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Time to move from ‘Volume’ to
“Value’ leadership to capture the
global market

8

New Delhi, India: “Let us move from
‘Volume’ to “Value’ leadership to capture
global pharmaceutical market. It is time to
accumulate knowledge from global best
practices in research, manufacturing and
innovation and develop our own models
focused on accelerating production to meet
the domestic demand while increasing our
global footprint”. Union Minister for Chemicals
& Fertilizers and Health & Family Welfare, Dr.
Mansukh Mandaviya exhorted the champions
and leaders of Pharmaceutical Industry at the
interactive session with Indian Pharmaceutical
Alliance. The objective of the meeting was
to discuss India’s Pharma Vision 2047 and
roadmap for the Indian pharmaceutical sector.
The session discussed the current position of
the pharma industry in India, key initiatives
taken by the Government in the last few years
and collaborative steps that will help India to
realize this vision.
Reiterating Prime Minister’s vision of
attaining Aatmanirbharta in all fields, Dr.
Mansukh Mandaviya pushed for making the
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pharmaceutical sector leapfrog in its growth
trajectory in the upcoming years. He said
“we already have the required “man power
and brand power” and
Indian companies today
are at an inflexion point
to capture top global
positions.” India has
been acknowledged as
“pharmacy of the world”
based on its generic
medicines production and
the volume share in global
market. It is time to move
ahead and capture the top
global positions based on
the value too, he stressed.
Govt of India to roll out Schemes for
Strengthening Pharmaceuticals Industry with
Focus on MSMEs and Clusters
New Delhi, India: With an objective to further
enhance India’s existing manufacturing
prowess in the Pharmaceuticals Industry,
Department of Pharmaceuticals, Ministry
of Chemicals & Fertilizers, Govt of India is
planning to roll out a series of initiatives under
the banner of Schemes for ‘Strengthening
Pharmaceuticals Industry’ (SPI). Keeping
in view the strategic role of MSMEs, who
provide important forward and backward
linkages to the industry, and also keeping in
view that MSMEs tend to grow in clusters,
these schemes shall address the issues of
technology upgradation at both unit level and
cluster level.
In order to strengthen the supply chain of
Pharmaceuticals industry where MSMEs
are an integral part, Govt of India shall be
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incentivizing the intending MSME units going
in for acquiring Schedule M certification or
WHO GMP Certification through the subscheme Pharmaceuticals Industry Technology
Upgradation Assistance Scheme (PTUAS).
The MSME unit shall have the option to
choose from either Capital subsidy or Interest
subvention. At the cluster level, the subscheme ‘Assistance to Pharmaceuticals
Industry for Common Facilities’ (APICF)
envisages to support creation of common
facilities like Testing Labs, Common Effluent
Treatment plants and other such common
facilities by providing Govt support in the form
of capital grant to the extent of up to 70 per
cent subject to a ceiling of a maximum of Rs.
20 crore. In order to plug the knowledge gap,
the third sub-scheme proposes to conduct
a series of awareness programs, conduct
sectoral studies and organize similar such
programs to generate soft inputs for policy
advocacy.

Genes2Me Launches a Range of
Path Breaking and Revolutionary
NGS Based Clinical Panels
Gurugram, India: Genes2Me announced
the launch of its wide range of Nextgeneration sequencing (NGS)-based panels
for Oncology, Personalized Medicine and
Hereditary Diseases. By selectively targeting
the clinically significant genes, the NGS
panels from Genes2Me enable comprehensive
analysis with the most effective sequencing
throughput. These panels have been designed
and validated for all the common NGS
platforms from Illumina, Thermo Fisher ION
and MGI.
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One of the Salient offering is Genes2Me PAN
Cancer panel which has coverage of 525
genes. With just 50 ng of nucleic acid, the
panel can detect the following biomarkers in
one assay: single nucleotide variations (SNVs),
insertions/deletions (INDELs), copy number
variations (CNVs), microsatellite instability
(MSI), fusions, splice variants and oncogenic
viruses, as well as measuring the tumour
mutation burden (TMB). The Liquid Biopsy
NGS panels for colon, breast, and lung cancer
are quite unique where superior detection
sensitivity for low-frequency variants can
be achieved from a limited amount of
Blood sample. Similarly, the NGS panels for
Personalised Genomics allow for precise
selection and dosage of prescribed drugs,
and detection of genetic variants associated
with drug metabolism, epilepsy and antituberculosis.

Ahammune Biosciences announces
first in Human Studies for New
Vitiligo Drug in Partnership with
Veeda Clinical Research
Pune, India: Pune-based Ahammune
Biosciences Private Limited and Ahmedabadbased Veeda Clinical Research Limited
announce partnership for first in human
studies with Ahammune’s investigational new
drug- AB1001, being developed as a topical
therapy for Vitiligo. The preliminary research
for AB1001 was conducted at Ahammune’s
R&D laboratory based out of Pune which
demonstrates that this drug candidate is both
safe and efficacious for vitiligo treatment.
Vitiligo or leukoderma is an autoimmune
skin condition which results in the formation
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manufacturing, drug distribution and
marketing and exports has filed its Draft Red
Herring Prospectus (DRHP) with the markets
regulator, Securities and Exchange Board of
India (SEBI), to raise funds through an initial
public offering (IPO).

Mr. Ajay Tandon, Managing Director, Veeda Clinical
Research Limited
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of white or light patches on our body. It
is a lifelong condition and the current
management options for these white patches
provide only temporary and symptomatic
relief, leading to an enormous unmet global
need for treatment. Several misconceptions
are associated with the disease which
often cause patients to be ostrasized. This,
along with fear of change in appearance
has significant impact on patient’s life. Both
the companies – Ahammune Biosciences
& Veeda Clinical Research – anticipate that
this new drug has a great potential for the
treatment of vitiligo.

