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Making Every Dollar Count: Marketing
Communications for Start-Ups and Techpreneurs
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Resources and money should never be wasted on marketing methods that are
not successful. That statement is even more important for start-ups and
techpreneurs. Every dollar counts. So what works and what does not? If only it
were that definitive and quantitative. It is not. What may “work” for the company
next door may not be the mix of marketing communications methods that work
for your organization.

Here is what | hear the most from entrepreneurs as they evaluate business
communications and marketing:

Does it really add any value to my organization?

Does marketing communications really help me find qualified sales leads
or, recruit and retain quality employees?

Does it improve my company’s credibility, and does that help my
prospects make a buy decision in my favor?

Can it help me determine why | am better than my competitor? | know we
are “different,” but how can that be communicated?

How much will this cost my company?

Bigger question: What should | do? Marketing communications just
seems so ambiguous.

Start Here

Marketing and communications are often ill-defined. Some people think
marketing and sales are the same. The same goes for PR, or public relations.
Companies, large and small, define PR as “something the administrative
assistant does when she has time” to “spinning a lie into perceived truth.” Neither
is accurate.

| like the definition used online by MOTI: “Marketing activities are all those
associated with identifying the particular wants and needs of a target market of
customers, and then going about satisfying those customers better than the

competitors.

| have created a shorter definition: “Sending a relevant, clear, compelling
Message that matters to Many.” It is a complementary function to sales, which |
define as “Sending a relevant, clear, compelling Message that matters to One.”

The Key Elements
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BioDFW Breakfast Series: Dr. Debra Wawro,

CEO, Resonant Sensors, Inc., 10/18/2007

2007 National SBIR/STTR Fall Conference,
10/29/2007

2007 Texas Life Science Conference,
11/1/2007

BioDFW Breakfast Series:
"Commercialization of Fluorescence
Technologies", 11/15/2007

MedTech Breakfast Series: "Save the Date —
“There Ought to Be a Law" 12/5/2007
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Here are the key elements for successful,

effective marketing and

communications:

1. Audience Aptitude

Every company has key audiences—those people who make or break
the organization, in terms of referrals, relationships, sales, support,
income and influence. Who are they? Typical key audiences include:

a.

Employees -They come first. One client of mine recently said,
“Happy employees make happy clients.” Employees will be loyal and
committed when treated right. If not, they will not.

Customers

Prospects

Investors and/or board of directors

Regulators /government-municipal, state, federal

Strategic partners/suppliers/vendors

Sales channel -VARSs, brokers

Media -reporters, editors at local, regional, trade and national media
outlets

Industry analysts such as The Gartner Group, Forrester and
International Data Corp. (IDC). These organizations provide written
analysis and reports about specific industries, trends and companies.
They are a primary information source of technology buyers.

Citizen  “journalists”- bloggers, Websters, podcasters and
YouTubers who can praise, pontificate and power down people and
organizations

Community organizations -business, philanthropic and socially
driven non-profits that can benefit your company, community—even
your referral base for increased sales

Knowing your audiences—and making sure they are identified,
prioritized and invited to communicate with you—is imperative.

2. Master the Message

Now, master the Message. What exactly do you communicate to these
key audiences? A great mentor | once had calls it the WIIFM. The
audience has to know the WIIFM, or the “What's In It For Me?” message.
Your message must:

Differentiate your firm , usually through benefits vs. features.

Demonstrate Big Benefits needed or wanted by the audience. For
example, what does your customer want to hear?

o0 Option 1: “Acme Co., we are a company offering superior
service and quality software that manages electronic medical
records using a Web-based interface that runs on any
system, since it's open source ...,” OR

1"H#$ % &&#

Page 2 of 19 et ocr




_+),*'

=
o CARR

Intellectual Property Law

Carr LLP

<k

Centennial Medical Center

Growing together, growing strong

Centennial Medical Center

| ComericA Y

Comerica Bank

Frisco Economic Development
Corporation

SVB)Silicon Valley Bank

A Member of SVB Financial Group

Silicon Valley Bank

—

;%

Ihe Research and Education Insgitute
for Toxis Health Rosources

Texas Health Resources

o Option 2: “Acme Co., we offer electronic medical records
software that ensures vyour client's data are secure,
confidential, on time, always available—from here, there or
anywhere, 24x7x365.” Find those end-user benefits and
promote them.

Keep it clear and simple . In “TechWorld,” we have too many
technicians, engineers and others complicating the message with
jargon, tech specs and irrelevant blather. Keep it short and simple. It
is a mix of facts, benefits and clear, creative copy. Write a 50-word
message and 100-word message. Now, try it in 5 words or 10 words.
Now, create a 1-minute Elevator Speech that says it “verbally.” Being
succinct, clear and creative is a tough assignment, but it pays off.

Ask Your Audience . Benefits, succinctness, clarity and creativity
are important essentials for your message, but ask your audience.
Use their advice and insights. See what they think of your message,
old and new. This will add even more life to help you master your
message.

Examine The Mix of Marketing Opportunities

The mix is virtually unlimited. Your budget is not. So, what is the mix of
marketing opportunities and which should you select? The mix usually
includes some or all of the following:

Typical Parts of the Marketing Mix

Corporate ID: Direct malil Trade shows
Logo, letterhead,
business cards

Web site Public relations Media
relations

Brochures, fliers, Newsletters Advertising

data sheets

Public speaking, Interactive Sighage

conferences media

Promotional Telemarketing

items, give-aways

The way you determine what portions of this mix you choose,

depends mostly on what approaches your audiences accept

(effectiveness), the size of your key audience(s) and your budget.

Lastly, what you choose requires your commitment to consistently

execute and evaluate your marketing and communications efforts.
Make Good On Your Methods

With audiences confirmed, the message massaged and the mix made
clear, now it is all about consistency, frequency and persistency. Stick
with the program. Make sure everything you deliver during the next
month, quarter and year, are clear, compelling and consistent. Develop a
marketing calendar, make sure your efforts have benefits that resonate
loud and clear. Keep sharing your story. Be consistent. Then evaluate.
Ask your customers and prospects what they have seen, heard and
experienced. Talk with them. Survey them. Even an online survey with
some form of incentive (a $5 Starbucks gift card works wonders!) is a
great way to learn, adapt and refine your marketing methods.

