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FOR PUBLICATION

UNITED STATES DISTRICT COURT
DISTRICT OF NEW JERSEY

TEVA BRANDED PHARMACEUTICAL

PRODUCTS R&D, INC., NORTON

(WATERFORD) LTD., AND TEVA :

PHARMACEUTICALS USA, INC., ) Civil Action No. 23-20964 (SRC)

OPINION & ORDER
Plaintiffs,

V.

AMNEAL PHARMACEUTICALS OF

NEW YORK, LLC, AMNEAL IRELAND :
LIMITED, AMNEAL PHARMACEUTICALS :
LLC, AND AMNEAL :
PHARMACEUTICALS INC.

Defendants.

CHESLER, U.S.D.J.

This matter comes before the Court on two motions: 1) the motion to dismiss by
Plaintiffs Teva Branded Pharmaceutical Products R&D, Inc., Norton (Waterford) Ltd., and Teva
Pharmaceuticals USA, Inc. (collectively, “Teva”); and 2) the motion for partial judgment on the
pleadings, pursuant to Federal Rule of Civil Procedure 12(c), by Defendants Amneal
Pharmaceuticals Of New York, LLC, Amneal Ireland Limited, Amneal Pharmaceuticals LLC,
and Amneal Pharmaceuticals Inc. (collectively, “Amneal.”) For the reasons that follow, the
motion to dismiss will be denied, and the motion for partial judgment on the pleadings will be

granted.
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This case arises out of a patent infringement dispute under the Hatch-Waxman Act
between Teva and Amneal. Teva holds approved NDA No. 021457 for ProAir® HFA
(albuterol sulfate) Inhalation Aerosol (“ProAir® HFA”), and owns certain patents listed in the
Orange Book as covering this product: U.S. Patent Nos. 8,132,712 (the “’712 patent”), 9,463,289
(the 289 patent™), 9,808,587 (the “’587 patent™), 10,561,808 (the “’808 patent”), and
11,395,889 (the “’889 patent”) (collectively, the “Patents at issue” or the “Inhaler Patents”).
Amneal has filed ANDA No. 211600, seeking to make and sell a generic version of ProAir®
HFA. The following facts are undisputed. The Amneal ANDA contains a paragraph 1V
certification that the proposed product will not infringe any valid claim of the Patents at issue.
After Amneal sent Teva the required notice letter, Teva filed the instant suit. The Amended
Complaint asserts claims for patent infringement of the Patents at issue. Amneal filed an
Amended Answer to the Amended Complaint asserting, inter alia, twelve counterclaim counts.
Counterclaim Counts 1-5 seek declarations ordering Teva to delist the Patents at issue from the
Orange Book. Counterclaim Counts 6-9 allege violations of the Sherman Act, and Count 10
alleges a violation of the New Jersey Antitrust Act, N.J.S.A. 8§ 56:9. Counterclaims 11 and 12
are not at issue on these motions.

The Federal Trade Commission (“FTC”) requested and was granted leave to file a brief
as amicus curiae.

. Teva’s motion to dismiss Counterclaim Counts 6-10
Teva moves to dismiss Counterclaim Counts 1-10. The Court first considers the motion

to dismiss the antitrust counterclaims, Counterclaim Counts 6-10. Teva contends that the

Appx25
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antitrust counterclaims are premised on two forms of alleged anticompetitive conduct: 1)
improper Orange Book listing; and 2) sham litigation.

Teva contends that antitrust law provides no cause of action for improper Orange Book
listing. First, Teva argues that because “Teva’s patents are properly listed as a matter of law . . .
any claim based on purported improper listing necessarily fails.” (Pls.” MTD Br. at 25.) Later
in this Opinion, this Court will consider and address Amneal’s motion for judgment on the
pleadings; as will be explained, the Court concludes that Teva’s patents are not properly listed in
the Orange Book as a matter of law. This conclusion does not support a Rule 12(b)(6)
dismissal of an antitrust claim for improper Orange Book listing.

Second, Teva argues that, even if the Court were to find that the listings are improper,

given the Trinko doctrine, “antitrust law does not create a cognizable claim for Amneal based on

purported improper listing in any event.” (Pls.” MTD Br. at 25.) In short, Teva argues that the

instant case is analogous to Trinko, but this Court is not persuaded. The Supreme Court’s

syllabus for Trinko states the relevant key points of that case:

The Telecommunications Act of 1996 imposes upon an incumbent local exchange
carrier (LEC) the obligation to share its telephone network with competitors.

Held: Respondent's complaint alleging breach of an incumbent LEC’s 1996 Act
duty to share its network with competitors does not state a claim under 8§ 2 of the
Sherman Act.

(c) Traditional antitrust principles do not justify adding the present case to the few
existing exceptions from the proposition that there is no duty to aid competitors.

Verizon Communs., Inc. v. Law Offices of Curtis V. Trinko, LLP, 540 U.S. 398, 398-99

(2004). Teva argues that the Listing Statute, 21 U.S.C. § 355, imposes upon an NDA holder an

analogous obligation:

Appx26
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[T]he Hatch-Waxman Act created a statutory obligation on a brand drug company

to list patents in the Orange Book in order to help generic drug companies

compete with the brand company by getting FDA approval for and launching their

competing generic products more quickly. This duty is, for all relevant purposes,

indistinguishable from the statutory duty imposed on incumbent service providers

at issue in Trinko.

(Pls.” MTD Opening Br. at 28.)

Teva has failed to persuade this Court that the statutes at issue in the two cases are
analogous. As the statement from the Supreme Court’s Syllabus makes clear, the key attribute
of the statutory provision at issue was that it “imposes . . . the obligation to share its telephone
network with competitors.” Trinko, 540 U.S. at 398. The Listing Statute does not impose any
analogous obligation on the holder of an NDA. In fact, the Listing Statute says nothing about
competitors or other drug companies; it speaks only about certain information that must be
submitted “to the Secretary as part of the application.” 21 U.S.C. 8 355(b)(1)(A). That
subsection, 21 U.S.C. § 355(b)(1)(A), lists eight subparagraphs which set forth what must be
submitted to the Secretary as part of the application.

Teva offers nothing more than ipse dixit in support of its argument that the duty imposed
by the Listing Statute is “indistinguishable” from the statutory duty at issue in Trinko. Teva’s
opening brief quotes the Supreme Court’s discussion of the Hatch-Waxman Act in Caraco: “To
facilitate the approval of generic drugs as soon as patents allow, the Hatch-Waxman

Amendments and FDA regulations direct brand manufacturers to file information about their

patents.” Caraco Pharm. Labs., Ltd. v. Novo Nordisk A/S, 566 U.S. 399, 405 (2012). This

says nothing about anyone helping competitors or cooperating with competitors. Teva has
given this Court no basis to find that the Listing Statute imposes on NDA applicants a duty to aid

competitors.
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Furthermore, the FTC aptly summarizes the bases for distinguishing Trinko from the
instant case as follows:
Trinko is inapplicable because Amneal’s counterclaims are not an expansion of
antitrust law, the FDA does not directly police the Orange Book, and the statutory
amendment to add a delisting counterclaim does not transform a patent
enforcement framework into an antitrust regulatory scheme.
(FTC Amicus Br. at 33.) The FTC contends that the FDA’s ministerial role! in Orange Book

listings differs greatly from the extensive scheme for FCC regulation of telecommunications

competition described in Trinko. The Telecommunications Act of 1996 established the

regulatory scheme of interest in Trinko:

The Telecommunications Act of 1996, Pub. L. 104-104, 110 Stat. 56, imposes

certain duties upon incumbent local telephone companies in order to facilitate

market entry by competitors, and establishes a complex regime for monitoring

and enforcement. . .

The 1996 Act sought to uproot the incumbent LECs” monopoly and to introduce

competition in its place. Central to the scheme of the Act is the incumbent

LEC’s obligation under 47 U.S.C. 8 251(c) to share its network with competitors.
Trinko, 540 U.S. at 401-2 (citations omitted). Teva does not contend that, in enacting the
Orange Book listing provisions of the Hatch-Waxman Act, Congress sought to uproot any
monopolies, nor that, as to the Orange Book, the FDA has any enforcement function. The only

enforcement mechanism Teva points to is the delisting counterclaim — but this is plainly a

judicial remedy? (as Teva admits), not an enforcement power entrusted to a regulator.

! See Jazz Pharms., Inc. v. Avadel CNS Pharms., LLC, 60 F.4th 1373, 1378 (Fed. Cir. 2023)
(“Notably, the FDA does not verify that submitted patents actually meet statutory listing criteria,
nor does the FDA proactively remove improperly listed patents. See Apotex, Inc. v. Thompson,
347 F.3d 1335, 1347 (Fed. Cir. 2003) (‘[T]he FDA's . . . duties with respect to Orange Book
listings are purely ministerial.’)”)

2 In Trinko, the Supreme Court expressed skepticism that, where continuing supervision is
needed, a court could serve as an effective enforcer. Id. at 415 (“An antitrust court is unlikely to

5
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Compare this judicial remedy to the “regulatory structure” the Supreme Court described in
Trinko:

One factor of particular importance is the existence of a regulatory structure

designed to deter and remedy anticompetitive harm. Where such a structure

exists, the additional benefit to competition provided by antitrust enforcement will

tend to be small, and it will be less plausible that the antitrust laws contemplate

such additional scrutiny. Where, by contrast, there is nothing built into the

regulatory scheme which performs the antitrust function, the benefits of antitrust

are worth its sometimes considerable disadvantages. . . .

The regulatory framework that exists in this case demonstrates how, in certain

circumstances, regulation significantly diminishes the likelihood of major

antitrust harm.
Id. at 412 (citations omitted). Teva has not demonstrated that the Orange Book listing
provisions at issue comprise a regulatory structure designed to deter and remedy anticompetitive
harm. In the absence of such a regulatory structure, the Supreme Court stated, it is more
plausible that antitrust law provides additional scrutiny.

Having reviewed the enforcement mechanisms established by the Telecommunications
Act of 1996, the Supreme Court concluded that “the [regulatory] regime was an effective
steward of the antitrust function.” Id. at 413. In the instant case, Teva does not even claim
that there is any regulator with enforcement powers.  This Court is not persuaded that
availability of the judicial remedy of delisting significantly diminishes the likelihood of major
antitrust harm, nor that this remedy alone is an effective steward of the antitrust function. As

the FTC points out, the judicial delisting remedy does not provide for damages; that remedy

alone cannot be an effective steward of the antitrust function.

be an effective day-to-day enforcer of these detailed sharing obligations.”)
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In sum, amicus FTC has persuasively distinguished Trinko. Teva has failed to persuade
that Trinko is analogous and forecloses Amneal’s antitrust counterclaims.
Teva argues as well that the plain language of the Listing Statute precludes an antitrust
claim predicated on improper listing, citing 21 U.S.C. § 355(j)(5)(c)(ii)(ll), which states:
(if) Counterclaim to infringement action.
(1) In general. If an owner of the patent or the holder of the approved
application under subsection (b) for the drug that is claimed by the patent
or a use of which is claimed by the patent brings a patent infringement
action against the applicant, the applicant may assert a counterclaim
seeking an order requiring the holder to correct or delete the patent
information submitted by the holder under subsection (b) or (c) on the
ground that the patent does not claim either—
(aa) the drug for which the application was approved; or
(bb) an approved method of using the drug.
(11) No independent cause of action. Subclause (1) does not authorize the
assertion of a claim described in subclause (I) in any civil action or
proceeding other than a counterclaim described in subclause (1).
Again, Teva presents only an ipse dixit conclusion about the meaning of 21 U.S.C. §
355(j)(5)(c)(i)(I1), without analysis or argument.  On its face, subclause (I1) delimits the
authority of subclause (1), which authorizes the assertion of a counterclaim to correct Orange
Book information in particular cases. The clear purpose of subclause (1) is to bar an
independent suit seeking the relief stated in subsection (1) in the absence of a Hatch-Waxman
infringement suit; it is designed to prevent the filing of claims for correction of the Orange Book
as independent actions.
Amneal has asserted Counterclaim Counts 1-5, seeking orders of correction, and these

appear to be permitted by 21 U.S.C. 8 355(j)(5)(c)(ii); Teva does not argue that Counts 1-5 are

not permitted by 21 U.S.C. § 355(j)(5)(c)(ii). Teva does not explain how 21 U.S.C. §
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355(j)(5)(c)(i1) impacts the assertion of the Counterclaim Counts 6-10 under antitrust law.
Counts 6-10 do not seek any order requiring the holder to correct or delete Orange Book
information. Counts 6, 9, and 10 reference improper listing in the Orange Book as an example
of an anticompetitive act. (Am. Answer at §{ 281, 318, 322.) Count 7 does not mention the
Orange Book. Count 8 references improper listing of patents in the Orange Book as an
example of “a predatory scheme to monopolize the Relevant Market.” (Am. Answer at §310.)
Counterclaim Counts 6-10 do not seek correction or deletion of information in the Orange Book
and do not fall within the ambit of 21 U.S.C. § 355(j)(5)(c)(ii)(1).

The Court finds that subsections (1) and (I1) neither authorize nor prohibit Counterclaim
Counts 6-10. Teva has offered nothing to support its contention that the plain language of these
subsections prohibits the assertion of the antitrust counterclaims.

Teva next argues that Counterclaim Count 7, for sham litigation in violation of the
Sherman Act, fails to state a valid claim. Teva’s arguments for dismissal are all variants of the
contention that Count 7 is unlikely to succeed at trial or summary judgment. As the Supreme
Court stated in Twombly, “of course, a well-pleaded complaint may proceed even if it strikes a

savvy judge that actual proof of those facts is improbable, and ‘that a recovery is very remote

and unlikely.””  Bell Atl. Corp. v. Twombly, 550 U.S. 544, 556 (2007) (quoting Scheuer v.
Rhodes, 416 U.S. 232, 236 (1974).) Teva does no more here than argue that recovery on Count
7 is remote and unlikely; Plaintiff does not argue that Count 7 fails to plead a legally cognizable
claim for relief.

Next, Teva argues that Count 6, alleging an anticompetitive scheme, fails to state a claim

because the counterclaim components of that scheme all fail to state valid claims. Because this
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Court has concluded that Amneal has pled viable claims for anticompetitive conduct, it is not
persuaded that Count 6 is invalid because all the other counterclaims are also invalid.

The Court concludes that Teva has failed to persuade that any of the antitrust
counterclaims fail to state a legally cognizable claim for relief, and the Rule 12(b)(6) motion to
dismiss the antitrust counterclaims will be denied.

1. Counterclaim Counts 1-5 and the Listing Statute

As to the delisting counterclaims, Counts 1-5, Teva moves to dismiss them too. Amneal
cross-moves for judgment on the pleadings on Counterclaim Counts 1-5. The Third Circuit has
stated:

We analyze a motion for judgment on the pleadings under Federal Rule of Civil
Procedure Rule 12(c) under the same standards that apply to a Rule 12(b)(6)
motion. Under Rule 12(c), a court must accept all of the allegations in the
pleadings of the party against whom the motion is addressed as true and draw all
reasonable inferences in favor of the non-moving party. A court may grant a Rule
12(c) motion if, on the basis of the pleadings, the movant is entitled to judgment
as a matter of law. A plaintiff can survive a Rule 12(c) motion if her complaint
contains sufficient factual matter to show that the claim is facially plausible, thus
enabling the court to draw the reasonable inference that the defendant is liable for
[the] misconduct alleged.

Bibbs v. Trans Union LLC, 43 F.4th 331, 339 (3d Cir. 2022) (citations omitted.)

In short, Teva contends that the delisting claims are premised on erroneous
interpretations of the Listing Statute. As to Amneal’s motion for judgment on the pleadings,
Amneal and amicus the FTC argue that the listing of the Inhaler Patents in the Orange Book is
improper and not authorized by the Listing Statute. Both of these motions turn on issues of
interpretation of the Listing Statute.

The Listing Statute states, in relevant part:

(b) Filing application; contents.
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1)
(A) Any person may file with the Secretary an application with respect to
any drug subject to the provisions of subsection (a). Such persons shall
submit to the Secretary as part of the application—
(viii) the patent number and expiration date of each patent for which a
claim of patent infringement could reasonably be asserted if a person not
licensed by the owner of the patent engaged in the manufacture, use, or
sale of the drug, and that—
(I) claims the drug for which the applicant submitted the
application and is a drug substance (active ingredient) patent or a
drug product (formulation or composition) patent; or
(1) claims a method of using such drug for which approval is
sought or has been granted in the application.
21 U.S.C. 8 355. Although the Orange Book is not mentioned by name in the statute, the
parties agree that 21 U.S.C. 8 355(b)(1)(A)(viii) states the fundamental requirements to effect the
listing of a patent in the Orange Book. Subsection § 355(b)(1)(A)(viii) authorizes the listing of
certain patents of three kinds: drug substance patents, drug product patents, and method of use
patents. Teva contends that the Inhaler Patents are drug product patents, and that they are
properly listed pursuant to § 355(b)(1)(A)(viii)(l).

Subsection § 355(b)(1)(A)(viii)(l) states two requirements: 1) the patent must “claim(]
the drug for which the applicant submitted the application;” and 2) the patent must be directed to
a drug substance or a drug product. This Court finds that the listing issue in this case turns on
the interpretation of the first element and concludes, in short, that the Inhaler Patents do not
claim the drug for which the applicant submitted the application.

There is no dispute that the Inhaler Patents contain no claim for the active ingredient at

issue, albuterol sulfate. Amneal contends that the Inhaler Patents do not meet the requirement

that they claim the relevant drug. The FTC agrees.

10
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Teva points out that the word “drug” in § 355 is expressly defined in 21 U.S.C. §

321(g)(1):

The term “drug” means (A) articles recognized in the official United States

Pharmacopoeia, official Homoeopathic Pharmacopoeia of the United States, or

official National Formulary, or any supplement to any of them; and (B) articles

intended for use in the diagnosis, cure, mitigation, treatment, or prevention of

disease in man or other animals; and (C) articles (other than food) intended to

affect the structure or any function of the body of man or other animals; and (D)

articles intended for use as a component of any article specified in clause (A), (B),

or (C).
The Court acknowledges that this definition includes articles intended for use in the treatment of
disease, and that the ProAir® HFA inhaler falls within its scope. The problem for Teva is that
this broad statutory definition of drug does not suffice to establish that the Inhaler Patents claim
the drug for which Teva submitted its application, NDA No. 021457.2 Teva offers the FDA
approval letter for this NDA, dated October 29, 2004; the first line of this letter states: “Please
refer to your new drug application (NDA) dated January 30, 2003, received January 31, 2003,
submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act for
albuterol sulfate HFA Inhalation Aerosol.” (Answer Ex. A at 1.) According to the FDA, the
drug for which the applicant submitted the NDA is “albuterol sulfate HFA Inhalation Aerosol.”

Furthermore, the Amended Complaint states:

45. Teva Branded is the holder of New Drug Application (“NDA”) No. 021457,
under which FDA approved the commercial marketing of ProAir® HFA
(albuterol sulfate) Inhalation Aerosol on October 29, 2004. ProAir® HFA
(albuterol sulfate) Inhalation Aerosol is indicated for the treatment or prevention
of bronchospasm in patients 4 years of age and older with reversible obstructive

3 It is not sufficient that a patent claim a drug that falls within the scope of the definition of
“drug” in 21 U.S.C. § 321(g)(1); the statute requires that the patent claim the drug for which the
applicant submitted the application. Teva overlooks the significance of the statutory language
that modifies the phrase, “the drug.”
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airway disease and for the prevention of exercise-induced bronchospasm in
patients 4 years of age and older.

46. On October 1, 2022, the manufacturing of branded ProAir® HFA (albuterol
sulfate) Inhalation Aerosol was discontinued. Teva USA currently distributes an
authorized generic of ProAir® HFA (albuterol sulfate) Inhalation Aerosol under
NDA No. 021457 in the United States.
Teva has thus premised this case on the factual allegation that the subject of NDA No. 021457
was the product, “ProAir® HFA (albuterol sulfate) Inhalation Aerosol.” It is undisputed that
no claim in any of the Inhaler Patents discloses albuterol sulfate.

The First Circuit construed the phrase, a patent which “claims the drug for which the

applicant submitted the application,” as used in § 355, in Cesar Castillo, Inc. v. Sanofi-Aventis

U.S., LLC (In re Lantus Direct Purchaser Antitrust Litig.), 950 F.3d 1, 3 (1st Cir. 2020). Teva

objects that, despite Lantus being a 2020 case, Congress has since changed the language of § 355

with the passage of the Orange Book Transparency Act (“OBTA”). Indeed, the OTBA did
make changes to the language of § 355, but the key phrase, “claims the drug for which the
applicant submitted the application,” has not changed. At the time the First Circuit decided
Lantus, the listing provision in § 355 required that the NDA applicant list a patent which “claims
the drug for which the applicant submitted the application,” and the current Listing Statute
contains the same requirement today. Congress may have amended parts of the Listing Statute,
but the OTBA did not change this particular requirement for listing a patent in the Orange Book:
a listed patent must still claim the drug for which the applicant submitted the application.

In Lantus, Sanofi a filed a supplemental NDA “to sell insulin glargine in a disposable
injector pen device called the Lantus SoloSTAR.” Lantus, 950 F.3d at 5. The patent at issue,

the ‘864 patent, was directed to drive mechanisms used in drug delivery devices. Id. In short,

12
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the First Circuit found that the ‘864 patent did not claim the drug for which the applicant
submitted the application. 1d. at8. Moreover, the First Circuit rejected the idea that § 355
authorizes the listing of “patents that claim only components of a proposed drug.” Id. at 9.
The Court concluded:

More importantly, even assuming that the drive mechanism claimed by the ‘864

patent is itself a drug, we still find Sanofi falling short of its goal because the

drive mechanism is not the “drug for which [Sanofi] submitted” the NDA. 21

U.S.C. 8 355(b)(1). For that reason alone the patent for the drive mechanism does

not qualify for listing in the Orange Book as claiming the Lantus SoloSTAR.

The statute and regulations clearly require that only patents that claim the drug for

which the NDA is submitted should be listed in the Orange Book. The ‘864

patent, which neither claims nor even mentions insulin glargine or the Lantus

SoloSTAR, does not fit the bill.

Id. at 9-10.

The facts of Lantus are parallel to those of the instant case. The Inhaler Patents are
directed to components of a metered inhaler device, but do not claim or even mention albuterol
sulfate or the ProAir® HFA. The applicant filed an NDA for an albuterol sulfate HFA
Inhalation Aerosol. The statutory requirement that each patent “claim[] the drug for which the
applicant submitted the application” is not met.

The FTC points out that the Second Circuit followed the relevant reasoning of Lantus in

United Food & Commer. Workers Local 1776 v. Takeda Pharm. Co., 11 F.4th 118, 134 (2d Cir.

2021). United is a meaty opinion and much could be said about it, but two points are most
relevant: 1) the Second Circuit decided United after passage of the OBTA and agreed with the
pre-OBTA Lantus decision about the interpretation of “claims the drug for which the applicant
submitted the application” in the Listing Statute; and 2) “claims” in the Listing Statute has the
meaning established in patent law: “patent claims ‘are the numbered paragraphs which

13

Appx36



Case 2:23-cv-20964-SRC-MAH Document 88 Filed 06/10/24 Page 14 of 17 PagelD: 2371

particularly point out and distinctly claim the subject matter which the applicant regards as his

invention” (United, 11 F.4" at 132 (quoting Corning Glass Works v. Sumitomo Elec. U.S.A.,

Inc., 868 F.2d 1251, 1258 (Fed. Cir. 1989)). Applying the Second Circuit’s analysis to the
instant case, because the Inhaler Patents plainly do not regard an “albuterol sulfate HFA
Inhalation Aerosol” as that which was invented, they do not claim the drug for which the
applicant submitted the NDA application.

Teva offers two strategies that attempt to expand the scope of the key phrase in 8 355,
“claims the drug.”  First, Teva proffers a confusing set of arguments about the meaning of the
word, “claims.”  Teva begins with the uncontroversial proposition that the word “claims” in the
Listing Statute “should be given its meaning under patent law.” (Pls.” MJP Opp. Br. at 13.)
Somehow, Teva ends up at the position that “a patent ‘claims’ a product if the patent would be
infringed by the product.” (ld. at 15.) In support, Teva relies on the Second Circuit’s decision
in United Food. (1d.) The problem for Teva is that, as just stated, the Second Circuit in
United Food based its entire analysis on this fundamental principle: “patent claims ‘are the
numbered paragraphs which particularly point out and distinctly claim the subject matter which

the applicant regards as his invention.” (United, 11 F.4" at 132 (quoting Corning Glass Works

v. Sumitomo Elec. U.S.A., Inc., 868 F.2d 1251, 1258 (Fed. Cir. 1989)). Thus, a patent claims
only that subject matter that it has particularly pointed out as the invention, and no more. This
is inconsistent with Teva’s contention that a patent claims all products that are infringing.
Furthermore, the Second Circuit carefully explained the difference between the meaning of
“claims” in patent law and “infringement.” Id. at 134. In short, Teva has failed to persuade

that, applying the common meaning of “claims” in patent law, any claim in any of the Inhaler

14
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Patents particularly identifies the subject of the NDA application, an albuterol sulfate HFA
Inhalation Aerosol, as the invention.

Second, Teva points to the broad statutory definition of “drug.” The Court agrees with
Teva that the statute, 21 U.S.C. § 321(g)(1), expressly gives the term, “drug,” a broad scope, and
specifically includes “articles intended for use as a component of any article” intended for use
for the treatment of disease. Given the broad statutory definition of “drug,” the Inhaler Patents
do claim articles intended for use as a component of the ProAir® HFA (albuterol sulfate)
Inhalation Aerosol, and it is undisputed that the albuterol sulfate HFA Inhalation Aerosol is
intended for the treatment of disease. The problem for Teva is that this determination does not
suffice to establish that the Inhaler Patents “claim[] the drug for which the applicant submitted
the application,” as required by the Listing Statute. Teva’s arguments overlook the statutory
phrase which modifies “drug:” “for which the applicant submitted the application.” The drug
for which the applicant submitted the application is “albuterol sulfate HFA Inhalation Aerosol.”
The Inhaler Patents do not contain any claims which claim “albuterol sulfate HFA Inhalation
Aerosol.” In short, the fact that the statutory definition of “drug” expressly includes devices for
treating disease, and their components, does not nullify the restrictive action of the modifying
phrase, “for which the applicant submitted the application.” Teva tries hard to get around the
effect of this modifying phrase, but fails to do so.

Lastly, as already noted, Teva maintains that the Inhaler Patents have been listed as “drug
product” patents, within the meaning of § 355. The relevant Regulation defines “drug product”
as follows: “Drug product is a finished dosage form, e.g., tablet, capsule, or solution, that

contains a drug substance, generally, but not necessarily, in association with one or more other
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ingredients.” 21 C.F.R. § 314.3(b). As the FTC observes, the Regulations also state: “For
patents that claim a drug product, the applicant must submit information only on those patents
that claim the drug product, as is defined in 8 314.3, that is described in the pending or approved
NDA.” 21 C.F.R. § 314.53(b)(1)(italics added). The Inhaler Patents do not claim the
“finished dosage form” that is the subject of NDA No. 021457.

Furthermore, the FTC cites a response to public comments made by the FDA during the
2003 rulemaking process for the Regulation, 21 C.F.R. § 314.53:

(Comment 3) Most comments agreed that patents claiming packaging should not
be submitted for listing. However, some comments stated that patents claiming
devices or containers that are “integral” to the drug product or require prior FDA
approval should be submitted and listed. These comments distinguished between
packaging and devices such as metered dose inhalers and transdermal patches,
which are drug delivery systems used and approved in combination with a drug.

(Response) We agree that patents claiming a package or container must not be
submitted. Such packaging and containers are distinct from the drug product and
thus fall outside of the requirements for patent submission. However, we have
clarified the rule to ensure that if the patent claims the drug product as defined in
8 314.3, the patent must be submitted for listing.

Section 314.3 defines a “drug product” as “* * * a finished dosage form, for
example, tablet, capsule, or solution, that contains a drug substance, generally, but
not necessarily, in association with one or more other ingredients.” The appendix
in the Orange Book lists current dosage forms for approved drug products. The
list includes metered aerosols, capsules, metered sprays, gels, and pre-filled drug
delivery systems. The key factor is whether the patent being submitted claims the
finished dosage form of the approved drug product. Patents must not be submitted
for bottles or containers and other packaging, as these are not “dosage forms.”
68 Fed. Reg. 36676, 36680 (italics added). The Inhaler Patents do not claim the finished
dosage form of the approved drug product.
The Court concludes that the Inhaler Patents do not meet a key requirement of the Listing

Statute: they do not claim “the drug for which the applicant submitted the application,” NDA No.
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021457, ProAir® HFA (albuterol sulfate) Inhalation Aerosol. Nor do the Inhaler Patents claim
the “finished dosage form” that is the subject of that NDA application. Because the Inhaler
Patents fail to meet these requirements, that have been improperly listed in the Orange Book.
As to Counterclaim Counts 1-5, Teva’s motion to dismiss will be denied. Amneal has
demonstrated that, on the basis of the pleadings, it is entitled to judgment as a matter of law on
Counterclaim Counts 1-5.  Amneal’s motion for judgment on the pleadings will be granted.

