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Under 35 USC. § 102(a) of the Leahy-Smith America Invents Act (AIA), an inventor is precluded from obtaining a patent if the
invention is “on sale” before the effective filing date. In Helsinn Healthcare S.A. v. Teva Pharmaceuticals USA, Inc., the US.
Supreme Court further clarified that an invention is considered on sale even if the details of the invention have not been
made available to the public. This article examines the “on-sale bar” standard in China and how US. businesses should apply
the Helsinn decision to direct their activities in China, and why they are encouraged to file early patent applications in both
the United States and China.
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A Comparative Discussion of U.S. and Chinese On-Sale and Public Use Bars to Patentability

The Helsinn Decision

AIA 35 USC. § 102(a) precludes an inventor from obtaining a patent if the invention is “on sale” before the effective filing date.
Specifically, the “on-sale bar” provision states: “(a] person shall be entitled to a patent unless . .. the claimed invention was
patented, described in a printed publication, or in public use, on sale, or otherwise available to the public before the effective
filing date of the claimed invention.”

The on-sale bar applies when the product is determined to be “the subject of a commercial offer for sale” and when the
invention is “ready for patenting.” Ready for patenting could be proved by evidence of “reduction to practice” or “drawings or
other descriptions of the invention that were sufficiently specific to enable a person skilled in the art to practice the
invention,” regardless of whether the details of the invention had been disclosed.” On the other hand, if the subject matter is
derived from the inventor or a joint inventor, a one-year grace period is in play.*

Since the enactment of the AIA, however, it remained unclear to many practitioners what the catchall phrase “otherwise
available to the public” encompassed. For example, could a confidential sale agreement between an inventor and a third
party trigger the on-sale bar provision and hence invalidate the patent?
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On January 22, 2019, the US. Supreme Court addressed this question head-on in a unanimous decision, declaring that the
addition of the catchall phrase “otherwise available to the public” does not change the meaning of “on sale” as it was used
before the AIA, and that a confidential sale agreement between an inventor and a third party still triggers the on-sale bar
provision under the AIA.>

In September 2000, after Helsinn's announcement that it would begin clinical trials of a 0.25 mg and a 0.75 mg dose of
palonosetron product® named Aloxi” and sought marketing partners for this product, Helsinn entered into a license
agreement and a supply and purchase agreement with its marketing partner MGI Pharma Inc. The license agreement
authorized MCI to distribute, promote, market, and sell the 0.25 mg and 0.75 mg doses of palonosetron in the United States.
Under the supply and purchase agreement, MGI agreed to exclusively purchase from Helsinn any palonosetron product
approved by the FDA. While both agreements included dosage formulation information, neither the subsequent press
release nor the 8-K filing disclosed such information. On January 30, 2003, nearly two years after the agreements, Helsinn
filed a provisional patent application covering the 0.25 mg and 0.75 mg doses of palonosetron. Subsequently, in May 2013,
Helsinn filed its fourth patent application under the AIA, claiming the priority date to the 2003 provisional application. The
patent was later issued and covered a fixed dose of 0.25 mg of palonosetron in a 5 ml solution.

In 2011, Teva Pharmaceutical Industries Ltd. and its American affiliate, Teva Pharmaceuticals USA Inc. (collectively, Teva),
applied for approval from the FDA to market a generic 0.25 mg palonosetron product. Helsinn sued Teva for infringement. In
its defense, Teva claimed that Helsinn’s patent was invalid because the product was “on sale” more than one year before
Helsinn's 2003 provisional application. Helsinn argued that the patents in suit were valid because its agreements with MGI
did not disclose the actual formulation and hence could not constitute “on sale” as a matter of fact.

The district court sided with Helsinn, holding that the on-sale bar “requires that the sale or offer for sale make the claimed
invention available to the public”” On appeal, the Federal Circuit disagreed with the district court and held that the on-sale
bar was triggered even if the details of the invention were not disclosed.® In its view, to be consistent with pre-AIA case law,
Congress, in enacting the AIA, never intended to add “a requirement that the details of the invention be disclosed in the
terms of sale” Helsinn subsequently filed, and the Supreme Court granted, a writ of certiorari.

