Attachment A
United States-Mexico-Canada Agreement (“USMCA”)
Chapter 20: Intellectual Property Rights
Subsection C: Measures Relating to Pharmaceutical Products
Section-By-Section Comparison
USMCA Section/Text

FDC Act/PHS Act Section/Text

Comments

Article 20.F.11: Patent Term Adjustment for Unreasonable Curtailment
1. Each Party shall make best efforts to
process applications for marketing approval of
pharmaceutical products in an efficient and
timely manner, with a view to avoiding
unreasonable or unnecessary delays.

FDA User Fee Programs:
•
•
•

2. With respect to a pharmaceutical product
that is subject to a patent, each Party shall
make available an adjustment [39] of the
patent term to compensate the patent owner
for unreasonable curtailment of the effective
patent term as a result of the marketing
approval process.
([39] For greater certainty, a Party may
alternatively make available a period of
additional sui generis protection to
compensate for unreasonable curtailment of
the effective patent term as a result of the
marketing approval process. The sui generis
protection shall confer the rights conferred by
the patent, subject to any conditions and
limitations pursuant to paragraph 3.)

It is unclear what might constitute
“unreasonable or unnecessary delays.”

Prescription Drug User Fee Act
(PDUFA)
Generic Drug User Fee Amendments
(GDUFA)
Biosimilar User Fee Act (BsUFA)

35 U.S.C. § 156 - Extension of Patent Term
(a) The term of a patent which claims a
product, a method of using a product, or a
method of manufacturing a product shall be
extended in accordance with this section from
the original expiration date of the patent,
which shall include any patent term
adjustment granted under section 154(b) . . . .
(c) The term of a patent eligible for extension
under subsection (a) shall be extended by the
time equal to the regulatory review period for
the approved product which period occurs
after the date the patent is issued. . . .

It is unclear what is meant by “unreasonable
curtailment.” Is this intended to refer to a new
or additional patent term restoration?

USMCA Section/Text
4. With the objective of avoiding
unreasonable curtailment of the effective
patent term, a Party may adopt or maintain
procedures that expedite the processing of
marketing approval applications.

FDC Act/PHS Act Section/Text

Comments

Various statutory provisions, regulations, and
policies; described and discussed in: FDA,
Guidance for Industry: Expedited Programs
for Serious Conditions – Drugs and Biologics
(May 2014).

It is unclear what would constitute
“unreasonable curtailment” under this USMCA
provision.

35 U.S.C. § 271(e)(1) (“Bolar Exemption”)

The USMCA provision is less clear 35 U.S.C.
§ 271(e)(1).

Article 20.F.12: Regulatory Review Exception
Without prejudice to the scope of, and
consistent with, Article 20.F.4 (Exceptions),
each Party shall adopt or maintain a
regulatory review exception for
pharmaceutical products.

(1) It shall not be an act of infringement to
make, use, offer to sell, or sell within the
United States or import into the United States
a patented invention (other than a new animal
drug or veterinary biological product (as those
terms are used in the Federal Food, Drug,
and Cosmetic Act and the Act of March 4,
1913) which is primarily manufactured using
recombinant DNA, recombinant RNA,
hybridoma technology, or other processes
involving site specific genetic manipulation
techniques) solely for uses reasonably related
to the development and submission of
information under a Federal law which
regulates the manufacture, use, or sale of
drugs or veterinary biological products.
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USMCA Section/Text

FDC Act/PHS Act Section/Text

Comments

Article 20.F.13: Protection of Undisclosed Test or Other Data
1. (a) If a Party requires, as a condition for
granting marketing approval for a new
pharmaceutical product, the submission of
undisclosed test or other data concerning the
safety and efficacy of the product [40], that
Party shall not permit third persons, without
the consent of the person that previously
submitted such information, to market the
same or a similar [41] product on the basis of:
(i) that information; or
(ii) the marketing approval granted to
the person that submitted such
information,
for at least five years [42] from the date of
marketing approval of the new
pharmaceutical product in the territory of the
Party.
([40] Each Party confirms that the obligations
of this Article, and Article 20.F.14 (Biologics)
apply to cases in which the Party requires the
submission of undisclosed test or other data
concerning: (a) only the safety of the product,
(b) only the efficacy of the product or (c)
both.)
([41] For greater certainty, for the purposes of
this Section, a pharmaceutical product is
“similar” to a previously approved
pharmaceutical product if the marketing
approval, or, in the alternative, the applicant’s
request for such approval, of that similar
pharmaceutical product is based upon the
undisclosed test or other data concerning the

FDC Act §§ 505(c)(3)(E)(ii) (505(b)(2) NDAs)
and 505(j)(5)(F)(ii) (ANDAs)

This USMCA provision has the potential to
conflict with Hatch-Waxman.