For these reasons,

IT IS on this 10th day of June, 2024

ORDERED that Plaintiff’s motion to dismiss Counterclaim Counts 1-10 (Docket Entry
No. 26) is DENIED; and it is further

ORDERED that Defendant’s motion for partial judgment on the pleadings (Docket Entry
No. 41) is GRANTED; and it is further

ORDERED that Judgment is entered in Defendants’ favor as to Counts 1-5 of
Defendants’ Counterclaims; and it is further

ORDERED that it is the Judgment of this Court that U.S. Patent Nos. 8,132,712,
9,463,289, 9,808,587, 10,561,808, and 11,395,889 have been improperly listed in the Orange
Book in regard to the drug product that is the subject of NDA No. 021457; and it is further

ORDERED that, pursuant to 21 U.S.C. § 355(j)(5)(c)(ii)(I), Teva must correct or delete

the relevant Orange Book patent information listings to reflect the Judgment of this Court.

/s Stanley R. Chesler
STANLEY R. CHESLER. U.S.D.J.
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Docket Text

10/06/2023

[—

COMPLAINT against AMNEAL IRELAND LIMITED, AMNEAL PHARMACEUTICALS INC.,
AMNEAL PHARMACEUTICALS LLC, AMNEAL PHARMACEUTICALS OF NEW YORK, LLC (
Filing and Admin fee $ 402 receipt number ANJDC-14771159) , Related Case Selected, filed by TEVA
BRANDED PHARMACEUTICAL PRODUCTS R&D, INC., TEVA PHARMACEUTICALS USA,
INC., NORTON (WATERFORD) LTD.. (Attachments: # 1 Exhibit A-C, # 2 Exhibit D-F, # 3 Civil
Cover Sheet, #4 AO120 Form I, # 5 Ao 120 Form IT)(WALSH, LIZA) (Entered: 10/06/2023)

10/06/2023

[\S)

Corporate Disclosure Statement by NORTON (WATERFORD) LTD., TEVA BRANDED
PHARMACEUTICAL PRODUCTS R&D, INC., TEVA PHARMACEUTICALS USA, INC..
(WALSH, LIZA) (Entered: 10/06/2023)

10/10/2023

Case assigned to Judge Claire C. Cecchi and Magistrate Judge James B. Clark. (jr) (Entered:
10/10/2023)

10/11/2023

|98

AO120 Patent/Trademark Form filed. (Attachments: # 1 Complaint and Exhibits) (jd, ) (Entered:
10/11/2023)

10/11/2023

-~

SUMMONS ISSUED as to AMNEAL IRELAND LIMITED, AMNEAL PHARMACEUTICALS INC.,
AMNEAL PHARMACEUTICALS LLC, AMNEAL PHARMACEUTICALS OF NEW YORK, LLC.
Attached is the official court Summons, please fill out Defendant and Plaintiffs attorney information
and serve. (jd, ) (Entered: 10/11/2023)

10/13/2023

TEXT ORDER REASSIGNING CASE. Case reassigned to Judge Julien Xavier Neals and Magistrate
Judge Michael A. Hammer for all further proceedings. Judge Claire C. Cecchi, Magistrate Judge James
B. Clark no longer assigned to case. So Ordered by Chief Judge Renee Marie Bumb on 10/13/23. (ak, )
(Entered: 10/13/2023)

10/16/2023

IoN

NOTICE of Appearance by SELINA MIRIAM ELLIS on behalf of NORTON (WATERFORD) LTD.,
TEVA BRANDED PHARMACEUTICAL PRODUCTS R&D, INC., TEVA PHARMACEUTICALS
USA, INC. (ELLIS, SELINA) (Entered: 10/16/2023)

https://ecf.njd.uscourts.gov/cgi-bin/DktRpt.pl?978773031942619-L_1_0-1

Appx44

4/14



7/15/24, 7:12 AM

CM/ECF LIVE - U.S. District Court for the District of New Jersey

10/16/2023

Notice of Judicial Preferences. Click here for the Judge's Individual Procedure Requirements. (kd)
(Entered: 10/16/2023)

10/27/2023

I~

AMENDED COMPLAINT against AMNEAL IRELAND LIMITED, AMNEAL
PHARMACEUTICALS INC., AMNEAL PHARMACEUTICALS LLC, AMNEAL
PHARMACEUTICALS OF NEW YORK, LLC, filed by TEVA BRANDED PHARMACEUTICAL
PRODUCTS R&D, INC., TEVA PHARMACEUTICALS USA, INC., NORTON (WATERFORD)
LTD.. (Attachments: # 1 Exhibit A-E)(WALSH, LIZA) (Entered: 10/27/2023)

10/30/2023

TEXT ORDER: Plaintiff shall mail a tabbed courtesy copy of the Amended Complaint 7 to Chambers
by 11/6/2023. So Ordered by Magistrate Judge Michael A. Hammer on 10/30/2023. (jqb, ) (Entered:
10/30/2023)

11/09/2023

[Ne)

ACKNOWLEDGMENT OF SERVICE Executed by TEVA BRANDED PHARMACEUTICAL
PRODUCTS R&D, INC., TEVA PHARMACEUTICALS USA, INC., NORTON (WATERFORD)
LTD.. (WALSH, LIZA) (Entered: 11/09/2023)

11/09/2023

STIPULATION AND [PROPOSED] ORDER FOR EXTENSION OF TIME by NORTON
(WATERFORD) LTD., TEVA BRANDED PHARMACEUTICAL PRODUCTS R&D, INC., TEVA
PHARMACEUTICALS USA, INC.. (WALSH, LIZA) (Entered: 11/09/2023)

11/13/2023

STIPULATION AND ORDER granting Defendants AMNEAL request for an extension of time to
answer, move, or otherwise respond to Plaintiff's First Amended Complaint in this action, until
12/1/2023. Signed by Magistrate Judge Michael A. Hammer on 11/13/2023. (jd, ) (Entered: 11/13/2023)

12/01/2023

DEFENDANTS' ANSWER to Amended Complaint, Affirmative Defenses and, COUNTERCLAIM
against NORTON (WATERFORD) LTD., TEVA BRANDED PHARMACEUTICAL PRODUCTS
R&D, INC., TEVA PHARMACEUTICALS USA, INC. by AMNEAL PHARMACEUTICALS LLC,
AMNEAL PHARMACEUTICALS OF NEW YORK, LLC, AMNEAL PHARMACEUTICALS INC.,
AMNEAL IRELAND LIMITED. (Attachments: # 1 Exhibit Exh. A, # 2 Exhibit Exh. B, # 3 Exhibit
Exh. C, # 4 Exhibit Exh. D, # 5 Exhibit Exh. E, # 6 Exhibit Exh. F, # 7 Exhibit Exh. G, # 8 Exhibit Exh.
H, # 9 Exhibit Exh. I, # 10 Exhibit Exh. J, # 11 Exhibit Exh. K, # 12 Exhibit Exh. L, # 13 Exhibit Exh.
M, # 14 Exhibit Exh. N, # 15 Exhibit Exh. O, # 16 Exhibit Exh. P, # 17 Exhibit Exh. Q, # 18 Exhibit
Exh. R, # 19 Exhibit Exh. S, # 20 Exhibit Exh. T, # 21 Exhibit Exh. U, # 22 Exhibit Exh. V, # 23
Exhibit Exh. W, # 24 Exhibit Exh. X)(CONROY, REBEKAH) (Entered: 12/01/2023)

12/01/2023

Corporate Disclosure Statement by AMNEAL IRELAND LIMITED, AMNEAL
PHARMACEUTICALS INC., AMNEAL PHARMACEUTICALS LLC, AMNEAL
PHARMACEUTICALS OF NEW YORK, LLC. (CONROY, REBEKAH) (Entered: 12/01/2023)

12/19/2023

Letter from Liza M. Walsh to the Hon. Michael A. Hammer, U.S.M.J. re 12 Answer to Amended
Complaint,,,, Counterclaim,,,. (WALSH, LIZA) (Entered: 12/19/2023)

12/20/2023

LETTER ORDER granting 14 Plaintiffs' Request for an extension from 12/22/2023 until 1/26/2024 to
answer or otherwise respond to Defendants' Counterclaims (D.E. 12 ). Signed by Magistrate Judge
Michael A. Hammer on 12/20/2023. (dam) (Main Document 15 replaced on 12/20/2023) (dam, ).
(Entered: 12/20/2023)

12/20/2023

CLERK'S QUALITY CONTROL MESSAGE - Please be advised that the document attached to 15
Letter Order filed by the Clerk's Office on 12/20/2023 was attached in error. The Clerk's Office has
replaced the document with the correct version. This message is for informational purposes. This

submission will remain on the docket unless otherwise ordered by the court. (dam) (Entered:
12/20/2023)

12/28/2023

16

TEXT ORDER REASSIGNING CASE. Case reassigned to Judge Jamel K. Semper for all further
proceedings. Judge Julien Xavier Neals no longer assigned to case. So Ordered by Chief Judge Rence
Marie Bumb on 12/28/2023. (adc, ) (Entered: 12/28/2023)

01/07/2024

17

TEXT ORDER: Telephone Scheduling Conference set for 2/7/2024 at 4:30 p.m. The parties will dial 1-
888-684-8852 and access code 1456817# to join the conference. The parties file a joint discovery plan
by 2/5/2024. So Ordered by Magistrate Judge Michael A. Hammer on 1/7/2024. (jgb, ) (Entered:
01/07/2024)

01/12/2024

https://ecf.njd.uscourts.gov/cgi-bin/DktRpt.pl?978773031942619-L_1_0-1

Letter from Liza M. Walsh to the Hon. Michael A. Hammer, U.S.M.J. encl. Pro Hac Vice Application
on Consent. (Attachments: # 1 Certification of Liza M. Walsh, # 2 Certification of Christopher T.

Appx45

5114



7/15/24, 7:12 AM

CM/ECF LIVE - U.S. District Court for the District of New Jersey

Holding, # 3 Certification of Daryl L. Wiesen, # 4 Certification of Natasha E. Daughtrey, # 5
Certification of Louis L. Lobel, # 6 Certification of Thomas V. McTigue IV, # 7 Text of Proposed
Order)(WALSH, LIZA) (Entered: 01/12/2024)

01/12/2024

19

TEXT ORDER REASSIGNING CASE. Case reassigned to Judge Stanley R. Chesler for all further
proceedings. Judge Jamel K. Semper no longer assigned to case. So Ordered by Chief Judge Renee
Marie Bumb on 1/12/2024. (smf) (Entered: 01/12/2024)

01/12/2024

Set/Reset Hearings: Status Conference set for 1/17/2024 at 01:00 PM before Judge Stanley R. Chesler.
ORDERED TRIAL COUNSEL WITH FULL SETTLEMENT AUTHORITY ALONG WITH LOCAL
COUNSEL MUST APPEAR IN PERSON. (tt, ) (Entered: 01/12/2024)

01/16/2024

CONSENT ORDER granting 18 the application for the pro hac vice admission of attorneys
CHRISTOPHER T. HOLDING, DARYL L. WIESEN, NATASHA E. DAUGHTREY, LOUIS L.
LOBEL, and THOMAS V. MCTIGUE 1V. Signed by Magistrate Judge Michael A. Hammer on
1/16/2024. (jd, ) (Entered: 01/16/2024)

01/16/2024

Set/Reset Hearings: Status Conference set for 3/5/2024 at 10:00 AM before Judge Stanley R. Chesler.
ORDERED TRIAL COUNSEL WITH FULL SETTLEMENT AUTHORITY ALONG WITH LOCAL
COUNSEL MUST APPEAR IN PERSON. (tt, ) (Entered: 01/16/2024)

01/17/2024

Letter from Liza M. Walsh to the Hon. Michael A. Hammer, U.S.M.J. re 17 Order,, Set/Clear Flags,.
(WALSH, LIZA) (Entered: 01/17/2024)

01/18/2024

22

TEXT ORDER: At the request of Plaintiffs' Counsel, the Rule 16 scheduling conference is adjourned to
February 21, 2024 at 3:30 p.m. The conference will be held in person in Courtroom 2C in the Martin
Luther King Building and U.S. Courthouse. The parties shall file their joint discovery plan not later than
February 16, 2024. So Ordered by Magistrate Judge Michael A. Hammer on 1/18/24. (tad) (Entered:
01/18/2024)

01/24/2024

Letter from Liza M. Walsh to the Hon. Michael A. Hammer, U.S.M.J.. (WALSH, LIZA) (Entered:
01/24/2024)

01/25/2024

Letter from Defendant Amneal Pharmaceuticals LLC to the Hon. Michael A. Hammer, U.S.M.J. re 23
Letter. (Attachments: # 1 Exhibit Exhibit 1, # 2 Exhibit Exhibit 2, # 3 Exhibit Exhibit 3, # 4 Exhibit
Exhibit 4, # 5 Exhibit Exhibit 5)(CONROY, REBEKAH) (Entered: 01/25/2024)

01/26/2024

25

TEXT ORDER: The Court has considered Teva's January 24, 2024 letter request to file its answer to the
counterclaims until after the District Court rules on Teva's motion to dismiss certain of those
counterclaims, pursuant to Local Civil Rule 12.2. The Court also has considered Amneal's January 25,
2024 letter setting forth its objections to Teva's proposal, and requesting that Amneal be permitted to
proceed now on its anticipated Rule 12(c) motion. In the interest of judicial efficiency, and it appearing
that the subject matter of Teva's Rule 12(b)(6) motion and the subject matter of Amneal's anticipated
Rule 12(c) motion will likely overlap, and that both Teva's Rule 12(b)(6) motion and Amneal's Rule
12(c) motion will apply the same legal standard: (1) Teva's request is granted. Teva shall file the answer
to all remaining counterclaims upon resolution of the Rule 12(b)(6) motion; and (2) Amneal may
proceed at this time with its Rule 12(c) motion. To the extent Teva posits that Amneal's Rule 12(c)
motion must await closure of the operative pleadings, that assertion is not well taken. It is well settled
that the Court has the discretion to structure Rule 12 motion practice so as to promote timely and
efficient resolution of the pleadings, and secure the just and speedy resolution of litigation particularly
where, as here, there is likely significant overlap in the subject matter of the anticipated motions and the
legal standard is virtually identical. See Fed. R. Civ. P. 1, 16 The Court also is not persuaded that
Amneal's Rule 12(c) motion necessarily requires an answer to the de-listing counterclaims. Finally, the
February 21, 2024 in-person Rule 16 conference shall proceed as scheduled. So Ordered by Magistrate
Judge Michael A. Hammer on 1/26/2024. (Hammer, Michael) (Entered: 01/26/2024)

01/26/2024

Pro Hac Vice fee received for Christopher T. Holding, Daryl L. Wiesen, Natasha E. Daughtrey, Louis L.
Lobel and Thomas V. McTigue IV: § 750, receipt number 136721 (jjc, ) (Entered: 01/26/2024)

01/26/2024

MOTION to Dismiss DEFENDANTS' COUNTERCLAIM COUNTS 1-10 by NORTON (WATERFORD)
LTD., TEVA BRANDED PHARMACEUTICAL PRODUCTS R&D, INC., TEVA
PHARMACEUTICALS USA, INC.. (Attachments: # 1 Declaration of Liza M. Walsh, # 2 Exhibit 2, # 3
Exhibit 3, # 4 Text of Proposed Order)(WALSH, LIZA) (Entered: 01/26/2024)
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01/26/2024 27 | BRIEF in Support filed by NORTON (WATERFORD) LTD., TEVA BRANDED
PHARMACEUTICAL PRODUCTS R&D, INC., TEVA PHARMACEUTICALS USA, INC. re 26
MOTION to Dismiss DEFENDANTS' COUNTERCLAIM COUNTS 1-10 (Under Seal) (Attachments: #
1 Exhibit 1 (Under Seal))(WALSH, LIZA)

NOTICE TO COUNSEL: Counsel is advised that pursuant to Local Civil Rule 5.3(c)(2), a single, consolidated motion to seal
shall be filed within 14 days following the completed briefing of the materials sought to be sealed, or within 14 days following
the date on which the last of such materials was filed under temporary seal if the motion is resolved, unless otherwise directed

by the Court. (Entered: 01/26/2024)

01/29/2024 | 28 |REDACTION to 27 Brief in Support of Motion,, by NORTON (WATERFORD) LTD., TEVA
BRANDED PHARMACEUTICAL PRODUCTS R&D, INC., TEVA PHARMACEUTICALS USA,
INC.. (WALSH, LIZA) (Entered: 01/29/2024)

01/29/2024 29 | Notice of Request by Pro Hac Vice Christopher T. Holding to receive Notices of Electronic Filings.
(WALSH, LIZA) (Entered: 01/29/2024)

01/29/2024 30 | Notice of Request by Pro Hac Vice Daryl L. Wiesen to receive Notices of Electronic Filings. (WALSH,
LIZA) (Entered: 01/29/2024)

01/29/2024 31 | Notice of Request by Pro Hac Vice Natasha E. Daughtrey to receive Notices of Electronic Filings.
(WALSH, LIZA) (Entered: 01/29/2024)

01/29/2024 32 | Notice of Request by Pro Hac Vice Louis L. Lobel to receive Notices of Electronic Filings. (WALSH,
LIZA) (Entered: 01/29/2024)

01/29/2024 33 | Notice of Request by Pro Hac Vice Thomas V. McTigue IV to receive Notices of Electronic Filings.
(WALSH, LIZA) (Entered: 01/29/2024)

01/29/2024 Set Deadlines as to 26 MOTION to Dismiss DEFENDANTS' COUNTERCLAIM COUNTS 1-10.
Motion set for 2/20/2024 before Judge Stanley R. Chesler. Unless otherwise directed by the Court, this
motion will be decided on the papers and no appearances are required. Note that this is an automatically

generated message from the Clerk's Office and does not supersede any previous or subsequent orders
from the Court. (jd, ) (Entered: 01/29/2024)

01/31/2024 Pro Hac Vice counsel, CHRISTOPHER T. HOLDING, DARYL L. WIESEN, NATASHA E.
DAUGHTREY, LOUIS L. LOBEL and THOMAS MCTIGUE, has been added to receive Notices of
Electronic Filing. Pursuant to L.Civ.R. 101.1, only local counsel are entitled to sign and file papers,
enter appearances and receive payments on judgments, decrees or orders. (jd, ) (Entered: 01/31/2024)

02/06/2024 34 | Letter from Defendants on Behalf of All Parties to the Hon. Michael A. Hammer, U.S.M.J.. (CONROY,
REBEKAH) (Entered: 02/06/2024)

02/07/2024 35 | LETTER ORDER granting 34 Joint consolidated briefing schedule and page limits for Plaintiffs'.
Signed by Magistrate Judge Michael A. Hammer on 2/7/2024. (jd, ) (Entered: 02/08/2024)

02/09/2024 36 | NOTICE of Appearance by HECTOR DANIEL RUIZ on behalf of NORTON (WATERFORD) LTD.,
TEVA BRANDED PHARMACEUTICAL PRODUCTS R&D, INC., TEVA PHARMACEUTICALS
USA, INC. (RUIZ, HECTOR) (Entered: 02/09/2024)

02/09/2024 37 | NOTICE of Appearance by CHRISTINE CLARK on behalf of NORTON (WATERFORD) LTD.,
TEVA BRANDED PHARMACEUTICAL PRODUCTS R&D, INC., TEVA PHARMACEUTICALS
USA, INC. (CLARK, CHRISTINE) (Entered: 02/09/2024)

02/14/2024 38 | Letter from Liza M. Walsh to the Hon. Michael A. Hammer, U.S.M.J. encl. Joint Discovery Plan.
(Attachments: # 1 Joint Discovery Plan)(WALSH, LIZA) (Entered: 02/14/2024)

02/16/2024 39 | Letter from Liza M. Walsh to the Hon. Michael A. Hammer, U.S.M.J.. (CLARK, CHRISTINE)
(Entered: 02/16/2024)

02/20/2024 40 | TEXT ORDER: The Court has reviewed the parties' February 16, 2024 letter [D.E. 39], which requests
that the February 21st Rule 16 conference proceed via telephonically. In an effort to accommodate
counsel, and in view of there being no disputes at this time, the conference shall proceed via Microsoft
Teams at the same time. The Court will provide the Teams link to counsel. So Ordered by Magistrate
Judge Michael A. Hammer on 2/20/2024. (Hammer, Michael) (Entered: 02/20/2024)
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02/20/2024

MOTION for Judgment on the Pleadings as to Counterclaims 1-5 by AMNEAL IRELAND LIMITED,
AMNEAL PHARMACEUTICALS INC., AMNEAL PHARMACEUTICALS LLC, AMNEAL
PHARMACEUTICALS OF NEW YORK, LLC. (Attachments: # 1 Declaration of Rebekah Conroy, # 2
Exhibit 1 to Conroy Decl., # 3 Exhibit 2 to Conroy Decl., # 4 Exhibit 3 to Conroy Decl., # 5 Exhibit 4
to Conroy Decl., # 6 Exhibit 5 to Conroy Decl., # 7 Exhibit 6 to Conroy Decl., # 8 Exhibit 7 to Conroy
Decl., # 9 Exhibit 8 to Conroy Decl., # 10 Exhibit 9 to Conroy Decl., # 11 Exhibit 10 to Conroy Decl., #
12 Exhibit 11 to Conroy Decl., # 13 Exhibit 12 to Conroy Decl., # 14 Text of Proposed Order Granting
Motion for Judgment on the Pleadings as to Counterclaims 1-5)(CONROY, REBEKAH) (Entered:
02/20/2024)

02/20/2024

BRIEF in Support filed by AMNEAL IRELAND LIMITED, AMNEAL PHARMACEUTICALS INC,,
AMNEAL PHARMACEUTICALS LLC, AMNEAL PHARMACEUTICALS OF NEW YORK, LLC re
26 MOTION to Dismiss DEFENDANTS' COUNTERCLAIM COUNTS 1-10, 41 MOTION for
Judgment on the Pleadings as to Counterclaims 1-5 and in Opposition to Plaintiffs' Motion to Dismiss
(CONROY, REBEKAH)

NOTICE TO COUNSEL: Counsel is advised that pursuant to Local Civil Rule 5.3(c)(2), a single, consolidated motion to seal
shall be filed within 14 days following the completed briefing of the materials sought to be sealed, or within 14 days following
the date on which the last of such materials was filed under temporary seal if the motion is resolved, unless otherwise directed

by the Court. (Entered: 02/20/2024)

02/21/2024

Set Deadlines as to 41 MOTION for Judgment on the Pleadings as to Counterclaims 1-5. Motion set for
3/18/2024 before Judge Stanley R. Chesler. Unless otherwise directed by the Court, this motion will be
decided on the papers and no appearances are required. Note that this is an automatically generated

message from the Clerk's Office and does not supersede any previous or subsequent orders from the
Court. (jd, ) (Entered: 02/21/2024)

02/21/2024

PRETRIAL SCHEDULING ORDER. Signed by Magistrate Judge Michael A. Hammer on 2/21/2024.
(jd, ) (Entered: 02/22/2024)

02/21/2024

Minute Entry for proceedings held before Magistrate Judge Michael A. Hammer: Scheduling
Conference held on 2/21/2024. (ECR) (jgb, ) (Entered: 02/22/2024)

02/22/2024

Letter from Defendants with Consent of All Parties re 35 Order. (CONROY, REBEKAH) (Entered:
02/22/2024)

02/23/2024

LETTER ORDER granting 44 Defendant's request for a one-week extension to the briefing schedule for
the pending motions. Signed by Magistrate Judge Michael A. Hammer on 2/22/2024. (jd, ) Modified on
2/23/2024 (jd, ). (Entered: 02/23/2024)

02/26/2024

Letter from Liza M. Walsh, Esq. to the Hon. Michael A. Hammer, U.S.M.J... (WALSH, LIZA)
(Entered: 02/26/2024)

02/27/2024

47

TEXT ORDER: There will be a telephone conference today at 4:00 p.m. to discuss the parties' February
26, 2024 proposal to extend the deadline to serve written discovery until thirty days before the close of
fact discovery. Counsel will dial 1-888-684-8852 and enter 1456817# to join the conference. So
Ordered by Magistrate Judge Michael A. Hammer on 2/27/2024. (Hammer, Michael) (Entered:
02/27/2024)

02/27/2024

REDACTION to 42 Brief in Support of Motion,,, Redacted Memorandum of Law by AMNEAL
IRELAND LIMITED, AMNEAL PHARMACEUTICALS INC., AMNEAL PHARMACEUTICALS
LLC, AMNEAL PHARMACEUTICALS OF NEW YORK, LLC. (CONROY, REBEKAH) (Entered:
02/27/2024)

02/27/2024

49

TEXT ORDER: As discussed during today's telephone conference, the parties shall meet and confer and
file a proposed amended scheduling order not later than March 8, 2024. So Ordered by Magistrate
Judge Michael A. Hammer on 2/27/24. (tad) (Entered: 02/27/2024)

02/27/2024

Minute Entry for proceedings held before Magistrate Judge Michael A. Hammer: Status Conference
held on 2/27/2024. (ECR) (jgb, ) (Entered: 02/27/2024)

03/05/2024

Minute Entry for proceedings held before Judge Stanley R. Chesler: Status Conference held on
3/5/2024. Local and Trial Counsel present. Pro hac vice for defendants shall be filed. (tt, ) (Entered:
03/05/2024)
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03/05/2024 51 | MOTION for Leave to File Motion for Leave to File as Amicus by March 22, 2024 by FEDERAL
TRADE COMMISSION. (Attachments: # 1 Text of Proposed Order Proposed Order)(VETTRAINO,
BRADLEY) (Entered: 03/05/2024)

03/06/2024 52 | Letter from Liza M. Walsh to the Hon. Michael A. Hammer, U.S.M.J. encl. Proposed Stipulated
Discovery Confidentiality Order. (Attachments: # 1 Text of Proposed Order, # 2 Declaration of Liza M.
Walsh, # 3 Declaration of Rebekah Conroy)(WALSH, LIZA) (Entered: 03/06/2024)

03/07/2024 Set Deadlines as to 51 MOTION for Leave to File Motion for Leave to File as Amicus by March 22,
2024. Motion set for 4/1/2024 before Magistrate Judge Michael A. Hammer. Unless otherwise directed
by the Court, this motion will be decided on the papers and no appearances are required. Note that this
is an automatically generated message from the Clerk's Office and does not supersede any previous or
subsequent orders from the Court. (jd, ) (Entered: 03/07/2024)

03/07/2024 53 | Discovery Confidentiality Order. Signed by Magistrate Judge Michael A. Hammer on 3/7/2024. (jd, )
(Entered: 03/07/2024)

03/08/2024 54 | ORDER granting the Federal Trade Commission's 51 Motion for Leave to File a Motion Seeking Leave
to File an Amicus Brief. Signed by Judge Stanley R. Chesler on 3/8/2024. (mxw, ) (Entered:
03/08/2024)

03/08/2024 55 | Letter from Liza M. Walsh to the Hon. Michael A. Hammer, U.S.M.J. re 49 Order. (Attachments: # 1
Text of Proposed Order)(WALSH, LIZA) (Entered: 03/08/2024)

03/11/2024 56 | AMENDED PRETRIAL SCHEDULING ORDER. Signed by Magistrate Judge Michael A. Hammer on
3/11/2024. (jd, ) (Entered: 03/11/2024)

03/11/2024 57 | Letter from Liza M. Walsh to the Hon. Michael A. Hammer, U.S.M.J. re briefing schedule. (CLARK,
CHRISTINE) (Entered: 03/11/2024)

03/12/2024 58 | LETTER ORDER granting 57 the parties request to modify the briefing schedule. TEVA's consolidated
opposition papers to AMNEAL'S motion and reply brief due on 4/15/2024. Signed by Magistrate Judge
Michael A. Hammer on 3/12/2024. (jd, ) (Entered: 03/12/2024)

03/13/2024 59 | Letter from Defendants Seeking Pro Hac Vice Admission of Counsel with Consent. (Attachments: # 1
Certification of Rebekah Conroy, # 2 Certification of Jeremy J. Edwards, # 3 Certification of Steven A.
Maddox, # 4 Certification of Melissa Hatch O'Donnell, # 5 Certification of Robin P. Sumner, # 6
Certification of Andrew P. Zappia, # 7 Text of Proposed Order Admitting Counsel Pro Hac Vice by
Consent)(CONROY, REBEKAH) (Entered: 03/13/2024)