In affirming the Federal Circuit’s decision, the Supreme Court held that its pre-AIA interpretation of the on-sale bar
controlled, and that the AIA did not alter the meaning of “on sale” in the on-sale bar. According to the Court, the Federal
Circuit has long held that the “on sale” provision has a well-settled meaning that “secret sales’ can invalidate a patent”” “A
commercial sale to a third party who is required to keep the invention confidential may place the invention ‘on sale” under
the AIA as under the pre-AIA statute, and “[t]he addition of a broad catchall phrase [otherwise available to the public’]” does
not change the “well-settled meaning when the AIA was enacted." Accordingly, “a sale or offer of sale need not make an
invention available to the public. ... [Our] cases focus on whether the invention had been sold, not whether the details of the
invention had been made available to the public or whether the sale itself had been publicly disclosed? By saying this, the
Court clarified, for the first time, that a secret sale triggers the on-sale bar under the AIA. Additionally, the Court confirmed
that the on-sale bar is also triggered by an “offer of sale”

After almost eight years of litigation, Helsinn not only lost its issued patent but also is faced with mounting attorney fees and
litigation costs. What's worse is that it is doomed to lose its future sales because those generic drug applicants do not have to
wait until the patent expires to introduce their generics to the market, as competitors are entitled to mass produce the
generic drugs the following day after the Supreme Court’s decision—on average, branded drugs are predicted to lose their
market share by up to 84 percent in the first year after the entry of generic drugs.” Furthermore, after the Helsinn decision,
companies’ longtime practice of negotiating confidential sales covered by either confidential or nondisclosure agreements



may nevertheless risk invalidating a granted patent or being prevented from obtaining a patent, essentially affecting
pharmaceutical companies’ early stage licensing and acquisition deals, worth more than $157 billion over the last decade.™*
Naturally, inventors are advised to file an application before engaging in the sale, as inventors who decide to sell before filing
a patent application now run a risk of not being able to obtain a patent when the invention is “ready for patenting” And there
is no need for the inventors to be worried about the problems arising from early filing, for applicant inventors can still
request a suspension of action, defer examination under 37 C.F.R. section 1.103, and/or make amendments after filing. If a
commercial agreement is necessary before the filing, it is advisable that counsel be involved to review whether the
agreement constitutes a “sale” or “offer for sale.” For a corporate applicant, it also means that its sales team now must ensure
that the invention they are going to promote has been filed in the patent office.

“On Sale” and “Offer for Sale” under China’s Patent Law

On the other side of the world, post-Helsinn, US. entities doing business in China inevitably are confronted with additional
inquiries: Does the Helsinn decision affect USS. business practice in China, such as signing a sales agreement with a Chinese
entity before filing? Is there an on-sale bar in China, and can a secret sale also invalidate a patent in China? How does China
apply Helsinn to its practices to comply with Chinese laws? Before turning to these questions, we will first discuss the
interpretation of “sale” under China’s Patent Law.

Under China’s Patent Law, there coexist two kinds of “sale” behaviors, namely, “on sale” and “offering for sale.” First
promulgated in 1984, China’s Patent Law has undergone three amendments: in 1991, 2000, and 2008. None of the
amendments, however, defines the meaning of “on sale.” Nevertheless, the traditional view is that China’s Contract Law
governs the interpretation of “on sale;” partly due to the fact that “on sale” is considered to be a contractual behavior. Under
Chinas Contract Law, “[a] sales contract is a contract whereby the seller transfers the ownership of a subject matter to the
buyer, and the buyer pays the price for it Two elements are essential in a sales contract, namely, transfer of ownership and
payment. Since a sales contract can be performed either promptly or in the future,' a patented product is “on sale” where a
buyer expresses the intention to transfer the ownership of a subject matter and a seller, in return, expresses the intention to
pay for the price. Under this interpretation, the time of the transfer of ownership and payment is irrelevant. Additionally, the
sale of a product using the patented product as the component also makes the patented product “on sale’"”

t.® and it incorporates “offer” and “invitation for offer”

“Offer for sale,” on the other hand, was added in the 2000 amendmen
into contract law." Specifically, it refers to “such behaviors as display in a store or an exhibition in trade show, being listed in a
sales order or on an auction list, being listed in a promotional advertisement, or, through oral, written, or other means,
expressly declaring an intention to sell certain products to specific or non-specific persons.*® Thus, a patented product is
held to be offered for sale as long as any of the enumerated behaviors or equivalent thereof has been manifested. The
question then arises: Does every “sale” or “offer for sale” of the patented product render the invention prior art? And more

importantly, what standard is applied when determining prior art under China’s Patent Law?