(ii) If an application submitted under
subsection (b) for a drug, no active ingredient
(including any ester or salt of the active
ingredient) of which has been approved in any
other application under subsection (b), is
approved after the date of the enactment of
this subsection, no application may be
submitted under this subsection which refers
to the drug for which the subsection (b)
application was submitted before the
expiration of five years from the date of the
approval of the application under subsection
(b), except that such an application may be
submitted under this subsection after the
expiration of four years from the date of the
approval of the subsection (b) application if it
contains a certification of patent invalidity or
noninfringement described in subclause (IV)
of paragraph (2)(A)(vii). The approval of such
an application shall be made effective in
accordance with subparagraph (B) except
that, if an action for patent infringement is
commenced during the one-year period
beginning forty-eight months after the date of
the approval of the subsection (b) application,
the thirty-month period referred to in
subparagraph (B)(iii) shall be extended by
such amount of time (if any) which is required
for seven and one-half years to have elapsed
from the date of approval of the subsection (b)
application.

FDC Act § 505(j)(5)(B) governs the effective
date of ANDA approval when there is not a
timely filed patent infringement lawsuit made
in response to the notice of a Paragraph IV
certification contained in an ANDA submitted
beginning at year 4 of the 5-year NCE
exclusivity period.
FDC Act § 505(j)(5)(B)(iii), states, in relevant
part:
“If the applicant made a [Paragraph IV
certification], the approval shall be made
effective immediately unless, before the
expiration of 45 days after the date on which
the notice described in [FDC Act §
505(j)(2)(B)] is received, an action is brought
for infringement of the patent that is the
subject of the certification and for which
information was submitted to the Secretary
under [FDC Act §§ 505(b)(1) or (c)(2)] before
the date on which the application (excluding
an amendment or supplement to the
application), which the Secretary later
determines to be substantially complete, was
submitted.”
Thus, ANDA approval is made effective
“immediately” (i.e., possibly prior to the
expiration of 5-year exclusivity) if there is not a
timely filed patent infringement lawsuit made
in response to notice of a Paragraph IV
certification. The USMCA provision appears
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USMCA Section/Text

FDC Act/PHS Act Section/Text

safety and efficacy of the previously approved
pharmaceutical product, or the prior approval
of that previously approved product.)

Comments
to make the 5-year period applicable in all
cases.
USMCA also has the potential to conflict with
FDA’s implementing regulations to the extent
“the same or a similar product” is interpreted
to include a product containing a different
active moiety.

([42] For greater certainty, a Party may limit
the period of protection under paragraph 1 to
five years, and the period of protection under
Article 20.F.14.1(a) (Biologics) to 10 years.
(b) If a Party permits, as a condition of
granting marketing approval for a new
pharmaceutical product, the submission of
evidence of prior marketing approval of the
product in another territory, that Party shall
not permit third persons, without the consent
of a person that previously submitted such
information concerning the safety and efficacy
of the product, to market a same or a similar
product based on evidence relating to prior
marketing approval in the other territory for at
least five years from the date of marketing
approval of the new pharmaceutical product
in the territory of that Party.

No specific FDC Act or PHS Act provision.

2. Each Party shall: [43]

FDC Act §§ 505(c)(3)(E)(iii), (iv) (505(b)(2)
NDAs) and 505(j)(5)(F)(iii), (iv) (ANDAs)

This USMCA provision has the potential to
conflict with Hatch-Waxman.

