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o paraphrase Dickens, the bioprocessing industry can be seen as experiencing the best and 
worst of times.  Cellular vaccines and therapeutics are finally advancing after the approval of 

Dendreon’s product for prostate cancer, and many industry analysts agree that the next wave 
of products will be far more convincing in the clinic.  Let’s face it – the Dendreon product can’t 

reflect the latest advancements since it took so long to obtain approval and the company didn’t 
dare make any changes to the product or process during the excruciatingly costly clinical evaluation.  

And then a number of viral gene vectors and vaccines have been gaining attention with adeno-associated viral 
(AAV) products leading the way.  These products are becoming more practical because of their increasing 
success in making target cells pump out the proteins needed for the desired immune response.  Plus new and 
improved retro, adeno, pox, vaccinia and lenti-viral applications are emerging.  

In addition, viral vectors and virus-like particles (VLPs) are proving valuable delivery vehicles for surface 
antigens which initiate or strengthen an immune response, and in selected cases, may provide sterile 
immunity.

And to make things even more interesting, there is growing interest in the use 
of baculovirus technology.  A working group has been formed to develop a 
reference material, and a number of applications are generating valuable 
results in which the technology can produce AAV and VLPs, as well as 
antigens for vaccines, in-process reagents, and high-throughput screening.

However, a number of existing antibody, recombinant protein, and 
traditional vaccine products are being plagued with random and highly 
unpredictable viral contaminations.  Numerous biopharma companies have 
reported such problems, and an environment of anxiety has developed in 
which a “false-positive” assay can result in 6 to 18 months of lost productivity.  
And if these contaminations continue at the current rate, only the largest firms 
will be able to survive them.  

Much work must be done to see how these contaminants can be detected, mitigated, and prevented.  And in 
addition to the development of more powerful and reliable assays, both raw materials and critical process 
equipment must be more aggressively segregated, tested, and decontaminated.  

So as we move into 2011, we can see great possibilities emerging from new technology areas, but our 
enthusiasm must be tempered by the serious challenges that are threatening the products which have served 
as the industry’s mainstay.
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