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IT’S THE LAW

Considerations in View of the New US First-Inventor-to-
File Patent System
By Shahnam Sharareh, PharmD, RAC, and 
Sarah Klosek, MS

The US patent system has a rendezvous with 
change. On 16 March 2013, it will officially 
change from a first-to-invent to a first-inventor-
to-file system as authorized by the Leahy-Smith 
America Invents Act.

Under the current first-to-invent system, a 
patent is awarded to the inventive entity that 
invents first. In contrast, under a first-inven-
tor-to-file system, a patent is awarded to the 
inventive entity that is the first one to file a pat-
ent application on its own invention. 

The act is an attempt to reduce economic 
and time burdens associated with pursuing and 
enforcing patents with the intent of improving 
patent quality and minimizing litigation costs in 
the US. However, international harmonization 
efforts also appear to have been a strong force 
behind the Leahy-Smith America Invents Act. The 
act was passed by Congress in a rare bipartisan 
bill on 8 September 2011, and signed into law 
by President Obama on 16 September 2011. It is 
perhaps the most sweeping set of revisions to US 
patent law since 1952. 

In general, every country has its own pat-
ent law structure and determines patentability 
of inventions independently of determinations 
made in other countries. However, the exami-
nation of patent applications can be somewhat 
streamlined when different countries have 
similar laws with respect to patentability. This 
act brings the US patent system more in line 
with those of other countries. For example, the 
US was the only country with a first-to-invent 
system. All other countries review patent appli-
cations on a first-to-file basis. 

The act introduces several changes to pat-
ent statutes that impact the patent procurement 
process. It is an effort to provide patent applicants 
more certainty in developing their global patent 
strategies and is intended to help patent-sensitive 
sectors of industry manage and meet the demands 
of a globalized economy more efficiently. 

Change from First-to-Invent to First-
to-File System 
US patent laws give inventors monopoly rights 
for useful products, processes, designs and plant 

variations for a statutory period upon the grant 
and issuance of a patent by the US Patent and 
Trademark Office (USPTO). Patents give the 
inventor(s), or the respective patent owners, the 
right to exclude others from copying the pat-
ent’s claimed subject matter and exploiting any 
independently developed product identical or 
equivalent to the patented invention.

To obtain and enjoy this monopoly, the 
inventor must provide a legally compliant 
disclosure of the invention to the public and pro-
ficiently convert his or her idea into a tangible 
asset identifiable in a patent application. The 
application is then evaluated for patentability 
before the USPTO and, if it meets requirements, 
the inventor is awarded a patent. 

One legal requirement for obtaining a pat-
ent is that the invention must meet the novelty 
and non-obviousness standards respectively 
described in 35 USC §§ 102 and 103. These stan-
dards require that, as of a certain prescribed date, 
no publicly available reference has described the 
invention alone or in combination with other ref-
erences or public knowledge.

The Leahy-Smith America Invents Act rede-
fines the meaning of the prescribed date as the 
date when a patent application for the invention 
is first filed. 

Prior to act’s passage, the US system char-
acterized the prescribed date as the date when 
the invention was made. Under this standard, 
an inventor could establish through an inter-
nal USPTO proceeding that he or she was the 
first one to invent. If the inventor prevailed, 
he or she would be awarded the monopoly 
rights to exclude others from making, using, 
selling or offering to sell the invention. The 
proceeding involved an evidentiary intensive 
process addressing such archaic questions as 
the conception, diligence, reduction to practice, 
abandonment, suppression and concealment of 
the invention. 

A first-to-file system eliminates the need for 
such evidentiary procedures, since the first per-
son to file a patent application for an invention 
not already in the public domain has the right to 
obtain the patent. For example, if two or more 
entities were seeking protection for the same or 
similar novel and non-obvious invention, the 
patent would be awarded to the first entity that 
filed a patent application rather than the first 
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to invent. Therefore, any prior disclosure of the 
invention that is publicly available before the fil-
ing date of an application is a statutory bar for 
obtaining the patent.

The act provides technical exceptions and 
transition periods to smooth the path to a new 
paradigm. The new law permits a derivation 
action when the first filer “derived” the claimed 
invention from a later filer who was the first one 
to invent. If the claims at issue are part of an 
issued patent, a potential effect of a decision that 
the claims were derived from another inventor 
is that the claims would be canceled from such 
patent. 

This can be avoided, however, if both parties 
agree to the correct inventorship on the patent. 
Another technical exception provides inventors 
a one-year grace period for public disclosures 
made available one year or less before the filing 
date of the application. Thus, under certain cir-
cumstances, an earlier public disclosure will not 
count against the patentability of an invention 
claimed in a later-filed application.  

It should be noted that the prior novelty 
and obviousness provisions replaced by the act 
will not be automatically eliminated on 16 March 
2013. The statutes that were in effect will still 
apply to applications filed before 16 March 2013 
and continuations of such patent applications.1 
However, on 16 March 2013, the amended ver-
sion of 35 U.S.C. 102 and 103 will apply to all 
applications with an earliest effective filing date 
on or after that date.2

The revised 35 U.S.C. § 102 may significantly 
impact the activity of regulatory profession-
als. Under the old law, the public use or on sale 
activities occurring only in the US could be cited 
against the patentability of an invention. The 
new novelty and obviousness statutes, 35 U.S.C. 
§§ 102 and 103, do not differentiate between 
public use and on sale activities occurring in the 
US versus another country, making it crucial that 

any product launch dates, offers for sale or uses 
anywhere are prescreened and communicated to 
the patent professional to avoid inadvertent dis-
qualification of any US patent filings. 

Therefore, internal standard operating pro-
cedures need to be revisited to allow adequate 
notice of any “public use” and “on sale” activi-
ties to patent professionals.