Overall, your best marketing method is to deliver on your promises, and to
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genuinely care, listen and respond to the needs of your audiences. Do what you
say, say what you do. Be sincere, available and determined to be your collective
best. These tips—plus a defined, consistent marketing communications
program—uwill further your success. This approach will make every dollar count.
Bet on it.

Roy G. Miller is president of RGM Communications, a business-to-business
public relations and marketing services firm in Wylie, Texas. RGM specializes in
helping technology, medical and professional services firms effectively
communicate with clarity, consistency and creativity. For more information, visit
www.rgmcomms.com, or contact Miller at rmiller@rmgcomms.com, or at
903-422-5117.
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From the Desk of Larry Calton (CONTINUED)

Once again we have had a long time interval between our April 2007 issue of the Review and the current issue. The
NTEC team has been very busy planning for the new NTEC facility while continuing to assist our companies. We
expect to get back to a regular quarterly cycle in 2008. As reported in our April 07 newsletter, a section of our web site
is dedicated to tracking the progress of our new building, expected to be completed late summer 2008. | encourage
you to visit our home page and click the button for updated information on the new building and related tech park
development activities.

Probably the most important update since the April issue of the newsletter is the addition of Hubert Zajicek to the
NTEC team. Hubert is an MD/MBA and comes to NTEC after spending 10 years on the faculty of UT Southwestern
Medical Center in Dallas. Hubert is replacing Phong Le, a founding member of the NTEC team. As has been reported
before, Phong will continue to serve as an advisor and work part-time with NTEC as he expands his horizons into a
number of other personal and business ventures. NTEC has also engaged the services of Phil Ralston, a career
medical device industry veteran who has worked with both mature and early stage medical device companies.
Further, Phil serves on the Board of the Houston Technology Center and led a similar initiative to NTEC in the
Woodlands outside of Houston. We are fortunate to have added the expertise of both Hubert and Phil and look
forward to their impact on NTEC and the medtech community here in North Texas. In addition to Hubert and Phil,
NTEC added two new members to our Board of Directors. Ken Hawari, former General Counsel at Advanced
Neuromodulation Systems and long-time Partner at Hughes and Luce and Doug Brenner, EVP at Avail Medical
Products and founder of Cogent Light (sold to Welch Allyn) have joined the other four existing members of the NTEC
Board. We look forward to the contributions of Ken and Doug as NTEC launches into Phase 2 of our master
development plan.

We finally have a firm timeline for the physical construction of the new building that will house NTEC and our
companies. Bond funding for the project and closing on the land acquisition should be complete by the end of
October. It is possible that initial grading of the site will be underway by the first week in November with a projected
completion date on the building of September 2008. Although tentative, we expect to host an official “ground breaking”
ceremony at the construction site on November 14, 2007. As mentioned above, we will be making regular posts to our
web site to keep you informed on our building progress, including pictures and an occasional podcast. The new facility
will be of sufficient size to allow space for a variety of tenant companies that are not in the NTEC program. Please
contact our office if you have an interest in reserving space in our new facility, and we can provide you with additional
details regarding configuration, pricing, etc.

| would like to personally thank all of you that supported and/or attended our first annual Medtech Company Showcase
on July 25" of this year. Attendance was over 230 making this our most well attended event to date. Our thanks go
out to the impressive company CEQ'’s that presented that morning. We look forward to continuing and growing this
company showcase event. NTEC also co-sponsored a very successful dinner with Texchange on August 29" that
featured Chris Chavez, President, Advanced Neuromodulation Systems Division, and St. Jude Medical. This was the
first time for Texchange to host an event in North Dallas and attendance was excellent. Attendees heard Chris talk
about the ANS story from its early start-up days through IPO and eventual acquisition by St. Jude in 2005. In early
September, | completed a video interview on the history and future of NTEC for Dallas Blogs. We hope to have a link
on our web site to this interview soon. NTEC was asked to organize and host a life sciences panel discussion at the
joint TIE/Greater Dallas Indo-American Chamber of Commerce event at the Hilton Anatole on October 9", Hubert led
the panel discussion that included representatives from Texas Instruments, Reatta, and Oxysure followed by a dinner
with keynote address by Texas Governor Rick Perry. We will wrap up the 2007 calendar year in early December with
a panel discussion focused on emerging legal issues relevant to all early stage companies. A “Save the Date” notice
regarding that event will be sent soon. We will be reviewing the viability of our monthly Executive Education sessions
for 2008 and do not plan to hold any further sessions of this type in 2007. Stay tuned as we hope to revamp the
ExecEd program to deliver the content valued by the entrepreneurial community and our sponsoring partners.

NTEC continues to see a steady flow of new business opportunities, and our program companies are all making
progress (see “Program Company Update” in this newsletter). Oxysure will complete their move out of NTEC into new
offices in Frisco by the end of October. Oxysure’s new headquarters, located off Frisco Rd. and Eldorado Parkway,
will house all of the company’s operations in approximately 17,000 sq. ft. of tech/flex office space across the street
from the site of the new NTEC building. MEDtech Review will follow the progress of Oxysure and our other companies
in future issues.
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NTEC, in conjunction with several other organizers, has formed a new angel investor group know as the Lone Star
Angels (LSA). The first meeting of this group is planned for early November 2007 and will include presentations from
several area technology companies. The group does not have a specific technology focus area and will be reviewing
early stage companies seeking investment amounts up to $1.5 million. More information about LSA will be presented
in future issues of the MEDtech Review, and | encourage you to contact NTEC if you have an interest in joining the
group as an angel investor.