“On-Sale Bar” Standard in China: Available to the Public

According to China’s Patent Law, prior art refers to the technology that is available to the public before the effective filing date
of the claimed invention.?' Unlike 35 USC. § 102(a), under which the term “on sale” is disjunctively listed, such term is not
separately listed anywhere in China’s Patent Law. Hence, “available to the public” becomes the sole standard for determining
whether an invention constitutes prior art.

Then what is “available to the public” under China’s Patent Law? When deciding whether an invented technology is “available
to the public;” at least three factors are considered: (1) “what” exactly does the public disclosure encompass; (2) what



constitutes “public”; and (3) what constitutes “available™?

As for disclosure, China’s Guidelines for Patent Examination state that to constitute prior art, “substantive technical
knowledge” of the invented technology must be available to the public.* Therefore, merely touching upon the technical
characteristics or general introduction, without more, such as disclosing substantive technical details, is not considered as
prior art disclosure under the Guidelines.

As for making available to the “public;” an earlier case relating to a stereoscopic compass> at China’s Patent Re-Examination
Board (PREB),%* the Chinese counterpart of the U.S. Patent Trial and Appeal Board, sheds some light on how to interpret the
phrase. In that case, the patent owner commissioned a manufacturer to build the prototype stereoscopic compass. The
scope of the work is covered by a joint promotional agreement entered between the patent owner and the manufacturer.
The manufacturer tried, but failed, to claim itself as a coinventor, largely due to its involvement in the production process.
Not deterred, the manufacturer subsequently filed a petition to invalidate the patent because, as it rightfully claimed, the
utility at issue had been available to the manufacturer and other persons and hence the whole invention had been made
“available to the public” The PREB disagreed. Specifically, the PREB stated that the owner and the manufacturer had a
“particular partnership” which rendered the manufacturer a specific person, contrary to a nonspecific person® in the public.
The PREB concluded that “the public” refers to “nonspecific persons.” In other words, if an invention is disclosed to multiple
persons who are expressly or impliedly obliged to keep the invention confidential, it is only considered as available to
multiple “specific persons™° rather than “available to the public.” And if a product is sold to only one person who has no
obligation to keep the invented technical details confidential, this person constitutes a nonspecific person and hence the
invention is “available to the public.” Similarly, the Guidelines further regulate that if the technical content is disclosed in
either an express or an implied confidential relationship, then it remains secret and does not constitute prior art. However,
and not surprisingly, the technical content becomes prior art if the obligor publicized the technical content in breach of
confidential duty and made it available to the public.®”

Lastly, as for availability, the general rule is that if, after disclosure, any nonspecific person in the public can obtain the
technical details as long as he or she is willing to do so, then the disclosure becomes “available” to the public. The availability
inquiry is further complicated by the fact that there are three types of patents that can be issued in China: design, invention,
and utility model.*® Design patents protect the ornamental design of configuration, i.e. how a product looks>” And upon
disclosure and regardless of the manifestation, an ornamental design becomes “available” to the public since it is seen by the
public anyway. Both invention patents® and utility model patents®! are comprised of technical solutions and thus are not as
apparent as ornamental designs. Therefore, a display of a product without giving away any technical specifications so that
people of ordinary skill in the art can determine its structure, function, and/or material composition® does not satisfy the
“availability” inquiry. Practitioners in China also need to note that even if the structure or function of a product or device can
be obtained only through deconstructing the product or device (e.g., reverse engineering), the invention is now considered
as made “available’™’

