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opportunity for other investors to buy out the noncommitted
investor, simplifying the management structure and ensuring
that everyone moving forward is committed and unified. Once
everyone is committed, it is time to form the company that buy-
ers can see themselves owning. A business should be built to be
acquired, not to be sold.
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increase investor commitment, and guide the negotiation
process. Now is your best opportunity to coordinate with your
financial advisor and estate attorney to determine what strategies
make sense for you and to implement them. “Our research shows
many entrepreneurs are typically not proactive in this area until

AN EXIT ON THE HORIZON

Our experience shows that entrepreneurs
can be reluctant to think about an exit two
to three years in advance. However, this is
exactly the point at which you can leverage
some of the best strategies as they relate
to taxes and your estate. It is important to
review asset titling and ownership as well as
your current wealth management and estate
plans at that time. A full understanding of
liability issues and the treatment of assets in

When you run a
venture-backed
business, exit
strategy and
timing can be
complicated by
factors beyond
your control.

a lawsuit or upon death may help to uncover
problems that need to be addressed when
updating your financial and estate plans.
Additionally, in light of the possible upcom-
ing liquidity event, the structure of ownership
itself may need to be reviewed. Trying to
update and review your wealth management
and estate strategies during business nego-
tiations is particularly difficult, due to the
focus and commitment required by the man-
agement of the deal itself. Take the time
now to figure out how much money you
require to attain your retirement lifestyle
goals. Forethought will help reduce stress,

UPM Pharmaceuticals’

New Capabilities for
Low Solubility Compounds

UPM Pharmaceuticals has made a major capital commitment
to enhance capabilities for poorly soluble compounds.

LOW SOLUBILITY SOLUTIONS

* Full equipment train including HME, spray drying,
liquid encapsulation, and particle nano sizing

= Strategic scientific-based, customized plan
* No proprietary technology that leads to fixed pricing

DEDICATED SPECIAL COMPLIANCE SUITES

* Handling of potent and cytotoxic compounds
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the second or third venture, and often regrettably so,” remarks
Joseph Romano, executive director, wealth planning specialist and
strategic partner to the CES Group at Morgan Stanley. Remember
that many strategies require significant time to be effective in pro-
tecting and transferring wealth (i.e. establishing trusts, LLCs, and
leveraging discounts on gifts).

“When you are within two years of a potential exit, it is essen-
tial you continue to execute your strategic plan so that buy-
ers can envi-
sion taking
over easily and
smoothly,”
says Fahd Riaz,
Philadelphia-
based partner
in the Business
and Finance
Practice and
member of the
Life Sciences Transactions Practice at Morgan, Lewis & Bockius,
LLP. Engaging an investment banker early in the process allows
investors to evaluate multiple exit strategies through a “strate-
gic alternatives analysis.” More often than not, venture-backed
businesses take a dual-track approach by preparing their com-
panies for either an acquisition or an initial public offering.
Keeping your options open may help to attract a larger pool of
potential buyers and/or investors, which will help to maximize
shareholder value. An investment banking group that knows
your industry and focuses on transactions within your expected
deal size can be helpful in identifying buyers and can help
position your company for its ideal exit. Use the specialists you
hire to help familiarize your executive team with the process,
negotiation points, and priorities.

As you prepare to formally begin negotiations, it is essential that
your team understands the need to maintain confidentiality and
focus on the task at hand. Personally, this is one of your last oppor-
tunities to complete any gifting/transfer strategies, as well as to
create a list of the things you need to do in order to stay focused.
Be sure you fully understand your key negotiation points and
expectations for a deal. Life will quickly become busy and hectic,
and this time of calm, when you have a team of trusted advisors
working on your behalf, will truly pay dividends. Lean heavily on
your advisors and be sure that you delegate work appropriately in
order to make effective use of their expertise.

Once your deal is announced, you will be overwhelmed by
“new friends” and people wanting to help you with your new-
found wealth. It is important to remember that there is no

As you prepare to formally begin
negotiations, it is essential that
your team understands the need
to maintain confidentiality.

