So, You Think You Have an Invention?

A patent is essentially an agreement
between society and an inventor.
It encourages inventors to tell the
public about their inventions, in
return for a twenty-year monopoly for
commercialising their invention before
any competition. So, society benefits
from knowledge of technological
advancements and innovators are
insulated for a time from would-be
competitors. This agreement requires
fully disclosing your invention to the
public; it is important to consider
whether keeping the information
confidential might be preferable. This
may be appropriate, for instance, if
the costs of obtaining a patent are
not commercially justified, or if you
know your product cannot be reverse-
engineered to uncover the ingredients
or method of manufacture. On the
other hand, patents can provide
commercially useful protection, and
often represent good value when
research investment and likely
product revenue are considered.

Since a patent allows a proprietor
to stop other people’s activities for
a long period of time, these rights
are granted judiciously to ensure
that both sides of the agreement
are upheld and that inventors do not
obtain protection for more than they
are due. A patent application will
be carefully scrutinised with this in
mind.

A patent will only be granted to the
first to file for a novel and non-obvious
invention. It can be important to file

the application quickly, otherwise you
risk losing the ability to obtain a patent
at all if someone files an application
for the same invention before you,
or publicly discloses information
that either teaches your invention
or means it is obvious. Balancing a
timely filing with a well-prepared
patent application can be difficult,
and we would recommend that you
seek advice from a patent attorney to
assist you, but consideration of the
following seven points will help you
give them the information they need
to help you get strong protection.

1. Is it useful?

An invention must be useful. It could
involve making a new useful product,
a new use of a known product, and/
or a new method of doing or making
something. In UK patent law, we sum
this up by stating that the invention
must have industrial applicability.

Therefore, a scientific discovery is not
patentable as such, instead you need
to find a useful application of that
scientific discovery. For example, you
might have discovered the mechanism
by which a drug exerts an effect. If
the drug is already known, and all the
discovery provides is an explanation
of why and how it is effective, then
that does not teach anyone to do
anything new. However, if knowing
the mechanism means that now you
can identify a particular patient group
for whom the treatment will or will
not be particularly effective, a new
treatment regimen that will be more
effective, or a new complementary
drug combination, then the new
knowledge can be used to support
a new patent application directed at
the drug for use in the treatment of
the new patient subgroup, the new
treatment regimen, or the new drug
combination.

2. What’s been done in the past?

It is not necessary to know absolutely
all the information that has been made
public and is relevant to your invention
(so-called ‘prior art’). It is normal for
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additional prior art to be found by the
patent office during the examination
process. However, it is useful to
have an idea of what has been done
previously, especially what has been
done to solve the same problem as
the invention, or what has been done
or used instead of it. You may need to
explain during examination why your
invention is new and not obvious in
view of the prior art, and your patent
attorney will want to provide at least
pointers to this explanation in the
patent application. Therefore, it is
useful for them to know about any
academic articles, presentations,
earlier patent applications, etc.,
when they prepare your application.
As an expert in your field, you are
probably best placed to draw such
publications to their attention and to
explain the differences between those
publications and your invention.

3. Have you told anyone?

A patent application is assessed
against essentially everything made
public, in any form, before it is
submitted to the patent office. If you
have told anyone about your invention,
and it wasn’t under an obligation of
confidentiality, then that disclosure
could stop you getting your patent. It
is safest to keep the invention secret
until after the patent application has
been submitted. Additionally, if you
are planning to develop your invention
further then it might be best to keep
it secret for 12 to 18 months even
after the application has been filed,
so that you will be able to protect
those developments.

If you must speak with someone
about your invention, for example to
seek funding to develop it, then there
are steps you can take to preserve
confidentiality, for example using
non-disclosure agreements (NDAs).
Even if you have told someone about
your invention without such an
agreement in place, or made public
details of it before your application has
been filed, if you act quickly there are
steps that a patent attorney might be
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able to take to help you obtain at least
some protection for your invention.
Therefore, if you have disclosed or
intend to disclose information about
your invention before the application
is submitted, you should talk to a
patent attorney as soon as possible so
that they can best advise you on how
to preserve your ability to seek patent
protection.

