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O V E R V I E W
Market Trends

The biotech industry is starting the new decade with good reason for cautious 
optimism. Based on results from this study of biomanufacturing, most companies are 
more confi dent, but also more realistic: Even as 2010 brings good results, managers 
are continuing to expect better performance from their staff, and are implementing 
strategies for reducing costs, improving management of outsourcing relationships, 
and managing costs more closely.  Some of last year’s budgetary shifts are becoming 
solid trends that are defi ning how biopharma will evolve over the coming years.  Key 
developments in 2010 will include advances in science, technology, the economy and 
regulations: 

Biopharmaceuticals•  :  Biologics are recognized as increasingly important to the 
pharmaceutical industry.  The number and percentage of biopharmaceuticals 
and the contributions of these to the profi ts of the pharmaceutical industry will 
continue to increase.  Increased investment in biopharmaceutical R&D makes 
sense, with these products the source for profi ts, especially as loss of patent 
protecting and generic competition erode mainstream pharmaceutical industry 
profi ts. 

Biopharma Approvals: •   2010 will see an increased number of 
biopharmaceuticals entering major markets.  FDA approvals of 
biopharmaceuticals increased in 2009, reversing a trend of low and decreasing 
numbers.  Over 60 biopharmaceutical products currently have applications 
either pending or expected to be fi led in 2010, joining over 335 currently 
approved by FDA1.  Many of these will receive prompt approvals.

Biosimilars are coming! •   Legislation enabling abbreviated, comparisons-
based, FDA approvals pathway for biologics will be enacted.  Although it will 
take several years for FDA to fully implement related regulations, with the U.S. 
market more receptive to biosimilars and other me-too products, there will be a 
signifi cant increase in the number of biosimilars in development and companies 
entering this fi eld.  Biosimilars will expand the number of companies active 
in R&D and manufacture.  This will include an increasing number of foreign 
companies, many based in developing countries, seeking to develop biosimilars 
for the U.S. market.

Cost-containment:•    Governments in the U.S. and other major pharmaceutical 
markets will continue efforts to reduce costs.  This will increasingly involve 
integration of cost-effectiveness assessments in approval and insurance 
coverage decisions, including U.S. health care delivery regulators (CMS) 
increasingly getting involved.  Therapeutics will increasingly need to show 
improvement and cost-savings relative to competing products.  

1 Source: www.biopharma.com/approvals_2009.html
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Bioprocessing:•    Many recent trends in bioprocessing, particularly 
biopharmaceutical manufacturing, will continue.  Companies will continue to 
invest in expansion of manufacturing capacity, with increasing attention and 
investments being made to resolve bottlenecks in downstream purifi cation.  
Experienced bioprocessing professionals will be in increasing demand in 2010, 
as senior staff (babyboomers) start to retire.  

Bioprocessing technologies: Cost-containment will continue to drive progress, • 
led by the increasing adoption of new technologies, improved yields from 
upstream processing, and better expression systems, host cells and genetic 
engineering technologies for large-scale manufacture that will improve not only 
manufacturing processes, but quality, and even clinical performance.  Upstream 
expression yields will continue to increase, along with the concurrent problems 
with downstream purifi cation as it struggles to keep up.

Industry consolidation:•    Merging and purging among companies will likely 
increase.  Larger companies, particularly Big Pharma with ailing R&D pipelines, 
will continue to acquire smaller fi rms and merge among themselves, along with 
consolidation, post-merger downsizing and layoffs.  This has been a short-
term fi x or distraction for many companies’ experiencing problems with internal 
innovation, particularly the failure to develop new blockbusters needed to 
replace the many products coming off patent.  

R&D independence:•   While organizational consolidation continues, the trend 
of large companies seeking to repackage their R&D programs as more 
independent, entrepreneurial-type efforts will continue.  There will be increased 
questioning of whether consolidation, particularly among large companies, is 
actually a prudent strategy.  