03/13/2024 60 | ORDER granting 59 Application for the admission of pro hac vice Attorneys JEREMY J. EDWARDS,
STEVEN A. MADDOX, MELISSA HATCH O'DONNELL, ROBIN P. SUMNER, and ANDREW P.
ZAPPIA. Signed by Magistrate Judge Michael A. Hammer on 3/13/2024.(jd, ) Modified on 3/13/2024
(jd,). (Entered: 03/13/2024)

03/21/2024 62 | Transcript of Hearing held on February 21, 2024, before Magistrate Judge Michael A. Hammer.
Transcriber: King Transcription Services (973-237-6080). NOTICE REGARDING (1) REDACTION
OF PERSONAL IDENTIFIERS IN TRANSCRIPTS AND (2) MOTION TO REDACT AND
SEAL: The parties have seven (7) calendar days to file with the Court a Notice of Intent to Request
Redaction of this Transcript to comply with Fed.R.Civ.P.5.2(a) (personal identifiers). Parties seeking to
redact and seal this Transcript, or portions thereof, pursuant to L.Civ.R. 5.3(g) must e-file a Motion to
Redact and Seal utilizing the event "Redact and Seal Transcript/Digital Recording’. Redaction Request
to Transcription Agency due, but not filed, by 4/11/2024. Redacted Transcript Deadline set for
4/22/2024. Release of Transcript Restriction set for 6/20/2024. (jml) (Entered: 03/22/2024)

03/22/2024 61 | Consent MOTION for Leave to File Brief as Amicus Curiae by FEDERAL TRADE COMMISSION.
(Attachments: # 1 Proposed Amicus Brief, # 2 Text of Proposed Order)(VETTRAINO, BRADLEY)
(Entered: 03/22/2024)

03/25/2024 Set Deadlines as to 61 Consent MOTION for Leave to File Brief as Amicus Curiae. Motion set for
4/15/2024 before Magistrate Judge Michael A. Hammer. Unless otherwise directed by the Court, this
motion will be decided on the papers and no appearances are required. Note that this is an automatically

generated message from the Clerk's Office and does not supersede any previous or subsequent orders
from the Court. (jd, ) (Entered: 03/25/2024)
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03/28/2024 63 | ORDER granting 61 The Federal Trade Commission's Motion for Leave to File as Amicus Curiae.
Signed by Magistrate Judge Michael A. Hammer on 3/28/2024. (jd, ) (Entered: 03/28/2024)

04/15/2024 64 | BRIEF in Opposition filed by All Plaintiffs re 41 MOTION for Judgment on the Pleadings as fo
Counterclaims 1-5 AND REPLY IN SUPPORT OF PLAINTIFFS MOTION TO DISMISS (Attachments:
# 1 Declaration of Liza M. Walsh, # 2 Exhibit 11)(CLARK, CHRISTINE)

NOTICE TO COUNSEL: Counsel is advised that pursuant to Local Civil Rule 5.3(c)(2), a single, consolidated motion to seal
shall be filed within 14 days following the completed briefing of the materials sought to be sealed, or within 14 days following
the date on which the last of such materials was filed under temporary seal if the motion is resolved, unless otherwise directed

by the Court. (Entered: 04/15/2024)

04/15/2024 65 | Exhibit to 64 Brief in Opposition to Motion,, Exhibits 4, 5, 6, 7, 8, 9, and 10 by All Plaintiffs. (CLARK,
CHRISTINE) (Entered: 04/15/2024)

04/15/2024 66 | Certification of Service of Liza M. Walsh on behalf of All Plaintiffs Re 64 Brief in Opposition to
Motion,, 65 Exhibit (to Document). (CLARK, CHRISTINE) (Entered: 04/15/2024)

04/26/2024 67 | Letter from Liza M. Walsh to the Hon. Michael A. Hammer, U.S.M.J.. (WALSH, LIZA) (Entered:
04/26/2024)

04/29/2024 68 | LETTER ORDER granting 67 Plaintiff's request to modify the Amended Pretrial Scheduling Order.
Signed by Magistrate Judge Michael A. Hammer on 4/29/2024. (jd, ) (Entered: 04/29/2024)

05/02/2024 69 | REDACTION to 64 Brief in Opposition to Motion,, by All Plaintiffs. (Attachments: # 1 (Redacted)
Declaration of L. Walsh)(WALSH, LIZA) (Entered: 05/02/2024)

05/07/2024 70 | REPLY BRIEF to Opposition to Motion filed by AMNEAL IRELAND LIMITED, AMNEAL
PHARMACEUTICALS INC., AMNEAL PHARMACEUTICALS LLC, AMNEAL
PHARMACEUTICALS OF NEW YORK, LLC re 41 MOTION for Judgment on the Pleadings as to
Counterclaims 1-5 (CONROY, REBEKAH) (Entered: 05/07/2024)

05/07/2024 Set/Reset Deadlines as to 26 MOTION to Dismiss DEFENDANTS' COUNTERCLAIM COUNTS 1-10,
41 MOTION for Judgment on the Pleadings as to Counterclaims 1-5. Motion set for 5/14/2024 at 10:00
AM in Newark - Courtroom 2 before Judge Stanley R. Chesler. ORDERED ALL PARTIES TO
APPEAR IN PERSON READY TO PROCEED (tt, ) (Entered: 05/07/2024)

05/09/2024 Set/Reset Deadlines as to 26 MOTION to Dismiss DEFENDANTS' COUNTERCLAIM COUNTS 1-10,
41 MOTION for Judgment on the Pleadings as to Counterclaims 1-5. Motion set for 5/22/2024 at 10:00
AM in Newark - Courtroom 2 before Judge Stanley R. Chesler. ORDERED ALL PARTIES TO
APPEAR READY TO PROCEED (tt, ) (Entered: 05/09/2024)

05/13/2024 71 | MOTION for Leave to Appear Pro Hac Vice Kathryn S. Kayali by All Plaintiffs. (Attachments: # 1
Certification of Kathryn S. Kayali, # 2 Certification of Liza M. Walsh, # 3 Text of Proposed Order)
(WALSH, LIZA) (Entered: 05/13/2024)

05/14/2024 72 | TEXT ORDER: In light of the recent amendments to the Amended Pretrial Scheduling Order, D.E. 68,
the telephone conference set for May 20, 2024 is adjourned to August 15, 2024 at 3:00 p.m. Counsel
shall dial 1-888-684-8852 and enter access code 1456817# to join the call. So Ordered by Magistrate
Judge Michael A. Hammer on 5/14/24. (tad) (Entered: 05/14/2024)

05/14/2024 73 | CONSENT ORDER granting 71 Motion for Leave to Appear Pro Hac Vice as to KATHRYN S.
KAYALL Signed by Magistrate Judge Michael A. Hammer on 5/14/2024. (jd, ) (Entered: 05/14/2024)

05/14/2024 74 | Notice of Request by Pro Hac Vice Andrew P. Zappia, Esq. to receive Notices of Electronic Filings. (
Pro Hac Vice fee $ 250 receipt number ANJDC-15366306.) (CONROY, REBEKAH) (Entered:
05/14/2024)

05/14/2024 75 | Notice of Request by Pro Hac Vice Brett Garrrison to receive Notices of Electronic Filings. ( Pro Hac
Vice fee $ 250 receipt number ANJDC-15366333.) (CONROY, REBEKAH) (Entered: 05/14/2024)

05/14/2024 76 | Notice of Request by Pro Hac Vice Jeremy Edwards, Esq. to receive Notices of Electronic Filings. ( Pro
Hac Vice fee § 250 receipt number ANJDC-15366343.) (CONROY, REBEKAH) (Entered: 05/14/2024)

05/14/2024 77 | Notice of Request by Pro Hac Vice Melissa Hatch O'Donnell, Esq. to receive Notices of Electronic
Filings. ( Pro Hac Vice fee § 250 receipt number ANJDC-15366352.) (CONROY, REBEKAH)
(Entered: 05/14/2024)
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05/14/2024 78 | Notice of Request by Pro Hac Vice Robin P. Summer, Esq. to receive Notices of Electronic Filings. (
Pro Hac Vice fee $ 250 receipt number ANJDC-15366358.) (CONROY, REBEKAH) (Entered:
05/14/2024)

05/14/2024 79 | Notice of Request by Pro Hac Vice Steven Maddox, Esq. to receive Notices of Electronic Filings. ( Pro
Hac Vice fee § 250 receipt number ANJDC-15366362.) (CONROY, REBEKAH) (Entered: 05/14/2024)

05/14/2024 Pro Hac Vice counsel, ANDREW P. ZAPPIA, BRETT GARRISON, JEREMY J. EDWARDS,
MELISSA HATCH O'DONNELL, ROBIN P. SUMNER and STEVEN A. MADDOZX, has been added
to receive Notices of Electronic Filing. Pursuant to L.Civ.R. 101.1, only local counsel are entitled to

sign and file papers, enter appearances and receive payments on judgments, decrees or orders. (jd, )
(Entered: 05/14/2024)

05/16/2024 80 | Letter from Liza M. Walsh to the Hon. Michael A. Hammer, U.S.M.J. re 68 Order. (WALSH, LIZA)
(Entered: 05/16/2024)

05/17/2024 81 | LETTER ORDER granting 80 Plaintiff's request to Amend pretrial schedule. Signed by Magistrate
Judge Michael A. Hammer on 5/16/2024. (jd, ) (Entered: 05/17/2024)

05/22/2024 82 | Minute Entry for proceedings held before Judge Stanley R. Chesler: Motion Hearing held on 5/22/2024
re 41 MOTION for Judgment on the Pleadings as to Counterclaims 1-5 filed by AMNEAL
PHARMACEUTICALS LLC, AMNEAL PHARMACEUTICALS INC., AMNEAL IRELAND
LIMITED, AMNEAL PHARMACEUTICALS OF NEW YORK, LLC, 26 MOTION to Dismiss
DEFENDANTS' COUNTERCLAIM COUNTS 1-10 filed by TEVA BRANDED PHARMACEUTICAL
PRODUCTS R&D, INC., NORTON (WATERFORD) LTD., TEVA PHARMACEUTICALS USA,
INC., Motions Taken Under Advisement: DECISION RESERVED (Court Reporter, Mary Jo
Monteleone (973-645-3833)) (tt, ) (Entered: 05/22/2024)

05/23/2024 83 | Letter from Liza M. Walsh to the Hon. Michael A. Hammer, U.S.M.J.. (WALSH, LIZA) (Entered:
05/23/2024)

05/23/2024 85 | LETTER ORDER granting 83 Plaintiff's request for a one-week extension of the deadline for the
parties to negotiate their ESI protocol, until 5/31/2024. Signed by Magistrate Judge Michael A.
Hammer on 5/23/2024. (jd, ) (Entered: 05/24/2024)

05/24/2024 84 | Transcript of Motion Hearing held on May 22, 2024, before Judge Stanley R. Chesler. Court Reporter:
Mary Jo Monteleone (973-645-3833). NOTICE REGARDING (1) REDACTION OF PERSONAL
IDENTIFIERS IN TRANSCRIPTS AND (2) MOTION TO REDACT AND SEAL: The parties
have seven (7) calendar days to file with the Court a Notice of Intent to Request Redaction of this
Transcript to comply with Fed.R.Civ.P.5.2(a) (personal identifiers). Parties seeking to redact and seal
this Transcript, or portions thereof, pursuant to L.Civ.R. 5.3(g) must e-file a Motion to Redact and Seal
utilizing the event 'Redact and Seal Transcript/Digital Recording”. Redaction Request to Court Reporter
due, but not filed, by 6/14/2024. Redacted Transcript Deadline set for 6/24/2024. Release of Transcript
Restriction set for 8/22/2024. (adc) (Entered: 05/24/2024)

05/31/2024 86 | Letter from Liza M. Walsh to the Hon. Michael A. Hammer, U.S.M.]J.. (Attachments: # 1 Text of
Proposed Order)(WALSH, LIZA) (Entered: 05/31/2024)

06/03/2024 87 | STIPULATION AND ORDER Establishing the protocol for the production of documents and
electronically stored information. Signed by Magistrate Judge Michael A. Hammer on 6/3/2024. (jd, )
(Entered: 06/03/2024)

06/10/2024 88 | OPINION & ORDER denying 26 Plaintiff's Motion to Dismiss Counterclaim Counts 1-10; granting 41
Defendant's Motion for Partial Judgment on the Pleadings. Judgment is entered in favor of Counts 1-5
of Defendants' Counterclaims. Signed by Judge Stanley R. Chesler on 6/10/2024. (jd, ) (Entered:
06/10/2024)

06/11/2024 89 | TEXT ORDER: The Court having been informed that Teva intends to file a motion to stay, it is
ORDERED that: 1) Teva shall file its moving papers by close of business today, June 11, 2024; 2)
Amneal shall file its opposition papers by close of business tomorrow, June 12, 2024; and 3) oral
argument on the motion shall be heard on Thursday, June 13, 2024 at 11:00 a.m. (re: O/O (d.e. 88)). So
Ordered by Judge Stanley R. Chesler on 6/11/2024. (tt, ) (Entered: 06/11/2024)

06/11/2024 Set/Reset Hearings: Hearing set for 6/13/2024 at 11:00 AM in Newark - Courtroom 2 before Judge
Stanley R. Chesler. regarding ENTRY ((d.e. 89)). ORDERED ALL PARTIES TO APPEAR IN
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PERSON. (tt, ) (Entered: 06/11/2024)

06/11/2024 90 | MOTION to Stay by All Plaintiffs. (Attachments: # 1 Text of Proposed Order, # 2 Certificate of
Service)(WALSH, LIZA) Modified on 6/14/2024 (jd, ). (Entered: 06/11/2024)

06/11/2024 91 | DECLARATION of Liza M. Walsh re 90 MOTION to Stay by All Plaintiffs. (Attachments: # 1 Brief
Memorandum of Law in Support of Motion to Stay, # 2 Exhibit A, # 3 Exhibit B, # 4 Exhibit C)
(WALSH, LIZA)

NOTICE TO COUNSEL: Counsel is advised that pursuant to Local Civil Rule 5.3(c)(2), a single, consolidated motion to seal
shall be filed within 14 days following the completed briefing of the materials sought to be sealed, or within 14 days following
the date on which the last of such materials was filed under temporary seal if the motion is resolved, unless otherwise directed

by the Court. (Entered: 06/11/2024)

06/11/2024 92 | NOTICE OF APPEAL to Federal Circuit as to 88 Order on Motion to Dismiss,, Order on Motion for
Judgment on the Pleadings, by NORTON (WATERFORD) LTD., TEVA BRANDED
PHARMACEUTICAL PRODUCTS R&D, INC., TEVA PHARMACEUTICALS USA, INC.. Filing fee
$ 605, receipt number ANJDC-15439392. The Clerk's Office hereby certifies the record and the docket
sheet available through ECF to be the certified list in lieu of the record and/or the certified copy of the
docket entries. (WALSH, LIZA) (Entered: 06/11/2024)

06/12/2024 93 | NOTICE of Appearance by SHALOM D STONE on behalf of AMNEAL IRELAND LIMITED,
AMNEAL PHARMACEUTICALS INC., AMNEAL PHARMACEUTICALS LLC, AMNEAL
PHARMACEUTICALS OF NEW YORK, LLC (STONE, SHALOM) (Entered: 06/12/2024)

06/12/2024 94 | BRIEF in Opposition filed by AMNEAL IRELAND LIMITED, AMNEAL PHARMACEUTICALS
INC., AMNEAL PHARMACEUTICALS LLC, AMNEAL PHARMACEUTICALS OF NEW YORK,
LLC re 90 MOTION to Stay (Filed Under Seal) (CONROY, REBEKAH)

NOTICE TO COUNSEL: Counsel is advised that pursuant to Local Civil Rule 5.3(c)(2), a single, consolidated motion to seal
shall be filed within 14 days following the completed briefing of the materials sought to be sealed, or within 14 days following
the date on which the last of such materials was filed under temporary seal if the motion is resolved, unless otherwise directed

by the Court. (Entered: 06/12/2024)

06/12/2024 95 | DECLARATION of Rebekah Conroy re 94 Brief in Opposition to Motion,, by AMNEAL IRELAND
LIMITED, AMNEAL PHARMACEUTICALS INC., AMNEAL PHARMACEUTICALS LLC,
AMNEAL PHARMACEUTICALS OF NEW YORK, LLC. (Attachments: # 1 Exhibit Exhibit 1 to
Conroy Decl., # 2 Exhibit Exhibit 2 to Conroy Decl.)(CONROY, REBEKAH) (Entered: 06/12/2024)

06/12/2024 99 | USCA Case Number 24-1936 for 92 Notice of Appeal (Federal Circuit), filed by TEVA BRANDED
PHARMACEUTICAL PRODUCTS R&D, INC., NORTON (WATERFORD) LTD., TEVA
PHARMACEUTICALS USA, INC.. (Document Restricted - Court Only) (adc, ) (Entered: 06/17/2024)

06/13/2024 96 | Minute Entry for proceedings held before Judge Stanley R. Chesler: Motion Hearing held on 6/13/2024
re 90 MOTION to Stay filed by TEVA BRANDED PHARMACEUTICAL PRODUCTS R&D, INC.,
NORTON (WATERFORD) LTD., TEVA PHARMACEUTICALS USA, INC. Ordered motion granted
for a period of 30 days from this date. OTBSCounsel shall agree on a briefing schedule and submit
those dates to the Court. (Court Reporter, Laurie Engemann (973-776-7714)) (tt, ) (Entered:
06/13/2024)

Letter from Liza M. Walsh to the Hon. Stanley R. Chesler, U.S.D.J.. (Attachments: # 1 Text of Proposed
Order)(WALSH, LIZA) (Entered: 06/13/2024)

06/13/2024 98 | ORDER granting in part 97 Plaintiff's Motion to Stay for thirty (30) days to permit resolution of an
application to the United States Court of Appeals for the Federal Circuit. Staying the 88 Injunction
Order for a period of thirty (30) days, and shall expire on 7/15/2024. The Parties shall meet and confer
and propose to the Federal Circuit a briefing schedule for Teva's application for a stay and a briefing
schedule for the appeal. Signed by Judge Stanley R. Chesler on 6/13/2024. (jd, ) Modified on 6/14/2024
(jd, ). (Entered: 06/14/2024)

ORDER of USCA as to 92 Notice of Appeal (Federal Circuit), filed by TEVA BRANDED
PHARMACEUTICAL PRODUCTS R&D, INC., NORTON (WATERFORD) LTD., TEVA
PHARMACEUTICALS USA, INC. (adc, ) (Entered: 06/21/2024)

06/21/2024 101 | Letter from Liza M. Walsh to the Hon. Michael A. Hammer, U.S.M.J. re 12 Answer to Amended
Complaint,,,, Counterclaim,,, 15 Order, 25 Order,,,,,,,. (WALSH, LIZA) (Entered: 06/21/2024)

06/13/2024 97

~

06/20/2024

—_
S
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06/24/2024

—
[\

LETTER ORDER granting 101 Plaintiff Teva's Request for an extension of time from 6/24/2024 to
7/15/2024 for Teva to answer Defendants' Counterclaims (D.E. 12 ). Signed by Magistrate Judge
Michael A. Hammer on 6/24/2024. (dam) (Entered: 06/24/2024)

06/24/2024

—_
(98]

LETTER ORDER granting the parties' request for an extension from 6/24/2024 until 7/15/2024 for
Teva to answer Defendants' Counterclaim. Signed by Magistrate Judge Michael A. Hammer on
6/24/2024. (sm) (Entered: 06/24/2024)

REDACTION to 94 Brief in Opposition to Motion,, Redacted Defendants' Memorandum of Law by
AMNEAL IRELAND LIMITED, AMNEAL PHARMACEUTICALS INC., AMNEAL
PHARMACEUTICALS LLC, AMNEAL PHARMACEUTICALS OF NEW YORK, LLC. (CONROY,
REBEKAH) (Entered: 06/26/2024)

REDACTION Redacted Plaintiffs' Memorandum of Law by AMNEAL IRELAND LIMITED,
AMNEAL PHARMACEUTICALS INC., AMNEAL PHARMACEUTICALS LLC, AMNEAL
PHARMACEUTICALS OF NEW YORK, LLC. (Attachments: # 1 Certification Redacted Certification
of Liza Walsh)(CONROY, REBEKAH) (Entered: 06/26/2024)

MOTION to Seal a Portion of the Record by AMNEAL IRELAND LIMITED, AMNEAL
PHARMACEUTICALS INC., AMNEAL PHARMACEUTICALS LLC, AMNEAL
PHARMACEUTICALS OF NEW YORK, LLC. (Attachments: # 1 Certification of Rebekah Conroy in
Support of Motion to Seal a Portion of the Record, # 2 Index of Confidential Information to be Sealed,
# 3 Text of Proposed Order Sealing a Portion of the Record)(CONROY, REBEKAH) (Entered:
06/26/2024)

06/26/2024 CLERK'S QUALITY CONTROL MESSAGE - The LETTER ORDER 103 submitted by the Clerk's
Office on 6/24/2024 is a duplicate of 102 . These submissions will remain on the docket unless
otherwise ordered by the court. This message is for informational purposes only. (sm) (Entered:
06/26/2024)

06/28/2024 CLERK'S QUALITY CONTROL MESSAGE - Please be advised the Redacted 104 Brief and 105
Plaintiff's memorandum of law submitted by REBEKAH CONROY on 6/26/2024, appears to be
designated as sealed/confidential materials. Upon further review of the submissions the documents
appear to not have any redactions. The Clerk's Office has restricted access to this document, pending
further clarification. (jd, ) Modified on 6/28/2024 (jd, ). (Entered: 06/28/2024)

06/28/2024 Set Deadlines as to 106 MOTION to Seal a Portion of the Record. Motion set for 8/5/2024 before
Magistrate Judge Michael A. Hammer. Unless otherwise directed by the Court, this motion will be
decided on the papers and no appearances are required. Note that this is an automatically generated

message from the Clerk's Office and does not supersede any previous or subsequent orders from the
Court. (jd, ) (Entered: 06/28/2024)

ORDER of USCA as to 92 Notice of Appeal (Federal Circuit), filed by TEVA BRANDED
PHARMACEUTICAL PRODUCTS R&D, INC., NORTON (WATERFORD) LTD., TEVA
PHARMACEUTICALS USA, INC. (adc, ) (Entered: 06/28/2024)

REDACTION to 94 Brief in Opposition to Motion,, 104 Redacted Document Redacted Memorandum
of Law by AMNEAL IRELAND LIMITED, AMNEAL PHARMACEUTICALS INC., AMNEAL
PHARMACEUTICALS LLC, AMNEAL PHARMACEUTICALS OF NEW YORK, LLC. (CONROY,
REBEKAH) (Entered: 07/01/2024)

REDACTION to 91 Declaration,, Redacted Plaintiffs' Memorandum of Law by AMNEAL IRELAND
LIMITED, AMNEAL PHARMACEUTICALS INC., AMNEAL PHARMACEUTICALS LLC,
AMNEAL PHARMACEUTICALS OF NEW YORK, LLC. (Attachments: # 1 Redacted Certification
of Liza Walsh)(CONROY, REBEKAH) (Entered: 07/01/2024)

ORDER of USCA as to 92 Notice of Appeal (Federal Circuit), filed by TEVA BRANDED
PHARMACEUTICAL PRODUCTS R&D, INC., NORTON (WATERFORD) LTD., TEVA
PHARMACEUTICALS USA, INC. (adc, ) (Entered: 07/02/2024)

06/26/2024

—
(e
-~

06/26/2024

—
N

06/26/2024

—_
N

06/28/2024

—
=
~

07/01/2024

—
[o2e]

07/01/2024

—_
\O

07/01/2024

—_
(]

07/10/2024 1

—

Letter from Liza M. Walsh to the Hon. Stanley R. Chesler, U.S.D.J. encl. Joint Claim Construction and
Prehearing Statement. (Attachments: # 1 Joint Claim Construction and Prehearing Statement)(WALSH,
LIZA) (Entered: 07/10/2024)
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Liza M. Walsh

Selina M. Ellis

WALSH PIZZI O’REILLY FALANGA LLP
Three Gateway Center

100 Mulberry Street, 15th Floor

Newark, New Jersey 07102

Tel: (973) 757-1100

Attorneys for Plaintiffs Teva Branded Pharmaceutical Products
R&D, Inc., Norton (Waterford) Ltd., and Teva Pharmaceuticals USA, Inc.

UNITED STATES DISTRICT COURT
DISTRICT OF NEW JERSEY

TEVA BRANDED PHARMACEUTICAL
PRODUCTS R&D, INC., NORTON
(WATERFORD) LTD., and TEVA
PHARMACEUTICALS USA, INC.

Plaintiffs,
v.

AMNEAL PHARMACEUTICALS OF NEW
YORK, LLC, AMNEAL IRELAND
LIMITED, AMNEAL PHARMACEUTICALS
LLC, and AMNEAL PHARMACEUTICALS
INC.

Defendants.

Civil Action No. 23-cv-20964-JXN-MAH

FIRST AMENDED COMPLAINT

Plaintiffs Teva Branded Pharmaceutical Products R&D, Inc. (“Teva Branded”), Norton

(Waterford) Ltd. (“Norton”), and Teva Pharmaceuticals USA, Inc. (“Teva USA”) (collectively,

“Plaintiffs”), by their undersigned attorneys, for their First Amended Complaint against

Defendants Amneal Pharmaceuticals of New York, LLC (“Amneal NY”), Amneal Ireland

Limited (“Amneal Ireland”), Amneal Pharmaceuticals LLC (“Amneal Pharma”), and Amneal
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Pharmaceuticals Inc. (“Amneal Inc.”) (collectively, “Amneal” or “Defendants”), allege as
follows:

NATURE OF THE ACTION

1. This is an action for patent infringement under the patent laws of the United
States, 35 U.S.C. § 100 ef seq., including 35 U.S.C. § 271, the Drug Price Competition and
Patent Term Restoration Act of 1984, 21 U.S.C. § 355(j) (“Hatch-Waxman Act”), and the
Declaratory Judgment Act, 28 U.S.C. §§ 2201 and 2202, that arises out of Amneal’s submission
of Abbreviated New Drug Application (“ANDA”) No. 211600 to the U.S. Food and Drug
Administration (“FDA”) seeking approval to commercially manufacture, use, offer for sale, sell,
and/or import a generic version of ProAir® HFA (albuterol sulfate) Inhalation Aerosol prior to
the expiration of U.S. Patent Nos. 8,132,712 (“the 712 patent”), 9,463,289 (“the ’289 patent”),
9,808,587 (“the ’587 patent”), 10,561,808 (“the ’808 patent”), and 11,395,889 (“the ’889
patent”). Collectively, the *712 patent, the 289 patent, the 587 patent, the 808 patent, and the
’889 patent are referred to herein as the “Patents-in-Suit.”

THE PARTIES

Plaintiffs

2. Plaintiff Teva Branded is a company organized under the laws of the State of
Delaware with its principal place of business at 145 Brandywine Parkway, West Chester,
Pennsylvania 19380. In addition, Teva Branded has a place of business at 400 Interpace
Parkway #3, Parsippany, New Jersey 07054.

3. Plaintiff Norton is a private limited company organized under the laws of the
Republic of Ireland and having its registered office at Unit 301, IDA Industrial Park, Waterford
X91 WK68, Republic of Ireland. Norton trades, i.e., does business, as Ivax Pharmaceuticals
Ireland and as Teva Pharmaceuticals Ireland.

2
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indicated for the treatment or prevention of bronchospasm in patients 4 years of age and older
with reversible obstructive airway disease and for the prevention of exercise-induced
bronchospasm in patients 4 years of age and older.

46. On October 1, 2022, the manufacturing of branded ProAir® HFA (albuterol
sulfate) Inhalation Aerosol was discontinued. Teva USA currently distributes an authorized
generic of ProAir® HFA (albuterol sulfate) Inhalation Aerosol under NDA No. 021457 in the
United States.

The *712 Patent

47. The *712 patent, titled “Metered-Dose Inhaler,” duly and legally issued on March
13, 2012. A true and correct copy of the *712 patent is attached hereto as Exhibit A.

48.  Norton is the owner and assignee of the 712 patent.

49. The 712 patent is listed in connection with ProAir® HFA (NDA No. 021457) in
FDA’s Approved Drug Products with Therapeutic Equivalence Evaluations (“‘Orange Book™).

50. The Orange Book currently lists the expiration of the 712 patent as September 7,
2028.

The 289 Patent

51. The ’289 patent, titled “Dose Counters for Inhalers, Inhalers and Methods of
Assembly Thereof,” duly and legally issued on October 11, 2016. A true and correct copy of the
’289 patent is attached hereto as Exhibit B.

