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W

hile global
economies
continue to
struggle back
from the
recent recession, we are seeing clear
evidence that budgets in most areas
of biopharmaceutical manufacturing
are returning to pre-crisis conditions.
Because of the essential nature of
pharmaceutical products and health
services, healthcare sectors tend to be
more recession resistant and return to
growth sooner than other industries.
In fact, respondents to our
8th Annual Report and Survey of
Biopharmaceutical Manufacturing[1] projected only increases
for all budget areas this year. This is a change from last year
where budgets continued to show decreases in areas ranging
from outsourcing production, hiring new scientific staff, and
new facility construction. As the financing crunch lightens,
biomanufacturing facilities are reopening their wallets.
However, anecdotally, vendors to the industry are indicating
that buyers are continuing to be much more cautious with
their spending. Sales cycles continue to be drawn out, and
many end users are demanding more milestone performance
and risk sharing from suppliers.

Yet the data are clear. More
biologics are being approved,
more deals are being made, and
spending on all budget areas is up
from between 1% and 6%. Even
spending on new capital equipment
is expanding. Consistent with this
trend, we are finding that vendors’
budgets are also up by as much
as 4%, aside from new facility
construction. This is a significant
reversal from the past three years.
The comparatively rapid
upticks in budget allocations
are especially apparent in areas
that improve performance for
manufacturing activities to increase productivity. This year
was no exception. Budgets are favoring spending on internal
new technology investments (both upstream and down), and
process development and optimization. And although new
hiring for operations and scientific staff are not as strong
this year, “operations training to improve efficiency” is up
once again. This suggests companies are continuing their
focus on productivity by “retooling” and training existing
staff resources. The survey shows that even in outsourcing
areas, biomanufacturers will increase their budgets. This is
a turnaround from the past two years.

Methods
As part of our 8th annual bioprocessing industry survey,
we measured changes in budgets and expenditures associated
with 15 areas of operations. Respondents were asked to
provide budget trends as well as reasons for these changes.
BioPlan Associates’ 2011 annual industry report provides

evaluation, analysis, and a composite view from over 352
responsible individuals at biopharmaceutical manufacturers
and contract manufacturing organizations (CMOs) in
31 countries. The survey also encompassed an additional
186 direct suppliers of materials, services, and equipment
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to this industry. This year’s survey covers issues including:
current capacities and future constraints, expansions, trends
and budgets for disposables, developments in downstream
purification, quality management and control, hiring
issues, employment, and training. Quantitative trend

analysis provides details and comparisons of commercial
production by biopharmaceutical developers and CMOs.
It also evaluates trends emerging over time and assesses
differences in the world’s major markets, the United States
and Western Europe.

Results
The 2011 study shows that all budget areas on average
by 5% (Figure 1). As discussed, new hiring for operations
will increase this year between 1% and 6%. Those areas
and scientific staff are down this year, but operations training
that favor spending on productivity include internal new
to improve efficiency is up (5.2%) as companies focus on
technology investments (upstream budgets increased 6.4%
training existing staff resources. New capital equipment
and downstream technology budgets went up 6.2%).
expenditures will see one of the biggest jumps (– 0.6% in 2009,
to +6.0% this year). This is a strong indicator of segment
Process development investments went up significantly

FIGURE 1.

By what percent do you believe your budget
will change for each of the following in 2011?
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New technologies to improve
efficiencies/costs for downstream production

+ 6.4%

New technologies to improve
efficiencies/costs for upstream production

+6.2%

New capital equipment

+6.0%

Training for operations staff

+5.2%

Process development

+5.0%

Operations for current products

+4.5%

General budget for in-house
biopharmaceutical manufacturing

+3.9%

Hiring new operations staff

+3.5%

Hiring new scientific staff

+2.8%

Basic R&D for new therapeutic products

+2.5%

New facility construction

+1.4%

Outsourced biopharmaceutical
manufacturing
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TABLE 1. Areas of significant projected budget
change for biomanufacturing over the past three years.
2011 Categories of Budget Increases
(relative changes from 2009 to 2011)

2010 Categories
of Budget Increases

2009 Categories
of Budget Increases

New facility construction

(7.6% total 3-year change)

New capital equipment

(6.6% total 3-year change)

New capital equipment

Hiring new scientific staff

(6.5% total 3-year change)

Hiring new operations staff

(5.8% total 3-year change)

New technologies to improve
downstream production efficiencies

New technologies to
improve downstream
production efficiencies

New technologies to
improve downstream
production efficiencies

New technologies to improve
upstream production efficiencies

New technologies to
improve upstream
production efficiencies

New technologies to
improve upstream
production efficiencies

Training for operations staff

Training for
operations staff

Training for
operations staff

Process development

Process development

General budget, in-house production

General budget, in-house production

(2.9% total 3-year change)