In addition to the aforementioned factors, the Guidelines further illustrate three ways for a technology to become “available
to the public” namely, description in a printed publication, public use, or otherwise available to the public** Here, “otherwise
available to the public” modifies “description in a printed publication” and “public use,” and thus serves as a catchall phrase.
The Guidelines further define “public use” to encompass “manufacturing, use, on sale, import, exchange, gifting,
demonstration, exhibition and other ways”; as long as the invented technical details are publicly available through those
ways, the invention is publicly used regardless of whether it is actually known by the public. It is worth mentioning that,
similar to China’s Patent Law, “on sale” is not disjunctively listed under the Guidelines, but instead is encapsulated in the
concept of “public use,” which in turn adopts the standard of “available to the public.” Therefore, for a “sale” behavior to defeat



the validity of a patent, the sale or offer for sale of the product must make the invention “available to the public” Thus, under
the standard of “available to the public;” for “on sale” to defeat a patent, all three of the following requirements must be met:
(1) the invented technical details (or ornamental design) must be (2) available to (3) the public. A disclosure is not prior art if
any requirement is not met. A sale of an invention to a third party that is statutorily, contractually, or impliedly obliged to
keep the invention confidential does not qualify as prior art because this third party does not constitute “the public” Put
simply, a secret sale does not constitute an on-sale bar. Furthermore, neither an offer for sale nor a public sale qualifies as
prior art if the general public cannot know the technical details by the offer for sale or public sale itself because these
technical details are not “available”

The courts have interpreted “available to the public” through sale similarly. Courts agree that for a sale or offer for sale of the
patented product to invalidate the patent, the “technical details” of the invention must be “available” to the “public.” For
example, in May 2008, a Supreme People’s Court case addressed all three inquiries of “available to the public.*° In Rugao
Aijike Textile Machinery Co., the technical details of the invention in question were recorded as an enterprise standard that
had been put on records in the Quality and Technology Monitoring Bureau®” pursuant to quality control regulation.
Furthermore, the standardization regulation mandated that whenever a product is sold, the relevant code, number, and
name of the standard the product executes must be marked on the product, product instructions, or packaging.*® The Court
concluded that the code, number, and name of the standard did not render the technical details of the invention available to
the public because no evidence showed that the trading partners knew the technical details by simply referring to the code,
number, and name of the standard. And even if the trading partners knew the technical details, they were obliged to keep
the details secret. A takeaway from the Court’s opinion is that the code, number, and name of the standard the product
executes, without more, do not make the technical details available.

Thus, in China, it is not as necessary to file a patent application before any secret sale activities since these activities may not
render the invention available to the public. However, as mentioned above, if a person who owes a duty of confidentiality
discloses the invention in some way, even if to only one nonspecific person, the invention will be regarded as being made
“available to the public” There is a partial cure to this problem, as “[a]n invention for which a patent is applied for does not
lose its novelty where, within six months before the date of application . . . it was disclosed by any person without the consent
of the applicant”® Nevertheless, inventors still run the risk of losing their patent given the prevailing complexities in the
Chinese market. And the solution to this issue is simply to file the application at an earlier stage, for the invention will not be
published until 18 months after the filing date, and the patent office is entitled to wait for up to three years to examine the
application.*”

Takeaways

An independent on-sale bar is nonexistent in China. Rather, an on-sale bar is included in the context of public use, which is
one of the three ways to make the invention “available to the public’—the ultimate standard for prior art. Under this
standard, neither a secret sale nor a public sale nor an offer for sale invalidates a patent so long as the public does not gain
access to the technical details of the patent. Also, the good news is that, even after the invention (invention, utility model, or
design patent) is disclosed to the public by any person without the consent of the applicant, the patent can still be issued so
long as the disclosure is made within six months before the filing date. Accordingly, in case the invention is disclosed by any
person to the public without an applicant’s consent, application for the patent must be filed as quickly as possible, but no
later than six months after that unauthorized disclosure.

Now, after Helsinn, a secret sale of an invention will invalidate a US. patent no matter whether it happens in the United States,
China, or other countries because the AIA removed the geographic limitation of the prior art disclosure. However, it will not
invalidate a Chinese patent because secret sale per se does not make the invention available to the public. Therefore,



companies planning to obtain U.S. patents seem not to have much choice but to file as early as possible. And this early
disclosure by filing in the United States alone will not bar the U.S. companies from obtaining a Chinese patent so long as it is
within the grace period. To be specific, if a Chinese filing happens within 12 months (invention and utility model) or six
months (design patent) after the same invention is first filed in the United States, the filing date of the U.S. application can be
treated as the effective filing date of China’s application.
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effective Apr. 6,1990), art. 24, CLL24659(EN) (Chinalawinfo).

39. Patent Law (2000), supra note 18, art. 24 (emphasis added).

40.1d. art. 34 &art. 35, cl. L.

41.1d. art. 29, cl. 1.
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