Leading Generic Drug Co, Innova
Captab files DRHP to raise funds
via IPO
Mumbai, India: Innova Captab, an integrated
pharmaceutical company in India with a
presence across the pharmaceuticals value
chain including research and development,
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The issue with a face value of Rs 10 per equity
share consists of a fresh issue of equity shares
worth up to Rs 400 crore and an offer-forsale (OFS) up to 9,600,000 equity shares by
Promoter and selling shareholders, which
comprises of up to 3,200,000 by Manoj Kumar
Lohariwala, up to 3,200,000 by Vinay Kumar
Lohariwala (Promoter Selling Shareholders)
and up to 3,200,000 by Gian Parkash
Aggarwal (Other Selling Shareholders).
Market source estimate it to raise anywhere
between Rs 700-900 cr. The Offer is being
made through the Book Building Process,
wherein not more than 50% of the Offer
shall be available for allocation to Qualified
Institutional Buyers, not less than 15% of the
Offer shall be available for allocation to NonInstitutional Bidders and not less than 35%
of the Offer shall be available for allocation to
Retail Individual Bidders.
The company, in consultation with the lead
bankers to the issue may consider a private
placement or preferential issue of equity
shares or any other method aggregating up to
Rs 80 crore. If such placement is completed,
the fresh issue size will be reduced. The
proceeds from its fresh issuance worth Rs.
180.50 crore will be utilised for repayment
and/or prepayment, in part or in full, of
certain outstanding loans, Rs 29.50 crore for
investment in subsidiary, UML, for repayment
and / or prepayment in part or full of an
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outstanding loan availed, Rs 90 crore for
funding working capital requirements and for
general corporate purposes.

Glenmark launches Sitagliptin
and its Fixed Dose Combinations,
at Affordable Price for Adults with
Type 2 Diabetes in India

14

Mumbai, India: Glenmark Pharmaceuticals
Limited an innovation-driven global
pharmaceutical company has launched
sitagliptin and its Fixed Dose Combinations
(FDCs), at affordable price for adults with
Type 2 diabetes in India. The company
has introduced 8 different combinations of
sitagliptin based drugs under the brand name
SITAZIT® and its variants at affordable price.
Glenmark’s SITAZIT® and its variants will play
an instrumental role in raising accessibility of
sitagliptin to type2 diabetic patients, which is
considered as the gold standard molecule in
DPP4 inhibitor therapy. It will help the patients
to manage their glycemic level effectively and
bring better compliance. These medicines
have low risk of hypoglycemia, provide beta
cell protection, offer cardio-renal benefits
and are safe for patients with kidney or liver
conditions and senior citizens. In chronic
diseases like Type 2 diabetes, patients are
required to consume multiple anti-diabetic
drugs for prolonged periods of time. Moreover,
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in India, patients have to bear the drug
cost on their own and so the price of the
drug becomes a major factor that impacts
treatment adherence.
Glenmark’s sitagliptin and its FDCs are priced
at around one-third of cost of its innovator
brand in India. The medicines will be available
under the brand name SITAZIT®, SITAZIT®M, SITAZIT®- M ER and SITAZIT® D. Each of
these brands will have two different variants
– SITAZIT (sitagliptin) will be available in 50
mg and 100 mg variants; SITAZIT® M will have
sitagliptin (50 mg) + metformin (500 mg/
1000 mg); SITAZIT® M ER will have sitagliptin
(100 mg) + metformin SR (500 mg/ 1000 mg).
The brand SITAZIT® D is a new combination
with two variants SITAZIT® D 100/10, which
will have sitagliptin (100 mg) + dapagliflozin
(10 mg) and SITAZIT® D 50/5 which will have
sitagliptin (50 mg) + dapagliflozin (5 mg).

Agilent Technologies to host
it’s first ‘Future Lab Summit’ in
Ahmedabad this month
Ahmedabad, India: Agilent Technologies
Inc hosted ‘The Future Lab Summit’ for
the first time from Ahmedabad, Gujarat.
The theme of the event is ‘Transformation
of analytical laboratories to keep up with
industry developments.’ The summit will be
live-streamed, and more than a thousand
scientists and researchers from commercial,
scientific, and research communities
worldwide are expected to attend.
Agilent is a digital-first company with
technological approach that delivers
seamless and efficient analytical workflow
solutions, bringing positive developments
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to streamline lab analytics and are expected
to raise the level of built-in instrument
intelligence with a higher level of instrument
diagnostics that maximizes system uptime.
These products also allow proactive
scheduling of routine maintenance and
minimize the impact on lab productivity.” said
Dr. Samir Vyas.

Dr. Samir Vyas, Agilent India Country General Manager.

and empowering lab transformations. “The
Future Lab Summit aims to build a platform
for the scientific community to share their
views and suggest strategies about the ‘Lab of
the Future’ concept, where innovation meets
sustainability.” added Dr. Samir Vyas, Agilent
India Country General Manager.
Given the evolving regulatory landscape
and increased data generation, the role of
digitization and data analytics has become
pivotal for optimizing productivity. With the
new era of digital transformation and artificial
intelligence accelerating future ready labs,
Agilent will feature its product portfolios and
services that enable, facilitate and power
this transformation. The event will showcase
Agilent’s latest platforms including, the
new LC/MS and GC/MS quadrupole mass
spectrometers among others, which represent
the latest revolution in Agilent’s over half
a century of history in mass spectrometry.
The new LC/TQ and GC/TQ products
are expected to offer built-in instrument
intelligence that can simplify lab operations.
“These new innovative systems are designed

www.jasubhaimedia.com

The Summit will also feature workshops for
participants to discuss the on-going and
future regulatory challenges in pharma, food,
and applied chemical industries with industry
leaders and experts from the pharma and
applied market organizations..

