
enhancing topical products. Lubrizol also offer IID-listed emollients, emulsifiers, and humectants which have a long history of
use in over-the-counter and prescription drug products. In this

or are derived from the components of oils, as esters of fatty
acids. Generally, the higher the
molecular weight of the fatty acid
moiety (carbon chain length) the
richer the feel and softness to the
touch.
LLS Health offers IID-listed
emollients (Table 1) for topical
formulations, including lanolin
derivatives and light and
medium ester emollients; these

serve as penetration enhancers.
Several are also naturally derived, meaning their renewable
carbon index (RCI) is above 0.5.
Lubrizol’s IID-listed emollients are used in a variety of
marketed products across several dosage forms, including
creams, patches, topical solutions, ointments, lotions, wipes,
foams, and gels. See Table 2 for a
list of APIs formulated with IID-

present on the FDA’s inactive ingredient database are listed in
Table 3. These emulsifiers are
non-ionic oil-in-water emulsifiers
and are naturally derived. Due to
their non-ionic nature, they are
non-irritant, meaning they are
particularly preferred for sensitive products. They also serve as
structurants and may impart
some emolliency to formulations.
LLS Health’s IID-listed emul-

TABLE 1: LLS HEALTH IID-LISTED EMOLLIENTS
Trade Name

Chemical Name

IID Maximum
Potency - Topical*

Typical Use Level

Functionality

Schercemol LL ester

Lauryl Lactate

12 mg

1 - 10%

Light emollient,Water soluble, dermal penetration
Hydroalcoholic, alcohol dispersible, Derived-natural**

Schercemol DIA ester

Diisopropyl Adipate

20%

1 - 10%

Light emollient, Solubilization, dermal
penetrationHydroalcoholic, alcohol dispersible

Schercemol 318 ester

Isopropyl Isostearate

3%

1 - 10%

Medium emollient, Derived-natural**

Schercemol OHS ester

Ethylhexyl
Hydroxystearate

12%

1 - 10%

Medium emollient, Derived-natural**

Schercemol OLO ester

Oleyl Oleate

2.55%

1 - 10%

Medium emollient, Natural**

Schercemol 1688 ester

Cetearyl Ethylhexanoate

3%

1 - 10%

Medium emollient, Derived-natural**

Glucam P-20 distearate
emollient

PPG-20 Methyl Glucose
Ether Distearate

4.75%

0.5 - 5%

Light emollient, Barrier for water loss, moisturization

Solulan 75 (Solulan
lanolin derivative

PEG-75 Lanolin

1.5%

0.5 – 3%

Emollient, Non-ionic O/W emulsifier (HLB 15) Water,
alcohol miscible

Mineral Oil (and) Lanolin
Alcohol

11%

5 - 10%

Emollient, Non-ionic W/O emulsifier (HLB 8)

L-575)

Vilvanolin L-101 lanolin
derivative

*The IID is updated quarterly. For the most current information, please refer to the FDA Inactive Ingredient Database.
** Renewable Carbon Index (RCI) is calculated under ISO 16128. RCI = 1.00 meets the definition of natural under the ISO standard. RCI > 0.50 meets the definition of
derived-natural.
increased demands from consumers. In a crowded market,
patients increasingly look for differentiating properties in the
products they choose, especially
when it comes to sensory attributes and how topicals “feel” on
the skin.
Lubrizol Life Science Health
(LLS Health) offers many ingredients listed on the FDA’s inactive
ingredient database (IID) that

brief, LLS Health reviews these
ingredients and their performance.

Emollients
Emollients are used in topical
preparations to impart lubrication, spreading ease, texture, and
softening of the skin. They also
counter the potentially drying or
irritating effects of surfactants
on the skin. Emollients are oils,

emollients offer a variety of benefits. For example, Schercemol esters provide excellent sensory
properties. Due to their different
properties/miscibility, Schercemol esters can be formulated
with a broad range of drugs and
co-excipients, rendering them
suitable for different types of formulations. Additionally, some
Lubrizol emollients may provide
solubilizing properties and/or

listed emollients.

Emulsifiers
An emulsifier or emulsifying
agent is an ingredient that stabilizes an emulsion. An emulsion is a thermodynamically unstable system comprising two
or more immiscible liquids, one
of which is dispersed in the
other liquid.
LLS Health’s emulsifiers

sifier add value to numerous
marketed products encompassing multiple dosage forms, such
as creams and lotions. See Table 4
for a list of APIs formulated with
IID-listed emulsifiers.