Internationalization:•    The growth in biotechnology, particularly 
biopharmaceutical, markets will continue worldwide, with much expansion in 
China, India, and other rapidly developing countries where middle classes 
are expanding, and exerting demand through their increasing affl uence.  
Manufacturing capacity and R&D will continue to increase rapidly worldwide, 
including in developing countries.  

Economy, spending and outsourcing: •   The world economy will continue its slow 
recovery, while investments in biopharmaceutical manufacturing capacity and 
R&D continue and increase.  Despite this, companies will continue to cut back 
internally, including outsourcing wherever they can.  More, non-critical R&D 
and manufacturing will be outsourced and offshored or transferred to other 
countries offering lower labor and other costs.  However, we are already seeing 
a slowing of this trend, as worldwide demand for experienced professionals 
and increasing growth and affl uence in many foreign countries reduce the cost 
savings from offshoring.
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New technologies in the market:•    2010-2011 could well see the fi rst U.S. and 
other major market approvals of therapeutic technologies that have been stalled 
in development, including gene therapy and cancer vaccines.  Personalized 
medicine will continue to advance slowly, with more diagnostics being used to 
guide selective use of biopharmaceuticals, increasing effi cacy for qualifying 
patients and decreasing overall health care costs.

Infl uenza vaccines:  Recent experience with the H1N1 infl uenza epidemic and • 
vaccines may adversely affect the growth of the market for infl uenza and, to a 
lesser extent, other vaccines.  With the press, governments and public health 
establishment having over-stressed (as it may have turned out) the threat from 
H1N1 infl uenza and with vaccines arriving late, many will continue to ignore 
getting vaccinated, and future large-scale public vaccination programs may be 
more diffi cult to mount.  

Overall, 2010 will be a good year for the biotechnology and biopharmaceutical 
industries, with these remaining viable, relatively insulated, and in a position for solid 
future growth. 

Market Potential

There are currently nearly 12,000 large molecule biopharmaceuticals in preclinical 
discovery or clinical trials around the world today. Over 4,600 of these are in clinical 
development2. These biotherapeutics target nearly 150 disease states and promise to 
bring better treatments to patients. However, new biotherapeutics must increasingly 
be affordable and cost-effective, with even the U.S. and other affl uent countries facing 
severe problems fi nancing health care delivery.  As confi rmed by our survey data, 
the industry clearly recognizes that continual improvements in performance and 
optimization of manufacturing processes are necessary to achieve this. Besides a more 
competitive biopharmaceuticals market, with ever more products entering the market, 
including many biosimilars in coming years, insurers, governments and the public have 
come to expect streamlining of biopharmaceutical operations. These drugs tend to 
be the most expensive and also often the most critically-needed of all pharmaceutical 
products.  As the global demand for production of biotherapeutics grows, the question 
of whether current manufacturing capacity and production performance are suffi cient to 
deal with the challenge and how the industry will adapt and evolve become important 
strategic issues.

Despite a recent upturn in industry R&D- and manufacturing-related expenditures, 
including new technologies that are coming online (much of it disposables-based), the 
global economic situation still poses problems for those involved in biomanufacturing.  
Financing remains tight, and in the U.S. it is unclear how recently-enacted health care 
reform will affect the biopharmaceutical industry, whether sales will increase due to 
wider insurance reimbursement or whether government- and payer-imposed cost 
constraints and money-saving efforts could lead to decreased sales.  

2 2009 Biopharm Insights Data (www.biopharminsight.com)
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The continued addition of new capacity and improvements in bioprocessing, including 
updated and totally new processes, whether through in-house manufacturing or out-
sourced contract manufacturing, have long-term cost implications. Designing new 
production facilities, bringing new capacity on line, and establishing new support 
services continue to become technically more accessible and simpler.  However, 
success increasingly requires more complete and accurate knowledge of the market, 
along with adequate lead-times, large capital expenditures, and careful planning.  This 
makes accurate market and manufacturing situation assessments and planning all the 
more essential. 