(2.8% total 3-year change)

(2.5% total 3-year change)

Operational Changes in Biomanufacturing
To identify how the financial situation has impacted
biomanufacturers, we asked respondents, “How has the
recent global economic situation affected the way your facility
operates its biopharmaceutical manufacturing?” We found that
despite improvements in budgets and spending, the lessons
learned from the current economic conditions are continuing
to drive greater demand for cost-cutting and productivity.
Operational changes and budget-lowering measures instituted
2–3 years ago continue to define manufacturing strategy.
The resulting pressure to improve productivity and
operational efficiency means companies continue to seek
ways to get more out of their current staffing and technical
operations. However, today it appears that budgets are opening
up for investments in these areas.
Because many companies are still strapped for cash for
product development, and the economic crisis is still fresh in
the minds of most financial stakeholders, companies continue
to work leaner and harder. Our study points to this effect as
well. To cope with this, biopharmas appear to be refocusing
their internal staffing strategies to get the most out of their
in-house operations (e.g., budget increases for employee
training).
Again this year we find that companies are continuing
their strategic focus on producing more for less. In fact, the
top four areas of operational change centered on getting more
from existing resources: productivity, cost-cutting, employee
performance, and production quality. We found that 76% of

strength as companies invest in future production.
Hiring in many areas is being funded, with new operations
and scientific staff seeing budget increases as companies move
to optimize productivity. Both areas went from a ~3% budget
decrease to this year’s ~3% budget increase.

Three-Year Budget Trends
We compared areas in which biopharmaceutical
companies changed their budgets over the past three years.
Overall, budget constraints have loosened substantially.
For example, the trend continues for increased budgets in
downstream areas (up 5.0% in 2009, 4.2% last year, and
the average increase for this year is 6.4%). We expect this
is a result of funding for activities that reduce capacity
constraints due to bottlenecks from downstream operations.
We saw similar budget increases for funding of new upstream
technologies as well.
As mentioned, training budgets rose again strongly this
year from a 3.7% increase last year to 5.2% this year. New
capital equipment shows a significant rise from last year’s
1.6% to a solid 6.0% for 2011.
Areas last year where budgets have turned around in the
past three years include “new facility construction” which went
from negative 6.2% (budget reduction) in 2009 to 1.4% for
this year (a 7.6% spread). Hiring new staff, both operational
and scientific, has rebounded for 2011 going from 0% last year
for operations staff and negative 1.3% for scientific staff to
3.5% and 2.8% respectively this year (Table 1).
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biopharmaceutical manufacturers are focusing on productivity
to a “much greater” or “somewhat greater” extent, up slightly
from last year’s 73%.
Interestingly, we found that the focus on production
quality has increased significantly this year, up from 45.9% to
57.1% indicating an ongoing trend. It will be interesting to see
whether productivity can be boosted without a detrimental
effect in product or service quality as manufacturers are forced
to do more with less. Significantly more survey participants
indicated they would be focusing on production quality. As
increased budgetary resources are made available, this upswing
is likely welcome news.
Unchanged from last year is cost-cutting which remained
at 70.6%. Again, with fewer resources, it may be difficult to
achieve both efficiency and quality at lower cost. Companies
may still be planning to do this by increasing employee
performance (55%) and improved training (40.3%), both
up slightly from last year’s results (Figure 2).

operational fund reductions in manufacturing process
improvements. This declined to just over one in five this year.

Operational Changes: Biotherapeutic Developers vs CMOs
We also evaluated whether the recent global economic
situation would be affecting biotherapeutic developers and
CMOs differently. We found that among CMOs there was a
somewhat greater emphasis on productivity (83.9%) rather than
cost-cutting (67.7%). This is likely because costs can, to some
extent, be passed on to clients. CMOs were planning on getting
better performance from their employees (71.0% vs 52.3%) but
were equally focused on “cutting hiring at my facility” (~26%).
Operational Changes: US vs Western Europe
We evaluated how the global economic situation is affecting
US vs Western European biotherapeutic developers and CMOs.
We found that among US companies there was a slight
decrease in emphasis on productivity, down from 78% in 2010
to 75% this year. However, Western European respondents
showed an increased focus on productivity (11%) going from
66% in 2010 to 77% this year. The importance of cost-cutting
remained equivalent to last year, and US manufacturers are
still planning to emphasize production quality (59.7% vs
47.5%). Western European survey participants focused
significantly more than the US on employee performance
(57.4% vs 50.4%). Conversely, US respondents placed a much
higher importance on production quality (59.7% vs 47.5%).

