











and protocol selection, allowing radiologists to focus
on patient care. These tools also standardize imaging
protocols, ensuring consistency across machines and
operators, and boosting overall efficiency.

Improving Operational Efficiencies in
Radiology

Al is transforming healthcare operations by optimizing
imaging equipment management
allocation. With predictive analytics, administrators
can make informed decisions about equipment usage,
staff allocation, and scheduling. Al-based digital tools
centralize radiology operations, enabling image access
across systems and supporting remote collaboration
through cloud-based platforms. Additionally, Al helps
manage equipment inventory, optimize maintenance,
lifecycles, reducing costs and
improving resource efficiency for a better patient

and resource

and track asset
experience.

Al as a Catalyst for Sustainable Radiology
Practices

Al in radiology not only improves workflows but
also drives long-term sustainability in healthcare.
As adoption grows, radiology departments gain
scalability and efficiency, enabling them to evolve
with technological advancements. Al platforms help
monitor performance, predict future needs, and create
data-driven strategies, ensuring healthcare providers
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can manage increasing
patient volumes and
complex diagnostics more
effectively
Conclusion
Al-powered tools are

transforming radiology by
reducing diagnosis time,
managing workloads, and
enhancing care quality.
Their integration boosts
efficiency, accuracy, and
scalability, benefiting both
healthcare professionals

and patients. As Al
evolves, its role in
radiology will expand,

making it essential for
modern diagnostics. Radiologists and institutions
adopting Al are driving medical innovation and

improving healthcare outcomes. &

Author

Kabir Mahajan
co0
Mahajan Imaging & Labs
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Elevate Performance to the Next Level
Harness the success and benefits from a combined QWM & Culture

Programme

The disregard for a quality culture throughout a manufacturing facility can have significant

impact and negative implications for a business and for patients. Dr Samantha Atkinson,

Executive Vice President, Principal Consultant, NSF Health Sciences looks at how

a positive quality culture can drive business success and ensure consistent supply of

products to patients.

Quality Management Maturity (QMM)?

The U.S. Food and Drug Administration’s (FDA) Quality
Management Maturity (QMM) initiative is part of a
broader effort to ensure the quality, reliability, and
consistency of pharmaceutical products. The initiative
was developed in response to recurring issues within
the pharmaceutical supply chain, such as drug
shortages and quality-related recalls, which can stem
from quality and manufacturing disruptions.

Traditionally, compliance monitoring and regulatory
oversight has been more reactive, focusing on
adherence to regulatory requirements rather than
proactively assessing the effectiveness and robustness
of a manufacturer’s quality management system. This
initiative straddles organisational optimisation and
quality culture, the latter being a relatively new area

for Regulatory Authorities to venture into.

The concept of QMM is aimed at going beyond basic
compliance with Good Manufacturing Practice (GMP).
It focuses on assessing a manufacturer’s capability
to consistently produce high-quality drugs through
a mature quality management system. This involves
evaluating how well a manufacturer can anticipate
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and prevent potential quality issues and their ability to
continuously improve processes. It also considers the
way in which employees behave and interact with the
embedded quality system - the organisation’s quality
culture.

One of the key goals of the QMM initiative is to
encourage pharmaceutical organisations to adopt and
maintain higher standards of quality management.
The FDA aims to create incentives for manufacturers
to invest in effective and robust quality systems.
Potential benefits for manufacturers could include
reduced inspection frequency, expedited review of
drug applications, and other regulatory flexibilities.

The FDA continues to refine the QMM initiative. It is
seen as a proactive approach to ensuring drug quality
and availability, and it represents a shift towards a more
holistic, risk-based approach to quality management.

NSF continues to follow in the footsteps of the FDA,
providing its QMM Assessment Tool, which can be
tailored to the organization. It aligns with the FDA
model and includes areas of assessment across
strategic, operational, and tactical areas of practice.
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What are the links and benefits of
Organisational Performance and Quality
Culture

The
performance

link between culture and organizational
is well-understood, with numerous
studies and real-world examples demonstrating how
a strong, positive culture can drive an organization’s

Success.