Biocon Biologics Receives EU
GMP Certification for Its New
Biologics Manufacturing Facility in
Bengaluru
Bangalore, India: Biocon Biologics Ltd a
subsidiary of Biocon Ltd has received an EU
GMP certificate from the Health Products
Regulatory Authority (HPRA), Ireland, for its
new monoclonal antibodies (mAbs) drug
substance manufacturing facility (B3) at
Biocon Park, Bengaluru, following a GMP
inspection in April 2022. The facility, spread
across 340,000-square feet, will enhance
our capabilities manifold to manufacture
drug substance of our mAbs portfolio and
will enable us to serve patients across the
globe. This integrated, multi-product facility
houses manufacturing suites, analytical
testing laboratories and warehousing. Upon
successful completion and qualification in
2021, it was awarded the Facility of the Year
Award (FOYA) with an Honorable Mention, by
the International Society for Pharmaceutical
Engineering’s (ISPE).”
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India’s Preventive Healthcare
Sector to Reach a Value of USD $197
Bn by 2025
Mumbai, India: According to a report
released by strategy consulting firm Redseer
Strategy Consultants in collaboration with
Chiratae Ventures and Amazon Web Services
(AWS), India’s preventive healthcare sector,
which includes fitness and wellness, foods
and supplements, early diagnostics and health
tracking among others, is projected to reach
USD $197 Bn by 2025, growing at a CAGR
of 22%.

16

“India is looking to effectively deliver quality
healthcare to a billion people through
rapidly evolving technology that can provide
affordable, accessible and personalized
healthcare. We have invested over $150M
in healthcare companies in India, such as
Cure.fit, Redcliffe, HealthifyMe, Smiles.
ai, HealthPlix, Onco, and others, who are
revolutionizing care delivery in nutrition and
wellness, cancer, genomics, and other critical
areas,” said Sudhir Sethi, Founder, Chairman,
Chiratae Ventures.
India has traditionally focused on curative
care as opposed to preventive care. However,
since the COVID-19 pandemic, preventive
care has increased in importance across
India. A survey conducted with over 1,000+
individuals reveals that at least 40% of the
respondents were highly inclined towards
preventive health. Another survey conducted
with a group of 300+ Health-Conscious
Individuals (HCIs)* reveals that they actively
track different aspects of their health such
as lifestyle, physical wellness, and more, to
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maintain and prolong wellness. These HCIs
are familiar with health monitoring devices
and apps and use them regularly to monitor
their health. Further, the study revealed that
these HCIs spend on an average between INR
4,000 and INR 10,000 on various preventive
healthcare practices annually and are also
willing to pay up to 50% more in the future.

US FDA Grants Orphan Drug
Designation
Melbourne, Australia: Prescient Therapeutics
a clinical stage oncology company developing
personalised therapies to treat cancer,
is pleased to announce that the Office of
Orphan Products Development at the US
Food and Drug Administration (FDA) has
granted Orphan Drug Designation for PTX100 for the treatment of peripheral T-cell
lymphomas (PTCL). The Orphan Drug
Designation program provides orphan
status to drugs which are defined as those
intended for the safe and effective treatment,
diagnosis or prevention of rare diseases
that affect fewer than 200,000 people in
the US. It is designed to provide benefits to
incentivize drug development in less common
diseases. The benefits of an Orphan Drug
Designation are considerable and include
guaranteed market exclusivity of seven
years from granting of regulatory approval;
and a waiver of Prescription Drug User Fee
Act (PDUFA) fees for orphan drugs, which
has a value of over US$3.1 million in 20221.
Orphan Drug Designation will allow Prescient
to benefit from incentives that can assist
the development of PTX-100, a first-in-class
prenylation inhibitor that disrupts oncogenic
Ras pathways in cancer cells. PTX-100 showed
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an encouraging efficacy signal in PTCL in
the dose escalation of a Phase 1b basket
study, and is now in an expansion cohort of
12 patients with relapsed and refractory T cell
lymphomas (TCL), including PTCL, under the
leadership of globally-renowned lymphoma
expert, Professor H. Miles Prince, AM. The
expansion cohort is due to fully recruit this
year. PTCL is a disease of serious unmet need.
Survival following relapse is poor and has not
significantly improved in the last 20 years2,3 .
Whilst PTCL is not a common malignancy, the
nature of disease and the paucity of effective
treatment options for refractory patients
creates a potentially shorter regulatory path
for PTX-100 in this setting, and the fastest
route to market in a high value area of unmet
clinical need. Currently available therapies
for PTCL are typically characterised by high
occurrence of serious toxicities; low response
rates. 
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“We have the resilience and ability to fair in a
competitive global market”

Dr Habil Khorakiwala
Chairman, Wockhardt Group

18

D

r. Habil Khorakiwala began sharing
his views about how India shall
make significant progress in the
next 25-30 years by adopting various ways
of life where it can focus on controlling
environmental pollution on a per capita
basis but when the country is dealing
with large growth it does affect pollution
on an overall basis, which is one of our
major concerns. He quoted Mahatma
Gandhi “Earth provides enough to satisfy
every man’s need but not every man’s
greed”, which implied how the more
we consume the more we waste. As
documented in many fields, especially in
Specialty Chemicals industry that using
the right industrial chemical process
makes us use fewer chemicals which
results in an efficient process and benefits
cost reduction which makes being
environmentally friendly and having green
growth is a very cost-efficient alternative.

