Process R&D and
GMP API Manufacturing
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Expertise in drug development

Integrated CMC

Our scientists have extensive experience and
expertise spanning the drug discovery and
development workflow. This begins in early
discovery, where our medicinal chemists
drive programs from hit identification to
candidate nomination, then through to early
development and clinical API manufacture.

Our multidisciplinary teams of chemists, analysts
and engineers are highly skilled in the navigation
of CMC development activities. We focus on
generating the critical data at the right time,
enabling acceleration of our clients’ programs by
de-risking synthetic routes and other API liabilities.

We take a phase-appropriate approach in order
to balance cost, speed and quality. Co-locating
our scientists ensures the efficient transfer
of program knowledge from our medicinal
chemists to our process chemists and into
our manufacturing team, maintaining project
intimacy and retaining every valuable detail.

From route scouting to GMP manufacture
We provide processes that are not just
fit for purpose but fit for the future
Our process chemists have a proven track record
when it comes to developing innovative, scalable,
safe, economical and robust processes for the
manufacture of regulatory starting materials (RSMs)
and active pharmaceutical ingredients (APIs).

“I am really pleased with the way the
Concept team conducted the whole
GMP campaign. They have solved
key scientific problems that could
have impacted our strict timelines,
delivery, and quality…..they have
kept us informed at every stage”
CMC consultant

Route scouting

Process development

Process safety evaluation

• Top synthetic chemists with
industrial experience

• Rapid scale-up towards
familiarization & demo batches

• Well-equipped safety evaluation labs

• Successful track record in
delivering alternative routes for
commercial manufacture

• Expertise in DoE ensures reactions,
workup & isolations are fully optimized

• Breadth and depth of knowledge
of synthetic chemistry
(catalysis, flow, sustainable)
• Evaluation of alternative routes using
SELECT and green chemistry criteria
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Preformulation

• Close working with analytical
and engineering teams

• Evaluation of each stage
prior to scale-up
• Flow chemistry capability

Regulatory

Material

QA

sciences

Stable
isotope
labelled
standards

CMC
DMPK

Toxicology

Materials
science

Preformulation and early
formulation studies

Selection of the correct solid form and polymorph
mitigates the risk of failure during development. We
use salt/co-crystal screening and selection to improve
drug performance and enhance physicochemical
properties, in tandem with the polymorph
screening required for regulatory applications.

Poor solubility and low bioavailability can be significant
issues during drug development. We recommend addressing
these potential issues early, in order to avoid later challenges
with API developability and the costs associated with this.

Our integration with Malvern Panalytical uniquely
positions us to offer access to the state-of-the-art solid
state analytical technologies and – crucially - expertise
to quickly and robustly establish the correct crystal form,
particle size and morphology for your candidate molecule.

Our formulation teams work with our materials, DMPK and
toxicology scientists to design effective formulation screening
programs, putting a stop to such issues before they start.
We’d love to see how we could help turbocharge your
latest development program, unblock a bottleneck,
or solve a challenging problem. Speak to one of
our experts to find out how we can help you.

Analytical development
& validation

GMP API manufacture

Stability studies

• MHRA-approved GMP facilities

• Expertise in method development
& validation using complementary
analytical techniques

• 3 manufacturing facilities

• Full suite of testing for chemical
and physical stability

• Thorough understanding of all
regulatory requirements

• Experience in determining,
synthesizing, characterizing
and controlling impurities

• GMP batch analysis & release

• World class technology transfer
package to our manufacturing teams

• Expertise in developing sensitive
methods for genotoxic impurities
such as nitrosamines

• Close collaboration with chemists to
support in-process method checks

• Robust QMS
• Manufacture 1 kg- 10 kg API
for preclinical/clinical and
commercial projects
• Safe handling of HPAPI and
controlled substances
• Capacity to run cryogenic
reactions and hydrogenations
• QA-approved raw material
suppliers and couriers

• Wide experience in forced
degradation and ICH stability studies
• Available storage stability suite
supporting ICH long-term and
accelerated conditions
• Support both development and
GMP registration programs
• Comprehensive stability reports
for regulatory submission

Service & Support

When you make the invisible visible,
the impossible is possible.

Malvern Panalytical provides the global training,
service and support you need to continuously drive
your analytical processes at the highest level. We help
you increase the return on your investment with us, and
ensure that as your laboratory and analytical needs
grow, we are there to support you.

Our analytical systems and services help our
customers to create a better world. Through chemical,
physical and structural analysis of materials,
they improve everything from the energies that
power us and the materials we build with, to the
medicines that cure us and the foods we enjoy.
We partner with many of the world’s biggest
companies, universities and research
organizations. They value us not only for the
power of our solutions, but also for the depth
of our expertise, collaboration and integrity.
With over 2200 employees, we serve the world,
and we are part of Spectris plc, the worldleading precision measurements group.

Our worldwide team of specialists adds value to your
business processes by ensuring applications expertise,
rapid response and maximum instrument uptime.
• Local and remote support
• Full and flexible range of support agreements
• Compliance and validation support
• Onsite or classroom-based training courses
• e-Learning training courses and web seminars
• Sample and application consultancy

Malvern Panalytical. We’re BIG on small™

Malvern Panalytical

www.malvernpanalytical.com

Grovewood Road, Malvern,
Worcestershire, WR14 1XZ,
United Kingdom

Lelyweg 1,
7602 EA Almelo,
The Netherlands

Tel. +44 1684 892456
Fax. +44 1684 892789
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Why choose us?