Culture directly influences how employees feel about
their work and their employer. A positive culture fosters
a sense of belonging, engagement, and commitment
among employees.
leads to increased productivity, reduced turnover, and

Higher employee engagement

better customer service.

Furthermore, engaged employees tend to feel included
and fairly treated. This is evident as a positive culture
often ensures pushing decisions to the lowest level
and empowering employees, it also ensures diverse
input to problem solving or innovative initiatives.
Innovation is critical for staying competitive. A culture
that supports creativity can lead to the development of
new products, services, or processes, driving growth
and keeping the organization ahead of the curve.

that
continuous

A quality culture
accountability, improvement

leads to better processes and workflows. When

emphasizes efficiency,

and

employees understand the importance of quality and
performance, they are more likely to work efficiently,
and indeed identify inefficiencies. This leads to cost
savings, higher output, and better quality of products
or services, which directly contributes to financial
performance.

A strong quality culture helps organizations to be more
quality focused, resilient in the face of challenges,
and adaptable to change. Cultures that encourage
flexibility, learning, and responsiveness can better
navigate disruptions and are more likely to survive
and thrive and maintain performance even in difficult
times.

A quality culture that emphasizes integrity, ethics,
and compliance ensures that employees act in ways
that uphold the organization’s values and regulatory
obligations. This reduces the risk of regulatory issues,
enhances the organization's reputation, builds trust
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with stakeholders, minimises supply disruption - all of
which contribute to long-term success.

Why is a combined focus on Operational
Optimisation and Quality Culture Maturity
essential

The medicines supply chain is global, in which India
plays a vital role, and supply challenges can there for
be seen and felt around the world.

In the US, the American Society of Health System
(ASHP) suggests
professionals are concerned “due to the tremendous
resources required to address shortages, estimated
at $209 million," stating that shortages occur due to
“manufacturing and quality problems, production
delays and lack of manufacturing capacity, [and]
manufacturer business decisions...”

Pharmacists healthcare

In 2023, ASHP reported that “there were 309 active,
ongoing drug shortages [in the U.S.] — the highest
number in nearly a decade and close to the all-time
high of 320 shortages.”

At an organizational level, the Cost of Poor Quality
(COPQ) canresult in business and financial difficulties.
Much research has been undertaken on the underlying
causes and financial impact of quality issues.

Meyer provides a very simple and understandable
definition of the COPQ as “any cost that would not be
incurred if quality were perfect.”

NSF's 2015 study suggested, when referring to
COPQ, that in the “pharmaceutical industry, it is not
uncommon for such costs to range between 25% and
40% of total sales revenue.’

In 2019, the American Society for Quality reported
that “many organizations will have true quality-related
costs as high as 15%-20% of sales revenue, some
going as high as 40% of total operations. A general
rule of thumb is that costs of poor quality in a thriving
organisation will be about 10%-15% of operations.
Effective quality improvement programs can reduce
this substantially, making a direct contribution to
profits.’
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Improvements come with investment, organisation
and culture optimisation comes as the changes are
embedded, and costs reduce as an organization
matures. Importantly, when an organization believes
it has reached it's peak, it must not stop. Sustained
savings and ongoing high performance are achieved
though continuous improvement and dedication.

So, how do organizations enhance their
maturity level

An organisation needs to take a stepwise approach,
much like any good investigation:

Identification and Recognition
Analysis and Assessment
Consideration of Root Cause(s)

Develop & Implement a Corrective and

Preventative Plan

Monitor and Check Effectiveness

Sounds simple, and a process most will be
familiar with, so why is it so hard to do?

Itis not just about correcting a process and procedure,
although this may also be necessary. It is about
changing culture, mindset, the way the organisation
works, looks and feels. Time and effort are needed as
it is often not a quick fix. It must also be recognised
that the organisation is not static - the investigation
and maturity activities are ongoing at a time when
the organisation is not only working, but continually
evolving.

