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Got an Idea? The Rigors from Concept
to Commercialization

Lanny L. Johnson, MD

Does your idea have patent potential? Is commercial success
likely? Allow me to share with you 2 facts: not all great ideas
are patentable, and not all patents become commercially
successful.

I have 77 U.S. patents, and I know from extensive on-the-
job training that the patent process is neither simple nor inex-
pensive, especially if you embark upon it on your own. I wish I
knew then what I now know.

The purpose of this communication is to explain the
rigors of the patenting process and the opportunities for
commercialization from the physician-inventor’s point of
view. If you are not a potential inventor, you will learn what
it took to get that orthopaedic instrument or implant into
your hands.

Protect Your Idea
Once in a while, all of us get a great idea. At that “aha”moment
you will be so excited that you will want to tell someone about
it. However, if you think you have a potentially patentable idea,
keep it confidential. Do not tell anyone about your idea, except
perhaps family members. Have a written nondisclosure agree-
ment ready for signing before you disclose the idea to anyone in
the medical industry. Also, premature exposure to the public
domain voids a patent application, so do not publish your idea
or try to market your product 1 year prior to applying for a
patent.

Is It Patentable?
It is not enough that you or someone else thinks your idea is
good, clever, and unique. “Good,” “clever,” and “unique” are

not meaningful terms in the legalistic patent lexicon. The idea
must qualify as “novel,” as defined by the U.S. Patent Office.

The phrase “prior art” is patent language for anything
like your idea that already exists—with emphasis on “anything
like.” During the prior-art investigation that precedes a patent
application, you or someone you hire search for evidence that
your invention idea is already known. Your idea is probably a
revelation to you, but most likely it has been thought of before.
The once-perceived uniqueness of ideas often vanishes during
the prior-art investigation.

You can save money by doing a prior-art search on your
own, using the online resources of the U.S. Patent Office
(https://www.uspto.gov/patents-application-process/search-
patents). A Google search can lead you to additional informa-
tion of varying quality and helpfulness. Youmaywant to engage
a lawyer or a firm to assist in the prior-art investigation.
Beware, however, that there are many companies advertising
to help inventors. Some will take $1,000 to $10,000 from you in
return for generic advice you can find on the internet.

Counting the Costs
If multiple searches indicate that there is no prior art related to
your idea, you should still carefully evaluate the real costs and
potential benefits of applying for a patent. Whether you go
forward on your own or not, the simplest patent will cost
between $12,000 and $20,000. I must emphasize that the costs
are real while the financial benefits remain potential.

You should also recognize early on that a patent grants
you only the right to protect or defend the patent claims as
written and approved. When drafting these claims, think about
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how someone could get around your patent if it is approved.
Having a patent does not necessarily deter another party from
infringing on it, which happens all the time. A patent simply
gives you legal standing to litigate against infringement, with
the attendant added expenses.

If the following steps in the patent process seem daunt-
ing, they are. Few orthopaedic surgeons have the knowledge,
will, time, or money to do this alone. Even if you secure an
attorney or business partner, you will still personally have to
participate in the following tasks:

Formal Drawings or Descriptions
These drawings should include written descriptions and/or
supporting research evidence.

Functional Prototype
A functional prototype is recommended if your idea is an
instrument, hardware, or software. A prototype will help you
“show and tell” your idea to the patent examiner or prospective
buyer.

Proof of Principle
A proof-of-principle pilot study will enable you to “teach” (in
patent law parlance) or explain the purpose and value of your
invention.

Although I was advised to retain a lawyer if I wanted my
patent application to be reviewed, I once tried to apply on my
own. The application asks many challenging questions, includ-
ing the following, which are paraphrased:

� Is the idea novel and original?
� Did the proof-of-principle studies show surprising

results?
� How is the patent superior to what already exists?
� How does the idea satisfy a long-unmet need?

Essentially, you have to successfully argue that the patent
will cause a change, even an incremental change, in the state of
the art.

Lawyer Up?
The first time I sought a patent attorney, I found one on the
internet for $100 per hour. That turned out to be a waste of
time and money. I subsequently have hired patent attorneys for
much higher hourly rates, up to $950 per hour. I learned that a
higher hourly rate does not necessarily bring higher quality. I
spent >$100,000 for an education in how to vet a patent attor-
ney. He or she should be a specialist in the specific area of your
patent (e.g., chemical, mechanical, surgical instrumentation, or
computer software) and a member of a firm that specializes in
intellectual property.