JULY 2022

Dr. Khorakiwala quoted, “Never innovate
to compete, innovate to change the rules
of the game.” He talked about how this is
an added great opportunity for all to think
differently and not linear, which is up to the
leaders of various organizations to execute
constructive green growth.
As evidenced in the last two years, India
has managed Covid-19 with a lot of ups
and downs where we have seen people
and government making mistakes just like
every other country but we also managed
to get our entire population vaccinated,
now seeing our people without masks
we have come to a point of leaving the
pandemic behind us while looking at the
mortality rate, the way the government has
managed the crisis, made indigenously
developed vaccines available is a
remarkable and augmenting it with the our
ability to come in to aid of other countries
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shows the departure of the new the Indian
Pharma industry & improved resilience
of our government from the past, said Dr.
Khorakiwala praising the efforts of the
government and industry.
Our hospitals and doctors have learned
to overcome this disease much better
and today COVID-19 is like every other
disease that can be managed: shifting
from a time of fear and uncertainty. Even
during the peak time of the pandemic,
mortality rate was lower than some of the
diseases like malaria, typhoid, etc. We
have the resilience and ability to fair in a
competitive global market. Reflecting upon
the industry’s path to its current standing,
Dr. Khorakiwala said, about 20 years
ago, our own pharmaceutical industry
was literally nonexistent in the United
States along with our generic products,
technology, and industry research. Today
70 % medicines in a prescription written
in America comes from India. It is a
transformational step for us that we can
supply medicines like vaccines. Before the
pandemic, we supplied 50% of vaccines
to the UAE. A decade and a half ago,
we supplied anti-AIDS medicines which
helped control AIDS and we still supply
70% of anti-AIDS drugs worldwide. This
demonstrates for the Indian industry that
there is a degree of not only ability and
competence in Indian Process Industry to
compete globally while thriving to make a
great impact. Our Prime Minister said how
India is the pharmacy of the world, now
Indian Chemical industry or the Specialty
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chemical industry could also be a global
chemical hub since our technology,
science, and innovation has involved. Our
industry is about forty-plus billion dollars
and the government says that if we grow
around 6-7% percent we will be six times
in the next twenty-five years.
On our future path to becoming the
global chemical hub, Dr. Khorakiwala
emphasized we need to invest in research,
development, and innovation and since
then the government has accelerated the
manufacturing sector in the Atmanirbhar
Program, fifty thousand crores will be
invested in the next five years based on a
new manufacturing and R&D program.
While discussing with some of the leaders
in the genomic and regenerative sciences
in a bonding center with David Sinclair
from Harvard Medical School, he talked
about how we have so much science
which can cure various diseases, although
one of the important focuses is putting
across how long we can live? A hundred
years back we used to live 35 years and
today everybody lives to around 77 years
which is the global average and that is the
power of medicine. He said if we remove
all problems related to the field of cancer
treatment our lifespan would go up by 3
years. In the study of new sciences dealing
with food habits, etc., we have a potential
wherein men would live 20 and 30 years
more, narrated Dr. Khorakiwala implying
the potential of medical sciences in
bettering our lives.
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Speaking about the Wockhardt Group, he
talked about how they have been working
on regenerative research for the last
8-10 years along with work on antibiotic
research to developing life-saving drugs.
The US FDA has given fast-track positions
to some six of their various drugs, which
no other company in the world has. “So
that is the kind of approach to think big,
differently and which is optimized by green
growth advancements Specialty chemical
industry in India should take to be world
make our country world leader in this
vertical.”
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Dr. Khorakiwala concluded the talk by
saying “Earth is what we all have in
common; the earth does not belong to us;
we belong to the earth.” This is a mission
your industry has taken for green growth,
and for you to transform using specialty
chemicals and technology over several
decades to be the world leaders. His quote
reads “Vision without action is merely a
dream, action without vision just passes
the time, vision with action can change the
world”
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‘Pharma Bionetwork’
platform
Directly Reach the Inboxes of
40,000+Afﬂuent Leaders & Business
Inﬂuencers’ from the Pharma
Industry each month with the
PharmaBio World Digital Edition
sales@jasubhai.com
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“I think India has both the vision and
action to develop and change what we
are today and this conference will create a
great impact for bringing transformational
changes in the thinking process of our
industry leaders.”. 
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The Cold Chain of the Future

Nick Gilmore
Global Head of Sales and Marketing
Tower Cold Chain

I

n today’s continuously volatile market,
with customers demanding greater
efficiencies at increasingly lower
costs, logistics providers are constantly
searching for new technologies and
processes that will not only improve
operations but help give their business
a competitive edge. With the cold chain
logistics market for the pharmaceutical
industry set to grow by USD 9.37 billion
from 2020 to 2025, according to Technavio,
specialist freight providers must be
forward thinking to stay ahead and make
its processes as efficient as possible.