52.  Norton is the owner and assignee of the *289 patent.

53. The 289 patent is listed in connection with ProAir® HFA (NDA No. 021457) in
the Orange Book.

54.  The Orange Book currently lists the expiration of the 289 patent as May 18,
2031.

13
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The ’587 Patent

55. The ’587 patent, titled “Dose Counter for Inhaler Having an Anti-Reverse
Rotation Actuator,” duly and legally issued on November 7, 2017. A true and correct copy of
the 587 patent is attached hereto as Exhibit C.

56.  Norton is the owner and assignee of the *587 patent.

57. The 587 patent is listed in connection with ProAir® HFA (NDA No. 021457) in
the Orange Book.

58.  The Orange Book currently lists the expiration of the 587 patent as May 18,
2031.

The ’808 Patent

59. The ’808 patent, titled “Dose Counter for Inhaler Having an Anti-Reverse
Rotation Actuator,” duly and legally issued on February 18, 2020. A true and correct copy of the
’808 patent is attached hereto as Exhibit D.

60.  Norton is the owner and assignee of the *808 patent.

61. The 808 patent is listed in connection with ProAir® HFA (NDA No. 021457) in
the Orange Book.

62. The Orange Book currently lists the expiration of the 808 patent as January 1,
2032.

The * 889 Patent

63.  The ’889 patent, titled “Dose Counter for Inhaler Having an Anti-Reverse
Rotation Actuator,” duly and legally issued on July 26, 2022. A true and correct copy of the
’889 patent is attached hereto as Exhibit E.

64.  Norton is the owner and assignee of the 889 patent.

14
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65.  The ’889 patent is listed in connection with ProAir® HFA (NDA No. 021457) in
the Orange Book.

66. The Orange Book currently lists the expiration of the 889 patent as May 18,
2031.

Defendants’ ANDA and Notice of Paragraph IV Certification

67. On information and belief, Defendants have submitted or caused the submission
of Amneal’s ANDA to FDA under 21 U.S.C. § 355(j), to obtain approval to engage in the
commercial manufacture, use, offer to sell, or sale within the United States or importation into
the United States of the Amneal ANDA Products prior to the expiration of the Patents-in-Suit.

68. On information and belief, FDA has not yet approved Amneal’s ANDA.

69. In the Amneal Notice Letter, Defendant Amneal NY notified Plaintiffs of the
submission of Amneal’s ANDA to FDA.

70. In the Amneal Notice Letter, Defendant Amneal NY notified Plaintiffs that
Amneal had filed a Paragraph IV Certification with respect to each of the Patents-in-Suit and
was seeking approval from FDA to engage in the commercial manufacture, use, offer for sale,
sale, and/or importation of the Amneal ANDA Products prior to the expiration of the Patents-in-
Suit.

71.  The purpose of Defendants’ submission of Amneal’s ANDA to FDA was to
obtain approval under the Federal Food, Drug and Cosmetic Act to engage in the commercial
manufacture, use, offer for sale, sale, and/or importation of the Amneal ANDA Products prior to
the expiration of the Patents-in-Suit.

72. On information and belief, Defendants, through their own actions and through the
actions of their agents, affiliates, and subsidiaries, prepared and submitted Amneal’s ANDA, and

intend to further prosecute Amneal’s ANDA. On information and belief, if FDA approves
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Amneal’s ANDA, Defendants will manufacture, offer for sale, or sell the Amneal ANDA
Products within the United States, or will import the Amneal ANDA Products into the United
States. On information and belief, if FDA approves Amneal’s ANDA, Defendants, through their
own actions and through the actions of their agents, affiliates, and subsidiaries, will actively
induce or contribute to the manufacture, use, offer for sale, sale, or importation of the Amneal
ANDA Products in or into the United States.

73.  In the Amneal Notice Letter, Defendant Amneal NY stated that the subject of
Amneal’s ANDA is “Albuterol Sulfate Inhalation Aerosol, 90 mcg per actuation.”

74. In the Amneal Notice Letter, Defendant Amneal NY stated that the active
ingredient of the Amneal ANDA Products is albuterol sulfate.

75.  In the Amneal Notice Letter, Defendant Amneal NY stated that the dosage form
of the Amneal ANDA Products is “inhalation aerosol.”

76.  Inthe Amneal Notice Letter, Defendant Amneal NY stated that the strength of the
Amneal ANDA Products is 90 mcg per actuation.

77. On information and belief, Amneal’s ANDA contains a Paragraph IV
Certification with respect to each of the Patents-in-Suit asserting that the Patents-in-Suit are
unenforceable, invalid, and/or will not be infringed by the manufacture, use, offer for sale, sale,
or importation of the Amneal ANDA Products (“Amneal’s Paragraph IV Certification”).
Defendants notified Plaintiffs of Amneal’s Paragraph IV Certification in the Amneal Notice
Letter, dated August 24, 2023, sent by United Parcel Service.

78. In the Amneal Notice Letter, Defendants offered Plaintiffs confidential access to

ANDA No. 211600 on terms and conditions set forth in an attached “Offer of Confidential
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Access” (“OCA”). The OCA provided by Defendants contained various terms and conditions,
several of which went above and beyond protections typically afforded in a protective order.

79. By correspondence, counsel for Plaintiffs and counsel for Defendants discussed
the terms of Defendants’ OCA.

80. On September 16, 2023, Plaintiffs’ counsel sent Defendants’ counsel an email
identifying various unreasonably restrictive terms in Defendants’ OCA. Plaintiffs’ counsel also
included a revised draft of the OCA in this correspondence.

81. On September 25, 2023, Defendants’ counsel sent Plaintiffs’ counsel a revised
OCA. That offer addressed some of Plaintiffs’ concerns but remained unreasonably restrictive.

82. On September 27, 2023, Plaintiffs’ counsel sent another email reiterating its
concerns regarding the restrictions in Defendants’ OCA, and attaching a revised draft of the
OCA.

83.  On September 28, 2023, the parties reached agreement on the terms of the OCA,
which was finalized on October 2, 2023. Amneal did not produce any portion of its ANDA until
October 3, 2023 and did not produce the requested samples until October 4, 2023, shortly before
the 45-day statutory deadline to file suit.

84. The Amneal Notice Letter appends a document titled “Detailed Factual and Legal
Basis of Non-Infringement, Unenforceability, and/or Invalidity” asserting that the commercial
manufacture, use, offer for sale, or sale of the Amneal ANDA Products will not infringe any of
the Patents-in-Suit (“Detailed Statement”). However, the Amneal Notice Letter and “Detailed
Statement” do not provide information regarding the Amneal ANDA Products sufficient to

evaluate Defendants’ assertions of noninfringement.

17
Appx71



Case 2:23-cv-20964-JXN-MAH Document 7 Filed 10/27/23 Page 18 of 40 PagelD: 469

85.  Given the 45-day statutory deadline to file suit set forth in 21 U.S.C.
§ 355(j)(5)(B)(iii), the timing of the production of Amneal’s ANDA and samples, and the limited
information provided by Defendants to date, Plaintiffs turn to the judicial process and the aid of
discovery to obtain, under appropriate judicial safeguards, such information as is required to
further confirm their allegations of infringement and to present to the Court evidence that the
Amneal ANDA Products fall within the scope of one or more claims of the Patents-in-Suit.

86.  This action was commenced within 45 days from the date of Plaintiffs’ receipt of
the Amneal Notice Letter.

COUNT I - INFRINGEMENT BY AMNEAL OF
U.S. PATENT NO. 8.132,712 UNDER 35 U.S.C. § 271(e)(2)

87. Plaintiffs incorporate each of the preceding paragraphs 1-86 as if fully set forth
herein.

88.  Amneal’s submission of Amneal’s ANDA for the purpose of obtaining approval
to engage in the commercial manufacture, use, offer for sale, sale, and/or importation of the
Amneal ANDA Products prior to the expiration of the *712 patent was an act of infringement of
the *712 patent under 35 U.S.C. § 271(e)(2)(A).

89. If approved by FDA, Amneal’s commercial manufacture, use, importation, sale,
and/or offer for sale of the Amneal ANDA Products in or into the United States will directly
infringe, contribute to the infringement of, and/or actively induce the infringement of one or
more claims of the *712 patent under 35 U.S.C. § 271(a)-(c).

90. On information and belief, the manufacture, use, offer for sale, sale, marketing,
distribution, and/or importation of the Amneal ANDA Products would infringe one or more
claims of the ’712 patent, including at least claim 1, either literally or under the doctrine of

equivalents.
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91. In the Amneal Notice Letter, Amneal did not contest, or otherwise assert, any
grounds challenging, the validity or enforceability of any claim of the *712 patent.

92. On information and belief, Amneal will engage in the manufacture, use, offer for
sale, sale, marketing, distribution, and/or importation of the Amneal ANDA Products
immediately and imminently upon FDA approval of Amneal’s ANDA.

93. On information and belief, the use of the Amneal ANDA Products in accordance
with and as directed by Amneal’s proposed labeling for those products would infringe one or
more claims of the *712 patent, including at least claim 1.

94, On information and belief, Amneal plans and intends to, and will, actively induce
infringement of the *712 patent when Amneal’s ANDA is approved, and plans and intends to,
and will, do so after approval.

95. On information and belief, Amneal knows that the Amneal ANDA Products and
their proposed labeling are especially made or adapted for use in infringing the 712 patent and
that the Amneal ANDA Products and their proposed labeling are not suitable for substantial non-
infringing use. On information and belief, Amneal plans and intends to, and will, contribute to
infringement of the *712 patent after approval of Amneal’s ANDA.

96. The foregoing actions by Amneal constitute and/or will constitute infringement of
the *712 patent, active inducement of infringement of the 712 patent, and contribution to the
infringement by others of the *712 patent.

97.  On information and belief, Amneal has acted with full knowledge of the 712
patent and without a reasonable basis for believing that it would not be liable for infringing the
712 patent, actively inducing infringement of the 712 patent, and contributing to the

infringement by others of the *712 patent.
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98.  Unless Amneal is enjoined from infringing the ’712 patent, actively inducing
infringement of the ’712 patent, and contributing to the infringement by others of the *712
patent, Plaintiffs will suffer irreparable injury. Plaintiffs have no adequate remedy at law.

COUNT II - DECLARATORY JUDGMENT OF INFRINGEMENT
BY AMNEAL OF U.S. PATENT NO. 8.132,712

99. Plaintiffs incorporate each of the preceding paragraphs 1-98 as if fully set forth
herein.

100. Amneal has knowledge of the *712 patent.

101.  On information and belief, the manufacture, use, offer for sale, sale, marketing,
distribution, and/or importation of the Amneal ANDA Products would infringe one or more
claims of the ’712 patent, including at least claim 1, either literally or under the doctrine of
equivalents.

102.  On information and belief, Amneal will engage in the manufacture, use, offer for
sale, sale, marketing, distribution, and/or importation of the Amneal ANDA Products
immediately and imminently upon FDA approval of Amneal’s ANDA.

103.  On information and belief, the use of the Amneal ANDA Products in accordance
with and as directed by Amneal’s proposed labeling for those products would infringe one or
more claims of the *712 patent, including at least claim 1.

104.  On information and belief, Amneal plans and intends to, and will, actively induce
infringement of the 712 patent when Amneal’s ANDA is approved, and plans and intends to,
and will, do so after approval.

105. On information and belief, Amneal knows that the Amneal ANDA Products and
their proposed labeling are especially made or adapted for use in infringing the 712 patent and

that the Amneal ANDA Products and their proposed labeling are not suitable for substantial non-
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infringing use. On information and belief, Amneal plans and intends to, and will, contribute to
infringement of the *712 patent after approval of Amneal’s ANDA.

106. The foregoing actions by Amneal constitute and/or will constitute infringement of
the *712 patent, active inducement of infringement of the *712 patent, and contribution to the
infringement by others of the *712 patent.

107.  On information and belief, Amneal has acted with full knowledge of the *712
patent and without a reasonable basis for believing that it would not be liable for infringing the
712 patent, actively inducing infringement of the 712 patent, and contributing to the
infringement by others of the 712 patent.

108. Accordingly, there is a real, substantial, and continuing case or controversy
between Plaintiffs and Amneal regarding whether Amneal’s manufacture, use, sale, offer for
sale, or importation into the United States of the Amneal ANDA Products with their proposed
labeling according to Amneal’s ANDA will infringe one or more claims of the *712 patent,
including at least claim 1, and whether said claims of the *712 patent are valid.

109. Plaintiffs should be granted a declaratory judgment that the making, using, sale,
offer for sale, and importation into the United States of the Amneal ANDA Products with their
proposed labeling would infringe, actively induce the infringement of, and contribute to the
infringement by others of the *712 patent and that the claims of the 712 patent are valid.

110. Amneal should be enjoined from infringing the 712 patent, actively inducing
infringement of the ’712 patent, and contributing to the infringement by others of the *712
patent; otherwise, Plaintiffs will suffer irreparable injury. Plaintiffs have no adequate remedy at

law.
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COUNT III - INFRINGEMENT BY AMNEAL OF
U.S. PATENT NO. 9.463.289 UNDER 35 U.S.C. § 271(e)(2)

111. Plaintiffs incorporate each of the preceding paragraphs 1-110 as if fully set forth
herein.

112. Amneal’s submission of Amneal’s ANDA for the purpose of obtaining approval
to engage in the commercial manufacture, use, offer for sale, sale, and/or importation of the
Amneal ANDA Products prior to the expiration of the *289 patent was an act of infringement of
the *289 patent under 35 U.S.C. § 271(e)(2)(A).

113. If approved by FDA, Amneal’s commercial manufacture, use, importation, sale,
and/or offer for sale of the Amneal ANDA Products in or into the United States will directly
infringe, contribute to the infringement of, and/or actively induce the infringement of one or
more claims of the 289 patent under 35 U.S.C. § 271(a)-(c).

114.  On information and belief, the manufacture, use, offer for sale, sale, marketing,
distribution, and/or importation of the Amneal ANDA Products would infringe one or more
claims of the ’289 patent, including at least claim 1, either literally or under the doctrine of
equivalents.

115. In the Amneal Notice Letter, Amneal did not contest, or otherwise assert, any
grounds challenging, the validity or enforceability of any claim of the 289 patent.

116.  On information and belief, Amneal will engage in the manufacture, use, offer for
sale, sale, marketing, distribution, and/or importation of the Amneal ANDA Products
immediately and imminently upon FDA approval of Amneal’s ANDA.

117. On information and belief, the use of the Amneal ANDA Products in accordance
with and as directed by Amneal’s proposed labeling for those products would infringe one or

more claims of the *289 patent, including at least claim 1.
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118.  On information and belief, Amneal plans and intends to, and will, actively induce
infringement of the 289 patent when Amneal’s ANDA is approved, and plans and intends to,
and will, do so after approval.

119. On information and belief, Amneal knows that the Amneal ANDA Products and
their proposed labeling are especially made or adapted for use in infringing the 289 patent and
that the Amneal ANDA Products and their proposed labeling are not suitable for substantial non-
infringing use. On information and belief, Amneal plans and intends to, and will, contribute to
infringement of the ’289 patent after approval of Amneal’s ANDA.

120. The foregoing actions by Amneal constitute and/or will constitute infringement of
the ’289 patent, active inducement of infringement of the 289 patent, and contribution to the
infringement by others of the *289 patent.

121.  On information and belief, Amneal has acted with full knowledge of the ’289
patent and without a reasonable basis for believing that it would not be liable for infringing the
’289 patent, actively inducing infringement of the ’289 patent, and contributing to the
infringement by others of the *289 patent.

122.  Unless Amneal is enjoined from infringing the ’289 patent, actively inducing
infringement of the ’289 patent, and contributing to the infringement by others of the ’289
patent, Plaintiffs will suffer irreparable injury. Plaintiffs have no adequate remedy at law.

COUNT IV - DECLARATORY JUDGMENT OF INFRINGEMENT
BY AMNEAL OF U.S. PATENT NO. 9.463.289

123.  Plaintiffs incorporate each of the preceding paragraphs 1-122 as if fully set forth
herein.

124. Amneal has knowledge of the *289 patent.
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125.  On information and belief, the manufacture, use, offer for sale, sale, marketing,
distribution, and/or importation of the Amneal ANDA Products would infringe one or more
claims of the ’289 patent, including at least claim 1, either literally or under the doctrine of
equivalents.

126.  On information and belief, Amneal will engage in the manufacture, use, offer for
sale, sale, marketing, distribution, and/or importation of the Amneal ANDA Products
immediately and imminently upon FDA approval of Amneal’s ANDA.

127. On information and belief, the use of the Amneal ANDA Products in accordance
with and as directed by Amneal’s proposed labeling for those products would infringe one or
more claims of the *289 patent, including at least claim 1.

128.  On information and belief, Amneal plans and intends to, and will, actively induce
infringement of the 289 patent when Amneal’s ANDA is approved, and plans and intends to,
and will, do so after approval.

129. On information and belief, Amneal knows that the Amneal ANDA Products and
their proposed labeling are especially made or adapted for use in infringing the 289 patent and
that the Amneal ANDA Products and their proposed labeling are not suitable for substantial non-
infringing use. On information and belief, Amneal plans and intends to, and will, contribute to
infringement of the *289 patent after approval of Amneal’s ANDA.

130. The foregoing actions by Amneal constitute and/or will constitute infringement of
the ’289 patent, active inducement of infringement of the 289 patent, and contribution to the
infringement by others of the *289 patent.

131.  On information and belief, Amneal has acted with full knowledge of the ’289

patent and without a reasonable basis for believing that it would not be liable for infringing the
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’289 patent, actively inducing infringement of the ’289 patent, and contributing to the
infringement by others of the *289 patent.

132.  Accordingly, there is a real, substantial, and continuing case or controversy
between Plaintiffs and Amneal regarding whether Amneal’s manufacture, use, sale, offer for
sale, or importation into the United States of the Amneal ANDA Products with their proposed
labeling according to Amneal’s ANDA will infringe one or more claims of the *289 patent,
including at least claim 1, and whether said claims of the *289 patent are valid.

133.  Plaintiffs should be granted a declaratory judgment that the making, using, sale,
offer for sale, and importation into the United States of the Amneal ANDA Products with their
proposed labeling would infringe, actively induce the infringement of, and contribute to the
infringement by others of the *289 patent and that the claims of the *289 patent are valid.

134.  Amneal should be enjoined from infringing the ’289 patent, actively inducing
infringement of the ’289 patent, and contributing to the infringement by others of the ’289

patent; otherwise, Plaintiffs will suffer irreparable injury. Plaintiffs have no adequate remedy at

law.
COUNT V - INFRINGEMENT BY AMNEAL OF
U.S. PATENT NO. 9.808.587 UNDER 35 U.S.C. § 271(e)(2)
135.  Plaintiffs incorporate each of the preceding paragraphs 1-134 as if fully set forth
herein.

136. Amneal’s submission of Amneal’s ANDA for the purpose of obtaining approval
to engage in the commercial manufacture, use, offer for sale, sale, and/or importation of the
Amneal ANDA Products prior to the expiration of the 587 patent was an act of infringement of

the *587 patent under 35 U.S.C. § 271(e)(2)(A).
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137. If approved by FDA, Amneal’s commercial manufacture, use, importation, sale,
and/or offer for sale of the Amneal ANDA Products in or into the United States will directly
infringe, contribute to the infringement of, and/or actively induce the infringement of one or
more claims of the 587 patent under 35 U.S.C. § 271(a)-(c).

138. On information and belief, the manufacture, use, offer for sale, sale, marketing,
distribution, and/or importation of the Amneal ANDA Products would infringe one or more
claims of the ’587 patent, including at least claim 1, either literally or under the doctrine of
equivalents.

139. In the Amneal Notice Letter, Amneal did not contest, or otherwise assert, any
grounds challenging, the validity or enforceability of any claim of the 587 patent.

140.  On information and belief, Amneal will engage in the manufacture, use, offer for
sale, sale, marketing, distribution, and/or importation of the Amneal ANDA Products
immediately and imminently upon FDA approval of Amneal’s ANDA.

141. On information and belief, the use of the Amneal ANDA Products in accordance
with and as directed by Amneal’s proposed labeling for those products would infringe one or
more claims of the *587 patent, including at least claim 1.

142.  On information and belief, Amneal plans and intends to, and will, actively induce
infringement of the 587 patent when Amneal’s ANDA is approved, and plans and intends to,
and will, do so after approval.

143.  On information and belief, Amneal knows that the Amneal ANDA Products and
their proposed labeling are especially made or adapted for use in infringing the 587 patent and

that the Amneal ANDA Products and their proposed labeling are not suitable for substantial non-
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infringing use. On information and belief, Amneal plans and intends to, and will, contribute to
infringement of the *587 patent after approval of Amneal’s ANDA.

144. The foregoing actions by Amneal constitute and/or will constitute infringement of
the *587 patent, active inducement of infringement of the *587 patent, and contribution to the
infringement by others of the 587 patent.

145.  On information and belief, Amneal has acted with full knowledge of the *587
patent and without a reasonable basis for believing that it would not be liable for infringing the
’587 patent, actively inducing infringement of the 587 patent, and contributing to the
infringement by others of the 587 patent.

146. Unless Amneal is enjoined from infringing the ’587 patent, actively inducing
infringement of the ’587 patent, and contributing to the infringement by others of the ’587
patent, Plaintiffs will suffer irreparable injury. Plaintiffs have no adequate remedy at law.

COUNT VI - DECLARATORY JUDGMENT OF INFRINGEMENT
BY AMNEAL OF U.S. PATENT NO. 9,808,587

147. Plaintiffs incorporate each of the preceding paragraphs 1-146 as if fully set forth
herein.

148.  Amneal has knowledge of the *587 patent.

149.  On information and belief, the manufacture, use, offer for sale, sale, marketing,
distribution, and/or importation of the Amneal ANDA Products would infringe one or more
claims of the ’587 patent, including at least claim 1, either literally or under the doctrine of
equivalents.

150. On information and belief, Amneal will engage in the manufacture, use, offer for
sale, sale, marketing, distribution, and/or importation of the Amneal ANDA Products

immediately and imminently upon FDA approval of Amneal’s ANDA.
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151.  On information and belief, the use of the Amneal ANDA Products in accordance
with and as directed by Amneal’s proposed labeling for those products would infringe one or
more claims of the *587 patent, including at least claim 1.

152.  On information and belief, Amneal plans and intends to, and will, actively induce
infringement of the 587 patent when Amneal’s ANDA is approved, and plans and intends to,
and will, do so after approval.

153. On information and belief, Amneal knows that the Amneal ANDA Products and
their proposed labeling are especially made or adapted for use in infringing the 587 patent and
that the Amneal ANDA Products and their proposed labeling are not suitable for substantial non-
infringing use. On information and belief, Amneal plans and intends to, and will, contribute to
infringement of the *587 patent after approval of Amneal’s ANDA.

154. The foregoing actions by Amneal constitute and/or will constitute infringement of
the ’587 patent, active inducement of infringement of the ’587 patent, and contribution to the
infringement by others of the *587 patent.

155. On information and belief, Amneal has acted with full knowledge of the ’587
patent and without a reasonable basis for believing that it would not be liable for infringing the
’587 patent, actively inducing infringement of the ’587 patent, and contributing to the
infringement by others of the *587 patent.

156.  Accordingly, there is a real, substantial, and continuing case or controversy
between Plaintiffs and Amneal regarding whether Amneal’s manufacture, use, sale, offer for
sale, or importation into the United States of the Amneal ANDA Products with their proposed
labeling according to Amneal’s ANDA will infringe one or more claims of the *587 patent,

including at least claim 1, and whether said claims of the *587 patent are valid.
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157. Plaintiffs should be granted a declaratory judgment that the making, using, sale,
offer for sale, and importation into the United States of the Amneal ANDA Products with their
proposed labeling would infringe, actively induce the infringement of, and contribute to the
infringement by others of the 587 patent and that the claims of the *587 patent are valid.

158.  Amneal should be enjoined from infringing the ’587 patent, actively inducing
infringement of the ’587 patent, and contributing to the infringement by others of the ’587

patent; otherwise, Plaintiffs will suffer irreparable injury. Plaintiffs have no adequate remedy at

law.
COUNT VII - INFRINGEMENT BY AMNEAL OF
U.S. PATENT NO. 10.561.808 UNDER 35 U.S.C. § 271(e)(2)
159. Plaintiffs incorporate each of the preceding paragraphs 1-158 as if fully set forth
herein.

160. Amneal’s submission of Amneal’s ANDA for the purpose of obtaining approval
to engage in the commercial manufacture, use, offer for sale, sale, and/or importation of the
Amneal ANDA Products prior to the expiration of the 808 patent was an act of infringement of
the *808 patent under 35 U.S.C. § 271(e)(2)(A).

161. If approved by FDA, Amneal’s commercial manufacture, use, importation, sale,
and/or offer for sale of the Amneal ANDA Products in or into the United States will directly
infringe, contribute to the infringement of, and/or actively induce the infringement of one or
more claims of the 808 patent under 35 U.S.C. § 271(a)-(c).

162. On information and belief, the manufacture, use, offer for sale, sale, marketing,
distribution, and/or importation of the Amneal ANDA Products would infringe one or more
claims of the 808 patent, including at least claim 1, either literally or under the doctrine of

equivalents.
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163. In the Amneal Notice Letter, Amneal did not contest, or otherwise assert, any
grounds challenging, the validity or enforceability of any claim of the 808 patent.

164. On information and belief, Amneal will engage in the manufacture, use, offer for
sale, sale, marketing, distribution, and/or importation of the Amneal ANDA Products
immediately and imminently upon FDA approval of Amneal’s ANDA.

165. On information and belief, the use of the Amneal ANDA Products in accordance
with and as directed by Amneal’s proposed labeling for those products would infringe one or
more claims of the 808 patent, including at least claim 1.

166. On information and belief, Amneal plans and intends to, and will, actively induce
infringement of the 808 patent when Amneal’s ANDA is approved, and plans and intends to,
and will, do so after approval.

167. On information and belief, Amneal knows that the Amneal ANDA Products and
their proposed labeling are especially made or adapted for use in infringing the 808 patent and
that the Amneal ANDA Products and their proposed labeling are not suitable for substantial non-
infringing use. On information and belief, Amneal plans and intends to, and will, contribute to
infringement of the 808 patent after approval of Amneal’s ANDA.

168. The foregoing actions by Amneal constitute and/or will constitute infringement of
the ’808 patent, active inducement of infringement of the *808 patent, and contribution to the
infringement by others of the 808 patent.

169. On information and belief, Amneal has acted with full knowledge of the *808
patent and without a reasonable basis for believing that it would not be liable for infringing the
808 patent, actively inducing infringement of the 808 patent, and contributing to the

infringement by others of the 808 patent.
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170. Unless Amneal is enjoined from infringing the ’808 patent, actively inducing
infringement of the 808 patent, and contributing to the infringement by others of the ’808
patent, Plaintiffs will suffer irreparable injury. Plaintiffs have no adequate remedy at law.

COUNT VIII - DECLARATORY JUDGMENT OF INFRINGEMENT
BY AMNEAL OF U.S. PATENT NO. 10,561.808

171.  Plaintiffs incorporate each of the preceding paragraphs 1-170 as if fully set forth
herein.

172. Amneal has knowledge of the *808 patent.

173.  On information and belief, the manufacture, use, offer for sale, sale, marketing,
distribution, and/or importation of the Amneal ANDA Products would infringe one or more
claims of the ’808 patent, including at least claim 1, either literally or under the doctrine of
equivalents.

174.  On information and belief, Amneal will engage in the manufacture, use, offer for
sale, sale, marketing, distribution, and/or importation of the Amneal ANDA Products
immediately and imminently upon FDA approval of Amneal’s ANDA.

175. On information and belief, the use of the Amneal ANDA Products in accordance
with and as directed by Amneal’s proposed labeling for those products would infringe one or
more claims of the *808 patent, including at least claim 1.

176.  On information and belief, Amneal plans and intends to, and will, actively induce
infringement of the 808 patent when Amneal’s ANDA is approved, and plans and intends to,
and will, do so after approval.

177. On information and belief, Amneal knows that the Amneal ANDA Products and
their proposed labeling are especially made or adapted for use in infringing the 808 patent and

that the Amneal ANDA Products and their proposed labeling are not suitable for substantial non-
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infringing use. On information and belief, Amneal plans and intends to, and will, contribute to
infringement of the *808 patent after approval of Amneal’s ANDA.

178.  The foregoing actions by Amneal constitute and/or will constitute infringement of
the *808 patent, active inducement of infringement of the ’808 patent, and contribution to the
infringement by others of the 808 patent.

179.  On information and belief, Amneal has acted with full knowledge of the *808
patent and without a reasonable basis for believing that it would not be liable for infringing the
808 patent, actively inducing infringement of the 808 patent, and contributing to the
infringement by others of the *808 patent.

