


and to be held accountable for to ensure 

the health and well-being of both humans 

and animals around the world. It is a mis-

sion we also share responsibility for those 

under our charge. The lessons continue 

as it is a case of not if, but when.
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WHAT IF . . .  
On a more personal level, what if the outbreak is within your company? What will your company do if 
movement within a geographic area is restricted for a day, week, or month? 

What if a significant number of employees are too sick to work? For those employees who have not come down 
with the illness, how will they get to work if mass transportation is restricted or is prohibited from operating? 
Will your employees within the containment area have access to electricity, the Internet, and/or cell phone or 
land lines? What if we’re stuck in our building for 24 hours or more?

How will the company keep its temperature-sensitive IMP or tissue samples stored at the appropriate 
temperature in the event of a power loss associated with some disaster? How long do we need to keep them 
at the appropriate temperature before they’re ruined or, worse, dangerous? How many backup generators 
are required to keep our investment safe? What if we’re ordered to evacuate? Do we need a refrigerated 
truck standing by? Will the authorities allow it in the area? Where will there be fuel available to refill it? 
Where will we send it to wait out the situation?

Many companies keep temperature-controlled packaging on hand in case their refrigerators or freezers 
do lose power. Many passive systems can maintain temperature control for 24 hours up to five days. 
Companies that provide temperature-controlled packaging often keep an extra amount of dry ice on hand 
for their customers in an emergency. Then we have to ask ourselves, will the dry ice supplier be able to 
get here? 

Developing a system of pre-alerts can help life sciences companies prepare at least a week or two before 
products or services are needed. Generally speaking, we recommended having a minimum reservoir of 
products on hand to last one month at least. Outbreaks can last two to three months or longer, so manag-
ing stock components is crucial.

In the life sciences industry we need to ask ourselves, do we have an off-the-shelf solution in house or 
will we need to adapt components to fit the current situation? Do we need to start from scratch? During 
a crisis your company may need to design a new protocol that enables you to accelerate the prototype, 
testing, and validation processes.

Think Geographically
Will our suppliers be able to get to us? Or will we have to go to them? Having at least one major component 
supplier within a day’s drive of your office or manufacturing facility will allow maximum flexibility in the worst-
case scenario. We recommend you have a backup supplier for that one in every state (or region) surrounding 
your base of operations or manufacturing facility in case of geographic restrictions.

Exercise
No matter how detailed and well thought out any contingency plan is, it is worthless without practice. Your 
company should practice a disaster plan at least once a year and preferably twice. The opportunities to 
learn from each practice will help refine and streamline the contingency plans for better employee safety 
and an enhanced company reputation. 

About the Author
 David Walsh founded DGP Life Science in 1998 after developing a unique packag-

ing solution designed for the transportation of samples suspected of containing 

the BSE (Bovine Spongiform Encephalitis or “Mad Cow Disease”) prion. Mr. Walsh 

is widely regarded as an expert in environmentally sustainable business practices 

and is often called upon to give presentations on the subject.
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he biopharma 

industry has 

always taken 

w e l l - d e s e r v e d 

pride in being 

rooted in the 

life sciences, 

using the fields of medicine and 

biology to develop a vast range of life-

changing therapies. Today, however, 

in order to meet the challenges of 

rising product development costs, 

generics, and patent cliffs, the industry 

must reach out to another discipline 

— information technology — to 

accelerate clinical development and 

to bring drugs to market faster, better, 

and cheaper.  

How can biopharma take advantage of 

the latest IT? A decade ago, the finance 

industry faced a similar situation in 

which banks had to decide whether 

to continue doing things “business 

as usual” or embrace technology 

to deliver the best product to their 

customers. Now, we cannot imagine a 

world without online banking — and 

we have those early adopters to thank.

The biopharma sector is at a similar 

point in its evolution and has the 

opportunity to tackle its challenges 

through technology-based solutions 

and/or collaborations with CROs to 

plan, design, and execute clinical 

development. This approach can help 

companies get the most out of their 

core strengths in the life sciences. 

ACCESS TO DATA IS ESSENTIAL

A large and growing number of trials 

are being run by CROs, so how does a 

biopharma company reap the benefits 

of the latest information techn ology?  

