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API Development & Manufacturing

Development Platform

Curia (formerly AMRI) has development and clinical drug substance teams who exceed expectations on even
the most challenging projects. Working in state-of-the-art labs equipped with the latest process and analytical
instrumentation, we efficiently conduct route scouting, rapid process development and optimization of reaction
conditions for scale-up of materials for preclinical trials or large-scale manufacturing, including non-GMP and
cGMP. With support from our expert team of analysts, chemical engineers and QA professionals, we rapidly
and efficiently develop manufacturing processes to scale with your clinical timelines.

Leverage Curia’s small molecule API development platform and cGMP suites at our facilities in the U.S. and India for worldwide
access to premium CDMO services.

Additional services include solid-state characterization (e.g., polymorph screening and crystallization), route scouting,
stability studies and supporting analytical activities, such as impurity screening and additional method development.
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 Evaluate and optimize the
synthetic route, screen key

reaction conditions for
scalability, conduct safety
assessment, and develop
early analytical methods
for API characterization
and impurity profiling.

Produce non-GMP
toxicology material (gram

to kilo scale) and key
intermediates, building

cGMP readiness by
drafting batch records that

support clinical cGMP
manufacturing.

Manufacture cGMP clinical
batches at kilo scale;

qualify analytical methods
for drug substance, starting

materials, and in-process
controls, and conduct ICH

stability studies.

Optimize and define critical
process parameters (CPPs)

using Design of Experiments
(DoE), validate analytical
methods per ICH Q2, set

impurity controls, and tech-
transfer internally to Curia's

commercial API sites.
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Core Technologies

Dedicated discovery biology, chemistry, and analytical teams ensure a seamless transition for your project
from drug discovery to development. Curia offers best-in-class experience and capabilities in medicinal
chemistry, in vitro pharmacology and structural biology.

Curia’s extensive start-to-finish cGMP analytical services ensure a clear understanding of your compound
and product attributes, while our labs in Albany provides key data and insights needed to keep your project
on track as well as providing impurity screening and method development.

As industry leaders in analytical and solid-state chemistry services, our experts screen and select a form
with optimal properties and help you understand the processes that ensure consistent material for your
development, clinical trials and formulation needs.
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Curia offers Phase III and Commercial API manufacturing at various sites, allowing
sponsors to stay within the Curia network from discovery to commercial