Last, but certainly not least, we would like to welcome our newest NTEC Stakeholder, Texas Health Resources
Research and Education Institute (TREI). TREI is a non-profit research institute that is responsible for, and supports,
the research and education endeavors across the 13 hospitals that make up the Texas Health Resources (THR)
system. This includes management of The Presbyterian Institute for Minimally Invasive Technology (PIMIT), a world-
class facility that can bring together clinicians and medical technology companies by providing:

Hands-on clinical demonstration, proof of concept studies, testing and training

Product testing for early stage companies

Audio visual capability for recording product test or demonstration or to broadcast in real time to potential funding
sources

Fully trained staff to manage all steps of product testing and/or demonstration

Links for early stage companies to physicians and other clinical settings for continued research and trials
One-stop shop for all stages of product development and trials

NTEC is fortunate to have a partner with the depth and reputation of TREI, and we look forward to the strategic and
tactical value they bring to NTEC, our companies and the medtech industry in North Texas.

We hope to see you at our upcoming events and feel free visit us if you are in Frisco. Thank you for your support, and
we welcome your comments and feedback. Be sure to register for our upcoming events, visit our web site regularly,
and follow our progress through our newsletters and podcasts.

Larry Calton
Executive Director

(Back to Top)
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Program Company Update (CONTINUED)

Organ Transport Systems (graduated 6/17/2005): Developer of a technology to preserve and transport organs and
tissues for extended periods of time and in better condition than the current standard of care.

Added internationally respected Medical Advisors: (1) cardiac surgeon Robert L. Kormos, MD, FAHA, FRCS
(C), Co-Director of Heart Transplantation and the Director of the Artificial Heart Program at University of
Pittsburgh Medical Center (UPMC) and (2) cardiologist Mark Jay Zucker, MD, JD, FACC, FACP, Director of
the Heart Failure Treatment and Transplant Program at Newark Beth Israel Medical Center to the Medical
Advisory Council.

Liver perfusion technology under exclusive license to OTS was presented at the International Liver Transplant
Society (ILTS) Annual Meeting highlighting 12 patients successfully transplanted in the first liver perfusion IDE
study world-wide.

Completed several additional pre-clinical cardiac experiments to further refine perfusion parameters and
techniques.

Significantly advanced fund raising to further program development.

Signed a Letter of Intent (LOI) to acquire an European abdominal perfusion company.

Further expanded the OTS management in strategic areas, including but not limited to Quality Management
and Manufacturing.

Advanced relationships with now 40+ US, European, Canadian and Australian transplant centers.

Began developing closer ties to the organ procurement organizations (OPO) around the globe.

To learn more about Organ Transport Systems, please visit: www.organtransportsystems.com.

OxySure Systems (graduated 10/1/2005) : Developer of emergency/short duration oxygen supply and delivery
systems that are lighter, safer, and more affordable.

Created several proprietary chemical processes.

Dozens of Prototype delivery devices for the chemical processes developed.

Technology validations completed (University of Texas; Southwest Research Institute).

FDA Clearance Received (over-the-counter).

26 Utility patents pending in worldwide markets.

2 Design patents issued.

3 Trademarks allowed in US, Australia and other jurisdictions.

Formed medical, scientific and business advisory boards.

Stellar initial Management Team assembled.

19 Distribution Agreements negotiated and completed; several more pending.

Production commenced and first commercial shipments started.

First product (Model 615) launched through distribution channel.

Raised a total of almost $8 million in equity and debt financing.

Completed a lease and commenced a build-out program in a new 16,200 sq ft facility for state of the art
headquarters and manufacturing, with a projected move-in date of October 2007.

Received $567,000 in economic and lease incentives from the Frisco Economic Development Corp (FEDC)
and Sinacola Commercial.

Completed half of a new, $2 million private placement (applications still available).

To learn more about OxySure Systems, please visit: www.oxysure.com.

TissueGen (graduated 3/14/2007): A medical device company whose patented technology advances the state-of-
the-art in drug delivery technology to create Vascular stents that offer breakthrough treatment capability.

Completed device redesign to better achieve technical objectives for peripheral vascular application.
Closed seed financing commitments of $1,250,000 in January 2007.

Significantly upgraded extrusion, post-processing and analytical equipment.

Achieved major improvements in polymer properties in first half 2007.

Developed unique delivery catheter design for prototype stent design.

Manufactured prototype devices (peripheral vascular stents) and prototype catheters.

Completed first and second acute animal studies (rabbit) in June and August 2007.
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Chronic animal studies (pig) scheduled for Q3/2007.

Series A fund-raising efforts have begun — Q4/2007 target close.
Notice of allowance of 4" patent.

Provisional application filed for 1% device patent.

To learn more about TissueGen, please visit: www.tissuegen.com.

Gryphon Analytics (formerly US Detection Technologies): Developer of a chemical/biological sensor company with
focus on ultra-sensitive, real-time detection and identification technologies for chemical and biological warfare agents,
medical diagnostics, environmental compliance and process monitoring.

Full-function 3" generation prototype completed, achieving major development and funding milestone.
Successful third-party validation of key detection and identification functions.

Significant seed funding from institutional investor.

Key additions made to management team.

Expanded Advisory Board with key additions.

Patent pending with additional applications in process.

Alpha Med-Surge (AMS): AMS is developing next generation LED-based head-mounted illumination devices that are
brighter, longer lasting and cheaper to manufacture than current technologies. Immediate markets in healthcare
include physician offices and operating room applications.

Demonstration prototypes completed for physician office market, including demonstration of rechargeable
battery operation.

Distribution agreements in final negotiation for initial target markets.

Series A fund-raising efforts have begun. $3 million private placement — Q4/2007 target close (applications
still available).

Key additions in place on management team.

Established key relationship with a major U.S. research university for future product development activities.
Completed licensing of 17 U.S. and international optical technology patents for the head-mounted illumination
market.

Additional IP in thermal management being developed.

Concept for beta product (to be used in clinical evaluations) complete.

& "&* " (& / (" $&#H' # .

To lean more about Alpha-Med Surge, please visit: www.alphamedsurge.com.