180. Accordingly, there is a real, substantial, and continuing case or controversy
between Plaintiffs and Amneal regarding whether Amneal’s manufacture, use, sale, offer for
sale, or importation into the United States of the Amneal ANDA Products with their proposed
labeling according to Amneal’s ANDA will infringe one or more claims of the *808 patent,
including at least claim 1, and whether said claims of the 808 patent are valid.

181. Plaintiffs should be granted a declaratory judgment that the making, using, sale,
offer for sale, and importation into the United States of the Amneal ANDA Products with their
proposed labeling would infringe, actively induce the infringement of, and contribute to the
infringement by others of the 808 patent and that the claims of the *808 patent are valid.

182. Amneal should be enjoined from infringing the ’808 patent, actively inducing
infringement of the 808 patent, and contributing to the infringement by others of the ’808
patent; otherwise, Plaintiffs will suffer irreparable injury. Plaintiffs have no adequate remedy at

law.
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COUNT IX - INFRINGEMENT BY AMNEAL OF
U.S. PATENT NO. 11.395.889 UNDER 35 U.S.C. § 271(e)(2)

183.  Plaintiffs incorporate each of the preceding paragraphs 1-182 as if fully set forth
herein.

184. Amneal’s submission of Amneal’s ANDA for the purpose of obtaining approval
to engage in the commercial manufacture, use, offer for sale, sale, and/or importation of the
Amneal ANDA Products prior to the expiration of the *889 patent was an act of infringement of
the *889 patent under 35 U.S.C. § 271(e)(2)(A).

185. If approved by FDA, Amneal’s commercial manufacture, use, importation, sale,
and/or offer for sale of the Amneal ANDA Products in or into the United States will directly
infringe, contribute to the infringement of, and/or actively induce the infringement of one or
more claims of the 889 patent under 35 U.S.C. § 271(a)-(c).

186. On information and belief, the manufacture, use, offer for sale, sale, marketing,
distribution, and/or importation of the Amneal ANDA Products would infringe one or more
claims of the ’889 patent, including at least claim 1, either literally or under the doctrine of
equivalents.

187. In the Amneal Notice Letter, Amneal did not contest, or otherwise assert, any
grounds challenging, the validity or enforceability of any claim of the 889 patent.

188.  On information and belief, Amneal will engage in the manufacture, use, offer for
sale, sale, marketing, distribution, and/or importation of the Amneal ANDA Products
immediately and imminently upon FDA approval of Amneal’s ANDA.

189. On information and belief, the use of the Amneal ANDA Products in accordance
with and as directed by Amneal’s proposed labeling for those products would infringe one or

more claims of the 889 patent, including at least claim 1.
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190.  On information and belief, Amneal plans and intends to, and will, actively induce
infringement of the 889 patent when Amneal’s ANDA is approved, and plans and intends to,
and will, do so after approval.

191. On information and belief, Amneal knows that the Amneal ANDA Products and
their proposed labeling are especially made or adapted for use in infringing the 889 patent and
that the Amneal ANDA Products and their proposed labeling are not suitable for substantial non-
infringing use. On information and belief, Amneal plans and intends to, and will, contribute to
infringement of the 889 patent after approval of Amneal’s ANDA.

192. The foregoing actions by Amneal constitute and/or will constitute infringement of
the 889 patent, active inducement of infringement of the *889 patent, and contribution to the
infringement by others of the *889 patent.

193.  On information and belief, Amneal has acted with full knowledge of the *889
patent and without a reasonable basis for believing that it would not be liable for infringing the
889 patent, actively inducing infringement of the ’889 patent, and contributing to the
infringement by others of the 889 patent.

194. Unless Amneal is enjoined from infringing the ’889 patent, actively inducing
infringement of the 889 patent, and contributing to the infringement by others of the *889
patent, Plaintiffs will suffer irreparable injury. Plaintiffs have no adequate remedy at law.

COUNT X - DECLARATORY JUDGMENT OF INFRINGEMENT
BY AMNEAL OF U.S. PATENT NO. 11,395.889

195.  Plaintiffs incorporate each of the preceding paragraphs 1-194 as if fully set forth
herein.

196. Amneal has knowledge of the *889 patent.
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197.  On information and belief, the manufacture, use, offer for sale, sale, marketing,
distribution, and/or importation of the Amneal ANDA Products would infringe one or more
claims of the ’889 patent, including at least claim 1, either literally or under the doctrine of
equivalents.

198.  On information and belief, Amneal will engage in the manufacture, use, offer for
sale, sale, marketing, distribution, and/or importation of the Amneal ANDA Products
immediately and imminently upon FDA approval of Amneal’s ANDA.

199. On information and belief, the use of the Amneal ANDA Products in accordance
with and as directed by Amneal’s proposed labeling for those products would infringe one or
more claims of the 889 patent, including at least claim 1.

200. On information and belief, Amneal plans and intends to, and will, actively induce
infringement of the 889 patent when Amneal’s ANDA is approved, and plans and intends to,
and will, do so after approval.

201. On information and belief, Amneal knows that the Amneal ANDA Products and
their proposed labeling are especially made or adapted for use in infringing the 889 patent and
that the Amneal ANDA Products and their proposed labeling are not suitable for substantial non-
infringing use. On information and belief, Amneal plans and intends to, and will, contribute to
infringement of the *889 patent after approval of Amneal’s ANDA.

202. The foregoing actions by Amneal constitute and/or will constitute infringement of
the 889 patent, active inducement of infringement of the *889 patent, and contribution to the
infringement by others of the *889 patent.

203. On information and belief, Amneal has acted with full knowledge of the *889

patent and without a reasonable basis for believing that it would not be liable for infringing the

35
Appx89



Case 2:23-cv-20964-JXN-MAH Document 7 Filed 10/27/23 Page 36 of 40 PagelD: 487

’889 patent, actively inducing infringement of the ’889 patent, and contributing to the
infringement by others of the *889 patent.

204. Accordingly, there is a real, substantial, and continuing case or controversy
between Plaintiffs and Amneal regarding whether Amneal’s manufacture, use, sale, offer for
sale, or importation into the United States of the Amneal ANDA Products with their proposed
labeling according to Amneal’s ANDA will infringe one or more claims of the 889 patent,
including at least claim 1, and whether said claims of the *889 patent are valid.

205. Plaintiffs should be granted a declaratory judgment that the making, using, sale,
offer for sale, and importation into the United States of the Amneal ANDA Products with their
proposed labeling would infringe, actively induce the infringement of, and contribute to the
infringement by others of the 889 patent and that the claims of the *889 patent are valid.

206. Amneal should be enjoined from infringing the ’889 patent, actively inducing
infringement of the 889 patent, and contributing to the infringement by others of the ’889
patent; otherwise, Plaintiffs will suffer irreparable injury. Plaintiffs have no adequate remedy at
law.

PRAYER FOR RELIEF

WHEREFORE, Plaintiffs respectfully request the following relief:

(a) A judgment that each of the Patents-in-Suit has been infringed under 35 U.S.C.
§ 271(e)(2) by Defendants’ submission to FDA of Amneal’s ANDA;

(b) A judgment that the Patents-in-Suit are valid and enforceable;

(c) A judgment pursuant to, among other things, 35 U.S.C. § 271(e)(4)(A) ordering
that the effective date of any FDA approval for Defendants to make, use, offer for sale, sell,
market, distribute, or import the Amneal ANDA Products, or any other product, the making,

using, offering for sale, sale, marketing, distribution, or importation of which infringes the
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teeth; adriver for driving the rotary gear in a step-wise fashion
in response to displacement of the actuator; a pawl that pre-
vents reverse rotation of the rotary gear; and a display coupled
to the rotary gear.
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1
METERED-DOSE INHALER

CROSS-REFERENCE TO RELATED
APPLICATIONS

This application is the U.S. national phase application of
PCT International Application No. PCT/EP2008/002590,
filed Apr. 1, 2008, which claims priority to U.S. Provisional
Patent Application No. 60/921,320, filed Apr. 2, 2007, and
GB Application No. 0706999.0, filed Apr. 11, 2007, the con-
tents of such applications being incorporated by reference
herein.

FIELD OF THE INVENTION

This invention relates to a metered-dose inhaler and in
particular to a dose counter for a metered-dose inhaler, the
counter comprising: an actuator; a rotary gear; a driver for
driving the rotary gear in a step-wise fashion in response to
displacement of the actuator, the rotary gear comprising a
wheel mounted on a spindle which wheel having a plurality of
ratchet teeth around its periphery; a pawl to prevent reverse
rotation of the rotary gear; and a display coupled to the rotary
gear, the display having a visible array of incrementing inte-
gers on a surface thereof indexable by a single integer in
response to each step of the step-wise rotary motion of the
rotary gear; wherein the pawl comprises at least two ratchet
teeth which are radially spaced such that one of the teeth
engages with the ratchet teeth of the wheel following each
step of the step-wise rotary motion of the rotary gear.

BACKGROUND OF THE INVENTION

Metered-dose inhalers include pressurised metered-dose
inhalers (of both manually operable and breath-actuated
types) and dry-powder inhalers. Such metered-dose inhalers
typically comprise a medicament-containing vessel and an
actuator body having a drug delivery outlet.

The medicament-containing vessel may be a pressurised
canister containing a mixture of active drug and propellant.
Such canisters are usually formed from a deep-drawn alu-
minium cup having a crimped lid which carries a metering
valve assembly. The metering valve assembly is provided
with a protruding valve stem which, in use, is inserted as a
tight push fit into a so-called “stem block™ in the actuator
body.

To actuate the conventional manually operable inhaler, the
user applies a compressive force to the closed end of the
canister. The internal components of the metering valve
assembly are spring loaded so that a compressive force of
about 15 to 30 N is required to activate the device.

In response to this compressive force, the canister moves
axially with respect to the valve stem by an amount varying
from about 2 to 4 mm. This degree of axial movement is
sufficient to actuate the metering valve and cause a metered
quantity of the drug and propellant to be expelled through the
valve stem. This is then released into the mouthpiece via a
nozzle in the stem block. A user inhaling through the drug
delivery outlet of the device at this point will thus receive a
dose of the drug.

Metered-dose inhalers as described above administer an
accurate dose of medicament whenever required, which is
particularly useful for users whose respiratory difficulties
manifest themselves suddenly. Such has been the success of
these devices that they are now used throughout the world.

A more recent development is the so-called “breath-oper-
ated actuator” which delivers a dose of drug through a mouth-
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piece in response to inhalation by the user. This type of
arrangement is particularly convenient in circumstances
where the co-ordination between user inhalation and manual
depression of the aerosol canister is imperfect. For example,
children sometimes lack the necessary co-ordination to
achieve effective self-administration and, at times of respira-
tory distress, adult users may also experience poor co-ordi-
nation.

SUMMARY OF THE INVENTION

One of the drawbacks of self-administration from an
inhaler is that users often experience difficulty in determining
when the charge in the medicament-containing vessel has
nearly run out since the contents of the medicament reservoir
are lypically invisible (o the user. With aerosol canislers, part
of the reason for this difficulty is that a surplus of propellant
may remain in the canister even though the drug supply is
nearly exhausted. Alternatively, the near-exhausted state may
result in a surplus of drug in relation to propellant. Thus, the
illusion is created that the inhaler is still capable of providing
useful doses of medicament simply because the canister con-
tains liquid. This is potentially hazardous for the user since
dosing becomes unreliable and because few users routinely
carry a back-up device.

Many users have several different inhalers for the treatment
of'avariety of conditions. Others keep inhalers at a number of
different locations such as at school, home, work etc. In these
circumstances it is particularly difficult for the user to keep
track of the amount of usage extracted from each individual
inhaler apparatus.

Clearly there is a need for a counter mechanism which
enables users to assess how many doses remain in the
obscured canister. Such a counter would ensure that users are
warned when the inhaler nears exhaustion so that appropriate
measures can be taken to avoid running out of medication.
Moreover, if a dose counter can provide readability to a reso-
lution of one dose, this can be used for compliance monitor-
ing, either under hospital supervision or by parents and teach-
ers assessing compliance by children in their care. In
addition, there are regulatory requirements for metered-dose
inhalers to have a dose counter in a number of countries.

WO 98/28033 discloses a dose counter suitable for use
with the above-described metered-dose inhalers. FIGS. 1 and
2 reproduced herein from WO 98/28033 show the lower por-
tion of a metered-dose inhaler. The inhaler comprises an
actuator body 2 having a drug delivery outlet 4. An aerosol
canister 6 extends into the lower portion of the actuator 2. The
aerosol canister 6 is formed from a deep-drawn aluminium
cup 8 to which a lid 10 is attached by crimping.

The lid 10 carries a metering-valve assembly having a
protruding valve stem 12, the end of which is received as a
tight push fit in a stem block 14 of the actuator body 2. Stem
block 14 has a nozzle 16 communicating with the drug deliv-
ery outlet 4 so that, upon actuation of the metering-valve
assembly, a charge of the drug is emitted through the nozzle
16 into the drug delivery outlet 4. Actuation of the metering-
valve assembly is effected by causing downward movement
of the aerosol canister 6 relative to the actuator body 2. This
may be achieved through manual pressure exerted by the user
against the upturned base (not shown) of the aerosol canister
6 or by automatic depression of the aerosol canister 6 in
response to user inhalation in inhalers of the breath-actuated
type. The mechanism of breath actuation does not form part of
WO 98/28033 or the present invention and will not be
described in further detail. A user inhaling through the drug
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delivery outlet 4 when the aerosol canister 6 is depressed will
receive a metered dose of the drug.

A counter mechanism 18 includes an actuator 20 moulded
from a plastics material, such as nylon, the actuator 20 having
a boss 22 integrally formed at its base.

The underside of boss 22 is formed with a blind hole which
receives a compression spring 24 mounted on an upstanding
spigot 26 formed on a lower element of the counter chassis.

A driver 28 for driving a rotary gear in the form of a
ratchet-toothed wheel 30 is integrally moulded with boss 22
of the actuator 20 and comprises a transverse hook element
(not shown) mounted between two arms (only one visible in
FIG. 2), the bases of which are conjoined to the boss 22. The
transverse hook is dimensioned and oriented to engage with
ratchet teeth 32 formed around the periphery of the ratchet-
toothed wheel 30 to rotate it in a forward direction.

The ratchet-toothed wheel 30 is integrally moulded with a
first hollow axle 34 which is rotatably supported on a first
spindle 36 that projects transversely from a chassis sub-ele-
ment 38. Chassis sub-element 38 also has a second spindle 40
projecting transversely therefrom on which a second hollow
axle 42 is rotatably supported. A flexible tape 44 is wound
around the second hollow axle 42 which serves as a supply
spool and passes to the first hollow axle 34 which serves as a
take-up spool (stock bobbin). A guide plate 46 forming part of
the chassis sub-element 38 helps to guide the tape 44 in a
smooth passage from the supply spool to the take-up spool.
The surface of the tape 44 is marked with a progression of
descending numbers which denote the number of doses
remaining in the aerosol canister. Typically, the starting count
is 200 and successive markings on the tape decrease by one.
The spacing between successive markings is coincident with
the indexing motion of the matching wheel 30 so that a new
number appears in a window 48 provided in the inhaler hous-
ing 2 for each successive actuation.

The ratchet-toothed wheel 30 and integrally formed first
hollow axle 34 are restrained from reverse rotation by a wrap-
spring clutch 50 surrounding the hollow axle 34 at the end
thereof remote from ratchet-toothed wheel 30. One end (not
shown) of the wrap-spring clutch 50 is braced against the
counter chassis. The windings of the wrap-spring clutch 50
are oriented such that rotation of the first hollow axle 34 in a
forward sense is not resisted by the spring coils. However,
reverse rotation of the hollow axle 34 acts so as to tighten the
spring coils around it, thereby causing the first hollow axle 34
to be gripped by the internal surface of the wrap-spring clutch
50 and hence restraint from reverse rotation.

FIG. 3 shows a preferred embodiment of the invention set
out in WO 98/28033. The dose counter 18 comprises an
actuator 20 having a boss 22 integrally formed therewith and
driver 28 joined to the boss 22. The underside of boss 22 is
provided with a blind hole which receives a compression
spring 24 that serves to return the actuator 20 to its rest
position after depression thereof during actuation of the
inhaler apparatus (not shown).

The driver 28 comprises a transverse hook 52 mounted
between a pair of arms 54,56 which are joined at their bases
by a web (not shown). The web is connected to the boss 22 of
the actuator 20. A combined actuator and driver assembly
may be integrally formed, such as from a plastics material,
e.g. as nylon.

Inuse, the transverse hook 52 engages with ratchet teeth 32
of aratchet-toothed wheel 30 which is mounted on a hollow
axle 34 serving as a take-up spool for a flexible tape display
44. At the end of the hollow axle 34 remote from the ratchet-
toothed wheel 30 is a friction clutch 50 which serves to

20

25

30

50

55

60

65

4

restrain the axle 34 against reverse rotation and hence pre-
vents reverse travel of the counter tape 44.

A control surface 58 is depicted here as a see-through
element so that the workings ofthe dose counter may be more
clearly seen. The control surface 58 extends parallel to the
direction of travel of the actuator 20 and is located adjacent
the ratchet-toothed wheel 30 at a position which marks a
chordal projection across one of the wheel faces. One of the
support arms 56 of the driver 28 is in sliding contact with
control surface 58. This sliding contact serves to inhibit the
natural tendency of the driver 28 to flex radially inwardly
towards the axis of rotation of the ratchet-toothed wheel 30.
By preventing such radially inward flexure, the control sur-
face 58 restricts the engagement and disengagement of the
drive 28 with the ratchet-toothed wheel 30 so that the distance
by which the ratchet-toothed wheel 30 rotates is limited to one
tooth pitch. This condition is observed regardless of the extent
of linear travel, or stroke, of the actuator 20.

FIG. 4 shows a schematic view of a conventional ratchet
gear and drive pawl arrangement which is used in the dose
counter described in WO 98/28033. The arrangement uses a
reciprocating driver 28 acting in a pushing sense to rotate a
ratchet-toothed wheel 30 in the direction shown by the arrows
A. A fixed pawl 60 acts to prevent reverse rotation of the
ratchet-toothed wheel 30 by engagement against the trailing
edge 62 of a ratchet tooth 32. However, on forward rotation of
the ratchet-toothed wheel 30 in the sense of arrows A, the
fixed pawl 60 is capable of radially outward deformation,
urged by the leading edge 63 of a ratchet-tooth 32.

In this arrangement, if the ratchet-toothed wheel 30 is
rotated by more than a single tooth pitch but by less than two
tooth pitches for each reciprocating movement of the driver
28, there is a degree of reverse rotation until the pawl 60
becomes engaged by the trailing edge 62 (as opposed to the
leading edge 63) of a ratchet tooth 32. Thus, the rotation of the
ratchet-toothed wheel 30 may be said to be “stepped”.

The components of metered-dose inhalers are manufac-
tured to a high technical specification. However, inevitable
variations in the tolerances of the components can, in some
circumstances, lead to failure of the dose counter of the type
disclosed in WO 98/28033. The failure of the dose counter,
although not common, makes the dose counter of the type
disclosed in WO 98/28033 unsuitable for some applications.
There is a requirement in the art, therefore, for a dose counter
with a reduced failure rate.

Accordingly, a first aspect of the present invention provides
a dose counter for a metered-dose inhaler, the counter com-
prising:

an actuator;

a rotary gear;

a driver for driving the rotary gear in a step-wise fashion in
response to displacement of the actuator, the rotary gear
comprising a wheel mounted on a spindle which wheel
having a plurality of ratchet teeth around its periphery;

a pawl to prevent reverse rotation of the rotary gear; and

a display coupled to the rotary gear, the display having a
visible array of incrementing integers on a surface
thereof indexable by a single integer in response to each
step of the step-wise rotary motion of the rotary gear;

wherein the pawl comprises at least two ratchet teeth which
are radially spaced such that one of the teeth engages
with the ratchet teeth of the wheel following each step of
the step-wise rotary motion of the rotary gear.

The counter of the present invention thus provides a pawl
having at least two teeth in which one and the same tooth
engages with successive ratchet teeth of the wheel during the
step-wise rotary motion of the wheel to prevent reverse rota-
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tion of the wheel (and hence the rotary gear). By providing
alternative positions for engaging the ratchet teeth of the
wheel, the pawl increases the range of tolerances in the manu-
facture of the various components of the inhaler which can be
accommodated. This in turn significantly reduces the failure
rate of the dose counter and, in particular, the likelihood of
undercounting. Clearly, undercounting is particularly unde-
sirable as it can lead to a patient believing that there are more
doses left within the inhaler than there actually are.

BRIEF DESCRIPTION OF THE DRAWINGS

The present invention will now be described with reference
to the accompanying drawings, in which:

FIGS. 1to 4 show a dose counter for a metered-dose inhaler
according to the prior art document WO 98/28033;

FIG. 5 shows elements of a dose counter according to the
present invention;

FIG. 6 shows further detail of the dose counter according to
the present invention;

FIG. 7 shows a schematic representation of journeys under-
taken for indexing of the dose counter to occur;

FIG. 8 shows the wheel and pawl of the dose counter of the
present invention in which the pawl is (a) operating from the
first tooth and (b) operating from the second tooth; and

FIG. 9 shows a metered-dose inhaler containing the dose
counter of the present invention.

DETAILED DESCRIPTION OF THE INVENTION

The dose counter of the present invention is based on that
set out in FIGS. 3 and 4 described hereinabove except that the
pawl 60 has been modified. Modification of the pawl followed
an in-depth study of all of the components of the inhaler.
Thus, as shown in FIG. 5, the dose counter 18 of the present
invention comprises an actuator 20; a rotary gear (not shown
in full in FIG. 5); a driver 28 for driving the rotary gear in a
step-wise fashion in response to displacement of the actuator
20, the rotary gear comprising a wheel 30 mounted on a
spindle (not shown), the wheel 30 having a plurality of ratchet
teeth 32 around its periphery; a pawl 60 to prevent reverse
rotation of'the rotary gear; and a display (not shown) coupled
to the rotary gear, the display having a visible array of incre-
menting integers on a surface thereof indexable by a single
integer in response to each step of the step-wise rotary motion
of the rotary gear.

The wheel 30 has a plurality of ratchet teeth 32 and pref-
erably has 8-14 teeth (i.e. 8, 9, 10, 11, 12, 13 or 14), more
preferably 9, 10, 11 or 12 teeth, and most preferably 11 teeth.

The radius of the wheel 30 measured from the centre of the
wheel 30 to the tip of the teeth 32 will depend on the size of the
components of the inhaler. Preferably the radius is from 1.5 to
3.5 mm, more preferably from 2.0 to 3.0 mm and most pref-
erably 2.80+0.05 mm.

As in the dose counter 18 of WO 98/28033, the dose
counter 18 of the present invention preferably further com-
prises a control surface to regulate the position of engagement
and disengagement between the driver 28 and the wheel 30. In
addition, the driver 28 comprises a ratchet drive pawl and
preferably the ratchet drive pawl is in the form of a straddle
drive in which the element that engages the ratchet teeth of the
wheel is supported between a pair of spaced apart support
arms.

The pawl 60 comprises at least two ratchet teeth 64,66.
Preferably, as shown in FIG. 5, the pawl 60 comprises two
ratchet teeth 64,66 and no more. The at least two ratchet teeth
64,66 are radially spaced with respect to the ratchet-toothed
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wheel 30 such that one and the same tooth engages with the
ratchet teeth 32 of the wheel following each step of the step-
wise rotary motion of the rotary gear. Typically, one, and only
one, of the ratchet teeth 64,66 on pawl 60 ever engages with
the ratchet wheel.

FIG. 6 shows an exploded view of the dose counter 18
showing in addition to the previously described components,
the stock bobbin 68 which is held taut by the action of the split
hub 70. The split hub 70 avoids the need for a clutch spring as
set out in WO 98/28033. Although the clutch spring could be
used as an alternative or in addition to the split hub 70, ina
preferred embodiment, the dose counter of the present inven-
tion does not include a clutch spring. The display is preferably
an elongate counter tape 44 on which the dose count is printed
or written, and more preferably the counter tape 44 is located
on an indexing spool and the dose counter further comprises
a stock bobbin to receive the counter tape as the indexing
spool is advanced in a step-wise fashion.

In use, the operation of the dose counter 18 is as follows.

The user depresses the aerosol canister 6 which causes
displacement of the actuator 20. In this embodiment, the
actuator 20 is adapted to engage with the rim of the medica-
ment canister 6. The actuator 20 is operable by linear dis-
placement from a first position to a second position and back
to the first position and movement of the rotary gear occurs
either during the displacement of the actuator from the first
position to the second position or during the displacement of
the actuator from the second position to the first position. In
the embodiment shown in FIG. 5, the movement of the rotary
gear occurs during the displacement of the actuator from the
first position to the second position. In the embodiment
shown, the actuator 20 comprises a spring-loaded plunger
22,24, the plunger being depressible against the return force
of the spring loading when the actuator is caused to deliver a
dose of medicament.

During the movement from the first position to the second
position, the actuator 20 causes the driver 28 to engage the
trailing edge 62 of the ratchet tooth 32 of the wheel 30. As the
actuator 20 and driver 28 move down the ratchet-toothed
wheel 30 rotates.

The spindle of the rotary gear moves the counter tape 44
revealing the next integer. The counter tape 44 is held taut by
the action of the split hub 70 on which is mounted the stock
bobbin 68.

The pawl 60 radially outwardly deforms to allow the wheel
30 to rotate by one tooth 32. The at least two teeth 64,66 of
pawl 60 may be inherently resilient to allow the required
radially outward deformation and return. Alternatively or in
addition, the pawl 60 may be mounted on a resilient support
capable of radially outward deformation, for example the
resilient support may be a resilient flange incorporated in to
the chassis of the dose counter 18.

The driver 28 releases the ratchet-toothed wheel 30 after it
has engaged with the pawl 60. On reset of the inhaler, the
canister 6 is allowed to return to its initial (first) position. The
compression spring 24 pushes the actuator 20 to follow the
canister. The driver 28 on the actuator 20 flexes to pass over
the teeth of the ratchet-toothed wheel 30 as the actuator 20
moves from the first to the second position.

The tooth of the at least two teeth 64,66 which has engaged
tooth 32 of the wheel 30 prevents the rotary gear from rotating
backwards.

The counter mechanism of the type described with refer-
ence to WO 98/28033 and in accordance with the present
invention must rotate the wheel 30 of the rotary gear by
exactly one tooth spacing each time the actuator is depressed.
By tooth spacing is meant one tooth pitch, i.e. the radial
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distance between the same notional point two adjacent teeth
32 on the ratchet-toothed wheel 30. The stroke available for
indexing the rotary gear is equal to the full stroke of the
actuator 2. Where the metered-dose inhaler is a pressurised
inhaler, the stroke available for counting is equal to the full
stroke of the medicament canister 6. However, there are three
movements (or “journeys”) that must be completed within
this total distance for indexing of the dose counter to occur.
The three journeys are shown schematically in FIG. 7.

FIG. 7 shows a graphical representation the amount of
canister travel and the excess stroke available before the three
critical journeys must occur. Firstly, the canister travel must
close the start gap which is the sum of the tolerances of the
manufactured components in the vertical direction. Secondly,
the stroke must take up any lost motion, such as in pivot play,
flexing of the pawl and arc motion of the drive pawl. Thirdly,
is the so-called “stroke to count”, which is the journey which
leads to indexing of the rotary gear by one tooth spacing.

The stroke available for counting will clearly depend on the
type of metered-dose inhaler used. By way of example, a
suitable inhaler is the pressurised metered-dosed inhaler
EasiBreathe® which uses a Qvar® canister. The canister
stroke in this inhaler was measured as 3.04+0.255 mm. This
tolerance represents =3 standard deviations so that 99.7% of
all canister strokes will lie within these limits. The measure-
ments were taken from force versus displacement profiles for
Qvar® canisters. One hundred and fifty canisters were mea-
sured at the start, middle and end of life giving a total of 450
stroke measurements.

The start gap is the tolerance stack in the vertical direction

and includes a first distance between the part of the driver 28
which engages the wheel 30 and the appropriate ratchet tooth
32 of the wheel 30 of the rotary gear, and a second distance
between the top of the actuator 20 and the canister 6. The
tolerance in the vertical direction was found to be +0.47 mm.
The nominal start gap for the EasiBreathe® inhaler is set at
0.85 mm and hence the start gap with tolerances is 0.85+0.47
mm.
Thus, since the start gap is 0.85+0.47 mm the maximum
start gap (mean plus 3 standard deviations) is 1.32 mm
(0.85+0.47). When such a start gap occurs, a short-stroking
canister (for example, 2.79 mm) will not rotate the wheel 30
of the rotary gear by a full tooth spacing. This will lead to
failure of the dose counter. However, the provision of a first
and second ratchet tooth 64,66 in the pawl 60 allows the
ratchet tooth 32 of the wheel 30 of the rotary gear to rest on the
second tooth 66. In the present embodiment, the second tooth
66 is 0.60 mm away from the first tooth 64. Thus, for the next
actuation, the start gap is reduced to 0.72 mm (1.32-0.60).
The stroke is therefore sufficient to rotate the wheel 30 a full
index starting from this point. The step-wise rotation of the
wheel 30 then continues with all subsequent actuations start-
ing and finishing with the ratchet teeth 32 of the wheel 30 of
the rotary gear engaged with the second tooth 66 of the pawl
60.

