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Highly Potent APIs

With the pharmaceutical industry’s focus on oncology and more 
targeted therapies, the number of highly potent active pharmaceu-
tical ingredients (HPAPIs) in development continues to increase. 
Innovative highly potent medicines continue to reach late phase clinical 
and commercialization and, in consequence, the demand for HPAPI 
manufacturing capacity is rising. 

A successful HPAPI commercialization requires a design, development 
and manufacturing partner that has the expertise, infrastructure, and 
track record to advance your compound to market. 

Important investments are required to ensure that suitable assets, 
experienced teams and flexible manufacturing scale is in place to 
adjust to market demand. Integrated development and processing 
options can also be critical for meeting the accelerated timelines 
frequently associated with HPAPI applications, e.g. fast-track or 
breakthrough designations.  

Lonza capabilities 

Our expertise, capabilities and track record with HPAPI applications 
extend across the drug substance, drug product intermediate, and 
finished drug products. These integrated capabilities offer customers 
an option of working with one partner which can reduce program 
timelines, complexity and risk.
•	 Manufacturing of highly potent small molecule APIs, antibody  

drug conjugates and their payload/linker products
•	 Particle engineering: 

–– particle size reduction (micronization or jet-milling)
–– amorphous dispersion technology (spray drying and  

hot melt extrusion)
•	 Sterile fill/finish and specialized oral solid dosage forms  

for low dose/HPAPI applications
–– liquid-filled hard capsule technology
–– soft gel encapsulation 

These complementary capabilities provide integrated product 
development across API and HPAPI, drug product intermediate,  
and finished drug products. 



At Lonza, we have more than 20 years of experience in the HPAPI field, 
and have advanced hundreds of HPAPIs to market across a wide range 
of chemistries. We have continually added flexible capacity to meet 
increasing demand across a wide range of applications. This experience 
translates into best practices for handling hazardous compounds 
safely and efficiently. 

Our expertise and capabilities span a wide array of modalities 
from traditional small-molecule APIs to antibody drug conjugates, 
fermentation products, and peptides. These facilities have phase- 
appropriate processing equipment in place allowing us to deliver 
services tailored to the development stage of your HPAPI project.  
We offer seamless HPAPI scalability from 1 L to 10,000 L scales to 
support feasibility studies, clinical trial material manufacture and 
commercial production. 

This extensive expertise, capability and track record in the development 
and manufacturing of HPAPI extends to specialized intermediates and 
drug products. Particle size reduction and spray drying under contained 
conditions is in place for addressing solubility and other challenges 
associated with today’s molecules. Specialized liquid and semi-solid 
drug product capabilities, which facilitate safe handling of HPAPI and 
enable consistent low-dosing in oral dosing format, are also in place.

Containment/safety

We deliver highly potent drugs manufactured under current Good 
Manufacturing Practice (cGMP) for containment levels down to  
0.1 µg/m3. For our laboratory / kilo suites we can even go down to  
1 ng/m3. Particle engineering with demonstrated containment down  
to 10 ng/m3 is also in place in Europe (Monteggio, CH) and the US 
(Bend, OR and Quakertown, PA), and equivalent capabilities are in  
place for our specialized dosage form sites in Edinburgh, UK and 
Ploermel, FR. We have the experienced workforce and capabilities 
across this network to help you meet regulatory and Health, Safety  
& Environment requirements for your next project. Our development 
and manufacturing site network is routinely inspected by global  
regulatory authorities including U.S. FDA, EMA, Swissmedic, and the 
Visp site is approved for production of API/HPAPI for multiple markets. 

Ongoing innovation 

Advanced technology and innovation is core to our HPAPI approach 
and investments remain core to our business. For example, we have 
developed and used continuous manufacturing to optimize production 
efficiency. This innovation extends to our business models which 
are highly flexible and designed to meet our customers’ specific 
requirements. Dedicated monoplants for HPAPI are just one example  
for how we can provide security of supply.   

Integrated service options 

Our broad capabilities and integrated approach enables you to use 
one partner throughout your project, from development through to 
manufacturing. This reduces risk, complexity, and time to bring your 
HPAPI product to market and from Drug Substance to Drug Product.  
Our dedicated program management and experienced teams work 
together with you to ensure swift and efficient technology transfer  
and scale-up as required.  
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Learn more how our HPAPIs manufacturing can facilitate development 
and accelerated timelines to clinic and market. 

Contact us
pharma.lonza.com/contact

https://pharma.lonza.com/contact

