








he pharmaceutical industry has performed 

disappointingly over the last 10 years, rela-

tive to other industries, and is facing a future 

with lower growth prospects than in the past. 

In fact, IMS forecasts global spending on 

medicines will reach $1.1 trillion by 2015, 

but the revenue growth rate will slow 

from 6% between 2005 and 2010 to 3% to 

6% between 2010 and 2015.

Additionally, research and design pro-

ductivity is declining — returns have near-

ly halved over the last 10 years, according 

to research — and scientific, political, 

legal, and personnel risks are all rising. 

In the United States, the number of phar-

maceutical industry settlements with state 

and federal government has risen dramati-

cally over the past decade.

However, the situation can and is chang-

ing as pharmaceutical companies alter 

the way they are organized and oper-

ate, set prices, incorporate more efficient 

development spending, and have a more 

dynamic approach to risk reporting with 

greater disclosure of potential and actual 

risks.  In fact, during the next 10 years, 

the pharmaceutical industry could deliver 

growth in line with real GDP (3% to 5% ).

To accomplish this, the industry needs 

to redefine itself in the minds of share-

holders, stakeholders, consumers, 

and governments. Companies need 

to demonstrate the value 

of their products (and ser-

vices), and returns need 

to be more predictable. 

Companies can do this by 

reassessing their product strategy, invest-

ing in their marketing and sales infrastruc-

ture, acquiring more talent and experi-

ence from other industries, using internal 

rates of return to prioritize and rationalize 

the R&D portfolio, and reviewing and 

revising their governance standards.   

REASSESS PRODUCT STRATEGY

Products must take into account the needs 

of consumers in emerging markets. The 

recent volume increases reported by some 

companies for products for which prices 

have been substantially reduced indicate a 

path the industry must pursue. Emerging 

markets offer largely blank slates. Using an 

adapted “Old Western” model of the drug 

industry will miss a significant opportunity 

to redraw how the industry interacts with 

patients and governments. Today, phar-

maceutical leaders should focus their busi-

ness strategies on delivering high-value 

modern medicines to emerging markets at 

much lower prices than have been accept-

ed in Western markets. Doing so would 

underpin a root-and- branch reassessment 

of the costs of bringing these medicines to 

market, the marketing and sales support 

required, and the risk of counterfeiting 

and parallel trade. Taking this approach 

also should drive strategies regarding 

clinical development, location of trials, 

marketing plans, sales infrastructure, and 

manufacturing investment. The opportu-

nity for biologic therapies for cancer, for 

instance, is very large, providing the right 

pricing strategy can be developed. 

Emerging market governments are mov-

ing rapidly to increase medical consumer 

spending. As generics become more com-

moditized, the use of “established gener-

ic” growth routes in emerging markets 

could run out of steam. That’s why every 

possible opportunity to drive consumer/

OTC business in these markets should be 

explored, in addition to a focus on speed 

to market and lowering the costs of devel-

opment and efficient delivery of appro-

priate, differentiated, quality prescription 

products.

INVEST IN MARKETING 

AND SALES INFRASTRUCTURE

Pharmaceutical companies must acceler-

ate the modernization of selling and mar-

keting in mature markets. The key to 

doing this is mapping the new technology 

opportunity with the business in a sus-

tainable and updatable way. For instance, 

investment in technologies such as using 

QR bar codes to transmit information 

to physicians might mean improved effi-

ciency to a pharmaceutical company’s 

sales force. 
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The new track and trace standards for the pharmaceutical 

industry are on its way. Thermo Fisher Scientific can help you 

prepare for these changing regulations by providing solutions 

that work for new and existing packaging lines. One solution is 

the new Thermo Scientific Versa RxV, which provides printing, 

verification, and checkweighing in a single platform.  
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Business leaders in key emerging markets need to develop 

investment plans that support new marketing and sales strategies 

and operating models that reflect what these emerging markets 

will become, not those that they are today. Merely adding more 

sales professionals on the ground in a traditional model does not 

seem an appropriate strategy for the future. A traditional model 

may be of help initially in building a presence, but plans should 

be regularly reviewed and realigned. 