Biopharma executives considering a 

CRO to partner with in the technology 

space should recognize that it involves 

a change in approach from the typical 

relationship between biopharma 

companies and CROs. Traditionally, 

the CRO has been viewed primarily 

from a client-vendor perspective 

and as a source of cost-effective 

headcount. However, partnerships 

with a technology focus demand that 

both parties move beyond that limited 

position to a relationship where trust is 

built through transparency and shared 

access to data that allow biopharma 

and its CRO partners to work side-by-

side to make proactive decisions to 

identify signals and trends.  Biopharma 

companies that fully grasp the trust-

through-transparency partnership 

model realize it is access to data 

that is essential, rather than physical 

custody of data.  As a result, these 

companies are reaping the greatest 

rewards from new technology — to 

aggregate data from multiple sources 

into a manageable format, enabling 

views across studies, programs, 

and portfolios leading to a greater 

probability of success. 

ADDRESS ALL PHASES 

OF CLINICAL TRIALS

Today, information technology that 

simply automates clinical trial processes 

that drive incremental change is not 

enough. Visionary companies need 

technology solutions that drive more 

effective processes — triggers, alerts, 

and calls to action — to improve 

efficiency during each of the four 

major cycles within clinical trials. In 

the first cycle of identifying suitable 

sites, biopharma would benefit from 

historic information about which 

geographies or sites are appropriate 

for a specific study or therapeutic. In 

the second cycle, patient recruitment, 

instant access to data across sites, 

studies, regions or therapeutics on 

the recruitment rate, screen failures, 

or the impact of specific inclusion/

exclusion criteria, could better inform 

users how to modify the trial protocol 

at the earliest stage for optimum 

patient recruitment. In the third 

cycle, maintenance, data on protocol 

deviations, queries, subject safety 

issues, and drop-out rates could be 

used to minimize delays. Finally, at 

database lock, early information on 

data readiness would save time and 

point to where efforts should be 

focused to clean the data.

Systems as a Service, or system 

hosting, is another approach where 

technology can help to drive efficiency 

in clinical trials and produce potential 

cost savings. In this case, technology is 

leveraged across multiple companies, 

while retaining access to best-in-class 

systems, thereby converting fixed costs 

to variable costs. 

The pressure is on for biopharma 

to radically improve the drug 

development model, and forward-

looking companies realize that 

harnessing data creates an advantage 

in driving their promising molecules 

to market. 

IN
D

U
S
T
R
Y

 L
E
A

D
E
R

Industry Leader

Accelerating Drug 
Development By 
Harnessing Technology

T

LifeScienceLeader.com                November 201254 

Thomas Grundstrom
Thomas (Tom) Grundstrom is VP, integrated 

processes and technologies at Quintiles, and the 

global head of Quintiles Infosario, a solution 

that integrates data, systems, processes, and 

therapeutic expertise. 

http://LifeScienceLeader.com


7

Nice Insight subscriptions are annual, running  

Sept 30, 2012 to Sept 29, 2013. 

Sign up for September access but defer payment  

until January 2013. 

To learn more about flexible subscription options,  

contact Salvatore Fazzolari, Director of Client Services:  

Tel: +1 212 366 4455   Email: sal@thatsnice.com

www.niceinsight.com

BUY NOW, PAY NEXT YEAR

11/2012 THAT’S NICE LLC

PERFORMANCE 
DEEP DIVE competitive landscape

customer awareness breakdown

Now  

Available

2,500+ Options for In-Depth Industry Segmentation

Create Quick-View Reports, with Actionable Insights

Quantify Market Penetration within Specific Segments 

of the Pharma and Biotech Markets

sponsor groups/
outsourcing buyers

CRO/CMO

5

key departments 
are represented6

therapeutic 
categories

54 15 158 8

13 25 18

17 17 33 33

29 29 14 29

Analytical Testing

Clinical Research

Formulation

Stability, Storage & Testing

Recognize logo/name

Know them, haven’t collaborated

Never heard of them

Know little about

Worked with them

phases of drug 
development625

outsourced service   
categories tracked

customer perception outsourcing drivers

by therapeutic category

ca/cp scores

Customer Awareness: CA describes a potential or current 

buyer’s knowledge of a particular company, product or  

service offering.

Customer Perception: CP describes how a potential or current 

buyer has rated the company based on the information to 

which they have been exposed, from marketing materials to 

word-of-mouth influence, as well as personal experience

with the company.