Ay

rush. Your financial advisor will assist you in developing short-
term investment strategies which will allow you time to relax,
reevaluate your goals, and plan properly before you jump into
new investment strategies. Despite what you will hear from a
variety of sources, there is no such thing as a "too-good-to-
pass-up” investment.

Once you have had the opportunity to recover, it is important
to revisit your comprehensive wealth management strategy
to assure that it
remains in line
with your fam-
ily’s long-term
goals. By incor-
porating your
accountant,
estate attorney,
and wealth advi-
sors, you can
put together a
plan that best suits your future needs. Some key areas to con-
sider as you look ahead are tax, estate, and wealth protection
planning.

Guiding a company up to and through an exit can be over-
whelming. It is essential that entrepreneurs surround them-
selves with a strong team of advisors who are specialists in their
respective fields. By delegating early and effectively, entrepre-
neurs can focus on what is most important: driving value for
themselves and their investors. By preparing a personal plan
early, and updating it often, entrepreneurs can maximize value
through hard work, focus, and dedication, creating the best
possible outcome for all parties involved.

The information contained in this article is not a solicitation to purchase
or sell investments. Any information presented is general in nature and
not intended to provide individually tailored investment advice. The strate-
gies and/or investments referenced may not be suitable for all investors, as
the appropriateness of a particular investment or strategy will depend on an
investor’s individual circumstances and objectives. Investing involves risks,
and there is always the potential of losing money when you invest. The views
expressed herein are those of the authors and may not necessarily reflect the
views of Morgan Stanley Smith Barney, LLC, Member SIPC, or its affiliates.
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Regulatory Compliance/FDA

Regulatory Science Unlocks
Therapeutic Innovation

Worldwide

r. Ling Su looks back on a long career in
drug development with big companies
like Novartis — and on his past year as
board president of the Drug Information
Association (DIA). At the same time, he
looks forward to his new role on the front line of regulato-
ry science in China, where he is strategic adviser at Sidley

Austin’s China life sciences practice and
volunteers his expert support to the China
Food and Drug Administration (CFDA).
I recently spoke with Dr. Su by phone,
between his office in Shanghai and my
location on the U.S. West Coast, 15 hours
apart. Clinical development folks in com-
panies conducting global trials can likely
identify with the situation: When com-
municating halfway around the world,
they know it’s best to ignore extraneous
factors like time zones and focus only on
the essentials of the conversation.

As it happens, a similar principle applies
to how the world’s regulatory authori-
ties may build better pathways for global
product development in the life sciences
industry: Cut away the undergrowth and
overgrowth of local barriers, and plot
a route that follows the growing scien-
tific consensus on essential criteria for
evaluating and regulating new therapies.
Authorities who wish to join the lead-

ing regulatory peers, attract global
trials, and stimulate therapeutic
innovation have already taken a
turn toward common goals —
and are finding ways to do so
without sacrificing their cultural

imperatives, according to Su.

Although governments have long regu-
lated science, the idea that science should

By Wayne Koberstein, executive editor

take a firmer hand in guiding regulation
seems to have dawned late. Scientific prin-
ciples can replace bureaucratic expedien-
cy to optimize data gathering and analysis.
Rational and empirically derived methods
can exorcise inefficiencies, standardize
formats, and integrate varying data needs
in global or multiregional trials. National
health authorities can take a scientific path
toward adopting common protocols and
end points where they can and predictable
variations where they cannot. Regulatory
innovation can unleash medical innova-
tion. It can all happen, says Su, but only
if industry and regulators work on it all
together, upon the common ground of
regulatory science.