FIG. 8 shows a more detailed view of the wheel 30 of the
rotary gear, the driver 28 and the pawl] 60 to prevent reverse
rotation of the rotary gear. In FIG. 8(a) the ratchet tooth 324
of the wheel 30 is engaged with the first ratchet tooth 64 of the
pawl. In FIG. 8(54) the same tooth 32a of the wheel 30 is
engaged with the second ratchet tooth 66 of the pawl 60. It
may be seen that the start gap is reduced in the arrangement
shown in FIG. 8(b) in comparison with the same distance in
FIG. 8(a). The second tooth 66 of the paw] 60 therefore allows
the first distance S of the start gap (the between the part of the
driver 28 which engages the wheel 30 and the appropriate
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ratchet tooth 32 of the wheel 30) to be reduced thereby
accommodating a greater tolerance in the canister stroke.

As explained hereinabove, the first and second teeth 64,66
provide different starting positions for the wheel 30 of the
rotary gear to accommodate different tolerance levels in the
components of the inhaler. The teeth 64,66 are therefore
separated radially with respect to the wheel 30. The spacing
will clearly depend on the precise nature of the components
used in the inhaler and hence it would be inappropriate to
provide a precise numerical value. It is clear from the mecha-
nism, however, that the radial spacing will be less than the
radial distance between adjacent teeth 32 on the wheel 30 of
the rotary gear.

In the embodiments shown herein, the dose counter 18 of
the present invention incorporates a pawl 60 having two teeth
64,66 and only two teeth, i.e. the pawl 60 consists essentially
of two teeth 64,66. However, additional teeth could be incor-
porated to provide additional precision to the start position of
the wheel 30 and thus additional precision in the first distance
S. For example, the pawl may have 2-6, preferably two, three
or four teeth, more preferably two or three and most prefer-
ably two teeth.

In a particularly preferred embodiment of the present
invention, the dose counter is adapted for a canister stroke of
3.041+0.256 mm: the wheel of the rotary gear has a radius of
2.80+0.05 mm defined as the distance from the centre of the
wheel to the tip of the teeth and 11 ratchet teeth around its
periphery; and the pawl comprises two ratchet teeth only
which have a radial spacing of 0.6 mm. In this embodiment,
the total stroke to guarantee a count is 2.372+0.115 mm. The
probability of failure to count or resent due to component
dimension variations (manufacturing tolerances) is less than
1 in 10 million.

The present invention further provides a metered dose
inhaler 72 as shown in F1G. 9. The inhaler comprises a medi-
cament canister 6, an actuator body 74 for receiving the
canister 6 and having a medicament delivery outlet, and the
dose counter as described herein. The inhaler has a window
76 for viewing the integers on the tape 44. In a preferred
embodiment the actuator body 74 comprises a sump and
preferably a smooth rounded sump. Typically, a rounded
sump is understood to have a substantially cylindrical upper
portion and a substantially hemi-spherical lower portion.
Typically, smooth is understood to mean that the surface is
sufficiently free of surface protrusions to the extent that dur-
ing normal use medicament will not substantially adhere
thereto.

In one embodiment of the invention the vessel contains a
medicament in the form of an aerosol. Alternatively in
another embodiment of the invention the vessel contains a
medicament in the form of a dry powder.

The medicament may be any medicament that is suitable to
be delivered to a patient via a metered-dose inhaler. In par-
ticular medicaments for the treatment of a wide variety of
respiratory disorders are delivered in this manner including
anti-allergic agents (e.g. cromoglycate, ketotifen and
nedocromil), anti-inflammatory steroids (e.g. beclometha-
sone dipropionate, fluticasone, budesonide, flunisolide,
ciclesonide, triamcinolone acetonide and mometasone
furoate); bronchodilators such as: f3,-agonists (e.g. fenoterol,
formoterol, pirbuterol, reproterol, salbutamol, salmeterol and
terbutaline), non-selective f3-stimulants (e.g. isoprenaline),
and xanthine bronchodilators (e.g. theophylline, aminophyl-
line and choline theophyllinate); and anticholinergic agents
(e.g. ipratropium bromide, oxitropium bromide and tiotro-
pium).
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A further aspect of the present invention provides the use of
a pawl 60 comprising at least two ratchet teeth 64,66 for
preventing miscounting in a dose counter of a metered dose
inhaler 72. A still further aspect of the present invention
provides the use of a pawl 60 comprising at least two ratchet
teeth 64,66 for preventing undercounting in a counter of a
metered dose inhaler 72.

In a preferred embodiment the counter comprises an actua-
tor 20; a rotary gear; a driver 28 for driving the rotary gear in
a step-wise fashion in response to displacement of the actua-
tor 20, the rotary gear comprising a wheel 30 mounted on a
spindle 36 which wheel 30 having a plurality of ratchet teeth
32 around its periphery; and a display 44 coupled to the rotary
gear, the display having a visible array of incrementing inte-
gers on a surface thereof indexable by a single integer in
response to each step of the step-wise rotary motion of the
rotary gear. Preferably, the pawl 60 prevents reverse rotation
of the rotary gear.

Although the invention herein has been described with
reference to particular embodiments, it is to be understood
that these embodiments are merely illustrative of the prin-
ciples and applications of the present invention. It is therefore
to be understood that numerous modifications may be made
to the illustrative embodiments and that other arrangements
may be devised without departing from the spirit and scope of
the present invention as defined by the appended claims.

The invention claimed is:

1. A dose counter for a metered-dose inhaler, the counter
comprising: an actuator; a rotary gear; a driver for driving the
rotary gear in a step-wise fashion in response to displacement
of the actuator, the rotary gear comprising a wheel mounted
on a spindle which wheel having a plurality of ratchet teeth
around its periphery; a pawl to prevent reverse rotation of the
rotary gear; and a display coupled to the rotary gear, the
display having a visible array of incrementing integers on a
surface thereof indexable by a single integer in response to
each step of the step-wise rotary motion of the rotary gear;
wherein the pawl comprises at least two ratchet teeth each for
engaging with the ratchet teeth of the wheel to prevent reverse
rotation of the rotary gear, the at least two ratchet teeth being
radially spaced such that one of the at least two ratchet teeth
of the pawl engages with the ratchet teeth of the wheel fol-
lowing each step of the step-wise rotary motion of the rotary
gear.

2. A dose counter as claimed in claim 1, wherein the pawl
comprises two ratchet teeth and no more.

3. A dose counter as claimed in claim 1, wherein the pawl
is mounted on a resilient support.

4. A dose counter as claimed in claim 3, wherein the resil-
ient support is a resilient flange incorporated into the body of
the dose counter.

5. A dose counter as claimed in claim 1, further comprising
a control surface to regulate the position of engagement and
disengagement between the driver and the wheel.

6. A dose counter as claimed in claim 1, wherein the actua-
tor is operable by linear displacement from a first position to
a second position and back to the first position and wherein
movement of the rotary gear occurs either during the dis-
placement of the actuator from the first position to the second
position or during the displacement of the actuator from the
second position to the first position.

7. A dose counter as claimed in claim 1, wherein the actua-
tor comprises a spring-loaded plunger, the plunger being
depressible against a return force of a spring of the spring-
loaded plunger when the actuator is caused to deliver a dose
of medicament.

8. A dose counter as claimed in claim 1, wherein the driver
comprises a ratchet drive pawl.
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9. A dose counter as claimed in claim 8, wherein the ratchet
drive pawl is in the form of a straddle drive in which an
element that engages the ratchet teeth of the wheel is sup-
ported between a pair of spaced apart support arms.

10. A dose counter as claimed in claim 1, wherein the
display is an elongate counter tape on which a dose count is
printed or written.

11. A dose counter as claimed in claim 10, wherein the
counter tape is located on an indexing spool and the dose
counter further comprises a stock bobbin to receive the
counter tape as the indexing spool is advanced in a step-wise
fashion.

12. A dose counter as claimed in claim 1, wherein the
actuator is adapted to engage with a rim of a medicament
canister.

13. A dose counter as claimed in claim 1, wherein the wheel
of the rotary gear has eight to fourteen ratchet teeth around a
periphery of the rotary gear.

14. A dose counter as claimed in claim 13, wherein the
wheel of the rotary gear has eleven ratchet teeth around its
periphery.

15. A dose counter as claimed in claim 1, wherein the wheel
of'the rotary gear has a radius defined as the distance from the
centre of the wheel to a tip of the teeth of 2.80+-0.05 mm and
eleven ratchet teeth around its periphery, and the pawl com-
prises two ratchet teeth and no more which have a radial
spacing of about 0.6 mm.

16. A metered dose inhaler comprising a medicament can-
ister, an actuator body for receiving the canister and having a
medicament delivery outlet, and the dose counter as claimed
in claim 1.

17. A metered dose inhaler according to claim 16 wherein
the actuator body comprises a smooth rounded sump.

18. The use of a dose counter for preventing miscounting in
a metered dose inhaler, the dose counter comprising: an
actuator; a rotary gear; a driver for driving the rotary gear in
a step-wise fashion in response to displacement of the actua-
tor, the rotary gear comprising a wheel mounted on a spindle
which wheel having a plurality of ratchet teeth around its
periphery; a pawl to prevent reverse rotation of the rotary
gear; and a display coupled to the rotary gear, the display
having a visible array of incrementing integers on a surface
thereof indexable by a single integer in response to each step
of the step-wise rotary motion of the rotary gear; wherein the
pawl comprises at least two ratchet teeth each for engaging
with the ratchet teeth of the wheel to prevent reverse rotation
of'the rotary gear, the at least two ratchet teeth being radially
spaced such that one of the at least two ratchet teeth of the
pawl engages with the ratchet teeth of the wheel following
each step of the step-wise rotary motion of the rotary gear.

19. The use of a dose counter for preventing undercounting
in a metered dose inhaler, the dose counter comprising: an
actuator; a rotary gear; a driver for driving the rotary gear in
a step-wise fashion in response to displacement of the actua-
tor, the rotary gear comprising a wheel mounted on a spindle
which wheel having a plurality of ratchet teeth around its
periphery; a pawl to prevent reverse rotation of the rotary
gear; and a display coupled to the rotary gear, the display
having a visible array of incrementing integers on a surface
thereof indexable by a single integer in response to each step
of the step-wise rotary motion of the rotary gear; wherein the
pawl comprises at least two ratchet teeth each for engaging
with the ratchet teeth of the wheel to prevent reverse rotation
of'the rotary gear, the at least two ratchet teeth being radially
spaced such that one of the at least two ratchet teeth of the
pawl engages with the ratchet teeth of the wheel following
each step of the step-wise rotary motion of the rotary gear.

* * * * £
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DOSE COUNTERS FOR INHALERS,
INHALERS AND METHODS OF ASSEMBLY
THEREOF

CROSS-REFERENCE TO RELATED
APPLICATIONS

This patent application is a divisional patent application
of U.S. Non-Provisional patent application Ser. No. 13/110,
532, filed May 18, 2011, which claims priority to U.S.
Provisional Patent Application No. 61/345,763, filed May
18, 2010, and U.S. Provisional Patent Application No.
61/417,659, filed Nov. 29, 2010, each of which is incorpo-
rated herein by reference in its entirety for all purposes.

FIELD OF THE INVENTION

The present invention relates to dose counters for inhal-
ers, inhalers and methods of assembly thereof. The invention
is particularly applicable to metered dose inhalers including
dry power medicament inhalers, breath actuated inhalers and
manually operated metered dose medicament inhalers.

BACKGROUND OF THE INVENTION

Metered dose inhalers can comprise a medicament-con-
taining pressurised canister containing a mixture of active
drug and propellant. Such canisters are usually formed from
a deep-dawn aluminium cup having a crimped lid which
carries a metering valve assembly. The metering valve
assembly is provided with a protruding valve stem which, in
use is inserted as a push fit into a stem block in an actuator
body of an inhaler having a drug delivery outlet. In order to
actuate a manually operable inhaler, the user applies by hand
a compressive force to a closed end of the canister and the
internal components of the metering valve assembly are
spring loaded so that a compressive force of approximately
15 to 30N is required to activate the device in some typical
circumstances.

In response to this compressive force the canister moves
axially with respect to the valve stem and the axial move-
ment is sufficient to actuate the metering valve and cause a
metered quantity of the drug and the propellant to be
expelled through the valve stem. This is then released into a
mouthpiece of the inhaler via a nozzle in the stem block,
such that a user inhaling through the outlet of the inhaler will
receive a dose of the drug.

A drawback of self-administration from an inhaler is that
it is difficult to determine how much active drug and/or
propellant are left in the inhaler, if any, especially of the
active drug and this is potentially hazardous for the user
since dosing becomes unreliable and backup devices not
always available.

Inhalers incorporating dose counters have therefore
become known.

WO 98/280733 discloses an inhaler having a ratchet
mechanism for driving a tape drive dose counter. A shaft
onto which tape is wound has a friction clutch or spring for
restraining the shaft against reverse rotation.

EP-A-1486227 discloses an inhaler for dry powered
medicament having a ratchet mechanism for a tape dose
counter which is operated when a mouthpiece of the inhaler
is closed. Due to the way in which the mouthpiece is opened
and closed, and actuation pawl of the device which is
mounted on a yoke, travels a known long stroke of consis-
tent length as the mouthpiece is opened and closed.
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WO 2008/119552 discloses a metered-dose inhaler which
is suitable for breath-operated applications and operates with
a known and constant canister stroke length of 3.04 mm+/—
0.255 mm. A stock bobbin of the counter, from which a tape
is unwound, rotates on a shaft having a split pin intended to
hold the stock bobbin taut. However, some dose counters do
not keep a particularly reliable count, such as if they are
dropped onto a hard surface.

More recently, it has become desirable to improve dose
counters further and, in particular, it is felt that it would be
useful to provide extremely accurate dose counters for
manually-operated canister-type metered dose inhalers.
Unfortunately, in these inhalers, it has been found in the
course of making the present invention that the stroke length
of the canister is to a very large extent controlled on each
dose operation by the user, and by hand. Therefore, the
stroke length is highly variable and it is found to be
extremely difficult to provide a highly reliable dose counter
for these applications. The dose counter must not count a
dose when the canister has not fired since this might wrongly
indicate to the user that a dose has been applied and if done
repeatedly the user would throw away the canister or whole
device before it is really time to change the device due to the
active drug and propellant reaching a set minimum. Addi-
tionally, the canister must not fire without the dose counter
counting because the user may then apply another dose
thinking that the canister has not fired, and if this is done
repeatedly the active drug and/or propellant may run out
while the user thinks the device is still suitable for use
according to the counter. It has also been found to be fairly
difficult to assembly some known inhaler devices and the
dose counters therefor. Additionally, it is felt desirable to
improve upon inhalers by making them easily usable after
they have been washed with water.

The present invention aims to alleviate at least to a certain
extent one or more of the problems of the prior art.

SUMMARY OF THE INVENTION

According to a first aspect of the present invention there
is provided a dose counter for an inhaler, the dose counter
having a counter display arranged to indicate dosage infor-
mation, a drive system arranged to move the counter display
incrementally in a first direction from a first station to a
second station in response to actuation input, wherein a
regulator is provided which is arranged to act upon the
counter display at the first station to regulate motion of the
counter display at the first station to incremental move-
ments.

The regulator is advantageous in that it helps prevent
unwanted motion of the counter display if the counter is
dropped.

According to a further aspect of the present invention, the
regulator provides a resistance force of greater than 0.1 N
against movement of the counter display. According to still
a further aspect of the present invention, the resistance force
is greater than 0.3 N. According to yet a further aspect of the
present invention, the resistance force is from 0.3 to 0.4 N.

Preferably, the counter comprises a tape.

Preferably, the tape has dose counter indicia displayed
thereon. The first station may comprise a region of the dose
counter where tape is held which is located before a display
location, such as a display window, for the counter indicia.

The first station may comprise a first shaft, the tape being
arranged on the first shaft and to unwind therefrom upon
movement of the counter display.
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The first shaft may be mounted for rotation relative to a
substantially rotationally fixed element of the dose counter.

The regulator may comprise at least one projection which
is arranged on one of the first shaft and the substantially
rotationally fixed element and to engage incrementally with
one or more formations on the other of the first shaft and the
substantially rotationally fixed element.

At least two said projections may be provided. Exactly
two said projections maybe provided.

Each projection may comprise a radiused surface.

The at least one projection may be located on the sub-
stantially fixed element which may comprise a fixed shaft
which is fixed to a main body of the dose counter, the first
shaft being rotationally mounted to the fixed shatt.

Preferably, the fixed shaft has at least two resiliently
flexible legs (or forks). Each leg may have at least one said
projection formed in an outwardly facing direction thereon,
said one or more formations being formed on an inwardly
facing engagement surface of the first shaft, said at least one
projection being arranged to resiliently engage said one or
more formations. Preferably, a series of said formations are
provided. An even number of said formations may be
provided. Eight to twelve of said formations may be pro-
vided. In one embodiment, ten said formations are provided.

Each said formation may comprise a concavity formed on
an engagement surface. Each concavity may comprise a
radiused surface wall portion which preferably merges on at
least one side thereof into a flat wall portion surface. The
engagement surface may include a series of said concavities,
and convex wall portions of the engagement surface may be
formed between each adjacent two said concavities, each
said convex wall portion comprising a convex radiused wall
portion.

Each convex radiused wall portion of each convex wall
portion may be connected by said flat wall portion surfaces
to each adjacent concavity.

The fixed shaft may comprise a split pin with fork legs
and each projection may be located on a said fork leg.

The first shaft may comprise a substantially hollow bob-
bin.

Said at least one formation may be located on an inner
surface of the bobbin. In other embodiments it may be
located on an outer surface thereof. Said engagement surface
may extend partially along said bobbin, a remainder of the
respective inner or outer surface having a generally smooth
journal portion along at least a portion thereof.

The drive system may comprise a tooth ratchet wheel
arranged to act upon a second shaft which is located at the
second station, the second shaft being rotatable to wind the
tape onto the second shaft.

The second shaft may be located on a main body of the
dose counter spaced from and parallel to the first shaft.

The ratchet wheel may be fixed to the second shaft is
arranged to rotate therewith. The ratchet wheel may be
secured to an end of the second shaft and aligned coaxially
with the second shaft.

The dose counter may include anti-back drive system
which is arranged to restrict motion of the second shaft. The
anti-back drive system may include a substantially fixed
tooth arranged to act upon teeth of the ratchet wheel.

According to a further aspect of the present invention, a
dose counter includes an anti-back drive system which is
arranged to restrict motion of the second shaft in a tape
winding direction.

According to a further aspect of the present invention
there is provided a shaft for holding counter tape in a dose
counter for an inhaler, the shaft having an engagement
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surface including incrementally spaced formations located
around a periphery thereof, the formations comprising a
series of curved concavities and convex portions.

The shaft may comprise a hollow bobbin.

The engagement surface may be a generally cylindrical
inwardly directed surface.

The engagement surface may include a flat surface wall
portion joining each concavity and convex wall portion.

Each concavity may comprise a radiused wall portion.

Each convex wall portion may comprise a radiused wall
portion.

Said concavities may be regularly spaced around a lon-
gitudinal axis of the shaft.

Said convex wall portions may be regularly spaced
around a longitudinal axis of the shaft.

In some embodiments there may be from eight to twelve
said concavities and/or concavities regularly spaced around
a longitudinal axis thereof.

One embodiment includes ten said concavities and/or
convex wall portions regularly spaced around a longitudinal
axis of the shaft.

According to a further aspect of the present invention
there is provided a shaft and counter tape assembly for use
in a dose counter for an inhaler, the assembly comprising a
rotatable shaft and a counter tape which is wound around the
shaft and is adapted to unwind therefrom upon inhaler
actuation, the shaft having an engagement surface which
includes incrementally spaced formations located around a
periphery thereof.

According to a further aspect of the present invention
there is provided an inhaler for the inhalation of medication
and the like, the inhaler including a dose counter as in the
first aspect of the present invention.

A preferred construction consists of a manually operated
metered dose inhaler including a dose counter chamber
including a dose display tape driven by a ratchet wheel
which is driven in turn by an actuator pawl actuated by
movement of a canister, the tape unwinding from a stock
bobbin during use of the inhaler, a rotation regulator being
provided for the stock bobbin and comprising a wavelike
engagement surface with concavities which engage against
control elements in the form of protrusions on resilient forks
of a split pin thereby permitting incremental unwinding of
the stock bobbin yet resisting excessive rotation if the
inhaler is dropped onto a hard surface.

According to another aspect of the present invention there
is provided a dose counter for a metered dose inhaler having
a body arranged to retain a medicament canister of prede-
termined configuration for movement of the canister relative
thereto; the dose counter comprising: an incremental count-
ing system for counting doses, the incremental counting
system having a main body, an actuator arranged to be
driven in response to canister motion and to drive an
incremental output member in response to canister motion,
the actuator and incremental output member being config-
ured to have predetermined canister fire and count configu-
rations in a canister fire sequence, the canister fire configu-
ration being determined by a position of the actuator relative
to a datum at which the canister fires medicament and the
count configuration being determined by a position of the
actuator relative to the datum at which the incremental count
system makes an incremental count, wherein the actuator is
arranged to reach a position thereof in the count configura-
tion at or after a position thereof in the canister fire con-
figuration.

This arrangement has been found to be highly advanta-
geous since it provides an extremely accurate dose counter
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which is suitable for use with manually operated metered
dose inhalers. It has been found that dose counters with these
features have a failure rate of less than 50 failed counts per
million full canister activation depressions. It has been
found in the course of making the present invention that
highly reliable counting can be achieved with the dose
counter counting at or soon after the point at which the
canister fires. It has been is covered by the present inventors
that momentum and motion involved in firing the canister,
and in some embodiments a slight reduction in canister back
pressure on the user at the time of canister firing, can very
reliably result in additional further motion past the count
point.

The actuator and incremental counting system may be
arranged such that the actuator is displaced less than 1 mm,
typically 0.25 to 0.75 mm, more preferably about 0.4 to 0.6
mm, relative to the body between its location in the count
and fire configurations, about 0.48 mm being preferred. The
canister, which can move substantially in line with the
actuator, can reliably move this additional distance so as to
achieve very reliable counting.

The incremental count system may comprise a ratchet
mechanism and the incremental output member may com-
prise a ratchet wheel having a plurality of circumferentially
spaced teeth arranged to engage the actuator.

The actuator may comprise an actuator pawl arranged to
engage on teeth of the ratchet wheel. The actuator pawl may
be arranged to be connected to or integral with an actuator
pin arranged to engage and be depressed by a medicament
canister bottom flange. The actuator pawl may be generally
U-shaped having two parallel arms arranged to pull on a
central pawl member arranged substantially perpendicular
thereto. This provides a very reliable actuator pawl which
can reliably pull on the teeth of the ratchet wheel.

The incremental count system may include a tape counter
having tape with incremental dose indicia located thereon,
the tape being positioned on a tape stock bobbin and being
arranged to unwind therefrom.

The actuator and incremental output member may be
arranged to provide a start configuration at which the
actuator is spaced from the ratchet output member, a reset
configuration at which the actuator is brought into engage-
ment with the incremental output member during a canister
fire sequence, and an end configuration at which the actuator
disengages from the ratchet output during a canister fire
sequence.

The actuator may be arranged to be located about 1.5 to
2.0 mm, from its location in the fire configuration, when in
the start configuration, about 1.80 mm being preferred.

The actuator may be arranged to be located about 1.0 to
1.2 mm, from its location in the fire configuration, when in
the reset configuration, about 1.11 mm being preferred.

The actuator may be arranged to be located about 1.1 to
1.3 mm, from its location in the fire configuration, when in
the end configuration, about 1.18 mm being preferred.

These arrangements provide extremely reliable dose
counting, especially with manually operated canister type
metered dose inhalers.

The main body may include a formation for forcing the
actuator to disengage from the incremental output member
when the actuator is moved past the end configuration. The
formation may comprise a bumped up portion of an other-
wise generally straight surface against which the actuator
engages and along which it is arranged to slide during a
canister firing sequence.

The dose counter may include a counter pawl, the counter
pawl having a tooth arranged to engage the incremental
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output member, the tooth and incremental output member
being arranged to permit one way only incremental relative
motion therebetween. When the incremental output member
comprises a ratchet wheel, the tooth can therefore serve as
an anti-back drive tooth for the ratchet wheel, thereby
permitting only one way motion or rotation thereof.

The counter pawl may be substantially fixedly mounted
on the main body of the incremental count system and the
counter pawl may be arranged to be capable of repeatedly
engaging equi-spaced teeth of the incremental output mem-
ber in anti-back drive interlock configurations as the counter
is operated. The counter pawl may be positioned so that the
incremental output member is halfway, or substantially
halfway moved from one anti-back drive interlock configu-
ration to the next when the actuator and incremental output
member are in the end configuration thereof. This is highly
advantageous in that it minimises the risk of double counting
or non-counting by the dose counter.

According to a further aspect of the invention there is
provided an inhaler comprising a main body arranged to
retain a medicament canister of predetermined configuration
and a dose counter mounted in the main body.

The inhaler main body may include a canister receiving
portion and a separate counter chamber, the dose counter
being located within the main body thereof, the incremental
output member and actuator thereof inside the counter
chamber, the main body of the inhaler having wall surfaces
separating the canister-receiving portion and the counter
chamber, the wall surfaces being provided with a commu-
nication aperture, an actuation member extending through
the communication aperture to transmit canister motion to
the actuator.

According to a further aspect of the present invention
there is a provided an inhaler for metered dose inhalation,
the inhaler comprising a main body having a canister
housing arranged to retain a medicament canister for motion
therein, and a dose counter, the dose counter having an
actuation member having at least a portion thereof located in
the canister housing for operation by movement of a medi-
cament canister, wherein the canister housing has an inner
wall, and a first inner wall canister support formation located
directly adjacent the actuation member.

This is highly advantageous in that the first inner wall
canister support formation can prevent a canister from
rocking too much relative to the main body of the inhaler.
Since the canister may operate the actuation member of the
dose counter, this substantially improves dose counting and
avoids counter errors.

The canister housing may have a longitudinal axis which
passes through a central outlet port thereof, the central outlet
port being arranged to mate with an outer canister fire stem
of a medicament canister, the inner wall canister support
formation, the actuation member and the outlet port lying in
a common plane coincident with the longitudinal axis.
Accordingly, this construction may prevent the canister from
rocking towards the position of the dose counter actuation
member, thereby minimising errors in counting.

The canister housing may have a further inner canister
wall support formation located on the inner wall opposite, or
substantially opposite, the actuation member. Accordingly,
the canister may be supported against rocking motion away
from the actuator member so as to minimise count errors.

The canister housing may be generally straight and tubu-
lar and may have an arrangement in which each said inner
wall support formation comprises a rail extending longitu-
dinally along the inner wall.
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Each said rail may be stepped, in that it may have a first
portion located towards a medicine outlet end or stem block
of the canister housing which extends inwardly a first
distance from a main surface of the inner wall and a second
portion located toward an opposite end of the canister
chamber which extends inwardly a second, smaller distance
from the main surface of the inner wall. This may therefore
enable easy insertion of a canister into the canister housing
such that a canister can be lined up gradually in step wise
function as it is inserted into the canister housing.

The inhaler may include additional canister support rails
which are spaced around an inner periphery of the inner wall
of the canister housing and which extend longitudinally
therealong.

At least one of the additional rails may extend a constant
distance inwardly from the main surface of the inner wall.

At least one of the additional rails may be formed with a
similar configuration to the first inner wall canister support
formation.

The dose counter may, apart from said at least a portion
of the actuation member, be located in a counter chamber
separate from the canister housing, the actuation member
comprising a pin extending through an aperture in a wall
which separates the counter chamber and the canister hous-
ing.

According to a further aspect of the present invention
there is provided an inhaler for inhaling medicaments hav-
ing: a body for retaining a medicament store; the body
including a dose counter, the dose counter having a move-
able actuator and a return spring for the actuator, the return
spring having a generally cylindrical and annular end; the
body having a support formation therein for supporting said
end of the return spring, the support formation comprising a
shelf onto which said end is engageable and a recess below
the shelf.

This shelf and recess arrangement is highly advantageous
since it allows a tool (such as manual or mechanical twee-
zers) to be used to place the return spring of the actuator onto
the shelf with the tool then being withdrawn at least partially
via the recess.