(Back to top)
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Summer 2007 Interns (CONTINUED)

Left: Ryan Williamson, Daniel Dunford, Codi Clark, and Chen Huang.

Codi Clark, who grew up in Plano, and Ryan Williamson, who group up in Houston, both graduated with a degree in
biomedical engineering in May of 2007 from the University of Texas at Austin where they both specialized in Cell and
Bio-molecular Engineering. Although they have been involved with research during college, they both wanted to gain
valuable industry experience as well. Codi’'s previous research experience includes interning at Marquette University
where she researched the limbic system of the human brain and assisting in a lab at UT developing nanoparticles for
the early detection of atherosclerosis. Ryan performed research in a molecular modeling lab for one year during his
undergraduate degree at UT where he ran computer simulations of protein-polymer models. After this internship, Codi
will be seeking full-time employment and Ryan will be attending Graduate School at St. Louis University.

Chen Huang, who also grew up in Plano, just finished his first year in the biomedical engineering degree program at
Duke University. He will be a sophomore this upcoming fall. Chen has had two years of research experience working
at the University of Texas at Dallas during high school in the nanotechnology department. He too joined NTEC and
OxySure to learn more about the industry side of engineering.

Daniel Dunford, who grew up in Lewisville, has been an intern at OxySure since February of this year. Daniel is
majoring in business and finance and will be returning to Brigham Young University this fall as a sophomore.

Over the course of the summer, the interns have experienced the multifaceted areas of a start-up medical technology
company. They have gained insight into many aspects of industry including engineering, laboratory testing, product
development, manufacturing, quality control, and vendor relations.

All interns thoroughly enjoyed their experiences at OxySure and are thankful for the opportunities they were given.

They recommend that other undergraduate and graduate students pursue internships like this to learn not only about
the industry, but the growing future of healthcare as well.

(Back to top)
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Business Valuation Theory and the Early Stage Compa ny (CONTINUED)

While the independent study of an early stage company is of suspect value, understanding the principal drivers of
valuation can be significantly important to an early stage company. Perhaps the most compelling reason is
benchmarking a company’s performance against your industry segment’s premier companies. Identifying the drivers of
value within your industry segment provides an entrepreneur with the targets or standards that will eventually be used
to compare his/her company against the best in the industry. These benchmarks are much easier and quicker to
establish at the outset versus making changes to an entrenched cost structure or operating strategy. Identifying
specific benchmarking targets help entrepreneurs remain focused on a specific course of action versus meandering
around, unsure of how to measure developmental progress. To illustrate, let's assume an entrepreneur is developing
the next generation software company and the founder decides to resell computer hardware, as a convenience, to
customers. Reselling computer hardware typically results in lower margins and when blended with the higher margin
software, the overall impact on gross margins will be lower than companies selling only software. In this circumstance,
an entrepreneur might decide upon an alternative strategy that provides the desired customer convenience but does
not impact negatively on gross margins. When this decision is made at the outset the new company shows a more
consistent gross margin history comparable to similar companies in its industry.

Understanding valuation fundamentals can turn qualitative operational strategies into quantifiable valuation creation.
For example, an entrepreneur’s ability to understanding that a 10% increase in manufacturing efficiency translates into
a several million dollar increase in enterprise value can properly prioritize that strategy against other value creating
strategies. An entrepreneur focused on value building strategies will maximize cash flow and maximize value creation.

Let's start by examining the definitions of value. In business there are four standards of value:

Fair Market Value. FMV is likely the most common standard of value. The IRS in Revenue Ruling 59-60
defines FMV as “the price at which the property would change hands between a willing buyer and a willing
seller when the former is not under any compulsion to buy and the latter is not under any compulsion to sell,
both parties having reasonable knowledge of relevant facts.”

Fair Value. The definition of fair value focuses on an equitable or equivalent value of the property in question.
The definition of fair value differs from state to state and is mainly derived from court cases and therefore is
constantly evolving. In these situations it is hard to find a willing seller, thus a fundamental difference between
fair value and fair market value. The Financial Accounting Standards Board in FAS 157 Fair Value
Measurements weighs in with this definition as it relates to financial reporting. “The price that would be
received to sell an asset or paid to transfer a liability in an orderly transaction between market participants at
the measurement date.”

Investment Value. The definition of Investment Value is the value to a particular investor rather than a
hypothetical buyer as defined in FMV. The investment value is that value required to meet an individual's
requirements or expectations. An example of Investment Value is noted in our earlier discussion about
negotiated valuation of early stage companies. The valuation at which an investor is willing to invest in an
early stage company most likely fits the Investment Value standard. Most early stage entrepreneurs are under
some type of compulsion to complete a deal and fund their future operations and therefore do not meet the
definition of Fair Market Value.

Intrinsic Value. Shannon Pratt Valuing a Business states, “Intrinsic value (sometimes called fundamental
value) differs from investment value in that it represents an analytical judgment of value based on the
perceived characteristics inherent in the investment, not tempered by characteristics peculiar to any one
investor, but rather tempered by how these perceived characteristics are interpreted by one analyst versus
another.” For example, if an analyst believes, after an analysis, that the business fundamentals for a particular
company warrant a price higher than the stock is currently trading, the analyst will conclude there is intrinsic
value in the stock that the market has not recognized.

1"#$ % &&#
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Gary Trugman, author of the AICPA’s Understanding Business Valuations identifies how the purpose of a
valuation drives the applicable standard of value.

Valuation Purpose Applicable Standard of Value
Estate and gift taxes Fair Market Value
Inheritance taxes Fair Market Value

Ad valorem taxes Fair Market Value

ESOP’s Fair Market Value
Financial acquisitions Fair Market Value
Stockholder disputes Fair Value (most states)
Corporate or partnership dissolutions Fair Value (most states)
Going Private Fair Value (most states)
Strategic Acquisitions Investment Value

Buy-Sell Agreements Both parties must agree
Marital Dissolutions (divorce) State case law determines

In summary, applying a working knowledge of valuation fundamentals to qualitative operational strategies will translate
into a quantitative impact on enterprise value. The ability to prioritize a large number of operational initiatives ensures a
company is generating optimal cash flow or is well positioned to achieve a successful liquidity event.