Product images
Adapting to meet new demands through
product innovation
Putting the triumph of the COVID-19
vaccine rollout to one side, the demand for
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effective temperature sensitive solutions
in the pharmaceutical supply chain has
increased hugely in recent years. With
a growing prominence for personalised
medicines, we are now beginning to see
the advancements of precision therapies
in the pharmaceutical cold chain industry.
There is no longer a “one-size-fits-all”
approach to medical practice. Instead,
we’re seeing a shift towards bio-specific
treatments, tailored to a particular
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excursions.
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individual’s needs based on their genetic
material. And, with manufacturing
adjusting to smaller batch, precision
medicines, the vendors and outsourcing
partners must adapt too as the need for
transparent, closely controlled global
chains demands rise.
Thus, it is vital for pharmaceutical
manufacturers to have a cold chain
partner that is committed to continually
expanding and evolving to keep pace
with the complexities of transporting
pharmaceuticals. Cold chain shipping
providers should have the technology,
resources, and network in place for
handling lower volumes of products with
tight manufacturing-to-patient timeframes.
Delivering a consistent customer
outcome, is a need not a want. Put simply,
manufacturers will choose partners who
can assure products will arrive on time,
undamaged, and with no temperature
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Tower’s critical and mission-defining
objective is to improve the quality and
consistency of pharmaceutical deliveries
across a global market. An example of
how this has been achieved is the recent
development of the KTEvolution – a
robust, lightweight, handleable solution
that provides the same reliable thermal
protection and reusable durability as
Tower’s existing range. With the growing
trend in smaller shipments such as directto-patient, sample shipment, clinical trials
and last-mile deliveries, combined with
customer feedback, it became clear that
there was a gap in the cold chain shipping
market for a passive solution, ideal for
manual handling.
Hence, the KTEvolution was born, striking
the optimum balance between high
performance, durability and optimised
weight. And, like all our range of passive
containers, any pharmaceutical products
stored in a Tower solution, require zero intransit manual intervention, or electricity.
Passive solutions have contingency
built in, providing 120+ hours of product
protection, whether the requirement is for
frozen, chilled, or ambient temperatures.
Our robust containers are intended to
perform in all supply chains regardless of
transport type or environment, delivered
to patients reliably when, and where they
need them.
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The network approach to
planning and beyond
With the amount of sensitive
biopharmaceutical and biologic products
expanding, coupled with the demand
for advanced pharmaceuticals in middle
to low-income countries, cold chains
will continue to be pushed to globalise
in the coming years. Pharmaceutical
organisations are increasingly relying on
their external suppliers to operate lean
supply chains, with extended distances
to ship products quickly and efficiently.
Logistic providers must ensure these
needs are met, offering a global network
for localised deliveries – all whilst
complying with each country’s regulations
and maintaining the strictest requirements.
For Tower, our international hub network
is expanding month on month and is set
to double in 2022 alone. With new hubs
and service centres opening in Europe,
throughout the APAC and Americas
regions, this is set to further improve
the proximity and availability of Tower
containers, whilst being the securest
way to reduce the risk of disruption. An
optimised global network for localised
shipments, enables Tower to react even
more quickly to customer requests, and
provide assurance of supply, anywhere in
the world.
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Knowledge is power
The unpredictability of the market,
combined with today’s increasingly
connected, world, means pharmaceutical
businesses are depending on their thirdparty cold storage partners to deploy endto-end tracking processes and capabilities
to ensure product integrity and maintain
profits. Data is no longer a bonus feature,
but a vital part of cold chain operations
and smart packaging which delivers
traceability is becoming a cornerstone of
supply chain fulfilment.
A key aspect provided by Tower are
dataloggers, designed to monitor external
and internal temperatures throughout
each individual container’s journey.
These advanced features, integrated
into the external body of the container,
inform customers of the solutions’ preconditioned temperature, prior to the
loading process, thus guaranteeing
product integrity from the very beginning
of the cold chain. Using Bluetooth
Low Energy Technology, each logger
communicates wirelessly, sending accurate
data to the cloud. Users can get a text
or email notifications of temperature
excursions, as well as automatic data
downloads throughout the transit when it’s
in range of an InTemp Gateway device. This
data communication allows for accurate
compliance checks and on-delivery signoff, providing complete visibility and
transparency to customers.
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And yet, as with everything we do at
Tower, we are constantly innovating
and improving our offering to ensure
all cold chain pharmaceutical products
make it to their destination safely and
securely, ensuring critical medicines are
delivered intact and always within the
manufacturer’s temperature stability
requirements. To stay ahead of the curve,
we’re actively looking into the sphere of
cellular GPS tracking geared specifically
towards pharmaceutical shipments
and compatible with airline regulations.
Ultimately, strength is already there but
technology is helping us to take that
process to the next level to maintain a
robust, reliable, reusable supply chain.
The example of the last few years
underlines how turbulent and fast
changing the pharmaceutical supply chain
can be. With demand set to increase
further, this complexity isn’t going to go
away and that’s why it’s vital to anchor
cold chain decisions in the essential
elements that won’t change. For Tower,
our customers continue to require
robust, reliable, reusable cold storage
solutions, to provide effective temperature
sensitive control to protect the integrity
of pharmaceutical products – and, at
our core, is what we will continue to
do, whilst providing peace of mind that,
whatever happens in the world, your
pharmaceuticals products will arrive safely
and on time. 
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Ensuring Pharma Compliance with
Testo Data Measurement Technology

25
Testo data logger

Due to the crucial necessity and its direct

Testo being a market leader in testing &

impact on human health and welfare,

measurement sector provides the best in

Pharma is probably the most important

class data loggers and data monitoring

and critical sector among others. As a

systems for the Pharma division.

consequence of which, it becomes essential
to store pharmaceuticals, vaccines,
laboratory samples or units of blood at the
right temperatures to ensure that they remain
effective and that quality is maintained.
Another reason for the Pharma division
to ensure safety measures & controlled
environment is stringent regulations and
inspection of the facilities. This elementary
need for climate control can only be
ensured with right data monitoring systems.
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Ensuring end to end climate
monitoring – Testo Data Loggers
Pharma goods must be stored well in every
situation as any deviation in the ambient
temperature or humidity values may lead
to deteriorated quality of the product.
Testo data loggers can be used to test the
optimum conditions for specific products or
surroundings. Temperature & humidity data
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testo data logger for Clean room & Lab
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Wi-Fi Data logger

loggers are often used in Pharma industries

processes and quality standard optimization

to monitor the conditions in which drugs,

in QA units & clean room applications.

medicines, vaccines are kept. Not only

These instruments are the most convenient

storage, but during the transit of goods, testo

and pocket friendly solution for all Pharma

transport data loggers are useful to measure

application areas.

the transport conditions. The range of data
loggers is very extensive. A temperature &
humidity logger such as 174 T guarantees
continuous monitoring in a storage or
warehouse. Also, data loggers with multi
channels for connecting external sensors &
thermocouples, like testo 176 are available
for ensuring secured work process in labs.

The testo Saveris 2 WiFi data logger
system is the simple, flexible and reliable
solution to humidity and temperature
monitoring in cold storage area like blood
banks. This innovative monitoring system is
ideal for high product quality & eliminates
manual work of reading out or documenting
measurement data. With a secure online

These data loggers are also critical for

storage of all readings in Testo Cloud the

production quality assurance where the

data can be managed and analyzed online

temperature has to be frequently checked

by the user via smart phone, tablet or PC

at various points in production processes.

anywhere and anytime. In case of crises and

Using thermocouple probes, data loggers

deviations, it is provided with an alarm by

can also record data in the kinds of extreme

e-mail, or optionally by SMS.

temperature ranges. The probe’s fast
response also contributes in the validation

JULY 2022

Another important and crucial application
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of a Pharma industry involves validation of

recorded cannot be modified and the audits

sterilization and freeze-drying processes. Not

can be easily complied with.

only that, validating cleaning and disinfecting
equipment is equally necessary. In order to
allow a seamless operating procedure, the
validation process and the documentation
work must be as efficient and smooth as
possible which could be easily achieved
with testo 190 data logger solution that has
innovative data loggers for temperature &

Service & Calibration made easy
Testo also has an established state-of-theart NABL accredited service & calibration
LAB in accordance with the standard ISO/
IEC 17025:2017, that takes care of the after
sales support locally from Pune. Testo

humidity, smart software and accessories.

service & calibration facility is highly cost

Data compliance for audits and
inspections

very conveniently within a week’s time.