Finally, companies should accelerate development and integra-

tion of social media. Being prepared to use social media might be 

a key competitive advantage in many markets. For instance, social 

media use is higher in emerging markets as compared to Western 

markets, with more than 70% of the population of the Philippines 

and Malaysia, for example, as active users of social media.

ACQUIRE MORE TALENT AND 

EXPERIENCE FROM OTHER INDUSTRIES

Within the last five years, in aggregate, less than 20% of executive 

team members within the pharmaceutical industry have come 

from outside the industry, according to our research. CFO is the 

most common role now filled by individuals with industrial experi-

ence from outside the pharmaceutical sector. Their fresh thinking 

has improved the scale and speed of efficiency programs at several 

companies.

To be sure, some companies have recruited new talent in the 

areas of manufacturing, administration, and R&D, but there is 

more to do. Indeed, fresh approaches to key account manage-

ment in marketing and sales may be the areas of greatest need, 

given the shifting nature of both traditional Western and emerging 

markets. In particular, regional and country management would 

benefit from having experience from other sectors. With the old 

“sales rep calling on doctor” model now fading away, the industry 

should look to import key account management techniques from 

other sectors.

USE INTERNAL RATE OF RETURN TO 

PRIORITIZE AND RATIONALIZE THE R&D PORTFOLIO

All companies should have a standardized approach to show the 

internal rate of return (IRR) on past investments and an internal 

perspective on what the range of returns is forecast from the 

current investments, as well as the assumptions used in these 

projections. Such analyses should also include off-balance-sheet 

funding through partnerships and minority investment in third-

party companies (typically development-stage biotechnology 

companies). This type of IRR-based information could transform 

the investment decisions recommended by senior management 

in the industry and signed off by boards of directors.

Additionally, companies should reevaluate the value propo-

sition of all Phase 2, Phase 3, and registration assets on an 

IRR basis. This review should include a detailed review of the 

assumptions that supported development of these assets. 

Consideration could be given to whether the forecast returns 

could be improved by partnerships or comarketing arrange-

ments. 

R&D finance is also key to reducing operational obstacles that 

slow the progress of product candidates to market. Companies 

should conduct a timely analysis and financial review through 

the introduction of early warning indicators and go/no-go check-

points based on financial analysis and evaluation.

REVIEW AND REVISE GOVERNANCE STANDARDS

Companies need to conduct a root-and-branch review of gover-

nance and enterprise risk management across the entire value 

chain, from early research and development, through late-stage 

development, and from manufacturing to sales and marketing. 

Such a review will help leaders appreciate the impact from speed 

of change and the increasing pressures on each link of the chain.

To deal with the new risks, companies should implement inter-

nal independent checks and balances where people review each 

stage and have a reporting line outside of that area’s direct access 

to C-suite executives. Additionally, power and credence should be 

given to internal audit groups and their outputs. Finally, compa-

nies should use independent and external experts who are allied 

with ethics, risk, and governance as a final check and balance for 

each element of the value chain. 

The industry needs 
to redefine itself in 
the minds of share-
holders, stakeholders, 
consumers, and 
governments.
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ou’re prepared to 

launch your start-

up company, but 

now you’re faced 

with a difficult 

decision: private 

or public? 

First, ask yourself, why go public? Is it 

for investor returns, exit for founders, 

access to capital, M&A, or something 

else? The only companies achieving and 

benefiting from IPOs have actual revenue 

or are very close to revenue. They receive 

analyst coverage and media attention 

and, if successful, reap the rewards. 

Most others will be penalized by public 

markets for not hitting targets, needing to 

raise further cash, low trading volumes, 

product failures, down-markets, or 

recessionary influences. If a nonrevenue-

generating company has market support 

in the form of investors and analysts, it is 

much more likely to continue to have its 

valuations supported. 