The shelf may be U-shaped.

The support formation may include a U-shaped upstand-
ing wall extending around the U-shaped shelf, the shelf and
upstanding wall thereby forming a step and riser of a stepped
arrangement.

The recess below the shelf my also be U-shaped.

At least one chamfered surface may be provided at an
entrance to the shelf. This may assist in inserting the actuator
and return spring into position.

A further aspect of the invention provides a method of
assembly of an inhaler which includes the step of locating
said end of said spring on the shelf with an assembly tool and
then withdrawing the assembly tool at least partly via the
recess. This assembly method is highly advantageous com-
pared to prior art methods in which spring insertion has been
difficult and in which withdrawal of the tool has sometimes
accidentally withdrawn the spring again.

The cylindrical and annular end of the spring may be
movable in a direction transverse to its cylindrical extent
into the shelf while being located thereon.

According to a further aspect of the present invention
there is provided an inhaler for inhaling medicament, the
inhaler having a body for retaining a medicament store; and
a dose counter, the dose counter having a moveable actuator
and a chassis mounted on the body; the chassis being heat
staked in position on the body. This is be highly advanta-
geous in that the chassis can be very accurately positioned
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and held firmly in place, thereby further improving counting
accuracy compared to prior art arrangements in which some
movement of the chassis relative to the body may be
tolerated in snap-fit connections.

The chassis may have at least one of a pin or aperture heat
staked to a respective aperture or pin of the body.

The chassis may have a ratchet counter output member
mounted thereon.

The ratchet counter output member may comprise a
ratchet wheel arranged to reel in incrementally a dose meter
tape having a dosage indicia located thereon.

According to a further aspect of the present invention
there is provided a method of assembling an inhaler includ-
ing the step of heat staking the chassis onto the body. The
step of heat staking is highly advantageous in fixedly
positioning the chassis onto the body in order to achieve
highly accurate dose counting in the assembled inhaler.

The method of assembly may include mounting a spring-
returned ratchet actuator in the body before heat staking the
chassis in place. The method of assembly may include
pre-assembling the chassis with a dose meter tape prior to
the step of heat staking the chassis in place. The method of
assembly may include attaching a dose meter cover onto the
body after the heat staking step. The cover may be welded
onto the body or may in some embodiments be glued or
otherwise attached in place.

According to a further aspect of the present invention
there is provided an inhaler for inhaling medicament and
having a body, the body have a main part thereof for
retaining a medicament store; and a dose counter, the dose
counter being located in a dose counter chamber of the body
which is separated from the main part of the body, the dose
counter chamber of the body having a dosage display and
being perforated so as to permit the evaporation of water or
aqueous matter in the dose counter chamber into the atmo-
sphere.

This is high advantageous since it enables the inhaler to
be thoroughly washed and the dose counting chamber can
thereafter dry out fully.

The display may comprise a mechanical counter display
inside the dose counter chamber and a window for viewing
the mechanical counter display. The mechanical counter
display may comprise a tape. The perforated dose counter
chamber may therefore enable reliable washing of the
inhaler, if desired by the user, and may therefore dry out
without the display window misting up.

The dose counter chamber may be perforated by a drain
hole formed through an outer hole of the body. The drain
hole may be located at a bottom portion of the body of the
inhaler, thereby enabling full draining of the inhaler to be
encouraged after washing when the inhaler is brought into
an upright position.

According to a further aspect of the present invention
there is provided a dose counter for an inhaler, the dose
counter having a display tape arranged to be incrementally
driven from a tape stock bobbin onto an incremental tape
take-up drive shaft, the bobbin having an internal bore
supported by and for rotation about a support shaft, at least
one of the bore and support shaft having a protrusion which
is resiliently biased into frictional engagement with the other
of the bore and support shaft with longitudinally extending
mutual frictional interaction. This arrangement may provide
good friction for the bobbin, thereby improving tape counter
display accuracy and preventing the bobbin from unwinding
undesirably for example if the inhaler is accidentally
dropped.
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The support shaft may be forked and resilient for resil-
iently biasing the support shaft and bore into frictional
engagement.

The support shaft may have two forks, or more in some
cases, each having a radially extending protrusion having a
friction edge extending therealong parallel to a longitudinal
axis of the support shaft for frictionally engaging the bore of
the support shaft with longitudinally extending frictional
interaction therebetween.

The bore may be a smooth circularly cylindrical or
substantially cylindrical bore.

Each of the above inhalers in accordance with aspects of
the present invention may have a medicament canister
mounted thereto.

The canister may comprise a pressurised metered dose
canister having a reciprocally movable stem extending
therefrom and movable into a main canister portion thereof
for releasing a metered dose of medicament under pressure,
for example by operating a metered dose valve inside the
canister body. The canister may be operable by pressing by
hand on the main canister body.

In cases in which one or more support rails or inner wall
support formations are provided, the canister may at all
times when within the canister chamber have a clearance of
about 0.25 to 0.35 mm from the first inner wall support
formation. The clearance may be almost exactly 0.3 mm.
This clearance which may apply to the canister body itself
or to the canister once a label has been applied, is enough to
allow smooth motion of the canister in the inhaler while at
the same time preventing substantial rocking of the canister
which could result in inaccurate counting by a dose counter
of the inhaler, especially when lower face of the canister is
arranged to engage an actuator member of the dose counter
for counting purposes.

According to a further aspect of the invention, a method
of assembling a dose counter for an inhaler comprises the
steps of providing a tape with dosing indicia thereon;
providing tape positioning indicia on the tape; and stowing
the tape while monitoring for the tape positioning indicia
with a sensor. The method advantageously permits efficient
and accurate stowing of the tape, e.g. by winding.

The dosing indicia may be provided as numbers, the tape
positioning indicia may be provided as one or more lines
across the tape. The stowing step comprises winding the tape
onto a bobbin or shaft, and, optionally, stopping winding
when the positioning indicia arc in a predetermined position.
The tape may be provided with pixelated indicia at a position
spaced along the tape from the positioning indicia. The tape
may also be provided with a priming dot.

According to a further aspect of the invention, a tape
system for a dose counter for an inhaler has a main elongate
tape structure, and dosing indicia and tape positioning
indicia located on the tape structure. The tape positioning
indicia may comprise at least one line extending across the
tape structure. The tape system may comprise pixelated
indicia located on the tape structure and spaced from the
positioning indicia. The tape system may comprise a prim-
ing dot located on the tape structure. The positioning indicia
may be located between the timing dot and the pixelated
indicia. The main elongate tape structure may have at least
one end thereof wound on a bobbin or shatt.

A further aspect of the invention provides a method of
designing an incremental dose counter for an inhaler com-
prising the steps of calculating nominal canister fire and
dose counter positions for a dose counter actuator of the
inhaler; calculating a failure/success rate for dose counters
built to tolerance levels for counting each fire of inhalers in
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which the dose counter actuators may be applied; and
selecting a tolerance level to result in said failure/success
rate to be at or below/above a predetermined value. This is
highly advantageous in that it allows an efficient and accu-
rate prediction of the reliability of a series of inhaler
counters made in accordance with the design.

The method of designing may include selecting the fail-
ure/success rate as a failure rate of no more than one in 50
million. The method of designing may include setting an
average count position for dose counters built to the toler-
ances to be at or after an average fire position thereof during
canister firing motion. The method of designing may include
setting the average count position to be about 0.4 to 0.6 mm
after the average fire position, such as about 0.48 mm after.
The method of designing may include setting tolerances for
the standard deviation of the fire position in dose counters
built to the tolerances to be about 0.12 to 0.16 mm, such as
about 0.141 mm. The method of designing may include
setting tolerances for the standard deviation of the count
positions in dose counters built to the tolerances to be about
0.07 to 0.09 mm, such as about 0.08 mm. A further aspect
of the invention provides a computer implemented method
of designing an incremental dose counter for an inhaler
which includes the aforementioned method of designing.

A further aspect of the invention provides a method of
manufacturing in a production run a series of incremental
dose counters for inhalers which comprises manufacturing
the series of dose counters in accordance with the afore-
mentioned method of designing.

A further aspect of the invention provides a method of
manufacturing a series of incremental dose counters for
inhalers, which comprises manufacturing the dose counters
with nominal canister fire and dose count positions of a dose
counter actuator relative to a dose counter chassis (or inhaler
main body), and which includes building the dose counters
with the average dose count position in the series being, in
canister fire process, at or after the average canister fire
position in the series.

According to a further aspect of the invention, the method
provides fitting each dose counter in the series of incremen-
tal dose counters to a corresponding main body of an inhaler.

These aspects advantageously provide for the production
run of a series of inhalers and dose counters which count
reliably in operation.

According to a further aspect of the invention, an incre-
mental dose counter for a metered dose inhaler has a body
arranged to retain a canister for movement of the canister
relative thereto, the incremental dose counter having a main
body, an actuator arranged to be driven and to drive an
incremental output member in a count direction in response
to canister motion, the actuator being configured to restrict
motion of the output member in a direction opposite to the
count direction. This advantageously enables an inhaler dose
counter to keep a reliable count of remaining doses even if
dropped or otherwise jolted.

The output member may comprise a ratchet wheel. The
actuator may comprise a pawl and in which the ratchet wheel
and pawl are arranged to permit only one-way ratcheting
motion of the wheel relative to the pawl. The dose counter
may include an anti-back drive member fixed to the main
body. In a rest position of the dose counter, the ratchet wheel
is capable of adopting a configuration in which a back
surface of one tooth thereof engages the anti-back drive
member and the pawl is spaced from an adjacent back
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surface of another tooth of the ratchet wheel without positive
drive/blocking engagement between the pawl and wheel.

BRIEF DESCRIPTION OF THE DRAWINGS

The present invention may be carried out in various ways
and preferred embodiment of a dose counter, inhaler and
methods of assembly, design and manufacture will now be
described with reference to the accompanying drawings in
which:

FIG. 1 is an isometric view of a main body of an
embodiment of an inhaler related to the invention together
with a mouthpiece cap therefor;

FIG. 2 is a top plan view of the components as shown in
FIG. 1;

FIG. 3A is a section on the plane 3A-3A in FIG. 2;

FIG. 3B is a view corresponding to FIG. 3A but with a
dose counter fitted to the main body of the inhaler;

FIG. 4A is an exploded view of the inhaler main body,
mouthpiece cap, dose counter and a dose counter window;

FIG. 4B is a view in the direction 4B in FIG. 4C of a
spring retainer of the dose counter;

FIG. 4C is a top view of the spring retainer of FIG. 4B;

FIG. 5 is a bottom view of the assembled inhaler main
body, mouthpiece cap, dose counter and dose counter win-
dow;

FIGS. 6A, 6B, 6C, 6D, 6E, 6F, 6G and 6H are various
views of dose counter components of the inhaler;

FIGS. 7A and 7B are sectional views showing canister
clearance inside the main body of the inhaler;

FIG. 7C is a further sectional view similar to that of FIG.
7B but with the canister removed;

FIG. 7D is a top plan view of the inhaler main body;

FIGS. 8A, 8B, 8C and 8D show the inhaler main body and
dose counter components during assembly thereof;

FIG. 9 shows a sectional side view of a datum line for an
actuator pawl of the dose counter;

FIGS. 10A, 10B, 10C, 10D, 10E and 10F show various
side views of positions and configurations of the actuator
pawl, a ratchet wheel, and a count pawl;

FIG. 11 shows distributions for tolerances of start, reset,
fire, count and end positions for the actuator of the dose
counter;

FIG. 12 is an enlarged version of part of FIG. 4A;

FIG. 13 shows an end portion of a tape of the dose
counter;

FIG. 14 shows a computer system for designing the dose
counter;

FIG. 15 is an isometric view of a stock bobbin modified
in accordance with the present invention for use in the dose
counter of the inhaler of FIGS. 1 to 14;

FIG. 16 shows an end view of the stock bobbin of FIG. 15;

FIG. 17 is a section through a longitudinal axis of the
stock bobbin of FIGS. 15 and 16;

FIGS. 18A to 18C are views of the stock bobbin of FIGS.
15 to 17 mounted in the dose counter chassis of FIGS. 1 to
14, with the control elements of the forks of the second shaft
(or split pin) having a profile slightly different to that in FIG.
6F, with the forks in a compressed configuration;

FIGS. 19A to 19C are views equivalent to FIGS. 18A to
18C but with the forks in a more expanded configuration due
to a different rotational position of the stock bobbin;

FIG. 20 is an isometric view of the chassis assembled and
including the stock bobbin of FIGS. 15 to 17 but excluding
the tape for reasons of clarity;

FIG. 21 is a view of a preferred embodiment of a dry
powder inhaler in accordance with the present invention;
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FIG. 22 is an exploded view of the inhaler of FIG. 21,

FIG. 23 is a view of a dose counter of the inhaler of FIG.
21,

FIG. 24 is an exploded view of the dose counter shown in
FIG. 23;

FIG. 25 is an exploded view of parts of the inhaler of FIG.
21; and

FIG. 26 is a view of a yoke of the inhaler of FIG. 21.

DETAILED DESCRIPTION OF THE
INVENTION

FIG. 1 shows a main body 10 of a manually operated
metered dose inhaler 12 in accordance with an embodiment
related to the present invention and having a mouthpiece cap
14 securable over a mouthpiece 16 of the main body.

The main body has a canister chamber 18 into which a
canister 20 (FIG. 7A) is slideable. The canister 20 has a
generally cylindrical main side wall 24, joined by a tapered
section 26 to a head portion 28 having a substantially flat
lower face 30 which has an outer annular drive surface 32
arranged to engage upon and drive an actuation pin 34 of a
dose counter 36 as will be described. Extending centrally
and axially from the lower face 30 is a valve stem 38 which
is arranged to sealingly engage in a valve stem block 40 of
the main body 10 of the inhaler 12. The valve stem block 40
has a passageway 42 leading to a nozzle 44 for directing the
contents of the canister 20, namely active drug and propel-
lant, towards an air outlet 46 of the inhaler main body 12. It
will be appreciated that due to gaps 48 between the canister
20 and an inner wall 50 of the main body 10 of the inhaler
12 an open top 52 of the main body 10 forms an air inlet into
the inhaler 12 communicating via air passageway 54 with
the air outlet 46, such that canister contents exiting nozzle 44
mix with air being sucked by the user through the air
passageway 54 in order to pass together through the air
outlet and into the mouth of the user (not shown).

The dose counter 36 will now be described. The dose
counter 36 includes an actuation pin 34 biased upwardly
from underneath by a return spring 56 once installed in the
main body 10. As best shown in FIGS. 4A, 6H and 8A, the
pin 34 has side surfaces 58, 60 arranged to slide between
corresponding guide surfaces 62, 64 located in a dose
counter chamber 66 of the main body 10, as well as an end
stop surface 68 arranged to engage a corresponding end stop
70 formed in the dose counter chamber 66 to limit upward
movement of the pin 34. The pin 34 has a top part 72 which
is circularly cylindrical and extends through an aperture 74
formed through a separator wall 76 which separates the
canister chamber 18 from the dose counter chamber 66. The
top part 72 of the pin 34 has a flat top surface 78 which is
arranged to engage the outer annular drive surface 32 of the
canister 20.

The actuation pin 34 is integrally formed with a drive or
actuator pawl 80. The actuator pawl 80 has a generally
inverted U-shape configuration, having two mutually spaced
and parallel arms 82, 84 extending from a base portion of the
actuation pin 34, each holding at respective distal ends 88
thereof opposite ends of a pawl tooth member 90 which
extends in a direction substantially perpendicular to the arms
82, 84, so as to provide what may be considered a “saddle”
drive for pulling on each of the 11 drive teeth 92 of a ratchet
wheel 94 of an incremental drive system 96 or ratchet
mechanism 96 of the dose counter 36. As shown for example
in FIG. 10B, the pawl tooth member 90 has a sharp lower
longitudinal side edge 98 arranged to engage the drive teeth
92, the edge-to-surface contact provided by this engagement
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providing very accurate positioning of the actuator pawl 80
and resultant rotational positioning of the ratchet wheel 94.

The dose counter 36 also has a chassis preassembly 100
which, as shown in FIGS. 4A and 6 A, includes a chassis 102
having a first shaft 104 receiving the ratchet wheel 94 which
is secured to a tape reel shaft 106, and a second shaft (or split
pin) 108 which is parallel to and spaced from the first shaft
104 and which slidably and rotationally receives a tape stock
bobbin 110.

As shown in FIG. 6B, when the inhaler has not been used
at all, the majority of a tape 112 is wound on the tape stock
bobbin 110 and the tape 112 has a series of regularly spaced
numbers 114 displayed therealong to indicate a number of
remaining doses in the canister 20. As the inhaler is repeat-
edly used, the ratchet wheel 94 is rotated by the actuator
pawl 80 due to operation of the actuation pin 34 by the
canister 20 and the tape 112 is incrementally and gradually
wound on to the tape reel shaft 106 from the second shaft
108. The tape 112 passes around a tape guide 116 of the
chassis 102 enabling the numbers 114 to be displayed via a
window 118 in a dose counter chamber cover 120 having a
dose marker 132 formed or otherwise located thereon.

As shown in FIGS. 6A and 6D, the second shaft 108 is
forked with two forks 124, 126. The forks 124, 126 are
biased away from one another. The forks have located
thereon at diametrically opposed positions on the second
shaft 108 friction or control elements 128, 130, one on each
fork. Each control element extends longitudinally along its
respective fork 124, 126 and has a longitudinally extending
friction surface 132, 134 which extends substantially paral-
lel to a longitudinal axis of the second shaft and is adapted
to engage inside a substantially cylindrical bore 136 inside
the tape stock bobbin 110. This control arrangement pro-
vided between the bore 136 and the control elements 128,
130 provides good rotational control for the tape stock
bobbin 110 such that it does not unwind undesirably such as
when the inhaler is dropped. The tape force required to
unwind the tape stock bobbin 110 and overcome this friction
force is approximately 0.1 N.

As can be seen in FIG. 6D, as well as FIGS. 6G and 10A
to 10F, the chassis 102 is provided with an anti-back drive
tooth 138 or count pawl 138 which is resiliently and sub-
stantially fixedly mounted thereto. As will be described
below and as can be seen in FIGS. 10A to 10F, when the
actuation pin 34 is depressed fully so as to fire the metered
valve (not shown) inside the canister 20, the actuator pawl
80 pulls down on one of the teeth 92 of the ratchet wheel 94
and rotates the wheel 94 anticlockwise as shown in FIG. 6D
50 as to jump one tooth 92 past the count pawl 138, thereby
winding the tape 112 a distance incrementally relative to the
dose marker 122 on the dose counter chamber 120 so as to
indicate that one dose has been used.

With reference to FIG. 10B, the teeth of the ratchet wheel
94 have tips 143 which are radiused with a 0.1 mm radius
between the flat surfaces 140, 142. The ratchet wheel 94 has
a central axis 145 which is 0.11 mm above datum plane 220
(FIG. 9). A top/nose surface 147 of the anti-back drive tooth
138 is located 0.36 mm above the datum plane 220. The
distance vertically (i.e. transverse to datum plane 220—FIG.
9) between the top nose surface 147 of the anti-back drive
tooth is 0.25 mm from the central axis 145 of the wheel 94.
Bump surface 144 has a lateral extent of 0.20 mm, with a
vertical length of a flat 145' thereof being 1 mm, the width
of the bump surface being 1.22 mm (in the direction of the
axis 145), the top 149 of the bump surface 144 being 3.02
mm vertically below the axis 145, and the flat 145" being
spaced a distance sideways (i.e. parallel to the datum plane
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220) 2.48 mm from the axis 145. The top surface 78 of the
pin 34 (FIG. 6H) is 11.20 mm above the datum plane 220
(FIG. 9) when the actuator pawl 80 and pin 34 are in the start
configuration. The length of the valve stem 22 is 11.39 mm
and the drive surface 32 of the canister 20 is 11.39 mm above
the datum plane 220 when the canister is at rest waiting to
be actuated, such that there is a clearance of 0.19 mm
between the canister 20 and the pin 34 in this configuration.

FIGS. 10A and 10B show the actuator pawl 80 and ratchet
wheel 94 and count pawl 138 in a start position in which the
flat top 78 of the pin 34 has not yet been engaged by the
outer annular drive surface 32 of the canister 20 or at least
has not been pushed down during a canister depression.

In this “start” position, the count pawl 138 engages on a
non-return back surface 140 of one of the teeth 92 of the
ratchet wheel 94. The lower side edge 98 of the actuator
pawl is a distance “D” (FIG. 9) 1.33 mm above datum plane
220 which passes through bottom surface or shoulder 41 of
valve stem block 40, the datum plane 220 being perpen-
dicular to a main axis “X” of the main body 10 of the inhaler
12 which is coaxial with the centre of the valve stem block
bore 43 and parallel to a direction of sliding of the canister
20 in the main body 10 of the inhaler 12 when the canister
is fired.

As shown in FIG. 10B, an advantageous feature of the
construction is that the pawl tooth/actuator 90 acts as a
supplementary anti-back drive member when the inhaler 12
is not being used for inhalation. In particular, if the inhaler
12 is accidentally dropped, resulting in a jolt to the dose
counter 36 then, if the wheel 94 would try to rotate clock-
wise (backwards) as shown in FIG. 10B, the back surface
140 of a tooth will engage and be blocked by the tooth
member 90 of the pawl 80. Therefore, even if the anti-back
drive tooth 138 is temporarily bent or overcome by such a
jolt, undesirable backwards rotation of the wheel 94 is
prevented and, upon the next canister firing sequence, the
pawl 90 will force the wheel 94 to catch up to its correct
position so that the dose counter 36 continues to provide
correct dosage indication.

FIG. 10C shows a configuration in which the actuator
pawl 80 has been depressed with the pin 34 by the canister
20 to a position in which the side edge 98 of the pawl tooth
member 90 is just engaged with one of the teeth 92 and will
therefore upon any further depression of the pin 34 begin to
rotate the wheel 94. This is referred to as a “Reset” position
or configuration. In this configuration, the lower side edge
98 of the actuator 80 is 0.64 mm above the datum plane 220.

FIG. 10D shows a configuration in which the actuator
pawl 80 has been moved to a position lower than that shown
in FIG. 10C and in which the metered dose valve (not
shown) inside the canister has at this very position fired in
order to eject active drug and propellant through the nozzle
44. It will be noted that in this configuration the count pawl
138 is very slightly spaced from the back surface 140 of the
same tooth 92 that it was engaging in the configuration of
FIG. 10D. The configuration shown in FIG. 10D is known
as a “Fire” configuration. In this configuration the lower side
edge 98 of the actuator 80 is 0.47 mm below the datum plane
220.

FIG. 10E shows a further step in the sequence, called a
“Count” position in which the actuator pawl 80 has rotated
the ratchet wheel 94 by the distance circumferentially angu-
larly between two of the teeth 92, such that the count pawl
138 has just finished riding along a forward surface 142 of
one of the teeth 92 and has resiliently jumped over the tooth
into engagement with the back surface 140 of the next tooth.
Accordingly, in this “Count” configuration, a sufficiently
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long stroke movement of the pin 34 has occurred that the
tape 112 of the dose counter 36 will just have counted down
one dose. In this configuration, the lower side edge 98 of the
actuator is 0.95 mm below the datum plane 220. Accord-
ingly, in this position, the actuator 80 generally, including
edge 98, is 0.48 mm lower than in the fire configuration. It
has been found that, although the count configuration hap-
pens further on than the fire configuration, counting is highly
reliable, with less than one in 50 failed counts per million.
This is at least partially due to momentum effects and to the
canister releasing some back pressure on the user in some
embodiments as its internal metering valve fires.

In the configuration of FIG. 10F, the pawl 80 has been
further depressed with the pin 34 by the canister 20 to a
position in which it is just disengaging from one of the teeth
92 and the actuator pawl 80 is assisted in this disengagement
by engagement of one of the arms 84 with a bump surface
144 on the chassis 102 (see FIG. 6G) and it will be seen at
this point of disengagement, which is called an “End”
configuration, the count pawl 138 is positioned exactly
halfway or substantially halfway between two of the drive
teeth 92. This advantageously means therefore that there is
a minimum chance of any double counting or non-counting,
which would be undesirable. In the end configuration, the
side edge 98 of the actuator is 1.65 mm below the datum
plane 220. It will be appreciated that any further depression
of the actuator pawl 80 and pin 34 past the “End” configu-
ration shown in FIG. 10F will have no effect on the position
of the tape 112 displayed by the dose counter 36 since the
actuator pawl 80 is disengaged from the ratchet wheel 94
when it is below the position shown in FIG. 10F.

As shown in FIGS. 7C and 7D, the inner wall 50 of the
main body 10 is provided with a two-step support rail 144
which extends longitudinally along inside the main body and
is located directly adjacent the aperture 74. As shown in FIG.
7B a diametrically opposed two-step support rail 146 is also
provided and this diametrically opposed in the sense that a
vertical plane (not shown) can pass substantially directly
through the first rail 144, the aperture 74, a central aperture
148 of the valve stem block 40 (in which canister stem 25
is located) and the second two-step support rail 146. As
shown in FIG. 7A and schematically in FIG. 7B, the rails
144, 146 provide a maximum clearance between the canister
20 and the rails 144, 146 in a radial direction of almost
exactly 0.3 mm, about 0.25 to 0.35 mm being a typical
range. This clearance in this plane means that the canister 20
can only rock backwards and forwards in this plane towards
away from the actuation pin 34. A relatively small distance
and this therefore prevents the canister wobbling and chang-
ing the height of the actuation pin 34 a as to undesirably alter
the accuracy of the dose counter 36. This is therefore highly
advantageous.

The inner wall 50 of the main body 10 is provided with
two further two-step rails 150 as well as two pairs 152, 154
of rails extending different constant radial amounts inwardly
from the inner wall 50, so as to generally achieve a maxi-
mum clearance of almost exactly 0.3 mm around the canister
20 for all of the rails 144, 146, 150, 152, 154 spaced around
the periphery of the inner wall 50, in order to prevent undue
rocking while still allowing canister motion freely inside the
inhaler 12. It will be clear from FIG. 7C for example that the
two-step rails have a first portion near an outlet end 156 of
the canister chamber 18, the first portion having a substan-
tially constant radial or inwardly-extending width, a first
step 160 leading to a second portion 162 of the rail, the
second portion 102 having a lesser radial or inwardly
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extending extent than the first portion 156, and finally a
second step 164 at which the rail merges into the main inner
wall 50 main surface.

A method of assembling the inhaler 12 will now be
described.

With reference to FIG. 8A, the main body 10 of the
inhaler 12 is formed by two or more plastics mouldings
which have been joined together to the configuration shown.

As shown in FIG. 8B, the actuator pawl 80 and pin 34 are
translated forward into position into a pin receiving area 166
in the dose counter chamber 66 and the pin 34 and actuator
80 may then be raised until the pin 34 emerges through the
aperture 74.

Next, the return spring 56 may be inserted below the pin
34 and a generally cylindrical annular lower end 168 of the
spring 56 may be moved by a tweezer or tweezer-like
assembly tool (not shown) into engagement with a shelf 170
of a spring retainer 172 in the dose counter chamber 66. The
spring retainer 172 is U-shaped and the shelf 170 is
U-shaped and has a recess 174 formed below it. As shown
in FIGS. 4B, 4C and 12 shelf 170 includes three chamfer
surfaces 176, 178, 180 arranged to assist in moving the
lower end of the spring 168 into position onto the shelf using
the assembly tool (not shown). Once the lower end of the
spring 168 is in place, the assembly tool (not shown) can
easily be removed at least partly via the recess 174 below the
lower end 168 of the spring 56.

The tape 112 is attached at one end (not shown) to the tape
stock bobbin 110 and is wound onto the bobbin by a motor
200 (FIG. 13) having a hexagonal output shaft 202 which
engages in a hexagonal socket 204 (FIG. 6B) of the bobbin.
During winding, the tape is monitored by a sensor 206,
which may be in the form of a camera or laser scanner,
which feeds data to a computer controller 205 for the motor
200. The controller 205 recognises three positioning mark-
ers 210 in the form of lines across the tape 112 and stops the
motor 202 when the tape 112 is nearly fully wound onto the
bobbin 110, such that the distal end 212 of the tape 112 can
be secured, e.g. by adhesive, to the tape reel shaft 106. The
controller 205 also recognises a pixelated tape size marker
214 observed by the sensor 206 and logs in a stocking
system data store 217 details of the tape 112 such as the
number of numbers 114 on the tape, such as one hundred and
twenty or two hundred numbers 114. Next, the tape reel shaft
is wound until an appropriate position of the lines 210 at
which a priming dot 216 will, once the bobbin 110 and reel
shaft 106 are slid onto the second shaft 108 and second shaft
104, be in a position to be located in the window 118 when
the inhaler 12 is fully assembled. In the embodiments, the
bobbin 110 and reel shaft 106 may be slid onto the shafts
108, 104 before the tape 112 is secured to the reel shaft 106
and the reel shaft may then be wound to position the priming
dot 216.