2518

consulting service outsourcing trends

Big Pharma

Emerging Biotech/Biologics

Emerging, Niche or Start-Up

Specialty Pharma

Biotech/Biologics

175+ 
in-demand  
cros & cmos 

reviewed

CNS Disorders

Infectious Diseases

Cardiovascular Diseases

Endocrine Diseases

Metabolic Disorders Oncology Diseases

Respiratory Diseases

10%

20%

30%

40%
50%

60%

70%

80%

90%

Quality Reliability

Innovation Affordability

Productivity Regulatory

LIKELIHOOD OF WINNING A PROJECT BY SERVICE

      indicates the profiled company has a greater likelihood of winning a project over other providers  

of the same service.        indicates the company scored at parity with the median.       indicates the  

company is less likely to be selected for the project than competing businesses offering the service.

Consulting Regulatory Support Process Optimization

Less likely More likely

Emerging Pharma

Cardiovascular Diseases

Phase I

Fill & Finish

CA 51
CP 76

Benchmark 48 74

by buyer category

by therapeutic area

by phase of development

by service categories

54
75

49 73

51
74

47 73

57
75

51 72

Low Awareness

High Perception

Low Awareness

Low Perception

High Awareness

High Perception

High Awareness

Low Perception

Your Company

30                    35                    40                    45                    50                    55                    60

78

75

72

69

66

mailto:sal@thatsnice.com
http://www.niceinsight.com


are or “orphan” 

diseases typically 

affect fewer than 

200,000 patients in 

the U.S. — about 

1 in 1,500 people. 

While this is not 

a large patient pool, it is still seen as an 

attractive market for pharma companies 

to pursue in R&D. In the last decade, 

government incentives, longer exclusivity 

rights, and advantageous pricing struc-

tures have launched an explosive growth 

in the development of orphan drugs. 

Thomson Reuters sought to quantify 

that growth and the extensive potential 

of orphan drugs. Using predictive model-

ing, the team compared the total value 

of orphan drugs from 1990 to 2030 and 

published its findings in Drug Discovery 

Today (“Orphan Drug Development: 

An Economically Viable Strategy for 

BioPharma R&D”) and in a Thomson 

Reuters report, The Economic Viability of 

Orphan Drugs. 

In the past, orphan drug development 

was considered risky due to low expected 

return on investment in an expensive 

R&D program with a limited patient pop-

ulation. Collectively, however, the num-

ber of people affected by rare diseases 

continues to grow. The National Institutes 

of Health and the European Organization 

for Rare Diseases estimate there are 7,000 

rare diseases worldwide, and the list 

increases by about 250 each year. 

The tide for orphan drugs changed in 

1983 when the U.S. government passed 

the Orphan Drug Act. Designed to encour-

age the development of drug therapies for 

rare diseases, the Act provided unique 

incentives, including seven-year market 

exclusivity, tax credits covering up to half 

of R&D costs, R&D grants, and waivers of 

FDA fees. During the next 17 years, other 

countries followed suit with similar acts, 

offering a new level of security to compa-

nies undertaking the orphan drug cause. 

From 2001 to 2010, the CAGR of sales 

of orphan drugs was 25.8% compared 

to 20.1% for a matched control group 

of non-orphan drugs. The orphan drug 

sample set also revealed notable charac-

teristics: 40% of the orphan drugs in the 

sample set were oncology-related (com-

pared to 10% in the non-orphan sample), 

and there was a larger share of biologi-

cal orphan drugs than small molecule 

orphan drugs. Additionally, 25 of the 86 

orphan drugs studied were blockbusters 

— that is, 29% had annual sales greater 

than $1 billion, a percentage that stayed 

consistent from 2000 through 2010. 

Our analysis suggests the CAGR of 

orphan drugs will outperform non-

orphan control drugs over the next 20 

years due to several factors:

• The high representation of biologi-

cal orphan drugs. Biological orphan 

drugs are expected to retain their 

economic value past patent expira-

tion since most biological drugs are 

currently less susceptible to generic, 

or biosimilar, erosion.