The DIA is an important international
platform on that ground. Without the
global forums maintained by DIA and
other organizations such as the American
Association of Pharmaceutical Scientists
(AAPS) and the U.S. Pharmacopeia (USP),
the regulatory science movement might
remain a Tower of Babel, forever divided
not only by discipline but also by region
and nation. The DIA has always brought
together regulatory professionals, scien-
tists, and others on both the industry and
government sides through its educational
meetings and services. But its tradition-
al reach was mainly confined to North
America and to drug development. On
Su’s watch, the association has grown in

Dr. Ling Su, a leading industry
scientist and current head of the DIA,
describes how emerging markefs such
as China are working with developed
nations fo eliminate regulatory
roadblocks in clinical trials.

parallel to industry and market trends —
becoming more global, more connected,
and more diversified in scope beyond
drugs to biologics, devices, and other
medical products. It is now a key mediator
of globalization in the regulatory realm,
increasingly focused on addressing the
built-in barriers to life sciences innova-
tion, inside and among the world’s lead-
ing health authorities.

And “leading” does not always mean
“big.” Emerging markets and the nations
they represent are huge in potential, but
still relatively tiny in their regulatory infra-
structures. Their global influence thus far
outweighs their current status of develop-
ment. How the fledgling health authori-
ties take shape as they grow, mature, and
interact with the outside world will largely
determine the outcome of efforts to ratio-
nalize medical-product development on a
worldwide scale. China, India, and Latin
America are the most dramatic examples
of rapid regulatory evolution in emerging
markets, which is why they have seen a
major expansion of DIA activities during
Su’s tenure.

“We need to continue to bring the
strength of the DIA to the emerging
regions,” Su says. “The benefits are two-
fold: One, we can use what we already
do best — be a neutral platform for infor-
mation and knowledge exchange among
regulators, industry, patients, and others
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in these regions; and two, because those regions are very different
from the U.S. and Europe, there is a need for international dialogue
that also facilitates the DIA’s growth and development there.”

Widening the DIA’s product focus also makes sense in light of
current trends, despite the prominent use of “drug” in the group’s
name. Few medical products now exist in pure isolation; biolog-
ics, personalized medicines, companion diagnostics, delivery
advances, new drug/device combinations — all are evidence of
how development and regulation of various product types can
overlap. “We are looking to develop activities to extend into the
other product areas,” says Su. “But our new efforts have to be con-
sistent with the quality of our traditional programs, and we must
work with other organizations where they are doing things better,
to collaborate with them in expanding our competent areas.”

The overall broadening of the DIA’s focus mirrors the evolution
of regulatory systems, Su explains — and he says both serve the
same goal: innovation. Regulatory science incorporates a wider

Regulatory Compliance/FDA

Dr. Ling Su brings a scientist’s perspective to the regulatory field.
Pharmacoepidemiology was an early interest, and he still teaches related
university courses at Fudan University. After earning his B.S. at Shanghai
Medical University, he added an M.S. in clinical pharmacy and drug devel-
opment and a Ph.D. in epidemiology at the University of North Carolina af
Chapel Hill. He saw service at The Bureau of Drugs of the Ministry of Health
in China and in the FDA’s CDER; then he joined industry, eventually working
in regulatory and drug development positions at MSD, Roche, Wyeth, and
Novartis. While still at Wyeth, he joined the DIA board and was elected into
the volunteer office of president of the DIA board in 2011. His presidency
ends in July 2013. His current job at Sidley Austin places him right at the
intersection of China’s small but rapidly modernizing regulatory agency and
of life sciences companies of all sizes, types, and national origins seeking
market entrance to China.
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awareness of factors that determine therapeutic response and
outcomes. Thus, the science envisions a new framework for
evaluating new treatment candidates and one that is applicable
in industry, regulation, and medical care. The framework takes
into account not only intrinsic factors such as drug metabo-
lism, but also the extrinsic factors — medical practices, disease
definitions, standard-of-care, and even regulatory requirements

As president of the DIA board, Dr. Ling Su views the entire regulatory world af
once. But as his career focuses increasingly on China, where is he now senior
advisor to Sidley Austin’s China life sciences practice, he sees the application
of regulatory science in its most fundamental mode — guiding a young
agency, China Food and Drug Administration (CFDA), through ritical steps
in its evolution. Su speaks about the unique challenges and wider context of
the CFDA’s evolutionary development.