Testo offerings are majorly related to the

necessary standards.

data security along with comprehensive
analysis & evaluation of all the recorded
measurement data. Testo data loggers
ensure continuous monitoring of temperature
and relative humidity of pharmaceutical
products during production, storage or
transit of goods. Real time data monitoring
is important for the quality of Pharma goods

effective as it delivers international standards
Instruments of any brand/make can be
calibrated and serviced locally maintaining
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The accredited parameters include Humidity,
Pressure, Absolute Pressure, Contact Type
Temperature, Non-Contact Type Temperature
(Infra Red Thermometer, Thermal Imager). In
fact, ours is the First and Only Lab in India
to get NABL Accreditation for Dew Point
Temperature as well. 

and also enables the supplier to improve
the life of the goods. Transportation trucks,
warehouses, cold rooms etc. can now be
remotely monitored via Testo data loggers &
data monitoring systems. Our data loggers
are EN 12830 and 21 CFR Part 11 compliant
which ensure complete documentation of
parameters, be it humidity, temperature
or absolute pressure. They come with
professional software where the data
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Dry Compressed Air – Enhancing the
Medicine Life Cycle

Deepak Pahwa
Dry Compressed Air – Enhancing the Medicine Life Cycle
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P

harmaceutical forms an intricate
part of healthcare services. Though
it always played a pivotal role, the
importance was starkly felt during the
pandemic. Responsible for curing and
enhancing human health, pharmaceutical
products are sought worldwide and
this mandates the industry to be strictly
regulated. Considering that India secures
3rd position in pharmaceutical production
globally, the need to comply with the
highest industry standards becomes a
prerequisite more than ever.

demand in the US and 25% of all medicine
requirements in the UK. As a result,
a great responsibility is vested on the
manufacturers to deploy dry compressed
air throughout the manufacturing till the
packaging to produce quality drugs and
medicine suitable for the international as
well as domestic market. This becomes
necessary as even the Food and Drug
Administration (FDA) issues directions
to the pharma companies to adopt
uncontaminated compressed air for
rendering high-quality end products.

The country emerges as the prominent
supplier in the global pharmaceutical
market, where India fulfills the demand
for 50% of various vaccines globally
along with meeting 40% of generic

Therefore, to maintain the supreme
quality of pharmaceutical products,
quality compressed air finds irreplaceable
application in the entire processing,
manufacturing, and packaging of
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pharmaceutical products. All the intricate
operations involving pneumatic processes
like tablets and capsule manufacturing;
giving the required texture, color, and
flavor to the tablet; maintaining the right
balance of the ingredients; protecting the
products from contamination, etc. require
compressed air at every step to produce
high-quality end products meeting the
highest industry standards. Quality
compressed air confers the necessary
framework to the pharmaceutical industry.
It is widely used in automatic packaging
machinery for sealing, Capsule Filling
Machine, Powder Filling Machine, Blister
Pack Machine, Tablet Press Machine,
Drying Container, Vacuum cleaning
system. In case untreated compressed air
is supplied for any of the processes then
there are high chances of the presence
of moisture in the airline. As moisture
inherently comes with various destructive
characteristics, it can potentially threaten
the production efficiency and quality of the
end products.
Moisture is invariably present in the air
and can enter the manufacturing facility
through the ceilings, walls, and floors. It is
a great deterrent for the pharmaceutical
industry as it gives rise to problems
ranging from the disintegration of tablets
to lumping, caking, uneven coating on
tablets, decomposition of formulations,
agglomeration of chemical compounds,
and inability to compress tablets which
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cumulatively lead to shorter shelf life of
products. Considering that pharmaceutical
products are hygroscopic in nature,
they undergo physical, microbiological,
enzymatic, and biochemical deterioration
even when moisture is present in a
negligible amount. Moisture not only
changes the color coating of the tablet but
even causes blisters in them that lead to
breakage of the tablets.
The detrimental effect of moisture can
be clearly seen in tablet compression. In
this, the powdered materials are bounded
into a capsule or tablet in its dry state
under the presence of high pressure.
Here, humidity is not just responsible
for falling of the tablets apart but it
initiates decomposition of the drugs
which ultimately reduces their medicinal
value. Even during tablet coating, if the
cooling and drying are not done at the
desired rate with the proper quality of
compressed air, then it leads to the rough,
translucent coating which is unsatisfactory
in appearance. Furthermore, excessive
moisture can initiate injurious activities
of micro-organisms. It is responsible for
increased microbial activity in the organic
material that indirectly contributes to the
destruction of the material. The mold,
mildew, and fungi are already present in
the air and germinate when met with a
conducive combination of temperature
and humidity. The microbial growth causes
the decomposition of the material which
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in turn leads to the mechanical weakening
of the product. Here, it is important to note
that the menace of moisture is not just
limited to the manufacturing of medicines
and other pharmaceutical products but it
can contaminate the product even during
the packaging. Hence, it is important to
address the issue at every level of the
product cycle and one must not relax just
at the production stage. Therefore, it is
clear that untreated compressed air is
heavily loaded with potentially harmful or
dangerous contaminants. It is mandatory
to remove the moisture from the air for the
protection of the consumers by providing
them with safe and cost-effective
drugs. Manufacturers must ensure the
compressed air is free from any form of
contaminants like water/ moisture, dust
particles, oil, and solid contaminants.
The moisture menace is not just limited
to the deterioration of drugs and
medicine but has a damaging effect
on the pneumatic tools and machines
as well. High levels of humidity cause
corrosion in the pipelines, cylinders,
and other components that lead to
the malfunctioning of the equipment.
It is responsible for the sluggish and
inconsistent performance of the pneumatic
valve and cylinder. The problem is further
compounded by the freezing of moisture
during cold weather. All the factors
together are responsible for the increased
downtime of the machines which
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invariably incurs heavy liability in the form
of maintenance costs for the company.
Looking at the various repercussions of
moisture, the pharmaceutical industry
must install compressed air dryers to
eliminate even the slightest presence
of moisture in the air. It helps in the
treatment of compressed air powering
various pneumatic processes. The
advanced dryers come with a wide
range of refrigeration and desiccant/
adsorption dryers. Though both of them
work on different principles but are well
equipped to achieve the same desired
result of removing moisture from the
compressed air. Hence, it can be said that
dry compressed air is the fourth utility
of the pharmaceutical industry. It gives
a structural framework to the industry
which ensures the highest quality end
product. Along with this, intervening with
the malfunctioning effects of moisture on
the pneumatic machines, substantially
reduces the downtime of the equipment.
This plays a major role in invariably adding
value to the revenue of the company
as they can avoid any unnecessary
maintenance costs and even curb the
instances of production glitches that could
result from damaged machines. 
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Unforeseen Geopolitical Developments
in Indian Pharma