4. Are you the only inventor?

Often, the development of an
invention is a collaborative effort
rather that a solo one. Agreeing exactly
who made a significant contribution
can be complicated, but it is also
important. Inventors have a right to
be named as such on the patent, and
ostensibly the invention and patent
application or patent will belong to
the inventors. Often the inventors’
ownership will transfer to one or
more companies or institutions due
to their employment or an alternative
agreement, but the correct ownership
of the invention, and so the patent, will
always depend on who the inventors
were.

Ideally, if collaborators from
different companies or institutions
will be working together and that
work may result in an invention, then
a collaboration agreement should
be put in place before the work
begins, so that it will be clear how
any resultant patent applications will
be owned and controlled. However,
if such agreements have not been
pre-established then it will be
important to agree inventorship,
ownership and who will have control
of any patent application, as soon
as possible. With delay comes
the possibility that the people or
organisations involved will develop
competing interests and that
relationships will sour, leading to
potentially expensive disagreements
over the invention and patent. Indeed,
such disagreements could weaken the
patent itself, and possibly the value of
the invention.

For example, the much-publicised
patent battles over the initial CRISPR
patents are superficially described
as being led by the University of
California (UC) on one side and
the Broad Institute in Cambridge,
Massachusetts on the other. However,

the earliest Broad patent applications
suggest that up to ten inventors
were actually involved in developing
the described inventions, and those
inventors have been associated with
up to four institutions; disagreements
regarding which inventors were, and
which should have been, listed on
those applications, and consequently
which institutions owned the rights
in those applications, have led to
disputes in the US courts as well as
arguments with which opponents
have sought to attack the European
patents. Earlier discussion and
agreement about inventorship and
ownership, before or soon after the
inventions were made, might have
avoided these disputes and attacks.

5. What are the essential components
of your invention?

The claims of a patent will clearly and
specifically describe what it covers,
i.e. define exactly what the owner of
the patent can stop other people from
doing. To give a fair reward for your
inventive contribution, they should
be broad enough to cover all possible
ways of carrying out your invention,
but they should not be so broad that
they cover products or methods that
do not work.

The claim strategy will depend on
your commercial requirements. In
order to craft useful claims, and to
provide some defensive scope in the
form of narrower, fall-back claims
that might be used to overcome
objections during examination, your
patent attorney will need to know how
much flexibility there is in the specific
components of your invention. Does a
particular chemical have to be used as
areagent or catalyst in your inventive
reaction, or can any member of a
group of chemicals be used? Does
a particular amino acid sequence
have to be present in your biological
product, or is it sufficient if particular
motifs or residues are in certain
positions? For each component or
step of your invention, you should
consider whether it is essential and
if so, how specific you need to be
about it. If the definition provided in
the patent is too specific, competitors
may be able to take the substance of
your invention but avoid infringement
by using minor modifications not
covered by the claims.
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The importance of this was recently
highlighted in a case brought against
Actavis in the UK courts. Eli Lilly have
a patent with claims covering the use
of the disodium salt of pemetrexed
in combination with vitamin B12 for
treating cancer. Actavis supplied a
different salt of pemetrexed with
vitamin B12. Eli Lilly accused Actavis
of infringing their patent. Fortunately
for Eli Lilly, the UK Supreme Court
decided that the reference to a
disodium salt of pemetrexed in the
claims should be understood broadly,
so that the use of a different salt by
Actavis does in fact infringe. However,
this was a surprising result for many,
and indeed overturned the decision
of the lower court. The uncertainty
for both Actavis and ELli Lilly, as
well as the expense of the complex
court case, could perhaps have been
avoided if the claims had been written
to more broadly cover many salts of
pemetrexed.