(iii) If an application submitted under
subsection (b) for a drug, which includes an
active ingredient (including any ester or salt of
the active ingredient) that has been approved
in another application approved under
subsection (b), is approved after the date of
enactment of this subsection and if such
application contains reports of new clinical
investigations (other than bioavailability
studies) essential to the approval of the

It is unclear what constitutes “new clinical
information” under this provision and whether
that information must be from studies
conducted/sponsored by the applicant. Both
the FDC Act and FDA’s implementing
regulations require that, to obtain 3-year
exclusivity, the applicant must have conducted
or sponsored “new clinical investigations
(other than bioavailability studies)” that FDA
considers essential to the approval of the

(a) apply paragraph 1, mutatis mutandis, for a
period of at least three years with respect to
new clinical information submitted as required
in support of a marketing approval of a
previously approved pharmaceutical product
covering a new indication, new formulation or
new method of administration; or,
alternatively,

This USMCA provision has the potential to
conflict with both Hatch-Waxman and the
Biosimilars Act.
To the extent this provision would prohibit an
applicant seeking approval of a literaturebased 505(b)(2) NDA for a NCE that is
marketed elsewhere in the world, it would
conflict with Hatch-Waxman.
To the extent this provision would prohibit a
biosimilar applicant from using a foreignsourced reference product for purposes of
demonstrating biosimilarity/interchangeability,
it would conflict with the Biosimilars Act and
FDA’s implementation of the statute.
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USMCA Section/Text

FDC Act/PHS Act Section/Text

([43] A Party that provides a period of at least
8 years of protection pursuant to paragraph 1
is not required to apply paragraph 2.)

application and conducted or sponsored by
the applicant, the Secretary may not make the
approval of an application submitted under
this subsection for the conditions of approval
of such drug in the subsection (b) application
effective before the expiration of three years
from the date of the approval of the
application under subsection (b) for such
drug.
(iv) If a supplement to an application
approved under subsection (b) is approved
after the date of enactment of this subsection
and the supplement contains reports of new
clinical investigations (other than
bioavailability studies) essential to the
approval of the supplement and conducted or
sponsored by the person submitting the
supplement, the Secretary may not make the
approval of an application submitted under
this subsection for a change approved in the
supplement effective before the expiration of
three years from the date of the approval of
the supplement under subsection (b).

(b) apply paragraph 1, mutatis mutandis, for a
period of at least five years to new
pharmaceutical products that contain a
chemical entity that has not been previously
approved in that Party. [44]

FDC Act §§ 505(c)(3)(E)(ii) (505(b)(2) NDAs)
and 505(j)(5)(F)(ii) (ANDAs)

Comments
application. The broad reference to “new
clinical information” in this USMCA provision
could extend beyond the type of data that
could lead to 3-year exclusivity under the
statute.
It is also unclear whether USMCA would
extend 3-year exclusivity to bar the approval
of applications that are not seeking approval
for the new indication, new formulation or new
method of administration approved for the
previously-approved product. To the extent
USMCA were interpreted to allow this, that
would conflict with current US law.

See above comments (Article 20.F.13.1).

([44] For the purposes of Article 20.F.13.2(b)
(Protection of Undisclosed Test or Other
Data), a Party may choose to protect only the
undisclosed test or other data concerning the
safety and efficacy relating to the chemical
entity that has not been previously approved.)
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USMCA Section/Text

FDC Act/PHS Act Section/Text

Comments

Article 20.F.14: Biologics
1. With regard to protecting new biologics, a
Party shall, with respect to the first marketing
approval in a Party of a new pharmaceutical
product that is or contains a biologic, [45] [46]
provide effective market protection through
the implementation of Article 20.F.13.1
(Protection of Undisclosed Test or Other
Data) and Article 20.F.13.3 (Protection of
Undisclosed Test or Other Data), mutatis
mutandis, for a period of at least ten years
from the date of first marketing approval of
that product in that Party.
([45] Nothing requires a Party to extend the
protection of this paragraph to: (a) any
second or subsequent marketing approval of
such a pharmaceutical product; or (b) a
pharmaceutical product that is or contains a
previously approved biologic.)
([46] Each Party may provide that an
applicant may request approval of a
pharmaceutical product that is or contains a
biologic under the procedures set forth in
Article 20.F.13.1(a) (Protection of
Undisclosed Test or Other Data
subparagraph 1(a)) and Article 20.F.13.1(b)
(Protection of Undisclosed Test or Other Data
subparagraph 1(b)) on or before March 23,
2020, provided that other pharmaceutical
products in the same class of products have
been approved by that Party under the
procedures set forth in in Article 20.F.13.1(a)
(Protection of Undisclosed Test or Other Data
subparagraph 1(a)) and Article 20.F.13.1(b)
(Protection of Undisclosed Test or Other Data