Most patent attorneys ask for a $5,000 to $10,000 retainer
up front. Upon engagement, you will need to sign a long legal
document that basically offers you no protection but does offer
maximal protection for the law firm. You will then get an edu-
cation in “billable hours.” When the debates between your
attorney and the patent examiner are numerous and long,

the legal expenses may approach $100,000 over the course of
a few years. Even that level of expenditure does not necessarily
guarantee you a patent, so the attorney route has to be weighed
against the potential return on the investment.

So-called “patent agents” can also help you file patents,
but they are not able to provide legal advice, and they are not
qualified to defend you in cases of infringement or other liti-
gation. They are not worth the lower hourly rate in my opinion,
and I have not found do-it-yourself internet tools such as Legal
Zoom to be helpful, either.

Finding a Partner
Another source of help can be a commercial partner or a ven-
ture capitalist. I prefer a medical company as a commercial
partner, because they presumably have product knowledge plus
management, marketing, sales, and distribution functions
already in place. A venture capitalist would have to form or
find those resources. Either way, remember that both of those
entities are businesses looking for a return on investment. Any
humanitarian benefits your idea may offer are secondary to
them.

To find a commercial partner, the inventor must become
a salesperson. In that role, inventors often encounter the “not
invented here” attitude because the prospective partnering
company has its own research and development staff. In the
acquisitions arena, most companies desire a profitable, growing
company, not a research and development project. Acquisition
of another company will usually cause the purchasing com-
pany’s stock price to rise. The purchase of intellectual property
that requires more research and brings uncertainty often causes
stock prices to fall. Remember that management’s charge is to
make money and that often makes them risk-averse.

My first medical patent was in collaboration with a small
instrument company with which I had an existing relationship.
I provided the idea, and they provided the engineering and paid
the costs associated with the patent and the legal defense
thereof. It resulted in motorized instrumentation for arthro-
scopic surgery. In return, I received a small royalty.

Today the physician inventor-company relationship
often starts with the former as a consultant. Many orthopae-
dic inventors today are surgeons with recognizable names
and access to a podium, which means they can champion the
product. The level of contribution of the consultant surgeon
to the invention may vary, but a recognizable name and
access to speaking engagements boost commercial pros-
pects. On such patents, the physician-inventor’s name will
be listed along with contributors employed by the company.
Many orthopaedic surgeons, especially those in the arthro-
plasty, spine, and arthroscopic suture-anchor spaces, have
profited by such arrangements.

Co-inventors can be financially compensated at a level
beyond that of a consultant when they assign their patent rights
to the company; you still need to protect yourself and not give
the intellectual property away. The specifics of such contractual
arrangements are a topic for another article, but here are a few
points to keep in mind:
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� When discussing “in house” improvements by the
company, I insist on wording stating that the original
submission is a “Johnson unit.”

� Any improvements, modifications, attachments, sub-
sequent use of the supporting evidence, and/or patent
claims should be subject to the original royalty.

� Payments should last for the duration of the inven-
tion’s commercial value, not just the length of the
patent.

� There should be a provision that reassigns rights back
to the physician should the company not perform ac-
cording to the contract or fail to meet agreed-upon
milestones.

In 1982, when I could not find a buyer for some of my
patents, I founded my own company—Instrument Makar,
Inc.—as an adjunct tomy primary interest, mymedical practice.
I did not participate in the company’s day-to-day activities but
used it as an avenue for research and development and product
introduction. I sold the company in 2002 to Smith1Nephew,
which was primarily interested in intellectual property for
bioabsorbable implants. My focus was and still is on the prac-
tice of orthopaedic surgery. If you have similar priorities, I do
not recommend starting your own company.

Extended Examinations
After a patent application, it may take 1 year to receive the first
response from the Patent Office and 3 to 5 years to get the U.S.
patent issued. However, there is a “make special” provision that
usually results in receiving the first office action in a few
months and final adjudication in as little as 1 year. A make-
special petition can be granted for several reasons, including
the applicant being 65 years or older.

Regardless of how many claims you make in your patent
application, the first office action response will limit your
claims to 2 or 3. This reduces their workload and will require
you to pay for additional claim reviews on subsequent appli-
cations. Your revised, limited-claim application will then be
reviewed for prior art by a computer. Even if you checked
thoroughly for prior art, the office action will almost certainly
come back with citations of prior art. Many of those will be
unrelated to your claims because of faulty software algorithms
and/or lack of knowledge of the examiner. You will now spend
more time (yours or your attorney’s) and money to review and
potentially counter the examiner’s citations.