The act also requires regulatory profession-
als and research and development scientists to 
report any potential public disclosures worthy 
of patent protection in a timely manner. Any 
internal procedure must capture the dates for 
all product launches abroad, news announce-
ments or public presentations, to screen and 
identify patent-worthy concepts before public 
disclosures are made. These activities include 
closely monitoring investigator-initiated studies 
or investigator Investigational New Drug (IND) 
applications in support of new labeling indica-
tions whether these activities are sponsored by 
the patent holders or not. 

Post-Grant Proceedings
Even though prior patent law already had mech-
anisms to review a granted patent in the USPTO, 
the new Leahy-Smith America Invents Act creates 
other post-grant proceedings for resolving pat-
ent issues outside the court system. A post-grant 
review is one such proceeding, allowing a third 
party to challenge granted US patents. 

A person who (a) is not the owner of the pat-
ent and (b) has not previously filed a civil action 
challenging the validity of the claims of the 
granted patent may file to institute a post-grant 
review of the patent within nine months after 
the date the patent is granted or a reissue patent 
is issued.3 The act establishes a threshold for the 
challenging party: demonstrate that it is more 
likely than not that the challenger will prevail 
on at least one claim or raise a novel question 
important to other patents or publications.4 

This provision of the act is an entirely new 
concept in the US patent system because the 
grant of the patent is no longer automatically 
translated to a specific date on which the inven-
tor can start enforcing the patent against an 
alleged infringer. 

Smaller innovative entities may be suscep-
tible to adverse effects of a post-grant review 
process should their funding be contingent on 
patent issuance milestones. A competitor could 
force a patent grantee with limited resources 
to defend its patent during this post-grant pro-
cess. This nine-month window under the act is 
similar to the opposition proceeding before the 
European Patent Office.5 

On its face, this provision of the act presents 
at least one conflict with the patent listing obli-
gations of a non-disclosure agreement (NDA) 
filer or holder. Typically, the NDA holders face a 
deadline to submit patent information to the US 
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Food and Drug Administration (FDA) “within 30 
days of the date of issuance of the patent.”6 

However, at least in the case of reissue pat-
ent applications, the act qualifies any issuance 
of a reissue patent to be the subject of the post-
grant review. In such scenarios, the post-grant 
review period could unfairly delay the oppor-
tunity for timely listing of an issued patent that 
covers an already marketed product under an 
NDA. While the significance of this conflict is 
unknown, proactive communications with FDA 
may help to avoid Orange Book listing problems. 

The act also allows the patent owner to 
address any deficiencies that might have existed 
during the original patent examination phase 
through supplemental examination proceedings. 
Supplemental examination is used to strengthen 
the validity of a patent through the submission 
of a request “that the Office consider, reconsider, 
or correct information believed to be relevant to 
the patent.”7 

During the supplemental examination, the 
patent examiner may or may not require that the 
originally granted patent claims be amended in 
view of newly submitted information, not criti-
cally considered in the original examination. 

The post-grant review proceedings afford 
innovative companies additional chances 
to monitor competition. They now have an 
opportunity to challenge grant notices, par-
ticularly should any new patent grant restrict 
the proposed use of a product undergoing pre-
marketing approval. They can monitor relevant 
supplemental examinations and even view 
such proceedings as a preliminary notice for a 
possible enforcement action. Careful research 
of published patent applications and granted 
patents against any proposed or approved indi-
cation must routinely be performed to assess 
the need of initiating a post-grant proceeding to 
maximize a given product’s lifecycle. 

Calculation of 60-Day Period 
for Application of Patent Term 
Extension
The act modifies section 156(d)(1) of Title 35 of the 
US Code and precisely defines the 60-day win-
dow requirement for applying for a patent term 
extension (PTE). If permission is transmitted 
after 4:30 pm ET on a business day or is trans-
mitted on a non-business day, the product shall 
be deemed to receive permission on the next 
business day.8

With the heavily litigated Medicines 
Company controversy in mind, this clarification 
is welcome news. There, the NDA holder submit-
ted a PTE application to USPTO 62 days after 
FDA approved the company’s ANGIOMAX New 
Drug Application. The patent term extension 
law at the time required the submission of a PTE 
application “within the sixty-day period” begin-
ning on the date the applicable regulatory review 
period occurred. 

In April 2007, USPTO denied the PTE 
application, reasoning its submission was 
untimely and the 60-day period began on the 
FDA approval date, not the next business day. 
Medicines Company appealed the decision to 
the court of appeals and lost its case. The act 
has now amended 35 U.S.C. § 156 to permit the 
USPTO to accept the filing of a PTE application 
60 business days after the approval date. 

Additional Changes Under the Act
Another provision amends the Patent Act to 
provide an alternative to the physical patent 
marking of articles covered by a patent. The act 
allows virtual marking of patent information on 
the covered products. 

This can be done by inserting an Internet 
address on the product packaging that directs 
the public to a website containing relevant pat-
ent information. The Internet address should 
be accessible to the public without charge and 
provide a list of the patented articles and their 
respective patent numbers. In addition, the act 
changed the law so that having an expired patent 
listed on a covered product is no longer a false 
marking violation. 

The act also provides small entity initiatives, 
allowing small businesses to take advantage 
of lower filing fees when filing their patent 
applications.

Conclusion
Time will tell what impact the Leahy-Smith 
America Invents Act will have on the patent sys-
tem. Regulatory professionals now have a higher 
burden of responsibility to police and capture 
proprietary information before it becomes public. 
They should reevaluate and optimize the com-
munication channels with their patent attorneys 
concerning global launch strategies and product 
marking. It is time to review and develop pro-
cedures to keep lifecycle options intact in lieu of 
the America Invents Act.
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