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Expectations for quality by regulatory agencies are increasing at a very fast pace, 
especially for prefilled drug delivery formats, thanks to increased focus on reducing risk 
to patient safety. The trend has resulted in delays for new drug applications, 
more recalls of marketed products and even drug shortages if the container system and 
drug contents are suspect for quality issues. The pharmaceutical market is now 
requiring manufacturers of containers and components to meet new expectations with 
a quality culture and very high product reliability. The need to bridge the gap and 
provide superior quality products has been a driver for manufacturing technology 
investments, more robust control strategies and the introduction of next generation 
elastomer components. 
 
Risk management and Quality by Design (QbD) paradigms have become the standard 
approach for drug development, but the fact remains that therapies can only be effective 
if the medicine can be successfully delivered to the patient. Integral to the drug product 
are the protection of medicines and safe delivery, which are essential elements for 
achieving positive patient outcomes.  
 
Market Trends Driving Change 
 
Heightened inspection and improved technologies may result in new detection of 
existing issues. In addition, regulatory guidance and expectations are increasing for 
combination products while the industry is more focused on the patient than ever before. 
Quality standards and expectations have risen steadily in the last 10 years. 
 
Manufacturing Technology Changes 
 
West has made major investments to not only increase capacity, but to drive quality 
enhancements through new environmental controls, enhanced processes and adding 
new technologies. For example, foreign matter contamination of elastomer components 
is a major risk factor.   
 
To help reduce risk, four areas with highest impacts on quality were addressed as 
part of a global continuous improvement plan. 
 
1. Environment: Operational steps in cell format with standardized gowning practices 
2. People: Non-essential personnel removed by installation of viewing corridors 
3. Particulate: Numerous improvements lead to lower particle counts as monitored  
4. Vision Verification: Automated inspection provides feedback loop for improvement  
 
 
 
 



Next Generation Components 
 
Interviews with leading pharmaceutical and biotechnology partners have pointed to 
requirements of a new generation of elastomer components. This and the Quality 
Target Product Profile (QTPP) driver were the basis of a new West product 
category, known as NovaPure® components. Specific targets identified for plungers 
used in prefilled syringes and injectors include: 
 

 Minimize overall risk 

 Low particulate: visible and sub-visible 

 Low part-to-part variability 

 High cosmetic quality 

 High knowledge transparency 

 Optimize breakloose and glide forces 

 Fit for auto-injector applications 
 

QbD promotes understanding of the product and manufacturing process starting with 
product development. Manufacturers must define desired product performance and 
identify Critical Quality Attributes (CQAs). The product and process is then designed 
to meet those product attributes. The West holistic QbD applied model for NovaPure 
components is illustrated in Figure #1. 
 

 
 
 
 



Using QbD philosophy and principles, a new FluroTec® barrier-film laminated 1mL long 
NovaPure® plunger based on patient needs is commercially available with industry 
leading specifications that minimize risks and an extensive knowledge management 
documentation package available as part of the product offering. 
 
Conclusion 
 
Drug manufacturers seek numerous specific requirements that are the result of new 
demands. This ranges from the drug product itself, to the patients who use those drugs, 
and to the agencies who seek to ensure the safety of those drugs. Quality relies on 
cleanliness, functionality and ability to reach the market quickly and safely. Next level 
performance comes from next level products, which are now available from elastomer 
component manufacturers. Modern drug products demand modern packaging 
components. FluroTec barrier film can help protect your drug, and NovaPure 
components help to ensure consistent, high-quality performance. West has always been 
dedicated to the highest standards of quality and, now more than ever, our customers 
appreciate that commitment, because of increased scrutiny from regulatory authorities, 
healthcare professionals and patients. We work alongside these customers early in the 
development process to not only minimize risk, but also to ensure their products’ 
success. 


