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INTRODUCTION
Proventa’s U.S. Biomanufacturing Meeting has just concluded for another 
year, showcasing the success of the company’s innovative format: delegates 

and sponsors alike were pleased and surprised by the usefulness of 
Proventa’s unique roundtable discussion format, the amount of connections 

made with peers and the seniority and experience of attendees present.

Discussions hit on the biggest topics of the moment, from how big data and 
machine learning can be integrated into QbD, to the advantages of real-time 

sensor technologies for automated monitoring and control of upstream/downstream 
bioprocesses.

THE FUTURE OF BIOMANUFACTURING

This report features a wealth of information for those who attended the 2019 strategy 
meeting and indeed those who did not, but more importantly looks beyond the event 

to the future: it contains not only statistics showing job titles and investments of this 
year’s delegates, but highlights from the event talks themselves and our facilitators’ 

impressions of how biomanufacturing will evolve and change over the next five years. 

There is a wealth and variety of information packed into the pages of this report: we hope 
you find them of interest and use, and enjoy your time reading. 
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One of the most important resources available to any senior figure in biotech or pharmaceuticals is an understanding not only of 
the field at present but where the field is going, and the key obstacles that any company in the sector faces. 

Proventa International surveyed a number of major players in the field prior to our 2019 event, using expert opinion and insider 
knowledge to uncover out of the many obstacles on the horizon the major challenges to overcome in the next few years. 

MAJOR CHALLENGES - 2020 AND BEYOND

NEW TECHNOLOGY - INTEGRATION AND STRATEGY
The standout winner in Proventa’s survey of needs was, unsurprisingly, focused on new technology and IT capabilities. The foremost keywords 

on everybody’s lips, the coming few years will see radical changes in fundamental pharmaceutical processes around increasing digitalisation, 
automation and integration, with many processes and key datasets moved online or into the Cloud.

STREAMLINING AND PROCESS OPTIMISATION
Following on from the first point, the continuing challenge of optimising old processes and reducing inefficiencies continues to be a major 

challenge in the biomanufacturing industry, with the move online trying many companies’ resources.

TECHNOLOGY TRANSFER
Tech transfer was another highly-rated challenge for biomanufacturing experts: the move from one facility or process train to another creating 

widespread headaches within the industry. 

RECRUITING AND TRAINING
Recruiting and training remains a perpetual challenge within the industry, with headhunting and hiring specific skill-sets also mentioned 

as a major challenge for pharma experts. 

COMPLIANCE AND REGULATORY 
Keeping up with a fluctuating regulatory framework and ensuring compliance across a range of processes is a key challenge in biomanufacturing, 

with NDA-filing and fears of Brexit also mentioned among the major regulatory worries.
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MANUFACTURING
After those key issues came a number of more specific manufacturing industry issues, ranging widely from manufacturability to 

control-critical steps in the manufacturing process to continuous manufacturing, which was cited several times as of importance
 to key industry players. 

PROCESS DESIGN AND CONTROL
Process modelling, validation and design, as well as process analytical technologies, were all mentioned as a possible challenge in the 

coming years. 

MEETING TIMELINES AND BUDGET
Another of the top challenges mentioned involved various timeline and budget concerns - with challenges mentioned including cycle time

 reduction, validation timelines and staying on budget.

FACILITY STARTUP AND NEW LAB INSTALLATION
Facility startup and new lab installation were both referenced as key challenges in the years ahead, linking with technology transfer to suggest 

such organisational problems are high on many companies’ lists.

MANAGEMENT AND SELECTION OF CMOS
Finally in the top ten key challenges faced by pharmaceutical experts, the management and selection of contract manufacturing organisations

 was listed as a challenge by several key players in the industry. 
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In contrast to many of the forecasts regularly demonstrated in areas across the pharma sector, statistics for the future of biologics 
and biomanufacturing seem strong. In the decade to 2020 the market share for biosimilars will be equal to new molecular 

entities (NMEs) at 50% each, up from biologics cornering only 5% of the market at the start of the decade. In terms of pipeline, 
during the 2010s biologics surpassed NMEs in numbers for the first time, with 60% of all pipeline drugs expected to be biologics by 2020. 

As biologics development has increased so steadily, the push for new technological developments has greatly increased, focused on higher 
yields and lower costs. These needs have seen the rise of several innovative models and technologies which are only now finding their feet: 

arguably the most notable of these being the take-up of single-use technologies and modular equipment, used in all stages to cut costs and 
remove the potential for contamination. 

Other new models and processes which could have a major impact on biomanufacturing in the next five years include perfusion technology,
 in silico modelling and of course the ever-present topic of automation and digitalisation. To find out more about what the future holds, we

 spoke to some of our expert facilitators on site for their opinion. 

WIDE SCOPE FOR PROGRESS

When surveyed, many of the experts at the 2019 Biomanufacturing event expressed their view that no one particular field stood out as being 
of greater importance than the others present, particularly in terms of having a greater impact on the future of the field. Dr. Herve Udriot, 

formerly of Ferring Pharma, suggested that there was something to learn in every track on the agenda, with possibly only product 
manufacturing unaccounted for as a topic which could be of importance in the near future. 

QBD

Dr. Udriot did, however, suggest that QbD will certainly continue to be of great importance in the coming few years. This idea was echoed by several of 
our facilitators, including Inka Bosse, Director of Drug Product Biologics Steriles Quality Life Cycle Management at MSD, who suggested that QbD, PAT and 

GMP will all have a big impact in the near future, and are important to know more about. She added that discussion around ICH guidelines will also be of 
importance to experts, as there is currently still confusion on how to implement these, and many experts are yet to understand the full picture 

around this legislation. 
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SINGLE-USE EQUIPMENT

Inka Bosse suggested that in her opinion, single-use equipment had already been intensely discussed by area experts, and that 
while important for the future was by now understood and perhaps even overstated. This idea was refuted by some other speakers, 

including Ramzan Tabasum of CSL Behring, who suggested that many companies are now moving into this area and that it will play a
 huge part in biomanufacturing in the near future.

DIGITALISATION

Dr Tabasum noted that an even bigger change than single-use equipment will be digitalisation, and with it increased automation 
in the workplace, particularly moving from paper records and unstructured data to computerised storage and filing. He said that in 

this case one of the topics that will continue to be of huge import in the next five years is data integrity itself - the requirements and 
tools for digitalisation, maintaining system validations and understanding how to work with the new systems put in place to this end. 

REGULATORY ISSUES

Poul Henning Poulsen, of Novo Nordisk, cited regulatory issues as those of most interest to him in the coming months. He thought that a change 
that would greatly improve the work of biomanufacturing professionals would be a standardised regulatory approach in a number of areas, 

where currently many different rules exist in different countries, creating excessive waste and great cost to pharma and biotech companies. 
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