In future newsletters, topics such as commonly used valuation methods, determination of discount rates and
capitalization rates, financial statement analysis and common size financials will be covered. An understanding of
these concepts at best will alter your decision making and at a minimum give assurance that more informed decisions
are being made.

Glenn P. Cato is a Partner at CFO Advisory Services, LLC. Glenn has over 30 years of management experience and has held all
three top “C” level positions, having served as CEO, COO and CFO in publicly traded companies. His experience includes
numerous successes in strategic planning and business development, customer service and start-up operations. Glenn is a CPA
and holds a BBA in Accounting with a minor in Economics from Baylor University.

(Back to top)
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A Regulatory Roadmap For Medical Devices  (CONTINUED)

Determine where you want to go. (Define your marke t.)

Will the device be marketed in the United States only, or will it be exported into other countries? Will it be marketed for
sale to medical professionals (a prescription device), or is it intended for over-the-counter use? The answers to these
guestions frame the scope of regulations that would apply to the device (such as the US Medical Device Regulations,
the European Medical Device Directive, the Canadian Medical Products Regulation, etc.).

Choose the right path. (Classify your device.)

Different regions have particular methods for classifying devices into categories that determine the required route for
market entrance. In the U.S., published regulations list and define a myriad of devices, and state the classification of
each (I, Il, or lll). Companies that are still unsure about the classification of a device may submit a request for
classification (also known as a “513(g) request”) to the Food and Drug Administration. In Canada, the classification
method is similar, but the implications are somewhat different. For devices sold into Europe, the European Medical
Devices Directive contains a decision-tree process for determining device classification (I, lla, 1lb, or 1ll). Europe also
has a separate set of regulations for active implantable medical devices. In Australia, devices are simply categorized
as “Listable” or “Registrable.”

Determine and satisfy premarket requirements.

In the U.S., this may mean premarket notification (510(k)) or premarket approval (PMA) — or neither — depending on
the classification of the device. The 510(k) process, generally for Class Il devices, is a process in which a proposed
device is compared to a legally marketed “predicate” device, in order to establish “substantial equivalence” in terms of
safety, effectiveness, and intended use. The PMA process (for most Class Il devices) is lengthier and costlier, and
scientific evidence must be provided to prove the safety and effectiveness of a device. In Europe, the device's
classification determines the applicable Conformity Assessment Procedure, which determines how much outside
review is required before the device may be CE marked for acceptance into Member States. Other countries likewise
determine premarket requirements based on device classification.

If clinical data is necessary to support premarket requirements (which is not always the case), special rules allow an
unapproved device to be used in clinical studies, to ensure the safety and validity of the study. These rules are known
in the U.S. as the Investigational Device Exemption (IDE) regulations, and similar requirements exist in Europe and
other international markets for exported devices intended for investigational use. Clinical data submitted in a 510(k) or
PMA must meet applicable IDE regulation requirements.

Gear up for manufacturing.

Who will manufacture the device? Device manufacturers and specification developers must register their facility with
the FDA and submit a listing of their products within 30 days after beginning product distribution. These are simple
forms that are available online (www.fda.gov/cdrh). Some states (such as California and Texas) have additional
registration requirements. Once registered, a company is subject to periodic FDA inspections.

Quality system requirements govern the design and manufacture of medical devices. Fortunately, 21 CFR 820 (FDA's
Quality System Regulation) and 1SO 13485:2003 (internationally-recognized quality system standard) have much in
common, making it easy to develop one quality system that meets the needs of a worldwide market.

Remember post-market considerations.

Much is invested in the launch of a medical device. Once the device has been introduced to the field, an investment in
post-market management is a key strategy not only for regulatory compliance, but also for continued growth and
success. Post-market considerations include processes for post-market surveillance (proactive solicitation of
feedback), complaint handling, adverse event reporting, and ongoing risk management.

This roadmap provides an overview of the major highways, an essential orientation for anyone planning a journey.
Please look forward to subsequent issues of this column, for a “zoom- in” look at each topic.

Krista Oakes is the founder and principal of Amica Solutions, a Plano-based consulting company that is devoted to the
“business-friendly” (or “Amica-ble”) approach to medical device regulatory compliance. More information can be found
at www.amicasolutions.com.

(Back to top)
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Building a Commercialization Culture — Part 1 (CONTINUED)

Unfortunately, many companies allow their corporate culture to evolve spontaneously, developing without any real
structure. One person leaves and another joins, each unable to shed the values and norms of their previous
employer’s culture and unable to assimilate into the current one. As a result, hairline cracks of dissatisfaction and
inefficiency emerge in a company’s infrastructure. Over time, those cracks become chasms, impeding growth and
productivity. On the other hand, good corporate culture — the kind that differentiates companies like GE, Southwest
Airlines, and Google — is carefully and purposefully crafted.

The need for a well-crafted culture is more important, perhaps, within the medical device industry than any other
industry. It is an industry that must channel the creativity that flows and flourishes with the boundaries and structures
necessary to market it effectively. It's where science and business either combine or clash. Some see the paradigm
shift of moving from an R&D culture to a commercial one and ignore it. Others attempt to merge the cultures. Wiser
ones, take heed and develop a plan before plans for commercialization emerge. These are the ones that are
successful. Within the Dallas-Ft. Worth metroplex alone, there are over 100 medical device companies who have
learned to make this transition successfully. With foreseeable exponential growth in the future, in an industry ripe with
opportunity and competition, now is the time to create the corporate strategy and culture to propel an organization
forward.

The same mantra remains — attract and retain the best and the brightest. Yet a critical success factor, far too often
overlooked, is the need to create a culture that balances the corporate-minded movers and shakers that grow your
business with the scientific-minded leaders who built it.

In theory, it sounds relatively simple. But to do it right, you need a plan that goes far beyond traditional recruiting and
retention to preemptively address the many challenges medical device manufacturers face.