6. What would someone need to carry
out your invention?

A key part of the agreement with
society is that a patent application
must provide sufficiently detailed
instructions to carry out and obtain
the benefit of your invention across
the breadth of the claims. If it is
deemed deficient in this respect,
this cannot be rectified through
amendment and so can be fatal to the
application or patent. The instructions
may be provided, for instance, through
a description of the required steps
and reagents or a worked example.

You must describe any reagents and
conditions that are necessary, and, for
example, there are systems you can
use to provide controlled access to
biological organisms or materials if
their supply is restricted but they are
vital to working the invention. Similarly,
you must describe any tests that need
to be carried out for the invention,
for example to record measurements
or check activity of components,
and a description of a test must be
particularly specific and defined if the
test is not a standardised one. For
example, your invention may be based
on your discovery of a new antibody
that binds a specific receptor and has
a particular desirable effect. In order
to make sure that a patent covering
that antibody and similar acting ones
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has sufficient information, you may
need to: allow controlled access to a
hybridoma expressing that antibody
and/or provide the sequence of the
antibody or key parts of it; describe
the specific antigen and/or epitope to
which the antibody binds; and describe
what tests must be carried out to
determine whether another antibody
has similar desirable activity or not.

Also, if there are any conditions or
reagents that a reader might expect
to be able to include as part of the
invention, for example a routinely
used preservative, but that cannot
be included because it would prevent
the invention working, for example
due to inhibitory interactions, then
that should also be mentioned in the
patent application. What you actually
need to provide will depend on the
specific details of your invention
and the breadth of the claims, but
generally the more information
provided about the capabilities of the
invention and how to carry it out, the
better the position you will be in to
obtain broad patent protection.

7. Can you show that your invention
actually works?

To get your patent, the patent office
will check that your invention is not
obvious over the earlier prior art. In
Europe, for example, that means the
invention must provide a technical
solution to a problem, compared to
the closest earlier publication, and
that an unimaginative person in your
field would not have arrived at your
invention by routine work when trying
to solve the same problem. You don’t
need to have had a “eureka” moment,
and indeed the problem might be a
significant one, such as providing
an improved method or product,
or it might simply be to provide
an alternative method or product.
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However, in order to convincingly
argue that you provide a solution to
a problem, you must make it at least
plausible from your application that
your invention actually works, i.e.,
that it actually solves the problem.
The safest approach is to include
experimental evidence of the effect
that your solution relies on, for
example in vitro or in vivo evidence
of the effectiveness of a drug. If
that is not possible, then providing
a plausible explanation for the
effectiveness of your invention may be
convincing, for example by explaining
how the mechanism of action of the
drug corresponds to the aetiology
of the condition you claim it treats.

A recent decision of the European
Patent Office to revoke a patent
belonging to Bristol-Myers Squib
emphasises the importance of this.
The patent was for dasatinib (Sprycel),
a tyrosine kinase (TK) inhibitor for
treating leukemia. Even though
dasatinib is now known to be effective
and valuable, it was decided that the
teaching of the patent application did
not make it plausible that dasatinib
had the TK inhibitor activity required
by the invention. In particular,
although dasatinib was disclosed in
the application as one of hundreds of
compounds of interest, and although
those compounds were said to have
TK inhibitor activity which could
be used to treat diseases including
cancer, no data was provided showing
that any of the compounds, let alone
dasatinib, actually inhibited TKs
relevant in cancer. Once plausibility
was denied, it was not possible to
rescue the patent.

So, Are You Ready to File?

Considering the above points should
help you work with your patent
attorney to prepare a strong patent
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application. It may be that you have
realised that you need to conduct
further experiments, or undertake
further research, to provide more
complete information. Delaying filing
to do so may be worthwhile, but it
may also be risky, considering the
importance of filing the application
in a timely manner. In that case,
talking with your patent attorney
may help you decide the best way to
proceed.
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