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Headquartered in Gaithersburg, Maryland, Novavax is a late-stage 
biotechnology company that promotes improved global health 
through the discovery, development and commercialization  
of innovative vaccines to prevent serious infectious diseases.  
The company’s vaccine candidates are genetically engineered  
using three-dimensional nanostructures of recombinant proteins 
critical to disease pathogenesis.

Operational needs
Novavax has more than a decade of experience contending with some of the world’s most 
devastating diseases, including seasonal influenza, RSV, Ebola, MERS and SARS. It is  
preparing to enter phase III clinical trials with NVX-CoV2373, a leading COVID-19 vaccine 
candidate. As part of the US government’s Warp Speed initiative, large-scale manufacturing 
capacity is already being established for NVX-CoV2373 leveraging a global network of  
CMOs and partnerships.

Driven by its COVID-19 vaccine development and manufacturing data management 
complexities, Novavax wanted to harden its data infrastructure, discontinue wide-scale use  
of Excel for batch/process/product data management and accelerate data sharing among  
a large external network.

Evaluation process
With accelerated production timelines a key focal point, selecting a system that would meet 
these timing requirements was a key factor. Staff involved in selecting a process information 
management system had extensive knowledge of the available solutions. Given these solutions 
involve lengthy deployment time, require added resources/overhead to manage, and have 
limited scalability, Novavax quickly identified PIMS as the right solution for its needs.
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Customer quotes
Director of Data and Analytics, Novavax

•	 PIMS meets our needs perfectly and the Skyland Analytics* teams have  
been phenomenal.

•	 The reasons why we selected PIMS are definitely the CMO data sharing and  
speed of deployment, which are imperative given the urgency of manufacturing  
our vaccine on a global scale.      

• 	 We needed to move fast on our COVID-19 vaccine, replace Excel data management,  
and scale/accelerate CMO data sharing, PIMS was the perfect product.

• 	 I knew PIMS was the only software that is mature enough in the lifecycle that we  
can count on it as a partner, and it really meets our needs of trying to move fast.
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Why IDBS PIMS?
The following were reported as top value props:

• 	 Deployment speed – Deployed in less than a week, PIMS enabled Novavax  
to fast-track its COVID-19 data infrastructure ahead of scaling up global  
manufacturing operations. 

• 	 CMO collaboration – PIMS enables Novavax to monitor its supply chain and gain  
real-time operational oversight of multiple CMO manufacturing sites worldwide.

• 	 Completeness – PIMS provides batch data and specifications and control limits 
management, analytics and integration capabilities with CMO historians. 

Keys to success
The following were reported as important 
to making a buying decision:

• 	 Prioritization – Skyland’s* sales team fast-tracked presentations and prioritized 
requests from Novavax, enabling PIMS implementation to be started in less than a week.

• 	 User acceptance – Novavax provided end-user groups (dev, tech transfer, ops, etc.)  
the opportunity to evaluate PIMS via online demo and Q&A sessions resulting in early  
user acceptance.

*Skyland Analytics is now part of IDBS

Expected benefits 
Novavax expects PIMS will provide the following:

• 	 Accelerated tech transfer – Following the successful completion of its phase III 
COVID-19 vaccine trials, Novavax will rely heavily on PIMS to accelerate tech transfer  
into commercialization and drive tight collaboration with a vast network of global CMOs. 

• 	 Continued Process Verification (CPV) – Given the urgency, large batch sizes involved  
and stringent quality controls for its COVID-19 vaccine, Novavax is already preparing  
for 21 CFR Part 11 compliance and elevated FDA data integrity scrutiny.

“The reason we needed a software solution in the first place is to 
manage the complexity of our supply chain data. We also knew  
that we were rushing forwards towards commercialization and we 
needed to get compliance in there. So that was a basic requirement.” 
Kyle Langham,  
Director of Data & Analytics at Novavax



If you are, then talk to one of our experts today.

TALK TO AN EXPERT

Ready to write 
your own  
success story?
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About IDBS

IDBS helps BioPharmaceutical organizations accelerate the discovery, development 
and manufacturing of the next generation of life-changing therapies that advance 
human health worldwide. From the lab through manufacturing, IDBS leverages its 
30+ years of experience working with a diverse list of customers – including 18 of the 
top 20 global BioPharma companies – and deep expertise in scientific informatics 
and process data management to tackle today’s most complex challenges.  

Known for its signature IDBS E-WorkBook product, IDBS has extended solutions 
across the entire value chain for BioPharma Lifecycle Management (BPLM). Built on 
analytics-centric and cloud technology, IDBS Polar and PIMS platforms leverage a 
digital data backbone to drive faster and smarter decisions in drug development and 
manufacturing across the supply chain.
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