How to build in Quick Wins to a long-term
Maturity Roadmap

It is important, following any investigation, to translate
the findings into a comprehensive Maturity Roadmap of
actions. Thought must be given to how this integrates
with current quality processes (e.g. CAPA) and current
business transformation initiatives. It is important to
maintain both momentum and drive. It should also be
recognised that organisations often go through a lot
of change, so it is beneficial to spot, implement and
celebrate quick wins and small successes, as well as
the longer-term plans.

As an example, Data integrity is often identified as
a key challenge when deploying QMM. A positive
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step can be to implement a data integrity maturity
assessment as a critical first step to understand the
organisation’s maturity level of this key quality attribute.
Once a baseline is established, the assessment can
be repeated periodically to assess progress in data
integrity maturity activities.
relatively simple solutions to enhancing this area of
data governance and control, along with actions for
longer-term cultural adjustments. Quick wins can be
rapidly evident with opportunity to celebrate success.

There are often some

Data integrity remains a hot topic for Regulatory
Authorities  especially regulatory
compliances in this area remain ever-present.
Regulatory Authorities are now focusing on data
integrity governance system maturity, rather than
program setup and implementation. The expectation
is that appropriate and compliant governance systems
are now embedded and in use.

while non-

To ensure success, NSF recommends a high-quality
assessment tool for data integrity that closely
aligns with the ISPE GAMP DI Maturity Model (RDI
Guide Appendix M2) and that has been reviewed by
regulatory bodies such as the MHRA and FDA.

Finally, to ensure long-term success, the leadership
of the organisation must demonstrate sustained
commitment, unwavering dedication to an aligned
approach, robust and constructive challenge to
minimise distractions, and rapid management of any
activities that are out of alignment with the operational
and culture transition.

Author

Dr Samantha Atkinson
Executive Vice President, Principal
Consultant, NSF Health Sciences
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Dr. Reddy'’s signs voluntary licensing agreement with

Gilead Sciences

Deepak Sapra, CEO- APl and Services, Dr. Reddy's
Laboratories Ltd

yderabad

Ltd.

royalty-free non-exclusive voluntary licensing
agreement with Gilead Sciences Ireland UC for the
manufacture and commercialisation of the drug,
Lenacapavir, in India and 120 other countries.

India: Dr. Reddy's Laboratories
announced that it has entered into a

Lenacapavir is a United States Food and Drug
Administration (USFDA) approved drug indicated for
the treatment of human immunodeficiency virus type
1 (HIV-1) infection in heavily treatment-experienced
adults with multidrug resistant HIV-1 infection failing
their current antiretroviral regimen due to resistance,
intolerance, or safety considerations. Additionally,
Lenacapavir is currently under investigation for the
prevention of HIV (PrEP) which is yet to be approved
globally.

Gilead Sciences first launched Lenacapavir under the
brand name Sunlenca in the United States and Europe
markets in the year 2022. It is a first-in-class HIV-1
capsid inhibitor.

Dr. Reddy'’s has been granted a non-exclusive voluntary
licence to manufacture Lenacapavir and market it
in 120 countries, for the current approved indication
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of HIV treatment in heavily treatment-experienced
(HTE) adults with multi-drug resistant HIV. Dr. Reddy’s
will be responsible for technology transfer at its
manufacturing site, conducting bioequivalence/clinical
studies, product registration and launch in the agreed
markets. Additionally, the agreement grants licence
to Dr. Reddy’'s to manufacture and commercialise
lenacapavir for the indication of prevention of HIV
(PrEP) in 120 countries, if approved.

Chief Executive Officer- API
Reddy's Ltd.,
said:"Lenacapavir marks an important milestone for Dr.
Reddy'’s in patient access and affordability for pre and
post exposure treatment of HIV. The collaboration with
Gilead will help us make this latest treatment option
available to patients in 120 primarily low- and lower-

Deepak Sapra,

and Services, Dr. Laboratories

middle income countries, including in India. Many of
these countries have a very high disease burden of
HIV. This is an important endeavour in our journey to
create impact on 1.5 billion patients by 2030." B
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Thermogravimetry for Routine Analysis:

Unlocking Efficiency and Precision
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ETTLER TOLEDO

|

n the realm of material characterization,
thermogravimetry (TGA) stands out as a powerful
analytical technique. By measuring the change in

weight of a sample as it undergoes heating, cooling, or

constant temperature holding, TGA provides invaluable
insights into material composition. Industries such as
plastics, elastomers, ceramics, and pharmaceuticals
benefit greatly from TGA's ability to deliver fast,

accurate results.