On the other hand, private companies 

are somewhat immune to down-markets 

if they do not need to raise further financ-

ing. It is only when financing is to occur 

that they need to deal with valuation 

concerns.

A key driver for the decision to go public 

is the availability of funding sources and 

management’s experience and relation-

ships. The VC model for funding is rel-

evant for those companies that have the 

luxury of longer timelines, have a limited 

operating history, or have not yet reached 

a point where the fundamentals of the 

company allow for the best economics 

and intrinsic valuation to be realized. 

A DECISION BASED 

ON MULTIPLE FACTORS

Many successful companies were formed 

from angel investors, seed funding, and 

strong VC backing. We have all seen IPOs 

for strange products and public compa-

nies that have failed, yet there are hidden 

gems that continue to fly under the radar 

of the public markets, become larger, 

and build shareholder value — but in a 

private company setting until forced to 

go public for regulatory reasons. With an 

experienced management team familiar 

with the capital markets, seeking a public 

listing through an IPO or reverse merger 

is beneficial for broader visibility and the 

ability to reach potential investors. Small 

companies that choose to go public need 

strong banking endorsement from a firm 

interested in the company’s needs and 

cannot be motivated solely by the eco-

nomics of a megamillion-dollar IPO that 

leaves clients hanging with no post-IPO 

support. If the base is not there, it is a 

steep and risky hill to climb — in which 

case, staying private with strong investor 

backing is needed until the company is 

ready to go public. Public companies are 

subjected to many complexities such as 

absolute transparency, more shareholders 

to deal with, more compliance and regu-

latory guidance, more costs, and more 

scrutiny. You better be ready to com-

pete with different stakes and more eyes 

watching every move. 

A company should not go public if it has 

no viable reason to do so: Investor and 

founder liquidity should not be the sole 

reason. It either needs revenue or very 

good market support, or it will suffer. 

Before going public, a company needs 

a clear business strategy and exit oppor-

tunity, whether it is product commercial-

ization, M&A, or out-licensing. Then it 

needs to be adaptable to market-driven 

conditions. If a company does not have 

these figured out, it will have a tough time 

being public because it is not adequately 

prepared for the expectations of a broad-

er base of shareholders. 

Despite these caveats, hundreds of com-

panies will go public with an early-stage 

clinical development plan, including 

outliers. The underlying technology and 

product will drive this decision, while the 

board of directors and management team 

must ensure the successful execution of 

the business plan. 

Another consideration is that IPOs spur 

job creation and are thus good for the 

country. Unfortunately, the extensive 

attention to new regulations for pub-

lic companies has thwarted the public 

company market, from more than 8,500 

companies in 1999 to a little over 5,000 

companies in 2011. Meanwhile, foreign 

markets have now surpassed the United 

States in the number of public compa-

nies. There are many macroeconomic 

issues here, but the bottom line is that 

when answering the tough question of 

“where can stimulation of growth begin?” 

I believe the public sector will play a 

fundamental role for economic recovery 

in the U.S. market, since it is one of the 

largest in the world. 

In summary, the decision of private 

vs. public for your start-up depends on 

factors that will vary widely from case 

to case. A serious appraisal of how your 

product will be valued by shareholders 

today is necessary before deciding to go 

the latter route. 
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ompanion diag-

nostics (CDx), 

which identify and 

detect biomarkers 

to predict wheth-

er a drug works 

or causes adverse 

effect in patients, has emerged as an excit-

ing new field. With the cost and hurdles 

for new drug approval getting increas-

ingly higher, pharmaceutical companies 

have begun to explore companion tests 

in order to develop safer, more effective 

drugs. The value of CDx tests has already 

been demonstrated by a number of mar-

keted products, such as HercepTest for 

Herceptin and K-RAS mutation tests for 

Erbitux and Vectibix. 