The examiner has the legal liberty to connect 2 different
and divergent prior art citations. In medicine, this connection
would represent a speculative hypothesis at best, but the argu-
ment is not medical; it’s legal, and countering it requires more
billable hours. This is the first of several frustrating “back-and-
forths” within the patent process.

Arguing with the Uninformed
You and/or your attorney will be debating with a patent exam-
iner who likely knows nothing about the field of your invention.
The responses from the examiner are called “office actions,”

which comprise the arguments in the debate. Do not be
surprised if the proposed arguments have little or no foun-
dation in fact related to the claims in your application. It is
best for you to craft your responses as an education for the
examiner. In 1 such debate, the examiner argued that rheu-
matoid arthritis and osteoarthritis are the same disease.
She maintained her position in the face of expert testimony
and medical literature, citing those as “non-persuasive.” She
did not yield until it was pointed out that the 2 diseases
were described as different in the Federal Register. This
type of experience with patent examiners is unfortunately
common.

During this debate, you will probably hear the legalistic
phrase of “one familiar with the art.” Please understand that the
“one” is a fictional person. If, in the opinion of the examiner, it
would have been obvious for this fictional person to come up
with your invention, then the invention is not patentable. The
counterargument to this is virtually impossible because you
would be arguing with a fictional person, based on conjecture,
presumption, and speculation.

At around this point, your attorney may strongly suggest
obtaining a statement from experts. So, you ask recognized
experts in the field to submit a declaration supporting your
argument. They submit well-founded medical arguments that
your lawyer massages to fit the language of patent law. Despite
these efforts, patent examiners may deem expert opinions as
irrelevant. A patent examiner may not be “one familiar with the
art,” but nevertheless he or she is the decision-maker on patent
eligibility.

You may have a powerful counterargument that makes
sense medically, that would convince any reasonable person
you would stop on the street, and certainly should make sense
to a patent examiner. However, when examiners have no argu-
ments left, they can simply respond with “not persuasive.” They
do not have to give a foundation for such a ruling. “Evidence-
based” is a concept recognized in medicine, but not in patent
law. Similarly, the phrase “medically and scientifically credible”
is not in the Patent Office’s lexicon.

I recently learned of a website that provides information
concerning specific patent examiners’ histories of patent pro-
cessing (https://www.patentbots.com/about). I have no direct
experience using this tool, but it might be helpful in knowing
what (and whom) you are up against.

End Game
Some frustrated patent seekers travel to Washington, DC for a
personal interview with the examiner. Most examiners work
from home and find it very inconvenient to travel to DC for
such meetings. Therefore, they may not be in a very receptive
mood to discuss challenges to their rulings. Knowing what I
know now, I do not recommend this tactic.

If you still believe your arguments are strong and your
patent attorney agrees, the next avenue is to appeal to the
examiner’s supervisor. This can be helpful if the examiner is
young or mistaken about the law, but most often it is another
waste of time and money.
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If you reach a point of no return with the examiner, it
may be possible to file a Continuation in Part (CIP), with
modified claims about the same subject matter and evidence.
However, this filing will not ensure that you will be assigned a
different patent examiner.

The next-to-final step is to present your case to a tribunal
of 3 lawyers, none of whom is likely to be medically knowl-
edgeable. Remember, you are not trying to publish research in a
medical journal or presenting data to colleagues. You are deal-
ing with the U.S. Patent Office and must play by their rules.

If the petition to the tribunal fails, the final option is to
take the case to U.S. federal court. I recommend this last-ditch
effort only if the inventor and patent lawyer strongly believe
they can change federal patent law by arguing their case.

Return on Investment
If you persevere through any or all of this frustration and
bureaucracy, the really bad news is that only 41% of patent
applications are approved, usually with reduced strength of

claims. Of that 41%, <1% realize any commercial value. I have
beaten those odds, but not by much. Only a few of my 77
patents have delivered a commercial return on investment.

In conclusion, for those seeking profitable routes to commer-
cialization,my advice is toworkwith an existing company. If you go
it alone, you must calculate the cost/benefit ratio before you get too
far into the patent application or commercialization process. With-
out a reliable partner and a realistic route to commercialization,
your patent may only end up being a plaque on your office wall. n

Lanny L. Johnson, MD1

1Frankfort, Michigan

Email address: LLJMD@aol.com

ORCID iD for L.L. Johnson: 0000-0002-1433-4410
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