PHS Act § 351(k)(7)
(7) EXCLUSIVITY FOR REFERENCE
PRODUCT.—
(A) EFFECTIVE DATE OF BIOSIMILAR
APPLICATION APPROVAL.— Approval of an
application under this subsection may not be
made effective by the Secretary until the date
that is 12 years after the date on which the
reference product was first licensed under
subsection (a).
(B) FILING PERIOD.—An application under
this subsection may not be submitted to the
Secretary until the date that is 4 years after
the date on which the reference product was
first licensed under subsection (a).
(C) FIRST LICENSURE.—Subparagraphs (A)
and (B) shall not apply to a license for or
approval of—
(i) a supplement for the biological product that
is the reference product; or (ii) a subsequent
application filed by the same sponsor or
manufacturer of the biological product that is
the reference product (or a licensor,
predecessor in interest, or other related entity)
for—
(I) a change (not including a modification to
the structure of the biological product) that
results in a new indication, route of
administration, dosing schedule, dosage form,

This provision has the potential to conflict with
the Biosimilars Act.
This USMCA provision refers to Article
20.F.13.1 and states that a Party must
“provide effective market protection through
the implementation” of that article. Although
this provision refers to “market protection,”
Article 20.F.13.1 refers to data protection, and
to a period of 5-year data protection. This
could appear to conflict with the 4-year “data
protection” period under the Biosimilars Act
preventing aBLA submission. Furthermore, to
the extent this provision allows for a 10-year
period of “data protection” prohibiting aBLA
submission, it could conflict with the
Biosimilars Act.
USMCA also has the potential to conflict with
the way FDA has interpreted the transition
rules under the Biologics Price Competition
and Innovation Act (BPCIA) governing
biologics approved as NDAs.
Footnote 46 of USMCA includes its own
transition rules for biologic products, which
allows biologic applicants to seek approval on
or before March 23, 2020 under the
procedures set forth in Article 20.F.13.1 (and
thus be eligible for, or subject to, 5-year and
3-year exclusivity) under certain
circumstances. But footnote 46 does not state
whether new biologic applications submitted
during this period will be eligible upon
approval for 5-year exclusivity under Article
20.F.13 only, or if they will also be eligible for
3-year exclusivity under Article 20.F.13, or if
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USMCA Section/Text
subparagraph 1(b)) before the date of entry
into force of this Agreement for that Party.)

FDC Act/PHS Act Section/Text
delivery system, delivery device, or strength;
or
(II) a modification to the structure of the
biological product that does not result in a
change in safety, purity, or potency.
BPCIA § 7002(e)
(e) PRODUCTS PREVIOUSLY APPROVED
UNDER SECTION 505.—
(1) REQUIREMENT TO FOLLOW
SECTION 351.—Except as provided in
paragraph (2), an application for a biological
product shall be submitted under section 351
of the Public Health Service Act (42 U.S.C.
262) (as amended by this Act).
(2) EXCEPTION.—An application for a
biological product may be submitted under
section 505 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355) if—
(A) such biological product is in a
product class for which a biological product in
such product class is the subject of an
application approved under such section 505
not later than the date of enactment of this
Act; and
(B) such application—
(i) has been submitted to the
Secretary of Health and Human Services
(referred to in this subtitle as the ‘‘Secretary’’)
before the date of enactment of this Act; or

Comments
they will also be eligible for 10-year exclusivity
under Article 20.F.14. USMCA could conflict
with the way FDA interprets the transition
rules under Section 7002(e) of the BPCIA 1 if
footnote 46 were interpreted such that a new
biologic sponsor may be eligible for
exclusivities available under both Article
20.F.13 and Article 20.F.14, and thus entitled
to both 5-year exclusivity under one pathway
and at least 10 years of exclusivity under
another (though these would likely overlap),
and also to 3-year exclusivity for each new
indication, formulation change or method of
administration.