Oncology is the most developed seg-

ment of this market with products and 

tests representing more than 48% of the 

CDx development market. Recently, the 

FDA approved two drugs and their accom-

panying tests. Pfizer’s Xalkori for lung can-

cer, which was approved in record time, 

has had great results for roughly the 5% 

of nonsmall-cell lung cancer patients that 

carry the ALK/EML4 fusion gene as deter-

mined by a test from Abbott Laboratories. 

The other drug, Zelboraf from Roche and 

Plexxikon, also has produced remarkable 

improvements but only for roughly half of 

melanoma patients whose tumors have a 

bRAFV600 mutation. The FDA approved a 

test from Roche’s diagnostics division to 

detect the mutation. 

THE CDx DEVELOPMENT PROCESS

CDx development can be divided into 

four steps: 

1. Biomarker discovery includes 

identifying disease-relevant bio-

markers and developing a test to 

measure each biomarker.

2. Analytical validation ensures 

that the performance of the test 

meets regulatory requirements.

3. Clinical utility and validity test, 

the most important and costliest 

part of development, has to 

prove that information generated 

has value in guiding clinical 

practice for patient management 

as required by the payers. 

4. Data analysis and regulatory 

submission determines CDx 

performance by correlating the 

test’s analytical data with clinical 

outcome information and then 

submitting the data package for 

regulatory approval.

COORDINATION OF CLINICAL 

TRIALS IN CDx DEVELOPMENT

Despite these proven successes and 

ever-increasing awareness of compan-

ion diagnostics, pharmaceutical compa-

nies are still moving slowly to adopt the 

new paradigm of codeveloping com-

panion tests along with new drugs. 

The regulatory hurdles, physician and 

patient acceptance, insurance coverage, 

IP strategies, and other barriers remain 

unsettled for this young field. A well-

coordinated plan of clinical trials can 

overcome some of these issues. 

It is important to leverage both drug 

development and diagnostics expertise 

in trial design and execution. In order 

to prevent a slowdown of drug develop-

ment due to the diagnostics timeline, 

you can use retrospective samples or 

samples from pilot trials to validate 

the biomarker before launching clinical 

trials. A preanalytical characterization 

of samples can help to define opti-

mal tissue requirements. Also, address 

regulatory hurdles early on by sched-

uling pre-IDE (investigational device 

exemption) meetings and negotiating 

labeling of drug and diagnostics before 

approval. Regional differences in CDx 

product review and approval need to be 

considered.

IMPROVEMENT OF 

DRUG DEVELOPMENT

Many business models have been adopt-

ed for CDx development: Dx/Rx in one 

entity (Roche and Genentech), Rx/Dx 

partnership (Pfizer/Abbott), Rx acquire Dx 

(Novartis/Genoptix model). Regardless 

of which model one takes, early  plan-

ning between the pharma and diagnos-

tics companies will likely increase the 

chance of success in the development. 

Coordination of development timelines is 

essential in CDx development. 

The recent success of Xalkori and 

Zelboraf serves as a testimony why com-

panion diagnostics should be part of a 

drug development strategy. Pharma com-

panies are more interested in stratifying 

patients for their clinical trials so that their 

drug will more likely demonstrate efficacy 

in the selected patients, leading to regula-

tory approval. Budget-conscious policy-

makers and payers like the idea of paying 

to treat only the patients who will benefit 

from the treatment, and physicians and 

patients are also keen as treatments are 

more likely to work for the patients. 

Innovation in technologies is expected 

to play a pivotal role. This also presents 

a great business opportunity; the global 

CDx market generated sales of $1.30B in 

2010 and is predicted to be worth $3.45B 

by 2015. 
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Congratulations to Carolyn Buck Luce

2012 Healthcare Businesswomen’s Association

Woman of the Year

Ms. Buck Luce’s accomplished career 

includes over 20 years at Ernst & Young, 

where she is the Global Pharmaceutical 

Leader for life science clients. The HBA 

community recognizes Ms. Buck Luce for 

her decades-long leadership in healthcare 

and life sciences as well as her tireless 

eff orts for the advancement of women 

in the industry.  