Karan Chechi
Director – TechSci Research

H

ow geopolitical shifts & volatile
market conditions are impacting
the pharma industry. The economic
effects of the global pharmaceutical sector
are twofold. First, the industry directly
boosts the global GDP and employs
people by producing pharmaceutical
products. Second, because of its reliance
on international supply chains, the
pharmaceutical business promotes further
value creation and employment through its
economic activity.
The economic spillover effects of the
global pharmaceutical business include
both indirect economic benefits and
the economic effects brought on by
individual consumption. Due to an
increase in collaborations, mergers, and
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acquisitions over the past few years,
the global pharmaceutical business is
currently in a dynamic state. Therefore,
the recent political developments taking
place around the world are expected to
increase uncertainty in the pharmaceutical
industry. To contemplate the scenario
of the pharmaceutical industry in India
impacted by the geopolitical shifts and
volatile market, the COVID-19 pandemic
in India was a game changer. COVID-19
was one of the roughest times for the
Indian pharmaceutical industry, as it led
to reduced production of drugs intended
for both local and international distribution
due to severe logistical challenges and
acute raw material shortages. According
to a recent report by the Federation of
Indian Chambers of Commerce and
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Industry (FICCI) and KPMG titled “Impact
of the Pharma Industry on the Indian
Economy in the Post-Covid Era,” the Indian
pharmaceutical industry experienced
two shocks after the COVID-19 wave: a
shortage of raw materials and an increase
in the price of the primary raw materials
for medicines (API- Active Pharmaceutical
Ingredient).

32

India is third in the world for medicine
production in terms of volume, and 60%
of the world’s vaccines are produced in
the country. More than 200 countries
throughout the world import Indian
pharmaceutical items, with the US serving
as the largest market. Due to ongoing
political tensions between India and China,
there is an increasing call for a trade
boycott. When production is arranged
through international supply chains, as
with the pharmaceutical business, trade
boycotts or bans are very expensive. China
is thought to supply 70% of the API needs
of the pharmaceutical sector in India.
Some medicines, including paracetamol
and ibuprofen, have dependence rates
that are almost 100% in China. Along
with India, other nations, most notably
the US, are attempting to lessen their
dependency on China for APIs. It has
long-standing worries about the effects
of such dependence on health security,
particularly the prospect that China would
limit its shipment of pharmaceuticals in
times of emergency.
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The US has exempted pharmaceuticals
and several related products from tariff
increases in the context of the USChina trade war. The pharmaceutical
industry of India is taking steps to
avoid dependency on China for API
exports. Initiatives were started after
the country realized its dependency on
China for API, which eventually affected
the Indian pharmacy market. A key
component of the government’s drive
to create an “Atmanirbhar Bharat” is the
implementation of production-linked
incentive (PLI) programs, making Indian
domestic manufacturing competitive
on a global scale. Incentives totaling
USD1.8 billion approx. were planned to
be offered to the chosen applicants for
the listed pharmaceutical products under
the new plan, which is projected to cover
a wider range of medicines than PLI 1.0,
a production-linked incentive program
designed to strengthen India’s bulk drug
security.
Below mentioned is the list of some of
the pharmaceutical companies which
have qualified for the productionlinked incentive (PLI) scheme for the
pharmaceutical sector.
The Russia-Ukraine war is also playing
a significant geopolitical role, impacting
the global pharmaceutical market and
the Indian pharmaceutical market.
Moreover, the pandemic’s effects on
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Headquarters

End-Use Industry

1

“Solana Life Sciences Private
Limited”

“Indore, Madhya
Pradesh”

“Pharmaceutical
Ingredients”

2

“RMC Performance Chemicals
Private Limited”

“Mumbai,
Maharashtra”

“Pharmaceutical
Ingredients”

3

“Surya Remedies Private
Limited”

Ankleshwar, Gujarat

“Pharmaceutical
Ingredients”

4

Honour Lab Limited

“Hyderabad,
Telangana”

“Pharmaceutical
Ingredients”

5

Dasami Lab Private Limited

“Nalgonda,
Telangana”

“Pharmaceutical
Ingredients”

6

“Macleods Pharmaceuticals
Limited”

“Mumbai,
Maharashtra”

“Pharmaceutical
Ingredients”

7

“Aurobindo Pharma Limited
(through Lyfius Pharma Pvt.
Ltd)”

“Hyderabad,
Telangana”

“Pharmaceutical
Ingredients”

8

“Wipro GE Healthcare Private
Limited”

“Bangalore,
Karnataka”

“Pharmaceutical
Ingredients”

9

“Sahajanand Medical
Technologies Private Limited”