1

See FDA Draft Guidance, Implementation of the “Deemed to be a License” Provision of the Biologics Price Competition and Innovation Act of
2009, at 6 (Mar. 2016) (Stating that “any unexpired period of exclusivity associated with an approved NDA for a biological product subject to
section7002(e) of the BPCI Act (e.g., 5-year exclusivity, 3-year exclusivity, or pediatric exclusivity) would cease to have any effect” after March 23,
2020); id. at 6-7 (noting that “an approved application for a biological product under section 505 of the FD&C Act that will be deemed to be a
license for the biological product . . . will not receive a period of exclusivity under section 351(k)(7)(A) and (B) of the PHS Act”).
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USMCA Section/Text

FDC Act/PHS Act Section/Text

Comments

(ii) is submitted to the Secretary not
later than the date that is 10 years after the
date of enactment of this Act.
(3) LIMITATION.—Notwithstanding
paragraph (2), an application for a biological
product may not be submitted under section
505 of the Federal Food, Drug, and Cosmetic
Act (21
U.S.C. 355) if there is another biological
product approved under subsection (a) of
section 351 of the Public Health Service Act
that could be a reference product with respect
to such application (within the meaning of such
section 351) if such application were submitted
under subsection (k) of such section
351.
(4) DEEMED APPROVED UNDER
SECTION 351.—An approved application for
a biological product under section 505 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355) shall be deemed to be a license
for the biological product under such section
351 on the date that is 10 years after the date
of enactment of this Act.
2. Each Party shall apply this Article to, at a
minimum [47], a product that is produced
using biotechnology processes and that is, or,
alternatively, contains, a virus, therapeutic
serum, toxin, antitoxin, vaccine, blood, blood
component or derivative, allergenic product,
protein, or analogous product, for use in
human beings for the prevention, treatment,
or cure of a disease or condition.
([47] For greater certainty, for the purposes of
this Article, the Parties understand that “at a
minimum” means that a Party may limit the

PHS Act § 351(i)(1)
(1) The term ‘‘biological product’’ means a
virus, therapeutic serum, toxin, antitoxin,
vaccine, blood, blood component or
derivative, allergenic product, protein (except
any chemically synthesized polypeptide), or
analogous product, or arsphenamine or
derivative of arsphenamine (or any other
trivalent organic arsenic compound),
applicable to the prevention, treatment, or
cure of a disease or condition of human
beings.

The definition of “Biologics” in Article
20.F.14.2 should be amended to comport with
the PHS Act (bold/italics typeface): “Each
Party shall apply this Article to, at a minimum,
a product that is produced using
biotechnology processes and that is, or,
alternatively, contains, a virus, therapeutic
serum, toxin, antitoxin, vaccine, blood, blood
component or derivative, allergenic product,
protein (except any chemically synthesized
polypeptide), or analogous product, for use in
human beings for the prevention, treatment, or
cure of a disease or condition.”
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USMCA Section/Text

FDC Act/PHS Act Section/Text

Comments

application to the scope specified in this
paragraph.)
Article 20.F.16: Measures Relating to the Marketing of Certain Pharmaceutical Products
1. If a Party permits, as a condition of
approving the marketing of a pharmaceutical
product, persons, other than the person
originally submitting the safety and efficacy
information, to rely on evidence or information
concerning the safety and efficacy of a
product that was previously approved, such
as evidence of prior marketing approval by
the Party or in another territory, that Party
shall provide:
(a) a system to provide notice to a patent
holder [48] or to allow for a patent holder to
be notified prior to the marketing of such a
pharmaceutical product, that such other
person is seeking to market that product
during the term of an applicable patent
claiming the approved product or its approved
method of use;
(b) adequate time and sufficient opportunity
for such a patent holder to seek, prior to the
marketing of an allegedly infringing product,
available remedies in subparagraph (c); and
(c) procedures, such as judicial or
administrative proceedings, and expeditious
remedies, such as preliminary injunctions or
equivalent effective provisional measures, for
the timely resolution of disputes concerning
the validity or infringement of an applicable
patent claiming an approved pharmaceutical
product or its approved method of use.