Please join us in celebrating her special 

achievement at the annual HBA Woman 

of the Year luncheon. 

The Hilton New York      Thursday, May 3, 2012 

   • Reception: 10:30 AM    

   • Luncheon: 11:45 AM

HBA will also honor:

Mike Kaufmann, 2012 HBA Honorable Mentor

CEO, Pharmaceutical Segment, Cardinal Health

Nancy Larsen, 2012 HBA STAR

CEO, PROmedica Communications, Inc.

Registration Deadline 

April 17, 2012

Grand Ballroom

   • Member: $220

   • Nonmember: $250

   • Table: $2,350 (seats 10)

HBAnet.org

http://HBAnet.org


LifeScienceLeader.com                April 201254

LE
A

D
ER

SH
IP

 L
ES

SO
N

S

Jesse Lyn Stoner is coauthor with Ken Blanchard of Full Steam Ahead: Unleash the 

Power of Vision, an international bestseller translated into 22 languages. A founding 

partner of the consulting firm Seapoint Center, her personal blog can be found at 

www.jessestoner.com. Follow her on Twitter @jesselynstoner.

Has your team created a shared vision? Before you start setting goals and determining actions, assess 

your current situation. If you are only guided by a vision, you are in danger of setting unrealistic goals 

that cannot be accomplished. 

As a team, have an honest and open discussion about what supports achieving your vision and what 

impedes you — what’s working and what’s not. It can be helpful to collect some data for this discussion 

to ensure your assessment is accurate.

This step anchors your vision and clarifies the gap so you can determine the best strategies, goals, 

and action steps.

But be forewarned — this is not as much fun as creating the vision. When you hold the picture of what 

you want and also take a serious look at your current reality, tension is generated. In an effort to reduce 

the tension, we are tempted to let go of our vision, thinking, “It’s not what I really wanted after all” or 

“It’s not practical” or “It’s too hard.”

Holding on to your vision while being realistic about your current situation at the same time generates 

tension. Robert Fritz, in his book The Path of Least Resistance, calls this “creative tension” because the 

tension helps create the future you desire.

It is a law of nature that tension seeks resolution.

When you accept the tension as inevitable and are willing to live with it … and

when you continue to hold an honest picture of your current situation … and

when you keep your vision front and center …

current reality will begin to shift in favor of your vision.

Use Tension To Your Advantage Rather Than Expending Energy Avoiding It
Have you ever gone fishing?  Consider the difference between the fish that got caught and “one that 

got away.”  When hooked on a line, the fish that gets caught pulls against the tension of the line until 

it is worn out. Then it is easily reeled in. The smart fish swims toward the pole, keeping the tension 

loose until it finds a way to get off the hook.

The point is that it’s important to recognize your current reality but not be overcome by the tension. 

Use the tension to your advantage. Don’t let go of your vision.

When you are only focused on your vision, you see where you’re going, but you are not grounded.

When you are only focused on current reality, you start looking down at your feet, instead of where 

you’re going, and your feet get stuck in the mud. When you hold a view of both your vision and your 

current reality, and when you accept the tension you experience as a result, you will be able to move 

forward with your feet solidly on the ground and with your sights on your vision.

The Secret To Shifting Reality To Your Vision 
Jesse Lyn Stoner

To comment on this article, send an email to rob.wright@lifescienceconnect.com.
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That’s been one of my mantras - Focus and Simplicity.

We used to dream about this stuff. Now we get to build it. It’s pretty great. – Jobs, 2004 

As we celebrate our 200th single-use turn-key bioreactor system shipment, we continue to build 

on the foundation of our installed base, yet never cease in our quest for technical innovation.

We’re gambling on our vision, and we would rather do that than make “me too” products. 

Let some other companies do that. For us, it’s always the next dream. – Jobs, 1984 

At Finesse, we will always take great pride in creating novel bio-process measurement 

and automation products that will enable our customers to develop and manufacture truly 

revolutionary solutions for life. 
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