Both biopharmaceutical producers and contract manufacturers need to keep on top 
of the current status and future trends in industry capacity. This report summarizes 
information obtained from biopharmaceutical manufacturers worldwide in late 2009 
and early 2010. Its intent is to provide a quantitative assessment of industry capacity, 
production trends, and benchmarks. As an on-going benchmarking effort, this 
study offers a view into current and future potential global industry bottlenecks and 
opportunities.
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M E T H O D O L O G Y
This report is the seventh in our annual evaluations of the state of the biopharmaceutical 
manufacturing industry. The strength of the methodology remains in its breadth 
of coverage, which yields a composite view from the respondents closest to the 
industry. This year, BioPlan Associates, Inc. surveyed 326 responsible individuals at 
biopharmaceutical manufacturers and contract manufacturing organizations in 35 
countries worldwide; plus 125 industry vendors and direct suppliers of materials, 
services and equipment to this industry segment. Using a web-based survey tool, 
we obtained and evaluated information regarding respondents’ current capacity, 
production, novel technology adoption, human resources, quality, and outsourcing 
issues. We assessed respondents’ projected reasons for bottlenecks, and their 
perception of how these bottlenecks might be resolved. 

We brought in experts from the industry to provide in-depth analysis of the events 
shaping the past year, and the trends that will shape biopharmaceutical manufacturing 
in 2010-2014. Our subject matter experts include:

E. Faye Coggins, Founder and Principal of BioTraction Associates, LLC• 
Alfred C Dadson Jr, Sr Director, Manufacturing Operations, XOMA LLC• 
Geoff Hodge, VP, Process Development & Technology, Xcellerex, Inc.• 
David G. Jensen, Managing Director, Kincannon & Reed Global Executive • 
Search

Vladimir Kostyukovsky, Sr. Technical Manager, Kymanox• 
Stephen M. Perry, President, Kymanox• 
John L. Quick, Founder & Principal, Quick & Associates, Inc.• 
Ronald A. Rader, President, Biotechnology Information Institute• 
Rowena L. Roberts, PhD, Founder and Principal Biotraction Associates, LLC  • 
Abdul Wajid, Ph.D., Sr. Director, Process Sciences XOMA LLC • 
Scott Wheelwright, President, Strategic Manufacturing Worldwide• 

Our partner organizations contributed their time and effort to ensure accurate coverage 
of the worldwide biopharmaceutical industry:

BioProcess International, (Westborough, MA)• 
Bioprocessing Journal (Williamsburg, VA)• 
Biopharm Insight (Norwood, MA)• 
Biopharm International (Iselin NJ)• 
Contract Pharma, (Ramsey, NJ )• 
CanBiotech (Mississauga, Canada)• 
Genetic Engineering News (New Rochelle, NY)• 
Media Gen• 
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Pharmaceutical Manufacturing (Itasca, IL)• 
Pharmaceutical Technology (Iselin, NJ)• 

In addition, to ensure our coverage, we include this year our media partners, without 
whose assistance we would not have as been able to reach the high quality of 
respondents

ABO – Alliance of Bio-Box Outsourcing (China)• 
AIBA (India)• 
Ausbiotech (Australia)• 
BayBio (San Francisco, CA)• 
Beijing Pharma and Biotech Center (Beijing)• 
BioForward (Madison, WI)• 
BioMelbourne Network (Melbourne, Australia)• 
BioProcessUK (London, United Kingdom) • 
Massachusetts Biotechnology Council (Cambridge, MA)• 
NC Biotechnology Center (RTP, NC)• 
Bio-Process Systems Alliance (BPSA, Washington, DC)• 
Strategic Manufacturing Worldwide, Inc. (CA)• 

The detailed benchmarking information and industry analysis contained here was 
prepared based on these data, and information from earlier studies. Additional 
information on methodology, breakouts on specifi c segments, and data from earlier 
surveys may be obtained by contacting us at the address below.

Eric S. Langer
President
BioPlan Associates, Inc.
2275 Research Blvd., Suite 500
Rockville, MD 20850
301-921-5979 
elanger@bioplanassociates.com
www.bioplanassociates.com