“There is a critical connection between innovation and regulatory science
that has characterized the regulatory landscape in China. Regulators here
once had the mission of promoting public health; that is, to protect. They
could say, ‘yes, a treatment will work,” but they had no official interest in
facilitating introduction of innovative products.

“CFDA is really different from the FDA and other agencies. It started rather late
with regulations, so it is under a lot of pressure to cope with domestic issues such
as generic drugs and also to deal with innovation. All the major companies that
have business in China and a lot of the innovation works through Big Pharma or
small start-up companies. They are very active. So the regulators have to deal with
both sides, and it is pretty challenging for the agency by itself. The CFDA is very
small and understaffed; there are only about 200 people here. Their responsibility
also includes food, cosmetics, biologics, pharma, medical devices, and other health
products. So in resources, experience, and expertise, it is nowhere near the FDA
and EMA (European Medicines Agency). We do see improvements in the CFDA,
especially in technical degrees, and it is moving toward more transparency and
also toward more science-based review. It will take time for the agency fo develop,
and we — industry, academia, society, efc. — need to support it. The CFDA till
has a long way to go to become a global regulatory agency, but it is taking the
right actions.

“China is putting out a lot of effort to promote innovation for its own
market. The CFDA has helped innovative companies a lot, guiding them in
creating a product-development plan, holding advisory meetings, and so on.
It has also started similar meetings and mechanisms to support innovative
companies, including foreign companies doing business in Ching, in develop-
ing their products. That's a good sign, but there are a lot of issues to solve,
particularly on the resources side, and also experience. We need to become
more competent and proactive.”

— that affect how the therapy is used and response monitored
in development.

“Extrinsic factors become more and more important, but
they are much less understood,” Su says. “You look at metabo-
lism, at the enzymes, and the metabolic pathway, and you get
data everyone understands. But the larger context of medical
practices — how patients use the product, how the disease is
defined, and the risk factors in certain populations — are much
less understood, and they pose much bigger issues when we
look at the data.”

Until recent years, China and other countries clung to the
metabolic focus as the EU and the U.S. moved toward a greater
inclusion of extrinsic factors. China, Japan, and South Korea
decided to investigate potential differences in drug metabolism
between their populations and “Caucasians,” while Western
authorities encouraged developers to gather more and more
extrinsic clinical data. Now, however, the various agencies have
converged considerably, according to Su.

“This is a great example of how regulatory science has evolved
with the rise of globalization. If you see how the FDA, the EMA
(European Medicines Agency), Japan’s MHLW (Ministry of
Health, Labor and Welfare), and the CFDA evaluate data from
other countries, they have more or less come to a common
understanding whether or not the data may be applicable to
their respective populations.”

Su takes proclamations by FDA Commissioner Margaret
Hamburg and other agency heads as serious evidence of their
commitment to giving developers wider latitude in data points
and evaluation. More latitude means more flexibility in design-
ing clinical trials for novel products and combinations for a
global market. He sees the shift as a basic change in mission
and identity. “Regulators need to be not just gatekeepers but
gate-openers — to work with the industry and the academic
community to promote innovation and to move ahead with the
new ways that products will be developed and evaluated.”

Collaboration in regulatory science is taking several forms: among
agencies, between agencies and industry, and among companies
in the industry. Of course, regulatory science cannot cure all
innovation-impeding ills. It cannot, in itself, raise Big Pharma’s
poor R&D productivity, pump more money into novel research,
ensure reimbursement, or fund the next Genentech. But to the
extent that regulatory science eases the regulatory burden for
developers, it will remove a widely acknowledged
major impediment to innovation.

Still, in Su’s view, it is a burden that neither the
agencies nor industry can remove alone. Whether
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to reform whole systems or avoid hurdles in a particular trial,
companies and regulators must share the heavy lifting, he says.