FDC Act §§ 505(c)(3)(C) (505(b)(2) NDAs)
and 505(j)(5)(B)(iii) (ANDAs)
(B) The approval of an application submitted
under paragraph (2) shall be made effective
on the last applicable date determined by
applying the following to each certification
made under paragraph (2)(A)(vii) . . . .
(iii) If the applicant made a certification
described in subclause (IV) of paragraph
(2)(A)(vii), the approval shall be made
effective immediately unless, before the
expiration of 45 days after the date on which
the notice described in paragraph (2)(B) is
received, an action is brought for infringement
of the patent that is the subject of the
certification and for which information was
submitted to the Secretary under subsection
(b)(1) or (c)(2) before the date on which the
application (excluding an amendment or
supplement to the application), which the
Secretary later determines to be substantially
complete, was submitted. If such an action is
brought before the expiration of such days,
the approval shall be made effective upon the
expiration of the thirty-month period beginning
on the date of the receipt of the notice
provided under paragraph (2)(B)(i) or such
shorter or longer period as the court may
order because either party to the action failed
to reasonably cooperate in expediting the
action, except that—

Article 20.F.16.1(a) should be clarified such
that a generic drug manufacturer that seeks
approval of labeling that omits a patentprotected method of use (e.g., through a
“section viii statement”) is not required to
provide notice.
Article 20.F.16.1(b) requires “adequate time
and sufficient opportunity” for a patent
holder/owner to seek available remedies.
Hatch-Waxman provides various time periods
to initiate litigation and a 30-month stay on
ANDA approval for patents listed in the
Orange Book before an ANDA is submitted. It
is unclear, however, whether or not this would
be viewed as “adequate time and sufficient
opportunity” under this article.
Further, both Article 20.F.16.1(a) and (b)
should be revised to strike the “prior to the
marketing” limitations for both the notice and
remedies provisions. While Hatch-Waxman
provides for notice to the patent holder of
paragraph IV certifications, nothing in HatchWaxman requires ANDA or 505(b)(2)
applicants to provide notice of marketing,
which this language could be interpreted to
require.
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USMCA Section/Text
([48] For greater certainty, for the purposes of
this Article, a Party may provide that a “patent
holder” includes a patent licensee or the
authorized holder of marketing approval.)

FDC Act/PHS Act Section/Text

Comments

(I) if before the expiration of such period the
district court decides that the patent is invalid
or not infringed (including any substantive
determination that there is no cause of action
for patent infringement or invalidity), the
approval shall be made effective on—
(aa) the date on which the court enters
judgment reflecting the decision; or
(bb) the date of a settlement order or consent
decree signed and entered by the court
stating that the patent that is the subject of the
certification is invalid or not infringed;
(II) if before the expiration of such period the
district court decides that the patent has been
infringed—
(aa) if the judgment of the district court is
appealed, the approval shall be made
effective on—
(AA) the date on which the court of appeals
decides that the patent is invalid or not
infringed (including any substantive
determination that there is no cause of action
for patent infringement or invalidity); or
(BB) the date of a settlement order or consent
decree signed and entered by the court of
appeals stating that the patent that is the
subject of the certification is invalid or not
infringed; or
(bb) if the judgment of the district court is not
appealed or is affirmed, the approval shall be
made effective on the date specified by the
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USMCA Section/Text

FDC Act/PHS Act Section/Text

Comments

district court in a court order under section
271(e)(4)(A) of title 35, United States Code;
(III) if before the expiration of such period the
court grants a preliminary injunction
prohibiting the applicant from engaging in the
commercial manufacture or sale of the drug
until the court decides the issues of patent
validity and infringement and if the court
decides that such patent is invalid or not
infringed, the approval shall be made effective
as provided in subclause (I); or
(IV) if before the expiration of such period the
court grants a preliminary injunction
prohibiting the applicant from engaging in the
commercial manufacture or sale of the drug
until the court decides the issues of patent
validity and infringement and if the court
decides that such patent has been infringed,
the approval shall be made effective as
provided in subclause (II).
In such an action, each of the parties shall
reasonably cooperate in expediting the action.
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