Align Your People with Your Progress

The corporate culture in an early stage medical device company is rightly geared towards entrepreneurial thinking,
innovation and risk taking. Traditionally, these employees tend to be intelligent problem-solvers, adept at multi-
tasking. Often, scientists at this level, through necessity, fill in for any skill set gaps within the organization. For
example, their roles may spill into areas such as supply ordering or supervisory responsibilities. But as the firm
transitions to a small company, the need for specialized roles emerges and lab managers, facility managers, as well as
professionals within areas such as HR, purchasing, and accounting are hired.

As the company grows and it begins to focus on short-term earnings goals, stringent cash management, and long-term
profitability, new opportunities and new challenges emerge. More specialization occurs and more distinct
organizational units develop. Reporting structures, accountability, and career paths are formalized. As the company
grows larger, corporate dynamics change even further — shifting from the value of individual contributions to the critical
need for collaborative efforts. Often, it is a change with unforeseen impact. For example, as a manager pointed out in
a recent article, “a lab manager may present papers with only an acknowledgement to people who actually did the
work, so the visibility of the bench scientists becomes more limited.”?

You have possibly witnessed this cultural current in your organization already. You might see it happening now.
Perhaps you have been hired into an emerging company primed for growth and expansion. You see the opportunities.
But you also see the challenges.

Fundamentally you know that a corporate culture should strike a balance between science and profit orientation. You
need to forge a culture that teaches these entities to value each other and collaborate effectively to achieve your
company’s core objectives. You need to align individual, and potentially conflicting, visions for the company into a
unified corporate goal. It entails a fairly extensive evaluation of all employees, breaking down silos and perceptions,
airing out grievances and issues, and opening lines of communication. Success hinges on recognizing and addressing
these as early as possible in a company’s lifecycle. Moreover, it means developing a strategic workforce plan and
organizational design to facilitate commercialization and ensure long-term viability.

How should medical device companies structure themselves in order to respond appropriately to the challenges of a
growing industry? The answer lies in building and sustaining a corporate culture that is predicated on solid

! http://www.vault.com/nr/newsmain.jsp?nr_page=3&idk334&article_id=20810023
2 hitp://www.vault.com/nr/newsmain.jsp?nr_page=38&idr334&article_id=20810023
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organization design and strategic workforce planning. While there are many things to consider, a comprehensive
approach is key. You may need to benchmark against your peers and competitors, analyze your value chain, re-
evaluate your policies and procedures, facilitate focus groups, develop a formal career management plan, draft a
performance management structure that aligns with a targeted recognition and retention plan, and implement effective
change management tools and techniques, just to name a few. All while you continue to recruit and hire the best and
the brightest.

Part 1l will address the steps needed to create the dynamic culture that will deliver greater employee satisfaction,
enhanced innovation, increased productivity, and improved profitability. The fabric of an organization is only as strong
as the thread that holds it together. Silken your thread and you will inevitably strengthen your company.

SIDE BAR — Tips for successfully implementing aparate
culture

Have a good story and tell it well The company’s vision and mission must go beyoede
statements that are nicely worded and hung in @dtames along the corridors. Its vision, missior
and core values must be clearly defined, easydenstand and widely disseminated to shareholders,
employees and customers. A company with a wellaimgd culture can be defined by one word or
phrase consistently by most people within and detie organization.

Give your employees a purposeMy business school professor liked to tell tterysof a janitor
who worked in a doctor’s office. When asked whatltefor a living he replied, “me and Dr.
Dubecky, we fix hearts.” This janitor obviously ¢dsee a direct tie-in between what he did for a
living and the doctor’s ultimate goal of fixing hresa When employees can tie what they do day-to
day to the company’s strategic objectives, they tteve a sense of purpose and become persona|
invested in the success of the company.

Yy

Live the mission everyday Everything the company does must consistentlgligmed to its
mission and its values. If management behavesiaraer contrary to the values that the company
professes, then it will be difficult for employetestrust in and live the culture of the organizatio
The company must imbibe its culture and live ieirery way. Only then can employees buy into the
company’s vision and be proud to work for that camp

Measure what you value. Clear and objective performance measures arat@s®e ensuring that a
company’s employees behave in ways that are censigfith its values. Performance appraisals

must be objective and quantitative and must meabkerthings that are considered important. For
instance if the company promotes team work andibolation between its product development and
marketing teams, then it must measure and rewatdtbams’ contributions to product successes.

About the Author

Paul W. Wolf leads life sciences and consumer products business development efforts within Clarkston Consulting's
Dallas office, 15305 North Dallas Parkway, Suite 300, Addison, TX 75001. He can be reached via email at
pwolf@clarkstonconsulting.com or by phone at 972.715.2034.

About Clarkston Consulting

Clarkston Consulting is a different kind of management and technology consulting firm. We deliver a unique
experience for market leaders within the Consumer Products and Life Sciences industries. Considering
professionalism, expertise, and value as prerequisites, we take service a step further through our unyielding
commitment to the success of people as individuals, both our clients and our employees. By combining integrity,
adaptability, and a whatever-it-takes attitude, we have achieved an extremely high rate of referral and repeat business
and a client satisfaction rate of 97% over the past five years as measured by the Conference Board.

(Back to top)
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A Regulatory Roadmap For Medical Devices  (CONTINUED)

Determine where you want to go. (Define your marke t.)

Will the device be marketed in the United States only, or will it be exported into other countries? Will it be marketed for
sale to medical professionals (a prescription device), or is it intended for over-the-counter use? The answers to these
guestions frame the scope of regulations that would apply to the device (such as the US Medical Device Regulations,
the European Medical Device Directive, the Canadian Medical Products Regulation, etc.).

Choose the right path. (Classify your device.)