“When a clinical trial is globalized, we have to think about how to
deal with the data coming from all the countries involved. It is too
late if you wait until the data comes in and then say, ‘oh, there’s a
problem in the scientific, GCP, or regulatory area.” So regulators
and companies need to work together, even before the trial starts,
for globalization to show its benefit.”

The FDA’s Critical Path Initiative proposed greater regulator/
academia collaboration to develop new solutions, such as the use
of biomarkers in clinical trials. In 2010, MIT, the EMEA (European
Medicines Evaluation Agency), and other parties convened a
project called NEWDIGS (NEW Drug Development ParaDIGmS),
working with the FDA and other agencies “to conceptualize and
validate new policy frameworks, technologies, and development
processes” in “key areas with potential to transform the healthcare
innovation system.”

Companies have also banded with each other to improve &
the R&D process. In 2012, 10 top pharmaceutical com-
panies launched the consortium TransCelerate “to
identify and solve common drug development
challenges with the end goals of improving the
quality of clinical studies and bringing
new medicines to patients
faster.”

But in spite of such
initiatives, Su says
something is seri-

ously missing. “I don’t see a lot of projects addressing
the overarching issue — industry and the regulatory
agencies working together to build a comprehen-
sive model of what drug development

should look like.” To some, the cur-
rent lack of such collabora-

tion is a huge failure,
but to expe-
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Executive Q&A

4 Questions For An
Oncology Big Pharma CSO

1. Is there a particular strategy/process
that you follow regarding the types of com-
pounds you pursue or which therapeutics
to focus on?

Our approach to developing the next
generation of cancer therapeutics is
based upon specific areas of biology
where the company has developed inter-
nal strength. These areas include hor-
monal agents and their receptors, the
ubiquitin and ubiquitin-like pathways
regulating protein homeostasis, and cel-
lular metabolism. The pursuit of unique
drug targets in these key areas of science
coupled with a balanced set of targets in
signal transduction pathways represent
the principal components believed nec-
essary for building a strong and diverse
pipeline of future drugs. An additional
emerging area of interest is in the appli-
cation of targeted antibody drug con-
jugates (ADCs), which offer specificity
and the potential for diverse chemical
payloads.

The overarching imperatives guid-
ing the research vision begin with an
understanding of unmet medical needs
within the changing competitive land-
scape and commercial environment.
The research strategy then focuses on
disease pathways and drug-target class-
es where the research organization has
knowledge, experience, and prioritiza-
tion of resources for foundational areas
of scientific and commercial leadership.

2. Has that strategy/process changed
in recent years or at least since the
Millennium acquisition?

The fundamental strategy has not
changed since the Millennium acquisi-
tion. However, the range of biology
expertise areas was expanded through
the existing Takeda oncology research
organizations in Japan and in California.
The global oncology marketing strategy
and market preparation teams are led by

Millennium with participation from all
regions. Plus, we are constantly engaged
in exchanging employees on both sides
to help offer an indigenous perspective
in key functional areas.

3. In general, has the pharma industry
increased its focus on cancer-related drugs
in recent years? If so, why?

One consequence of more people liv-
ing longer is that age-related disease
classes such as cancer and neurodegen-
erative diseases become more preva-
lent. Takeda’s decision to focus on this
therapeutic area is, therefore, based on
the strong growth projections for the
global oncology market driven by con-
tinued unmet medical need. We are
driven by an increasing demand for
these medicines to treat those unmet
needs within various forms of cancer
and are influenced by rising healthcare
spending in developing countries like

Dr. Joe Bolen

Bolen is (SO at Millennium: The Takeda
Oncology Company. He has extensive
research and management experience with-
in the life sciences industry and in particular
oncology R&D.

China and Russia and within areas of
South America. Plus, a global expan-
sion of the world’s middle class, most
of whom have increased access to bet-
ter and more sophisticated healthcare
in other emerging markets — a key
focus for Takeda — will continue to
stimulate interest and growth for can-
cer medicines. Many of the new cancer
drugs recently approved and in develop-
ment are aimed at cancers with specific
genetic variations, so the drugs can be
targeted to patients who are most likely
to benefit, which certainly has the poten-
tial to impact their cost.