• The impact of the smaller patient 

populations will be offset by higher 

pricing supported by unmet medical 

needs and fewer competitors. For 

example, Soliris, designed to treat 

paroxysymal nocturnal hemoglobin-

urla, a life-threatening blood disease, 

brought in $541 million in total sales 

in 2010, even though it was the 

industry’s most expensive drug that 

year (costing over $409,000 annu-

ally) with an estimated U.S. patient 

population between 4,000 to 6,000 

people.

• The ability to reposition an existing 

orphan drug to treat additional rare 

diseases increases profit opportuni-

ties. Of the top 10 orphan drugs 

studied, six had more than one rare 

disease indication with a peak value 

of $34.3 billion in overall revenue 

potential versus $8.1 billion for 

drugs with a single orphan indica-

tion. Out of the entire sample set, 

15% had subsequent rare disease 

indications. 

• Extended market exclusivities will 

insulate orphan drugs from gener-

ic competition longer. In the U.S., 

orphan drugs are granted seven 

years of exclusivity (versus five years 

for non-orphan drugs), further pro-

tecting them from generic erosion. 

Two of the largest challenges facing 

orphan drug developers are the abil-

ity to locate and recruit patients and the 

logistical issues surrounding trial organi-

zation. However, trials for orphan drugs 

are significantly shorter and have greater 

regulatory success, potentially offsetting 

increased R&D costs. Along with other 

significant benefits, including tax credits, 

favorable reimbursement, fewer approval 

hurdles, longer exclusivity, lower market-

ing costs, faster uptake, and premium 

pricing, orphan drugs may be an unex-

pected effective strategy to future profit-

ability. 
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Randy Ottinger is an executive vice president at Kotter International, a firm that helps 

leaders accelerate strategy implementation in their organizations. He can be reached 

at randy@kotterinternational.com. 

Once a company has identified an opportunity in a marketplace, the real challenge is then to 

successfully implement that strategy, meaning that the mindset of the organization must change from 

an old way of doing things to the new way. While there is no magic bullet, a key to the successful 

implementation of strategy is to create a broad sense of urgency throughout the organization about 

the opportunity the company is pursuing and to engage as many employees as possible in it.  Here 

are some insights about how to create broad-based urgency and why it is important.

Bring The Outside In — During the development of a strategy, it is critical to bring in multiple 

points of view from a variety of sources. Customers, partners, investors, and employees all have 

valuable insights to share.  Strategies are not developed well in a vacuum, but are best built when 

multiple perspectives are considered that provide clarity about the window of opportunity that 

exists for the company.  Sometimes the opportunity relates to innovation and growth, but just as 

importantly, it can relate to efficiencies. Often it’s the lowest rung of employees that identify those 

opportunities to streamline. Bringing in other stakeholders early on can help create urgency and 

credibility around the new strategy.

Align Senior Leaders Around A Clear Opportunity — In a previous column, my colleague 

Dennis Goin talked about aligning senior leaders.  I’ll underscore his point: It is critical that senior 

leaders are aligned about the opportunity they are pursuing in the marketplace, as well as the 

strategies that are critical to achieving success.  When senior leaders are united, excited, and urgent 

about an opportunity, that feeling often spreads throughout the organization.  It’s almost impossible 

to galvanize employees to change when their superiors are inconsistent about the way forward. 

Senior leaders must model the way.   

Engage Employee Volunteers — Most life sciences companies are run in a top-down model, 

with the “answers” coming from relatively few senior leaders.  One way of accelerating strategy 

implementation is to engage many people throughout the company to find innovative, new ways 

to achieve the strategies that have been developed by senior leaders.  While engaging employee 

volunteers is partly about communicating in creative ways that touches both the heads and hearts 

of employees, it is also about creating a “want to” attitude where employees are encouraged to 

volunteer to support the key strategies of the company.  That “want to” attitude can evolve into a 

“get to” culture, where employees believe they have the permission and encouragement to find better 

ways of doing things within their sphere of influence.  

I’ve seen life sciences companies realize success when thousands of urgent employees have raised 

their hands to help the company achieve its strategies, leading to rapid product introductions and 

significant cost savings.  For those companies, urgency and strategy go hand in glove.  Done right, 

urgency is an accelerator that helps organizations seize market opportunities more quickly.

Urgency:

Leadership’s Strategy Accelerator
By Randy Ottinger

To comment on this article, send an email to rob.wright@lifescienceconnect.com.
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