The Role of TGA in Routine Analysis

Thermogravimetry is particularly advantageous for
routine analysis, where consistency and speed are
essential. With its capacity to assess a wide variety
of materials, TGA can streamline quality control
processes, ensuring that products meet specified
standards. Additionally, it allows for rapid screening of
materials, facilitating research and development.
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METTLER ~ TOLEDO

Advantages of METTLER TOLEDO TGA 2

The METTLER TOLEDO TGA 2 is designed to enhance
the TGA experience for routine analysis, boasting a
range of advanced features that prioritize accuracy
and efficiency:

Ultra-Micro Balance Technology: the
market's leading balance technology ensures precise
measurement, even with small samples.

Utilizing

High Resolution: With sub-microgram resolution
across the entire weighing range, you can trust that

your results are both accurate and reliable.

OneClick Functionality: Streamline your workflow
with the OneClick feature, allowing you to initiate
experiments at the touch of a button. This ease of use
significantly speeds up routine operations.

Automatic Buoyancy Compensation: Eliminate the
need forablank measurement. The TGA 2 automatically
corrects for buoyancy effects, allowing for quicker and
more accurate results.

Robust Sample Robot: The factory-tested sample
operational efficiency, enabling
round-the-clock performance without compromising
on reliability. Optimized Analysis with Controlled
Atmosphere

robot increases

The ability to define the furnace atmosphere precisely
is crucial for obtaining high-quality results. Built-in
mass flow controllers enable users to conduct analyses
under various

enhancing the versatility of the TGA 2. This controlled

atmospheres, including vacuum,

environment is essential for producing unambiguous
data, leading to improved material characterization.
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Hyphenated Techniques for Deeper Insights

Forthoseseekingamorecomprehensiveunderstanding
of their materials, the METTLER TOLEDO TGA 2 can
be coupled with additional analytical techniques.
Options include mass spectrometry (MS), FTIR
spectrometry, and gas chromatography (GC/MS).
These couplings allow for simultaneous analysis,
saving time and providing a richer dataset from a
single experiment. This integrated approach enhances
material identification and compositional analysis,
making it invaluable in both industrial and academic
settings.

Simple Routine Operation

Efficiency in sample preparation is paramount for
routine analysis. Accessories such as the crucible
box and toolbox simplify the process, ensuring that
everything remains organized. Furthermore, the
optional CalPac set with certified weights allows
for quick calibration, while the OneClick feature
accelerates the initiation of routine measurements.

Conclusion

Thermogravimetry, particularly with the METTLER
TOLEDO TGA 2, stands as a cornerstone for routine
analysis across diverse industries. Its robust features,
precision, and ease of use make it an essential tool
for any laboratory focused on efficient material
characterization. By investing in advanced TGA
technology, organizations can ensure they maintain
high-quality standards while streamlining their
analytical processes, ultimately leading to better
products and enhanced research outcomes.
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About METTLER TOLEDO

METTLER TOLEDO is a leading global manufacturer
of precision instruments. The Company is the world's
largest manufacturer and marketer of weighing
instruments for use in laboratory, industrial and
food retailing applications. The Company also
holds top-three market positions for several related
analytical instruments and is a leading provider of
automated chemistry systems used in drug and
chemical compound discovery and development.
In addition, the Company is the world's largest
manufacturer and marketer of metal detection
systems used in production and packaging. Additional
information about METTLER TOLEDO is available
at www.mt.com, ®

Visit us: www.mt.com/tga
Email us at - sales.sales@mt.com
Call us toll-free at - 1800 22 8884 & 1800 1028 460
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EVENTS

Bio Pharma and Lab Analytix
World Expo 2026

Dates: 3-6 February, 2026

Venue: Bombay Exhibition Centre, Goregoan East,
Mumbai, India

Details: The Bio Pharma and Lab Analytix World Expo
2026 will bring together the stakeholders and leaders

for the pharma industry, which will focus on emerging

trends and technologies.