4. How do you make the big decisions?
For instance, how do you know which drugs
to pursue?

At Millennium, our goal is to trans-
form cancer therapy from tissue his-
tology-based diagnosis and empiri-
cal treatment course to molecular
genetics-based diagnosis and long-
term treatment options. Our R&D
is driven by biology and biomarker
discovery while focusing on path-
ways of combination therapies based
on individual patient profiles of an
evolving disease.

This activity requires characteriza-
tion of a patient’s current cancer in
the clinic. In recent years, Millennium
has focused increasingly on its evolv-
ing translational research program
and the close collaboration between
discovery and development. Our
translational medicine department in
clinical is linked to discovery and
nonclinical development through
ongoing research and acts as a bridge
to clinical research implementation.
The collaboration is maintained from
early discovery through clinical proof-
of-concept, and serves as a Cross-
functional strategy linking teams and
sharing technology platforms.
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Traveling The Road To
Clinical Trial Transparency

or those of us in
the business of
managing clinical
trials, it has been
quite a journey
keeping up with
the requirements
for clinical trial disclosures. Although
the road to transparency was paved
with good intentions, for many it has
been a bumpy one, and we are not
there yet.

From the very beginning, there have
been proponents of and opponents
to transparency, each representing its
own interests. There is reason for these
opposing views. The public is demand-
ing information that private industry
considers proprietary. Consistent pres-
sure from the general public, healthcare
professionals, journal editors, media,
and legislators has brought about the
passing of two laws, (1) Food and Drug
Administration Modernization Act of
1997 (FDAMA), and (2) Food and Drug
Administration Amendment Act of 2007
(FDAAA). Proponents of trial disclosure
emphasize the importance of this infor-
mation for patients and their caregivers
interested in trials of investigational
drugs. This is especially important
when available (marketed) treatment
options are very limited or no drug is
avajlable. Another argument in sup-
port of trial disclosure is the desire to
share the full context of the research
study results in order to prevent a
“publication bias” (i.e. cherry picking).
If protocol and results summary infor-
mation for all studies in a given drug
program are shared, this curbs “pub-
lication bias” in which only studies
with positive results are published, a
practice that can be especially harmful
to physicians practicing evidence-based
medicine. Disclosure of full-trial results
may also benefit research as a whole.

An organization about to conduct a trial
may build on the information already
available for a comparable chemical or
molecular entity, trial design, or target-
study population. With this in mind,
researchers could learn about safety
issues before putting patients at risk.

This is where the journey reaches a
split in the road. The public benefits
from full-trial disclosure as do research-
ers because they can learn from other
trials and possibly spare themselves
redundant testing. However, from a
competitive standpoint, if you funded
a clinical trial that yielded important
scientific information, would you want
to share these findings with those also
in the race? Only 1 in 5,000 compounds
in the development pipeline will make
it to market, with an average cost of
$1 billion. With an 8- to 10-year pat-
ent protection period you have limited
time to recoup your costs, justify your
spend and record a profit to sharehold-
ers, and invest in future research. For
this reason you may want to prevent
your competition from viewing your
intellectual property.

The wheels of change continue to turn
with two new (i.e. late last year) devel-
opments that could more than double
the current reporting requirements and
begin fining sponsor companies that
are out of compliance.

On Aug. 2, 2012, a group of House
Democrats introduced the Trial and
Experimental Studies Transparency
(TEST) Act of 2012, legislation that
would update and expand the clinical
trial registry data bank ClinicalTrials.
gov. TEST mandates the addition of
Phase 1 studies, postings of informed
consent forms and full protocol docu-
ments, disclosure of results for inves-
tigational drugs, and reporting com-

Joe Archer

Archer is the associate director of data sciences
and disclosure services at MMS Holdings Inc.
He leads the global clinical trial disclosure
teams at MMS and brings a depth of technical

experience and regulatory feedback on the
process.

pliance and enforcement activities
to Congress. This last item identifies
enforcement activities. Current U.S. law
requires the registration of applicable
clinical trials on a public registry and
results reporting within one year of
study completion for marketed prod-
ucts. However, an audit published
in 2012 has shown that 80% of tri-
als failed to comply with this law.
Despite this fact, no fines have ever
been issued for noncompliance. But
that may be about to change.