Different regions have their own methods for classifying devices into categories that determine the required route for
market entrance. In the U.S., there are published regulations that list and define a myriad of devices, and state the
classification of each (I, Il, or lll). Companies that are still unsure about the classification of their device may submit a
request for classification (also known as a “513(g) request”) to the Food and Drug Administration. In Canada, the
classification method is similar, but the implications are somewhat different. For devices sold into Europe, the
European Medical Devices Directive contains a decision-tree process for determining device classification (1, lla, Ilb, or
[lI). Europe also has a separate set of regulations for active implantable medical devices. In Australia, devices are
simply categorized as “Listable” or “Registrable”.

Determine and satisfy premarket requirements.

In the U.S., this may mean premarket notification (510(k)) or premarket approval (PMA) — or neither — depending on
the classification of the device. The 510(k) process, generally for Class Il devices, is one in which a proposed device
is compared to a legally marketed “predicate” device, in order to establish “substantial equivalence” in terms of safety,
effectiveness, and intended use. The PMA process (for most Class Il devices) is a lengthier and costlier one, in which
scientific evidence is provided to prove the safety and effectiveness of a device. In Europe, the device’s classification
determines the applicable Conformity Assessment Procedure, which determines how much outside review is required
before the device may be CE marked for acceptance into Member States. Other countries likewise determine
premarket requirements based on device classification.

If clinical data is necessary to support premarket requirements (which is not always the case), there are special rules
for allowing an unapproved device to be used in clinical studies, to ensure the safety and validity of the study. These
rules are known in the U.S. as the Investigational Device Exemption (IDE) regulations, and similar requirements exist
in Europe and other international markets for exported devices intended for investigational use. Clinical data
submitted in a 510(k) or PMA must meet applicable IDE regulation requirements.

Gear up for manufacturing.

Who will manufacture the device? Device manufacturers and specification developers must register their facility with
the FDA and submit a listing of their products within 30 days after beginning product distribution. These are simple
forms that are available online (www.fda.gov/cdrh). Some states (such as California and Texas) have additional
registration requirements. Once registered, a company is subject to periodic FDA inspections.

Quality system requirements govern the design and manufacture of medical devices. Fortunately, 21 CFR 820 (FDA's
Quality System Regulation) and 1SO 13485:2003 (internationally-recognized quality system standard) have much in
common, making it easy to develop one quality system that meets the needs of a worldwide market.

Remember post-market considerations.

Much is invested in the launch of a medical device. Once the device has been introduced to the field, an investment in
post-market management is a key strategy not only for regulatory compliance, but also for continued growth and
success. Post-market considerations include processes for post-market surveillance (proactive solicitation of
feedback), complaint handling, adverse event reporting, and ongoing risk management.

This roadmap provides an overview of the major highways, which is an essential orientation for anyone planning a
journey. Please look forward to subsequent issues of this column, for a “zoom- in” look at each topic.

Krista Oakes is the founder and principal of Amica Solutions, a Plano-based consulting company that is devoted to the
“business-friendly” (or “Amica-ble”) approach to medical device regulatory compliance. More information can be found
at www.amicasolutions.com.

(Back to top)
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Making Every Dollar Count (CONTINUED)
Here is what | hear the most from entrepreneurs as they evaluate business communications and marketing:

Does it really add any value to my organization?

Does marketing communications really help me find qualified sales leads or, recruit and retain quality
employees?

Does it improve my company'’s credibility, and does that help my prospects make a buy decision in my favor?

Can it help me determine why | am better than my competitor? | know we are “different,” but how can that be
communicated?

How much will this cost my company?

Bigger question: What should | do? Marketing communications just seems so ambiguous.
Start Here

Marketing and communications are often ill-defined. Some people think marketing and sales are the same. The
same goes for PR, or public relations. Companies, large and small, define PR as “something the administrative
assistant does when she has time” to “spinning a lie into perceived truth.” Neither is accurate.

| like the definition used online by MOTI: “Marketing activities are all those associated with identifying the particular
wants and needs of a target market of customers, and then going about satisfying those customers better than the

competitors.

| have created a shorter definition: “Sending a relevant, clear, compelling Message that matters to Many.” It is a
complementary function to sales, which | define as “Sending a relevant, clear, compelling Message that matters to
One.”

The Key Elements

Here are the key elements for successful, effective marketing and communications:

5. Audience Aptitude
Every company has key audiences—those people who make or break the organization, in terms of
referrals, relationships, sales, support, income and influence. Who are they? Typical key audiences

include:

I.  Employees -They come first. One client of mine recently said, “Happy employees make happy clients.”
Employees will be loyal and committed when treated right. If not, they will not.

m. Customers

n. Prospects

0. Investors and/or board of directors

p. Regulators /government-municipal, state, federal

g. Strategic partners/suppliers/vendors

r. Sales channel -VARSs, brokers

s. Media-reporters, editors at local, regional, trade and national media outlets

t. Industry analysts such as The Gartner Group, Forrester and International Data Corp. (IDC). These
organizations provide written analysis and reports about specific industries, trends and companies. They

are a primary information source of technology buyers.
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u. Citizen “journalists”- bloggers, Websters, podcasters and YouTubers who can praise, pontificate and
power down people and organizations

v. Community organizations -business, philanthropic and socially driven non-profits that can benefit your
company, community—even your referral base for increased sales

Knowing your audiences—and making sure they are identified, prioritized and invited to communicate
with you—is imperative.

6. Master the Message

Now, master the Message. What exactly do you communicate to these key audiences? A great mentor |
once had calls it the WIIFM. The audience has to know the WIIFM, or the “What’s In It For Me?” message.
Your message must:

Differentiate your firm , usually through benefits vs. features.

Demonstrate Big Benefits needed or wanted by the audience. For example, what does your customer
want to hear?

o Option 1: “Acme Co., we are a company offering superior service and quality software that
manages electronic medical records using a Web-based interface that runs on any system, since
it's open source ...,” OR

o Option 2: “Acme Co., we offer electronic medical records software that ensures your client’s data
are secure, confidential, on time, always available—from here, there or anywhere, 24x7x365.”
Find those end-user benefits and promote them.