Contact: 022-40373636

Email: sales@jasubhai.com

Website: www.chemtech-online.com

Respiratory Drug Delivery
Asia 2024

Dates: 19-21st November, 2024
Venue: Grand Hyatt, Kochi, Kerala, India

Details: Respiratory Drug Delivery Asia expands US and
European meetings into a key emerging market, offering
updates on respiratory drug delivery while fostering
academic collaboration and commercial development
globally.

Contact: +1804-239-1978
Email: info@rdonline.com
Website: www.rddonline.com

CPHI & PMEC India 2024

Dates: 26 - 28 Nov 2024
Venue: Greater Noida, New Delhi, India

Details: Connect with industry leaders in pharma
machinery, technology, and ingredients to gain a
competitive edge and drive business growth.

Contact: 9820720785
Email: Kanishka.Ahuja@informa.com
Website: www.cphi.com

International Pharmacology
Conference & Annual Conference
of Indian Pharmacological Society

2024

Dates: 28-29 Nov, 2024
Venue: New Delhi, India

Details: The conference aims to showcase current trends
in pharmacology with the theme of Today's Research-
Tomorrow's Medicine. AIIMS, New Delhi, a prestigious
medical institution, will host the event, bringing together
students, pharmacologists, clinicians, and leaders to
discuss drug development and future perspectives.

Contact: 8171544655
Email: ipsaiims2024@gmail.com
Website: IPSCON 2024

International

Global Pharma and Biotech
Summit 2024

Dates: 5-7th November 2024
Venue: London, UK

Details: The Global Pharma and Biotech Summit is the
essential annual event for you to stay on top of the latest
trends and innovations in life sciences. Industry leaders
and experts will discuss what's new in areas such as
drug discovery, clinical trials, market access and patient
engagement.

Contact: +44 (0) 207 775 6653
Email: ftlive@ft.com
Website: www.pharma.live.ft.com
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World Congress on Advanced
Pharmacy and Clinical Research
(WCAPCR-24)

Dates: 27 - 28 November 2024
Venue: Melbourne, Australia

Details: World Congress on Advanced Pharmacy and
Clinical Research (WCAPCR-24), which is organized by
Institute for Technical and Academic Research (ITAR) will
offer researchers, delegates and scholars an incredible
chance to interact with each other and share their
experience and knowledge of technology application.

Contact: 8870915303
Email: info@itar.in
Website: www.itar.in

International congress on
Drug Discovery and Pharmacy
Practices (ICDDP-2024)

Dates: 12-13th November, 2024
Venue: Buenos Aires, Argentina

Details: The International congress on Drug Discovery
and Pharmacy Practices (ICDDP) is organised by IARF.
This event is set to provide a platform for researchers,
scientists, and students to share new analytical and
simulation methods, and scientific models in their fields.

Contact: 8754929172
Email: info@iarfconference.com
Website: www.iarfconference.com

International Conference on
Biochemical Pharmacology and
Clinical Pharmacy (ICBPCP-2024)

Dates: 14th November 2024
Venue: Medina, Saudi Arabia

Details: The aim of the Conference is to provide a
platform to the researchers and practitioners from
both academia as well as industry to meet the share
cuttingedge development in the field.

Contact: 9789129171
Email: team@isar.org.in
Website: www.isar.org.in

International Conference on
e- Health and Bioengineering
2024

Dates: 14-15th November 2024
Venue: Lasi, Romania

Details: The IEEE International Conference on e-Health
and Bioengineering is a premier interdisciplinary

event that highlights the latest advancements in
e-health, bioengineering, and biomedical engineering.

It unites experts across fields such as medical

robotics, bioinformatics, medical informatics, and

digital health to share and discuss innovative research
and technologies. The conference aims to foster
advancements in medical devices, biosignal processing,
wearable systems, Al in medicine.