Surat, Gujarat

“Pharmaceutical
Ingredients”

10

“Siemens Healthcare Private
Limited”

“Mumbai,
Maharashtra”

“Pharmaceutical
Ingredients”

the pharmaceutical supply chains are
compounded by the fact that Russia’s
invasion of Ukraine has caused yet another
significant impediment. The ongoing
Russia-Ukraine conflict has impacted
India’s pharmaceutical business. India’s
overall pharmaceutical exports to Russia
account for 2.4 percent, while its exports
to Ukraine account for 0.74 percent. Dr
Reddy’s Laboratories, India’s fourthlargest
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pharmaceutical company by market value,
sells a variety of pharmaceutical goods
to Russia and is a significant distributor
of the Sputnik COVID-19 vaccine in India.
Sputnik V, Russia’s COVID-19 vaccine, is
produced in India with funding from the
Russian Direct Investment Fund (RDIF).
Given the multiple sanctions the US has
imposed on Russia’s sovereign wealth
fund, the production and shipment of
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Sputnik V had slowed down. Along with
Dr. Reddy’s, other significant Indian
pharmaceutical companies like Sun
Pharma and Glenmark Pharmaceuticals
are also affected by the situation in Russia
and Ukraine. Revenues from Russia were
USD0.05 billion for Quarter 4th, according
to Dr. Reddy’s Laboratories’ consolidated
financial figures. While both the United
States and India have a legitimate interest
in shifting more industrial activities to
India from China, meaningful changes
will take some time as China still has
several advantages. The volatile market
also impacts the pharmaceutical industry
both in positive and negative aspects
as, along with geopolitical shifts, the
demand and supply of pharmaceutical
products changes with time according to
the circumstances related to both factors.
Indian pharmaceutical firms, who get
20–25 percent of their income from these
regions, are nonetheless concerned about
the persistent depreciation of emerging
market currencies. Cipla generates 14%
of its income from South Africa while Dr.
Reddy’s Laboratories (DRL) and Glenmark
Pharmaceuticals both earn about 20%,
chiefly from the markets of Russia and
Latin America. Pharma businesses,
which are net exporters, benefit from
the declination of Indian rupees, but the
ongoing weakness of other currencies is
concerning.
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The rouble’s depreciation influenced
Glenmark and DRL’s first-quarter
performance, and revenue from Russia
and other markets fell by 20–25%. Hence
earnings could potentially be impacted by
currency fluctuations and delays in drug
approvals for the US market. Global supply
chains underwent significant disruptions
because of the COVID-19 pandemic, which
was made worse by most nations’ inability
to deal with the problems. COVID-19 also
significantly increased the geopolitical
pressure to restructure the world’s supply
networks simultaneously. In response to
post-pandemic developments, particularly
China’s deteriorating relations with several
US allies, multi-country coalitions have
been formed to increase the resilience of
strategic supply chains. These coalitions
stem from the techno-nationalism trend
that has characterized the US-China
conflict.
A similar scenario can be observed
in the relationship between India and
China. Reorganizing supply networks for
economic efficiency, notwithstanding the
overriding geopolitical drive, won’t be
achieved without difficulties. The ability
of the participating nations to harmonize
their commercial and regulatory policies
in order to enable the reorganization and
how they handle unforeseen geopolitical
developments will be crucial to keeping
the pharmaceutical industry on track.. 
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New Generation of Melting Point and
Dropping Point Excellence

36

METTLER TOLEDO has a
long tradition of expertise in
the field of melting point and
dropping point determination.
The new generation of
Melting Point and Dropping
Point Excellence combines all
benefits of the predecessors
with exciting new features
such as a brand new highresolution touchscreen
and expanded data export
possibilities.
Melting Point and Dropping
Point Excellence comprises three important
attributes: simplicity, efficiency, and
reli¬ability. These qualities support you in
your daily operation, giving you the utmost
confidence in your analytical results.
These robust instruments offer you:
Simplicity: Thanks to the OneClick™
operation and the intuitive touch¬screen,
you can perform measurements quickly and
easily.
Efficiency: Multiple samples are analyzed
simultaneously and fully automatically.
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Reliability: High-resolution videos provide
professional visualization and verification of
your results.

New touchscreen terminal
With the new intuitive, high-resolution
touchscreen and acoustic guide, opera¬tion
of Melting Point and Dropping Point
Excellence has never been easier. The new
interface concept is identical to the latest
METTLER TOLEDO laboratory instruments,
with the ability to save up to 12 shortcuts.
On the large, clear terminal screen (Figure
1) temperature programs, measurement
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curves, results and videos are visible in high
resolution.

Flexible data export
Melting and Dropping Point Excellence
instruments now offer a higher flexibility in
data export: Save your data onto a USB stick
or an SD card, or print to a com¬pact, local
or network printer (Figure 2).

Quantum Leap
your Business
via

The ideal starter model
This new generation of Excellence offers
the new MP30, which includes everything
you need for the simple and automatic
determination of melting point. This ideal
starter model offers you:
• OneClick melting point.
• Simultaneous determination of up to
three melting point/melting range
samples.
• Wide color display with touchscreen.
• Video recording.

Dynamic
‘Pharma Bionetwork’
platform
Directly Reach the Inboxes of
40,000+Afﬂuent Leaders & Business
Inﬂuencers’ from the Pharma
Industry each month with the
PharmaBio World Digital Edition
sales@jasubhai.com
www.jasubhaimedia.com

• Data export via USB stick and compact
printer.
Discover more about how next-gen¬eration
Melting and Dropping Point Excellence
instruments offer you the simplicity,
efficiency, and reliability that can help you
meet your accuracy and productivity goals.

Contact Details
www.mt.com/gwp, Email: sales.sales@mt.com
Tel: 1800 22 8884 & 1800 1028 460
www.jasubhaimedia.com
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Each month PBW Digital reaches
>40,000 INBOXES
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Get SINGLE CLICK Connectivity &
Embed Product Video
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