Keep it clear and simple . In “TechWorld,” we have too many technicians, engineers and others
complicating the message with jargon, tech specs and irrelevant blather. Keep it short and simple. It is a
mix of facts, benefits and clear, creative copy. Write a 50-word message and 100-word message. Now, try
it in 5 words or 10 words. Now, create a 1-minute Elevator Speech that says it “verbally.” Being succinct,
clear and creative is a tough assignment, but it pays off.

Ask Your Audience . Benefits, succinctness, clarity and creativity are important essentials for your
message, but ask your audience. Use their advice and insights. See what they think of your message, old
and new. This will add even more life to help you master your message.

7. Examine The Mix of Marketing Opportunities

The mix is virtually unlimited. Your budget is not. So, what is the mix of marketing opportunities and which
should you select? The mix usually includes some or all of the following:

Typical Parts of the Marketing Mix

Corporate ID: Logo, Direct malil Trade shows
letterhead, business cards

Web site Public relations Media relations
Brochures, fliers, data Newsletters Advertising
sheets

Public speaking, Interactive media Signage
conferences

Promotional items, give- Telemarketing

aways

The way you determine what portions of this mix you choose, depends mostly on what approaches your
audiences accept (effectiveness), the size of your key audience(s) and your budget. Lastly, what you
choose requires your commitment to consistently execute and evaluate your marketing and
communications efforts.
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8. Make Good On Your Methods

With audiences confirmed, the message massaged and the mix made clear, now it is all about
consistency, frequency and persistency. Stick with the program. Make sure everything you deliver during
the next month, quarter and year, are clear, compelling and consistent. Develop a marketing calendar,
make sure your efforts have benefits that resonate loud and clear. Keep sharing your story. Be consistent.
Then evaluate. Ask your customers and prospects what they have seen, heard and experienced. Talk with
them. Survey them. Even an online survey with some form of incentive (a $5 Starbucks gift card works
wonders!) is a great way to learn, adapt and refine your marketing methods.

Overall, your best marketing method is to deliver on your promises, and to genuinely care, listen and respond to
the needs of your audiences. Do what you say, say what you do. Be sincere, available and determined to be your
collective best. These tips—plus a defined, consistent marketing communications program—uwill further your success.
This approach will make every dollar count. Bet on it.

Roy G. Miller is president of RGM Communications, a business-to-business public relations and marketing services
firm in Wylie, Texas. RGM specializes in helping technology, medical and professional services firms effectively
communicate with clarity, consistency and creativity. For more information, visit www.rgmcomms.com, or contact Miller
at rmiller@rmgcomms.com, or at 903-422-5117.
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Why Should An Organization Outsource Anything? ( CONTINUED)

An illustration of outsourcing is when | take my car to a local garage to have the oil changed, | am outsourcing that
specific task to the garage. | am transferring that function and the decisions required to fulfill the task. | have trust that
completing an oil change is a core competency the garage possess.

So why do businesses and individuals outsource? Four primary reasons:
1. Time
2. Money
3. Business Focus
4. Core Competencies

For entrepreneurs, to outsource or not can be a difficult decision. Entrepreneurs who have boot-strapped everything
from the beginning, and possess a strong belief they can continue with this strategy are only fooling themselves. The
driver in this decision-making process is typically cost. The initial impression of outsourcing is that it will add to the
expense side of the ledger. However, looking at hard costs alone will usually give the wrong impression. A thorough
cost/benefit analysis must be done. 1 highlight benefit for a reason. Focusing on the 4 primary reasons | have noted
above, the following provides specific reasons/benefits to outsourcing:

1. What time-intensive tasks are keeping you and/or your employees from achieving mission-critical results?
Focus resources on time and mission-critical product development initiatives. Getting product to market is a
must, and everyone must be focusing intently on those objectives. Spending time on non-essential “go-to-
market” work only delays the objective and further frustrates those involved. Time-to-Market is a critical factor.
Outsourcing can improve the speed at which these “core” tasks are performed by offloading “non-core” tasks.

2. What processes can be performed more efficiently and cost-effectively by another party? Anytime a business
is growing, financial resources are stretched to the limit and beyond. When faced with a build versus buy
situation, it is often better to leverage the outsourcer's extensive investments in people, processes, and
technologies, rather than build it yourself, avoiding the capital expenditures at inappropriate times.

3. Are demands made of you and/or your employees that are not squarely aligned with getting your product or
service to market? Developing and maintaining a competitive advantage in whatever your product or service
delivers is key. An outsourcer should focus on its particular competitive advantage while you focus on yours.

4. Are there additional skill-sets your business needs to succeed? Once you have identified what tasks are
“core”, all others can be considered “non-core” and eligible for outsourcing. Just because a task is labeled
“non-core” does not make it non-essential. When choosing an outsourcer you should ensure they have
access to and have demonstrated best practices and proven methodologies within their given expertise.

The decision to outsource requires due diligence. Identifying a task as eligible for outsourcing is the first step in the
decision-making process. You must take that task and “lift up the hood” in order to see all the moving parts and have
a qualified understanding of what a fully developed function would look like. Clearly, | believe you should have a firm
understanding of what you are asking another organization to do. That understanding should start with an inventory of
your current state of affairs regarding that task. What is it costing you internally to provide this function? This may
require you to develop reporting metrics that provide the answers necessary for proper analysis. This is a good thing.
These metrics help you to not only realize your organization’s short comings, but also direct you in determining and
measuring the results of the task to be outsourced. These reporting metrics will stay with the business and continue to
be tweaked as the business continues to evolve.

Inherent risks are involved in outsourcing any function of a business. The second step to successfully implementing
an outsourced solution is to properly address risk mitigation. This can be accomplished through a contractual
agreement that can and should include detailed statements of work and deliverables with associated SLA’s (Service
Level Agreements). Remember, you are gaining a partner in the business, and you both need a clear understanding
of the deliverables and how those deliverables will be measured to ensure continued success.

Dave Haas is a well-regarded Sales Executive specializing in the HR/BPO space. A frequent speaker and presenter
on the subject of Outsourcing, he delivers a holistic approach to developing, negotiating, and implementing successful
Outsourcing partnerships.
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