In September 2012, the U.S.
Department of Health & Human
Services surrendered to the FDA its
authority to oversee information filed
to ClinicalsTrials.gov, and to seek
out those who fail to file or file mis-
leading or false data. This authority
will finally give the current FDA law
some teeth to enforce compliance.
Potential fines of up to $10,000 per
day would be a bitter pill for pharma
companies to swallow.

The journey to meet current
requirements has already seen many
twists and turns in the road, and by
all indications the next leg of the trip
may be uphill. Pharma companies
will need to take caution and prepare
accordingly, or potentially face the
long arm of the law.
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Be A More Effective Leader
By Getting Rid Ot Waste b Ec St

To be an effective leader, it is important to weed out waste and focus on those activities that really mat-
ter. Waste is the destroyer of time, energy, and company profits. It is estimated that 95% of the fime in
an average working day is spent on waste.

What is waste? Waste is anything that does not add customer value, the customer is not willing to pay
for, does not add to the net benefit, sits, is stored, is overproduced, or is reworked.

In essence, if there is activity that does not add net value and meet customer expectations for quality
and timeliness, then it is waste.

A VP was concerned that one of his company’s main products was underperforming. He had a theory
it was related to the product’s old marketing campaign, so he asked the marketing director to see if
the campaign could be refreshed.

The director of marketing assigned a young marketing manager to work on the product campaign.
Once it was completed, he reviewed the new campaign with the director. The director asked the man-
ager if he had done research to understand the campaign’s expected effectiveness and if there was a
means of measurement.

The director was disappointed to find out the manager did not completely investigate the potential
effectiveness of the campaign and there were no plans to measure the results. The director asked the
manager fo reassess the campaign and develop a measurement system, as launching the campaign to
an entire sales force could potentially be a waste of the time for the company, sales reps, and customers.

Waste is like throwing a pebble in a pond. The splash may be small, but it has a ripple effect that
spreads across the entire pond.

Simple Ways To Identify Waste

1. Does the activity meet a customer requirement? If your customer was on the conference call, in the
meeting room, or on the manufacturing floor with you, would they want to pay for the meeting, activity,
or procedure? If you answer no to these questions, or you have to take time to justify why the activity
would meet customer needs, then it is probably waste.

2. Does the activity add value? Does it make your company money? Does it increase the net value of
your company? If your answers are all no, then it is probably waste.

3. Do you have a lot of paperwork or emails sitting on your desk or in your inbox2 What would hap-
pen if they did not get acted upon? If they have no connection to company income or customer needs,
then they are waste.

Waste is a revenue killer and customer turnoff. Eliminate what the customer does not want and does
not want fo pay for, and focus on the revenue-generating activities.

For more than 16 years, Eric Shaffer has been successfully leading and developing
the next generation of leaders in business, sales, and healthcare. He is a magna cum
laude business graduate and certified Lean Six Sigma Black Belt. He champions the
idea that great leaders value their people and their clients. Years of accolades from
colleagues, employees, and clients attest to his commitment to produce lasting high
performance.

To comment on this article, send an email to rob.wright@lifescienceconnect.com.
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important than ever. That’s why Sentrxis
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outsource company in the world — so you have
a trusted partner to call on when documenting
your product’s safety.

Whether you're interested in a fully outsourced
program or standalone services in support of
your safety program, Sentrx provides
pharmacovigilance for all phases and for all
therapeutic areas. Contact Sentrx today to
learn more about our full line of
pharmacovigilance and customer care offerings,
delivered by a workforce of more than 1,800
professionals.
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