Humectants
A humectant is a substance that
promotes the retention of moisture on the skin. This increased
moisture can increase an active
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TABLE 2: APIS FORMULATED WITH IID-LISTED EMOLLIENTS
API

Dosage Form

Azelaic acid

Cream

Buprenorphine

Patch

Capsaicin

Cream

Efinaconazole

Solution

Erythromycin

Ointment (eye)

Ethinyl estradiol

Patch

Fluorouracil

Cream

Halobetasol propionate

Cream

Hydrocortisone acetate

Lotion

Miconazole nitrate

Wipe

Norelgestromin

Patch

Tazarotene

Foam

Testosterone

Gel

Tretinoin

Gel

Triamcinolone acetonide

Ointment

TABLE 4: APIS FORMULATED WITH IID-LISTED
EMULSIFIERS
API

Dosage Form

Adapalene

Cream

Clobetasol propionate

Lotion

Halcinonide

Cream

Hydroquinone

Cream

Mometasone furoate

Cream

Triamcinolone acetonide

Cream

ingredient’s solubility, which can
then in turn increase the skin
penetration. Humectants offered by Lubrizol Life Science
Health are listed in Table 5 and
include Glucam E-10 and E-20
humectants. These ingredients
deliver light, satiny after-feel to
skin formulations and are effective at reducing the tack of glycerin.
There are several creams on
the market containing these IIDlisted humectants and formulated with a variety of APIs
(Table 6).

lanolin derivatives, Promulgen
emulsifiers, and methyl glucoside derivatives (Glucam and
Glucamate). Many of these ingredients are currently listed on
the FDA’s IID based on their use
in prescription drug products. In
addition, these ingredients also
have a long history of use in overthe-counter products. LLS
Health ingredients play crucial
roles in optimising product efficacy and patient experience.
Sensory properties impact consumer perception of action and
therefore improve compliance in

TABLE 3: LLS HEALTH IID-LISTED EMULSIFIERS
Trade Name

Chemical Name

IID Maximum Potency
- Topical**

Typical Use Level

Functionality

Glucate SS emulsifier

Methyl Glucose Sesquistearate

3.5%

0.5 - 3%

Non-ionic W/O emulsifier (HLB 6.4),
co-emulsifier Structurant, Derived-natural**

Glucamate SSE-20 emulsifier

PEG-20 Methyl Glucose
Sesquistearate

3.5%

0.5 - 3%

Non-ionic O/W emulsifier (HLB 15.4),
co-emulsifier

Promulgen D nonionic emulsifier Cetearyl Alcohol (and) Ceteareth
20

8%

1 - 5%

Non-ionic O/W emulsifier (HLB 12), Structurant,
Derived-natural**

Promulgen G nonionic emulsifier Stearyl Alcohol (and) Ceteareth 20

4%

1 - 5%

Non-ionic O/W emulsifier (HLB 12.5), Structurant,
Derived-natural**

*The IID is updated quarterly. For the most current information, please refer to the FDA Inactive Ingredient Database
** Renewable Carbon Index (RCI) is calculated under ISO 16128. RCI = 1.00 meets the definition of natural under the ISO standard. RCI >0.50 meets the definition of
derived-natural.

TABLE 6: APIS FORMULATED WITH IID-LISTED
HUMECTANTS

TABLE 5: LLS HEALTH IID-LISTED HUMECTANTS
Trade Name

Chemical Name

IID Maximum
Potency Topical**

Glucam E-10
humectant

Methyl Gluceth-10 5%

Glucam E-20
humectant

Methyl Gluceth-20 5%

Typical Use Level Functionality

1 - 5%

1 - 5%

Humectant,
tackiness
reduction
Humectant,
tackiness
reduction

*The IID is updated quarterly. For the most current information, please refer to the FDA Inactive
Ingredient Database.
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API

Dosage Form

Fluocinolone acetonide

Cream

Fluorouracil

Cream

Hydroquinone

Cream

Tretinoin

Cream

Conclusion
In summary, Lubrizol offers a
wide variety of emollients,
humectants, and emulsifiers,
including Schercemol esters,

topical products. Consideration
of sensory properties when
formulating is therefore critical
to developing patient-centric
products.
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