Operational Changes: 2011 vs 2010
We compared last year’s operational change responses to
this year’s. While there was consistency in many of the key
areas, a major standout was a shift in focus to “production
quality.” We saw an 11 percentage point increase to 57.1%
this year. In addition, some of 2010’s drastic cuts in
manufacturing process improvements have significantly
scaled off. Last year, one in three respondents experienced

FIGURE 2.

Percentages of biomanufacturers and CMOs focused
on these top six operational changes in 2011 survey:

■ Much Greater ■ Somewhat Greater
0% 10% 20% 30% 40% 50% 60% 70% 80%
Increased productivity

24.7%

Further cost-cutting

25.1%

Enhanced production quality

51.1%
45.5%

18.6%

38.5%

Improved employee performance 9.1%
Expanded design of experiments

45.9%

13.9%
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Growth Rate of Sales by Industry Suppliers
In addition to evaluating budget changes by biotherapeutic developers, we also measured budget trends
among suppliers and vendors. This is a leading indicator
of where vendors believe the industry is shifting. The
increase in sales budgets of suppliers working with the
biopharmaceutical producers is driven by expectations for
continued growth in the industry.
Respondents indicated that on average, sales growth
to this industry is currently at 14.5% annually. This
compares to 13.0% last year and 13.2% two years ago.
The largest percentage of respondents (61.0%) show a
growth in sales of between 5% and 20%. An additional
20.1% reported annual sales growth rates of more than
20.0% (Table 2).
Suppliers indicated that the fastest growing supply
segment in this industry is “equipment and instrumentation”
with an average annual growth of over 15%. Services
showed a growth this year of over 13%, while raw
materials grew at nearly 16%.

Budget Issues and Problems Faced by Industry Suppliers
We measured ten budget areas for vendors to this industry as
well. Although the reported increases in budgets for “operations
staff ” and “R&D for new products” were somewhat lower than
those reported for sales budgets, the increases reflect the need to
ensure inventory levels to support sales of current products and
the recognition that new products will be needed to compete
for the future. While most budget increases are less than current
revenue growth rates, the overall picture is one of optimism.
We asked respondents, “By what percentage will your budget/
funding change over the next 12 months?” Most vendors’ budget
categories will grow significantly (Table 3). The only areas not
growing are in-licensing of new technologies and new facility
construction.
When we compare annual budget changes from 2009
through 2011, we find resources were lower two years ago in
all departments except for sales. Last year this had significantly
improved, and essentially all areas except in-licensing and new
facilities were seeing their budgets recharged. This year that
increase had jumped again significantly in almost all areas.

TABLE 2. Average industry vendor sales increases.

TABLE 3. Largest vendor growth areas for 2011.

Year

Growth Rate

Categories

Growth Rate

2011

14.5%

Sales budgets

5.0%

2010

13.0%

Hiring new operations staff

3.2%

2009

13.2%

Basic R&D new product development

2.7%

2008

15.9%

Hiring new commercial staff

2.4%

2007

14.1%

Conclusions
This year’s data show that economic conditions continue
to drive demand for improvements in productivity, cost
management, and efficiency. Mergers and downsizing in
the biopharmaceutical industry have become a fact of life,
requiring that work be done by fewer staff. To cope with
these changes, biopharmas are retooling their internal
strategies to get the most out of what’s in-house. This focus
on productivity performance does not appear to be affecting
quality. Survey respondents reported that the effect on
biomanufacturing operations of recent cost-cutting activities
was minimal, and only one in six (17.5%) agreed or
strongly agreed that manufacturing quality has suffered.
Industry continues to adapt to broad factors such as
new technologies, biosimilars, and the ongoing global
economic problems — and appears to have successfully
adapted and survived it. The industry continues to
improve its performance by exploring new technologies,
modern expression systems, bioprocesses, bioreactors, and
purification equipment, as well as single-use equipment.

Despite the optimistic picture within biomanufacturing, the
economic crisis is by no means over in other sectors. Nor are all
areas of biotechnology immune to economic pressures. According
to Sourav Kundu, Director, Process Development at Amgen,
“Companies have cut costs where it is impacting innovation and
development of new therapeutics. Most categories of cost-cutting
are staffing, cancellation of development programs, divestiture of
product lines, and cancellation of capital improvements.”
The outcome of quick-fix, deep overall cutbacks, and mergers/
acquisitions has generally not resulted in improved productivity,
particularly in terms of new products or profitability. Companies
that cut back too much — particularly after mergers — risk loss of
core R&D, manufacturing capabilities, and expertise.
Companies are obviously being forced to accomplish the
same or more with fewer resources: bring products to the market
sooner, document process design more thoroughly, and increase
bioprocess productivity and quality. Productivity is not a new
concern, and the broader economic situation will continue to push
companies to seek productivity improvements wherever they can.
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