Contact: +40-7455 567 193
Email: gladiola.petroiu@bioinginerie.ro
Website: www.ehbconference.ro

Jefferies London Healthcare
Conference 2024

Dates: 19-21st November 2024
Venue: London, UK

Details: The Jefferies London Healthcare Conference

is the largest healthcare-dedicated conference in
Europe. Our conference will again feature leading public
and private companies from the pharmaceuticals,
biotechnology, medical technology, and healthcare
services sectors from the Americas, Europe, Middle
East, Africa, Asia, and Australia.

Contact: (212) 284 2300
Email: mediacontact@jefferies.com
Website:ir.jefferies.com
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Syntegon to Highlight Settle Plate Changer SPC 1000 at PACK EXPO
International 2024

Syntegon, a leading provider of pharmaceutical packaging solutions
and process technology, will be highlighting its innovative new patented
~| — Settle Plate Changer SPC 1000 at PACK EXPO International, to be held
November 3-6, 2024 at McCormick Place, Chicago, IL, Booth W-16099.
Also on display will be the GKF 60 R&D ProTect capsule filling machine
and the Range Manual Assembly (RMA) machine, designed for small
batches and clinical trials.

The Settle Plate Changer SPC 1000 on display won the German
Packaging Award 2024 in the packaging machines category. It offers automated viable monitoring in the
aseptic filling process, which reduces manual interventions for environmental monitoring by 80 percent. With
its 24-hour operation, the SPC 1000 increases machine availability by up to three hundred hours per year. An
energy-free adhesive gripper technology ensures precise handling of settle plates during production.

The Settle Plate Changer SPC 1000 features a standardized interface for transferring exposure data to upper
layer systems. Optional barcode scanning offers increased process safety and traceability. The SPC 1000
helps customers comply with the latest EU GMP Annex 1 requirements for both new and existing equipment.
Quick and easy retrofits are available for Syntegon machines as well as all other machine brands, types, and
controls. ®

Thermo Fisher Scientific unveils pilot-scale 65-liter high shear
granulator (HSG)

Thermo Fisher Scientific Inc. has unveiled New, pilot-scale 65-liter
high shear granulator (HSG), which is part of the new HSG and fluid
bed processing suite.

The company is expanding its oral solid dose (OSD) footprint with
a $22-million total investment since 2021 in its Cincinnati, Ohio, and
Bend, Ore. sites. Together, these expansions will enable research
and development (R&D), manufacturing and testing of OSD drug
formulations - doubling the Bend site's existing footprint and
continuing a multi-year investment plan in Cincinnati - to bolster
capabilities across the company'’s global Contract Development and
Manufacturing Organization (CDMO) and Contract Research Organization (CRO) network.

OSD formulations have long been the most prescribed dosage form in the world and, today, make up 84% of all
medications on the market due to storage stability and ease of administration. To meet the increasing demand
for small molecule OSD solutions, Cincinnati adds dedicated flexible R&D space, supporting pre-clinical early
development of OSD formulations through rapid project initiation and the use of next-generation technologies
for data-informed decision-making, which can solve for drug development challenges and help companies
avoid costly trial-and-error cycles.

The Bend expansion is focused on R&D manufacturing and testing, including bench and pilot scale spray
drying, hot-melt extrusion and dry granulation. These additions to the site bolster capabilities at the company'’s
center of excellence for early development and advanced drug delivery, including solubility and bioavailability
enhancement solutions and digital modeling. These capabilities address some of the largest challenges for
pharma and biotech customers to help accelerate pre-clinical oral drug product development and reduce
timelines to GMP production of clinical trial materials. ®
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growth in 2022. The past three
years have been enormously
successful, especially considering
the challenges posed by the
COVID-19 pandemic. The Indian
bioeconomy is forecasted to reach USD 300 billion by
2030, a significant increase from its current valuation
of USD 140 billion, which constitutes 4% of the total
GDP of our country's growth. The BioPharma industry
contributes approximately 43% to the economy and
extends beyond pills; it encompasses aspects of
healthcare, wellbeing, and cognitive enhancement.
To capitalize on green growth and the bio economy,
we are establishing Bio enablers in the form of
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