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Formulation Development 101:
What Is It And Why Does It Matter?

Singota® Solutions is a CDMO located in
Bloomington, Indiana, USA that specializes in
Parenteral, Early Phase Drug Development
and Aseptic Filling projects.

Formulation development might sound like
something reserved for scientists in white coats,
furiously mixing solutions in a top-secret lab.
And while that’s not entirely wrong, the reality is
both more fascinating and more critical to the
success of any drug product.
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work can cost millions in failed trials, and a
well-optimized formulation accelerates time to
market.

Bottom line? You can have the most
promising API in the world, but without the
right formulation, it won’t get anywhere near a
patient.

What Are the Key Steps in Formulation
Development?

Formulation is a multistep process. To do it
well, you need deep scientific expertise,
analytical rigor, and a whole lot of methodical
problem-solving. Contract Development
Manufacturing Organizations (CDMOs) like
Singota Solutions offer these skills to clients
seeking optimized formulation. Singota can
perform the following types of studies and
many more, to ensure you have the ideal
formulation for your drug product.

 Pre-Formulation Studies: This work
involves characterizing the API by
understanding solubility, stability, and
degradation pathways.

« Excipient Selection: We can collaborate to
choose the right inactive ingredients to
improve drug performance and
manufacturability.

« Dosage Form Design: Developing the
ideal drug format (such as a tablet or
injectable, etc.) to meet patient needs and
achieve delivery efficiency.

« Analytical Method Development: This
work involves determining the sufficiently
robust analytical methods needed to
ensure that formulation can be accurately
tested for quality and consistency.
Analytical method development is one of
Singota’s many superpowers.

« Scale-Up & Manufacturing Readiness:
The studies in this category assess the
formulation to ensure it can perform at
the scale needed for clinical trial and
commercial manufacturing stages.

Each of these steps requires extensive
expertise, cutting-edge technology, and a
proactive approach to problem-solving.
Singota has been a great partner to hundreds
of clients with these needs over the past 20
years.

How Does Formulation Development Differ
for Injectables?

Injectables are a whole different beast
compared to oral or topical drug formulations.
Because these drugs go directly into the body,
often intravenously, there’s zero room for
error. Every injectable formulation must be:

« Sterile & Free of Contaminants : No
microbes, no particulates, no surprises.

« Stable Under Strict Conditions: Many
injectables are sensitive to temperature,
light, or even the wrong type of
container. We need to know that the
injectable formulation is stable in the
container it is expected to be in, and
under the conditions it will experience
during the journey to the site of patient
care.

+ Precisely Measured for Dosing
Accuracy: Unlike tablets, you can'’t just
split an injection in half. Every injectable
dose must be exact.

This complexity explains why formulation
development for injectables requires a
specialized CDMO partner, one with deep
expertise in sterile processing and small-batch
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early-phase development. Are you
stumped? In case you hadn'’t already
guessed, Singota is the perfect choice for
your formulation development CDMO.

Formulation Development: Singota Does It
Smarter

Now that you know what formulation
development is and why it’s so critical, the
next step is choosing the right partner to guide
your drug through this process. And that’s
where Singota Solutions stands apart.

« Injectables-Only Expertise: We don'’t try
to do it all. We specialize in small-batch,
early-phase injectable drug
development, ensuring precision and
focus on exactly what you need.

« Custom Formulation Strategies: Every
formulation deserves a strategy as
unique as the molecule itself. That's
why we tailor every formulation to your
molecule’s unique needs, clinical goals,
and stability challenges.

« Integrated Services: Formulation
development is just the beginning.
Singota also offers analytical testing,
aseptic filling, cold chain storage,
transportation testing, labeling and
kitting, and so much more, all under
one roof. Singota is a one-stop shop
solution for your clinical drug product.

» Global Reach, Personal Service:
Headquartered in Bloomington, Indiana,
Singota also operates with 3 European
facilities in Switzerland and lItaly, giving
clients worldwide support while
maintaining our high-touch, personal
approach.

Your Next Step: Let’s Get Your
Formulation Right

Pharmaceutical formulation development isn’t
just a science - it's an art. At Singota
Solutions, we've mastered both. \Whether
you'’re in the early stages of development or
refining your process for clinical trials, Singota
is here to help optimize, accelerate, and
perfect your drug product’s formulation.

In the high-stakes game of formulation
development, Singota has a 20 year track
record of wins. Got formulation challenges?
Let’s talk.

Singota Solutions is a US based CDMO in
Bloomington, Indiana. Singota specializes in

formulation development and aseptic fill finish
for injectable projects. Once a formulation is
established, Singota utilizes state of the art
robotic filling technology and focuses on
smaller batch size requirements. For more
information, visit Singota.com to explore how
Singota has established itself as a one-stop
solution for all your developmental needs.

Contact solutions@singota.com to schedule
a meeting with our business development
team to further discuss your current or future
projects.

www.singota.com
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