Next, the assembled dose counter components of the
chassis preassembly 100 shown in FIG. 6B may as shown in
FIG. 8C be inserted into the dose counter chamber 66, with
pins 182, 184, 186 formed on the main body 10 in the dose
counter chamber 66 passing through apertures or slots 188,
190, 192 formed on the chassis 102, such that the pins 182,
184, 186 extend through (or at least into) the apertures or
slots 188, 190, 192. With the chassis 102 being relatively
firmly pushed towards the main body 10, the pins 182, 184,
186 are then heat staked and the chassis 102 is therefore after
this held very firmly in position in the main body and is
unable to move, thereby assisting in providing great accu-
racy for the dose counter 36. Next, as shown in FIG. 8D, the
dose counter chamber cover 120 may be fitted over the dose
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counter chamber 66 and may be secured in place such as by
welding, with the priming dot 216 being displayed through
the window.

The user can, when readying the inhaler 12 for first use,
prime the inhaler by depressing the canister 20 three times
which will bring the first number 114 on the tape into display
through the window 118 in place of the priming dot 216, the
number 114 shown in FIG. 8D being “200”, thereby indi-
cating that 200 doses are remaining to be dispensed from the
canister 20 and inhaler 12.

As shown in FIG. 8D, and in FIG. 5, an open drain hole
194 is provided at the bottom of the dose counter chamber
66 by a substantially semi-circular cut-out or recess forma-
tion 196 in a lower surface 198 of the main body 10 of the
inhaler. Accordingly, if the user (not shown) should decide
to wash the main body 10 of the inhaler, for example after
encountering an unhygienic situation or simply as a matter
of choice, the drain hole 194 allows initial draining of water
from inside the dose counter chamber 66 and also thereafter
evaporation of water or any aqueous matter in the dose
counter chamber 66 so that the window 118 does not mist up
undesirably.

FIG. 14 shows a computer system 230 for designing the
dose counter 36 and in particular for calculating distribu-
tions representative of average positions and standard devia-
tions in a production series of inhalers of the start, reset, fire,
count and end positions of the actuator lower side edge 98
relative to the datum plane 220 (FIG. 9) and therefore of the
actuator pawl 80 generally relative to the ratchet wheel 94,
chassis 102 and, when the inhaler 12 is fully assembled, the
main body 10 of the inhaler 12. The computer system 230
includes a data store 232, a CPU 234, an input device 236
(such as a keyboard or communication port) and an output
device 238 (such as a communications port, display screen
and/or printer). A user may enter data via the input device
236 which may be used by the CPU 234 in a mathematical
calculation to predict count failure rates when the various
dose counters are to be built in a series with dose counter
positions set with given averages and standard deviations
and taking into account any momentum/inertia effects and
metering valve user-back-pressure reduction effect which
will occur upon canister firing of a given type of canister.
The computer system 230 is thus mathematically used to
design the distributions. For the inhaler 12 described herein
with the dose counter 36 and canister 20, the distributions
are designed as shown in FIG. 11. The x axis shows distance
of the lower side surface 98 of the actuator 80 above the
datum plane 220 and the y axis is representative of the
distribution. Thus, curve 240 shows that the start configu-
ration has an average 1.33 mm above the datum plane 200
(standard deviation is 0.1 mm), curve 242 shows that the
reset configuration has an average of 0.64 mm above the
datum plane 220 (standard deviation is 0.082 mm), curve
244 shows the fire configuration has an average 0.47 mm
below the datum plane 220 (standard deviation is 0.141
mm), curve 246 shows the count configuration has an
average 0.95 mm below the datum plane 220 (standard
deviation is 0.080 mm), and curve 248 shows the end
configuration has an average of 1.65 mm below the datum
plane 220 (standard deviation is 0.144 mm).

FIGS. 15 to 20 show a version of the inhaler modified in
accordance with the present invention. In these drawings,
the same reference numerals have been used to those in the
earlier drawings to denote the equivalent components. The
inhaler 12 is the same as that in FIGS. 1 to 14 apart from the
following modifications.
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First, it can be seen that there is a modification in that the
drive teeth 92 of the ratchet wheel 94 have a different profile
to that in FIGS. 1 to 14. There are also only nine ratchet teeth
94 in this embodiment instead of eleven.

Additionally, as shown in FIGS. 18C and 19C, the control
elements 128, 130 on the forks 124, 126 of the second shaft
108 have a tapered profile which is different to the profile of
the control elements 128, 130 shown in FIG. 6F. Either
profile can be used in the embodiment of FIGS. 15 to 20
however.

Furthermore, as shown in FIG. 15, the tape stock bobbin
110 has an inwardly facing generally cylindrical engagement
surface 300 with a wavelike form extending partially the-
realong. The engagement surface 300 has a cross-section
301 perpendicular to the longitudinal length of the stock
bobbin 110 which is constant therealong. This cross-section
301 can be seen in FIG. 16 and consists of a series of ten
regularly spaced concavities 302 and ten convex wall por-
tions 304. The convex wall portions 304 are equi-spaced
between the concavities 302. Each concavity 302 has a
radius of 0.2 mm. Each convex wall portion 304 also has a
radius of 0.2 mm. Finally, the cross section 301 also includes
flat wall portions 306 between all of the radiused wall
portions of the concavities 302 and convex wall portions
304. The geometry of the cross-section 301 is therefore
defined by the radii of the concavities 302 and convex wall
portions 304, the flat wall portions 306 and the fact that there
are ten concavities 302 and convex wall portions 304.

The minor diameter of the engagement surface 300, i.e.
between the tips of opposite convex wall portions 304, is
2.46 mm. The major diameter of the engagement surface
300, i.e. between the outermost portions of the concavities
302, is 2.70 mm. The undeformed tip to tip maximum
diameter of the forks 124, 126 of the split pin (the second
shaft) 108, i.e. in the region of the maximum radio extent of
the control elements 128, 130, is 3.1 millimeters and it will
therefore be appreciated that the forks 124, 126 are resil-
iently compressed once the stock bobbin 110 has been
assembled onto the split pin 108 in all rotational configu-
rations of the stock bobbin 110 relative to the split pin 108.
The minimum gap between the forks 124, 126 in the plane
of the cross sections of FIGS. 18C and 19C is 1 mm when
the split pin 108 is in the undeformed, pre-inserted state.
When the split pin 108 is at maximum compression, as
shown in FIGS. 18A to 18C when the control elements 128,
130 are shown to be engaged on top of the convex wall
portions 304, the gap 308 between the tips 310, 312 of the
forks 124, 126 is 0.36 mm. On the other hand, when the split
pin 108 is at minimum compression (once inserted into the
stock bobbin) as shown in FIGS. 19A to 19C, when the
control elements 128, 130 rest in the concavities 302, the gap
between the tips 310, 312 of the forks 124, 126 is 0.6 mm.
The control elements 128, 130 are outwardly radiused with
a radius also of 0.2 mm such that they can just rest on the
concavities 302 with full surface contact (at least at an axial
location on the split pin where the tapered control elements
are at their maximum radial extent), without rattling in,
locking onto or failing to fit in the concavities 302. The radii
of the control elements 128, 130 is therefore preferably
substantially the same as the radii of the concavities 302

It will be appreciated that whereas FIGS. 18B and 19B are
end views along the coaxial axis of the stock bobbin 110 and
split pin 108, FIGS. 18A and 19A are cross-sections. FIG.
19A is a section on the plane A-A' in FIG. 19C and FIG. 18A
is a section at the same plane, but of course with the stock
bobbin 110 rotated relative to the split pin 108.
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As the inhaler 12 is used and the ratchet wheel 94 rotates
in order to count used doses, the stock bobbin rotates
incrementally through rotational positions in which rotation
is resisted, i.e. due to increasing compression of the split pin
108 at such rotational positions, and rotational positions in
which rotation is promoted, i.e. due to decreasing compres-
sion of the split pin 108 at such rotational positions and this
may involve a click forward of the stock bobbin 110 to the
next position equivalent to that in FIGS. 19A to 19C in
which the control elements 128, 130 of the split pin art
located in the concavities 302. This functionality firstly
allows the stock bobbin to unwind during use as required,
but also prevents the tape 112 from loosening during transit
if the inhaler 12 is dropped, such as onto a hard surface. This
is highly advantageous, since the tape 11 is prevented from
moving to a position in which it will give an incorrect
reading regarding the number of doses in the canister.

During compression and expansion of the forks in the
radial direction between the two configurations shown in
FIGS. 18C and 19C, the forks 124, 126 rotate about a point
316 on the split pin where the forks 124, 126 come together.
This rotational action means that there is a camming action
between the forks 124, 126 and the engagement surface 300
without significant friction but, nevertheless, the resilient
forces provided by the regulator formed by the engagement
surface 300 and forks 124, 126 are able to regulate unwind-
ing of the tape such that it does not easily occur during
transit or if the inhaler 12 is dropped. It has been found
during testing that a force of 0.3 to 0.4 N needs to be applied
to the tape 112 to overcome the regulator at the stock bobbin
110. 0.32 N is achieved with the control elements 128 having
the profile shown in FIG. 19C and 0.38 N is achieved with
the profile of the control elements 128 altered to be as shown
as described with reference to FIG. 6F. These forces are
substantially higher than the 0.1 N force mentioned above
and undesirable movement of the tape is substantially
avoided even if the inhaler is dropped onto a hard surface.
The modified arrangement of FIGS. 15 to 20 does not
provide this force “constantly” such that there is overall not
an undesirably high friction of the tape 112 as it passes over
the other components of the dose counter because, due to the
incremental nature of the resilient forces at the regulator, the
tape 112 can incrementally relax as it slides over the
stationary chassis components.

Instead of having ten concavities 302 and convex wall
portions 304, other numbers may be used, such as 8 or 12.
However, it is preferred to have an even number, especially
since two control elements 128, 130 are provided, so that all
of the control elements 128, 130 will expand and contract
simultaneously. However, other arrangements arc envisaged
with 3 or more forks and the number of concavities/convex
wall portions may be maintained as an integer divisible by
the number of forks to maintain a system with simultaneous
expansion/contraction. For example, the use of 9, 12 or 15
concavities/convex wall portions with 3 forks is envisaged.

Instead of having the engagement surface 300 on the
inside of the stock bobbin 110, it could be placed on the
outside of the stock bobbin 110 so as to be engaged by
flexible external legs/pawls or similar.

It will be noted that the regulator provided by the engage-
ment surface 300 and forks 124, 126 does not only allow
rotation of the stock bobbin in one direction as is the case
with the ratchet wheel 94. Rotation in both directions is
possible, i.e. forwards and backwards. This means that
during assembly, the stock bobbin 110 can be wound back-
wards during or after fitting the bobbin 100, shaft 106 and
tape 112 onto the carriage 102, if desired.
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The stock bobbin 110 and the carriage 102 including the
split pin 108 are both moulded of polypropylene material.

It will be seen from FIG. 16 that the cross-sectional shape
301 is not symmetrical within the hexagonal socket 204.
This has enabled the hexagonal socket 204 to be maintained
at a useful size while still allowing the desired size and
geometry of the cross section 301 to fit without interfering
with the hexagonal shape of the hexagonal socket 204 and
also permits moulding to work during manufacture.

As shown in FIG. 17, the stock bobbin 110 has a series of
four circumferential ribs 330 inside it and a spaced therea-
long. These hold the stock bobbin 110 on the correct side of
the mould tool during moulding.

FIGS. 21 and 22 show a preferred embodiment in accor-
dance with the invention of an inhaler 510 for dispensing a
dry-powdered medicament in metered doses for patient
inhalation. The inhaler 510 is as disclosed in FIGS. 1 to 16
or EP-A-1330280, the contents of which are hereby fully
incorporated herein by reference, but with the stock bobbin
110 and second shaft 108 of the dose counter 516 modified
50 as to be as in FIGS. 15 to 20 hereof. Thus, the dry powder
inhaler 510 generally includes a housing 518, and an assem-
bly 512 received in the housing (see FIG. 21). The housing
518 includes a case 520 having an open end 522 and a
mouthpiece 524 (FIG. 25) for patient inhalation, a cap 526
secured to and closing the open end 522 of the case 520, and
a cover 528 pivotally mounted to the case 520 for covering
the mouthpiece 524. As shown in FIG. 22, the inhaler 510
also includes an actuation spring 569, first yoke 566 with
opening 572, bellows 540 with crown 574, a reservoir 514,
second yoke 568 with hopper 542 and dose counter 516
mounted thereto, and case 520 has transparent window 5130
thereon for viewing dose counter tape indicia 5128. The
dose metering system also includes two cams 570 mounted
on the mouthpiece cover 528 and movable with the cover
528 between open and closed positions. The cams 570 each
include an opening 580 for allowing outwardly extending
hinges 582 of the case 520 to pass therethrough and be
received in first recesses 584 of the cover 528. The cams 570
also include bosses 586 extending outwardly and received in
second recesses 588 of the cover 528, such that the cover
528 pivots about the hinges 582 and the cams 570 move with
the cover 528 about the hinges 582. As described in EP-A-
1330280, cams 570 act upon cam followers 578 to move
second yoke 568 up and down and thereby operate dose
counter by engagement of pawl 5138 on the second yoke
568 with teeth 5136. Remaining components of the inhaler
are provided as, and operate as described, in EP-A-1330280.

The dose counting system 516 therefore includes a ribbon
or tape 5128 (FIGS. 23 & 24), having successive numbers or
other suitable indicia printed thereon, in alignment with a
transparent window 5130 provided in the housing 18 (see
FIG. 22). The dose counting system 516 includes the rotat-
able stock bobbin 110 (as described above), an indexing
spool 5134 rotatable in a single direction, and the ribbon
5128 rolled and received on the bobbin 110 and having a first
end 5127 secured to the spool 5134, wherein the ribbon 5128
unrolls from the bobbin 110 so that the indicia are succes-
sively displayed as the spool 5134 is rotated or advanced. In
FIGS. 23 and 24 the wavelike engagement surface 300 of the
bobbin 110 is not shown for the purposes of clarity.

The spool 134 is arranged to rotate upon movement of the
yokes 566, 568 to effect delivery of a dose of medicament
from reservoir 514, such that the number on the ribbon 5128
is advanced to indicate that another dose has been dispensed
by the inhaler 510. The ribbon 5128 can be arranged such
that the numbers, or other suitable indicia, increase or
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decrease upon rotation of the spool 5134. For example, the
ribbon 5128 can be arranged such that the numbers, or other
suitable indicia, decrease upon rotation of the spool 5134 to
indicate the number of doses remaining in the inhaler 510.
Alternatively, the ribbon 5128 can be arranged such that the
numbers, or other suitable indicia, increase upon rotation of
the spool 5134 to indicate the number of doses dispensed by
the inhaler 10.

The indexing spool 5134 includes radially extending teeth
5136, which are engaged by pawl 5138 extending from a
cam follower 578 of the second yoke 568 upon movement
of the yoke to rotate, or advance, the indexing spool 5134.
More particularly, the pawl 5138 is shaped and arranged
such that it engages the teeth 5136 and advances the index-
ing spool 5134 only upon the mouthpiece cover 528 being
closed and the yokes 566, 568 moved back towards the cap
526 of the housing 518.

The dose counting system 516 also includes a chassis
5140 that secures the dose counting system to the hopper
542 and includes shafts 108, 5144 for receiving the bobbin
110 and the indexing spool 5134. As described above with
reference to FIGS. 1 to 20, the bobbin shaft 108 is forked and
includes radially nubs 5146 for creating a resilient resistance
to rotation of the bobbin 110 on the shaft 108 by engaging
with the wavelike engagement surface 300 inside the bobbin
110. A clutch spring 5148 is received on the end of the
indexing spool 5134 and locked to the chassis 5140 to allow
rotation of the spool 5134 in only a single direction.

Various modifications may be made to the embodiment
shown without departing from the scope of the invention as
defined by the accompanying claims as interpreted under
patent law.

What is claimed:

1. An inhaler for metered dose inhalation, the inhaler

comprising:

a main body having a canister housing,

a medicament canister, which is moveable relative to the
canister housing and retained in a central outlet port of
the canister housing arranged to mate with a canister
fire stem of the medicament canister, and
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a dose counter having an actuation member having at least
a portion thereof located in the canister housing for
operation by movement of the medicament canister,

wherein the canister housing has an inner wall, and a first
inner wall canister support formation extending
inwardly from a main surface of the inner wall, and

wherein the canister housing has a longitudinal axis X

which passes through the center of the central outlet
port,

the inner wall canister support formation, the actuation

member, and the central outlet port lying in a common
plane coincident with the longitudinal axis X.

2. The inhaler as claimed in claim 1 wherein the medi-
cament canister is movable relative to the dose counter.

3. The inhaler as claimed in claim 1 further comprising an
aperture formed in the inner wall through which the portion
of the actuation member extends.

4. The inhaler as claimed in claim 1, wherein the first
inner wall canister support formation comprises a support
rail which extends longitudinally along an inside surface of
the main body.

5. The inhaler as claimed in claim 4, wherein the support
rail includes a step formed thereon.

6. The inhaler as claimed in claim 4 further comprising a
plurality of support rails each of which extends longitudi-
nally along an inside surface of the main body.

7. The inhaler as claimed in claim 6, wherein two of the
plurality of support rails are positioned at opposite ends of
the inside surface of the main body to face each other.

8. The inhaler as claimed in claim 4, wherein the support
rail includes two steps formed thereon, the steps being
spaced apart longitudinally along an inside surface of the
main body.

9. The inhaler as claimed in claim 4, wherein the support
rail merges with the inner wall at a location adjacent the
aperture.

10. The inhaler as claimed in claim 9, wherein a width
dimension of the support rail is not constant, and the width
dimension is greatest at the location where the support rail
merges with the inner wall.

#* #* #* #* #*
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DOSE COUNTER FOR INHALER HAVING
AN ANTI-REVERSE ROTATION ACTUATOR

CROSS-REFERENCE TO RELATED
APPLICATIONS

This patent application is a continuation patent applica-
tion of U.S. Non-Provisional patent application Ser. No.
14/103,324, filed Dec. 11, 2013, which is a divisional patent
application of U.S. Non-Provisional patent application Ser.
No. 13/110,532, filed May 18. 2011, now U.S. Pat. No.
8,978,966, issued Mar. 17, 2015, which claims priority to
U.S. Provisional Patent Application No. 61/345,763, filed
May 18, 2010, and U.S. Provisional Patent Application No.
61/417,659, filed Nov. 29, 2010, each of which is incorpo-
rated herein by reference in its entirety for any and all
purposes.

FIELD OF THE INVENTION

The present invention relates to dose counters for inhal-
ers, inhalers and methods of assembly thereof. The invention
is particularly applicable to metered dose inhalers including
dry power medicament inhalers, breath actuated inhalers and
manually operated metered dose medicament inhalers.

BACKGROUND OF THE INVENTION

Metered dose inhalers can comprise a medicament-con-
taining pressurised canister containing a mixture of active
drug and propellant. Such canisters are usually formed from
a deep-dawn aluminium cup having a crimped lid which
carries a metering valve assembly. The metering valve
assembly is provided with a protruding valve stem which, in
use is inserted as a push fit into a stem block in an actuator
body of an inhaler having a drug delivery outlet. In order to
actuate a manually operable inhaler, the user applies by hand
a compressive force to a closed end of the canister and the
internal components of the metering valve assembly are
spring loaded so that a compressive force of approximately
1510 30 N is required to activate the device in some typical
circumstances.

In response to this compressive force the canister moves
axially with respect to the valve stem and the axial move-
ment is suflicient to actuate the metering valve and cause a
metered quantity of the drug and the propellant to be
expelled through the valve stem. This is then released into a
mouthpiece of the inhaler via a nozzle in the stem block,
such that a user inhaling through the outlet of the inhaler will
receive a dose of the drug.

A drawback of self-administration from an inhaler is that
it 1s diflicult to determine how much active drug and/or
propellant are left in the inhaler, if any. especially of the
active drug and this is potentially hazardous for the user

since dosing becomes unreliable and backup devices not 5

always available.

Inhalers incorporating dose counters have therefore
become known.

WO 98/028033 discloses an inhaler having a raichet
mechanism for driving a tape drive dose counter. A shaft
onto which tape is wound has a friction clutch or spring for
restraining the shaft against reverse rotation.

EP-A-1486227 discloses an inhaler for dry powered
medicament having a ratchet mechanism for a tape dose
counter which is operated when a mouthpiece of the inhaler
1s closed. Due to the way in which the mouthpiece 1s opened
and closed, and actuation pawl of the device which is
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mounted on a yoke, travels a known long stroke of consis-
tent length as the mouthpiece is opened and closed.

WO 2008/119552 discloses a metered-dose inhaler which
is suitable for breath-operated applications and operates with
a known and constant canister stroke length of 3.04 mm+/-
0.255 mm. A stock bobbin of the counter, from which a tape
is unwound, rotates on a shaft having a split pin intended to
hold the stock bobbin taut. However, some dose counters do
not keep a particularly reliable count, such as if they are
dropped onto a hard surface.

More recently, it has become desirable to improve dose
counters further and, in particular, it is felt that it would be
useful to provide extremely accurate dose counters for
manually-operated canister-type metered dose inhalers.
Unfortunately. in these inhalers, it has been found in the
course of making the present invention that the stroke length
of the canister is to a very large extent controlled on each
dose operation by the user, and by hand. Therefore. the
stroke length is highly variable and it is found to be
extremely difficult to provide a highly reliable dose counter
for these applications. The dose counter must not count a
dose when the canister has not fired since this might wrongly
indicate to the user that a dose has been applied and if done
repeatedly the user would throw away the canister or whole
device before it is really time to change the device due to the
active drug and propellant reaching a set minimum. Addi-
tionally, the canister must not fire without the dose counter
counting because the user may then apply another dose
thinking that the canister has not fired, and if this is done
repeatedly the active drug and/or propellant may run out
while the user thinks the device is still suitable for use
according to the counter. It has also been found 1o be fairly
difficult to assembly some known inhaler devices and the
dose counters therefor. Additionally, it 1s felt desirable to
improve upon inhalers by making them easily usable after
they have been washed with water.

The present invention aims to alleviate at least to a certain
extent one or more of the problems of the prior art.

SUMMARY OF THE INVENTION

According to a first aspect of the present invention there
is provided a dose counter for an inhaler, the dose counter
having a counter display arranged to indicate dosage infor-
mation, a drive system arranged to move the counter display
incrementally in a first direction from a first station to a
second station in response to actuation input, wherein a
regulator is provided which is arranged to act upon the
counter display at the first station to regulate motion of the
counter display at the first station to incremental move-
ments.

The regulator is advantageous in that it helps prevent
unwanted motion of the counter display if the counter is
dropped.

According to a further aspect of the present invention, the
regulator provides a resistance force of greater than 0.1 N
against movement of the counter display. According to still
a further aspect of the present invention, the resistance force
is greater than 0.3 N. According to yet a further aspect of the
present invention, the resistance force is from 0.3 to 0.4 N.

Preferably. the counter comprises a tape.

Preferably, the tape has dose counter indicia displayed
thereon. The first station may comprise a region of the dose
counter where tape is held which is located before a display
location, such as a display window, for the counter indicia.
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The first station may comprise a first shaft, the tape being
arranged on the first shafl and to unwind therefrom upon
movement of the counter display.

The first shaft may be mounted for rotation relative to a
substantially rotationally fixed element of the dose counter.

The regulator may comprise at least one projection which
is arranged on one of the first shaft and the substantially
rotationally fixed element and to engage incrementally with
one or more formations on the other of the first shafi and the
substantially rotationally fixed element.

At least two said projections may be provided. Exactly
two said projections maybe provided.

Each projection may comprise a radiused surface.

The at least one projection may be located on the sub-
stantially fixed element which may comprise a fixed shaft
which is fixed to a main body of the dose counter, the first
shafi being rotationally mounted to the fixed shaft.

Preferably. the fixed shaft has at least two resiliently
flexible legs (or forks). Each leg may have at least one said

projection formed in an outwardly facing direction thereon, 2

said one or more formations being formed on an inwardly
facing engagement surface of the first shafi. said at least one
projection being arranged to resiliently engage said one or
more formations. Preferably, a series of said formations are
provided. An even number of said formations may be
provided. Eight to twelve of said formations may be pro-
vided. In one embodiment. ten said formations are provided.

Each said formation may comprise a concavity formed on
an engagement surface. Each concavity may comprise a
radiused surface wall portion which preferably merges on at
least one side thereof into a flat wall portion surface. The
engagement surface may include a series of said concavities.
and convex wall portions of the engagement surface may be
formed between each adjacent two said concavities, each
said convex wall portion comprising a convex radiused wall
portion.

Each convex radiused wall portion of each convex wall
portion may be connected by said flat wall portion surfaces
to each adjacent concavity.

The fixed shaft may comprise a split pin with fork legs
and each projection may be located on a said fork leg.

The first shaft may comprise a substantially hollow bob-
bin.

Said at least one formation may be located on an inner
surface of the bobbin. In other embodiments it may be
located on an outer surface thereof. Said engagement surface
may extend partially along said bobbin, a remainder of the
respective inner or outer surface having a generally smooth
journal portion along at least a portion thereof.

The drive system may comprise a tooth ratchet wheel
arranged 1o act upon a second shaft which is located at the
second station, the second shaft being rotatable to wind the
tape onto the second shafi.

The second shaft may be located on a main body of the
dose counter spaced from and parallel to the first shaft.

The ratchet wheel may be fixed to the second shaft is
arranged to rotate therewith. The ratchet wheel may be
secured to an end of the second shaft and aligned coaxially
with the second shaft.

The dose counter may include anti-back drive system
which is arranged to restrict motion of the second shaft. The
anti-back drive system may include a substantially fixed
tooth arranged to act upon teeth of the ratchet wheel.

According to a further aspect of the present invention, a
dose counter includes an anti-back drive system which is
arranged to restrict motion of the second shaft in a tape
winding direction.
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According to a further aspect of the present invention
there is provided a shaft for holding counter tape in a dose
counter for an inhaler, the shaft having an engagement
surface including incrementally spaced formations located
around a periphery thereof, the formations comprising a
series of curved concavities and convex portions.

The shaft may comprise a hollow bobbin.

The engagement surface may be a generally cylindrical
inwardly directed surface.

The engagement surface may include a flat surface wall
portion joining each concavity and convex wall portion.

Each concavity may comprise a radiused wall portion.

Each convex wall portion may comprise a radiused wall
portion.

Said concavities may be regularly spaced around a lon-
gitudinal axis of the shaft.

Said convex wall portions may be regularly spaced
around a longitudinal axis of the shaft.

In some embodiments there may be from eight to twelve
said concavities and/or convex wall portions regularly
spaced around a longitudinal axis thereof.

One embodiment includes ten said concavities and/or
convex wall portions regularly spaced around a longitudinal
axis of the shaft.

According to a further aspect of the present invention
there is provided a shaft and counter tape assembly for use
in a dose counter for an inhaler, the assembly comprising a
rotatable shatt and a counter tape which is wound around the
shaft and is adapted to unwind therefrom upon inhaler
actuation, the shaft having an engagement surface which
includes incrementally spaced formations located around a
periphery thereof.

According to a further aspect of the present invention
there is provided an inhaler for the inhalation of medication
and the like, the inhaler including a dose counter as in the
first aspect of the present invention.

A preferred construction consists of a manually operated
metered dose inhaler including a dose counter chamber
including a dose display tape driven by a ratchet wheel
which is driven in tum by an actuator pawl actuated by
movement of a canister, the tape unwinding from a stock
bobbin during use of the inhaler, a rotation regulator being
provided for the stock bobbin and comprising a wavelike
engagement surface with concavities which engage against
control elements in the form of protrusions on resilient forks
of a split pin thereby permitting incremental unwinding of
the stock bobbin yet resisting excessive rotation if the
inhaler is dropped onto a hard surface.

According to another aspect of the present invention there
1s provided a dose counter for a metered dose inhaler having
a body arranged to retain a medicament canister of prede-
termined configuration for movement of the canister relative
thereto: the dose counter comprising: an incremental count-
ing system for counting doses, the incremental counting
system having a main body. an actuator arranged to be
driven in response to canister motion and to drive an
incremental output member in response to canister motion,
the actuator and incremental output member being config-
ured to have predetermined canister fire and count configu-
rations in a canister fire sequence, the canister fire configu-
ration being determined by a position of the actuator relative
to a datum at which the canister fires medicament and the
count configuration being determined by a position of the
actuator relative to the datum at which the incremental count
system makes an incremental count. wherein the actuator is
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arranged to reach a position thereof in the count configura-
tion at or after a position thereof in the canister fire con-
figuration.

This arrangement has been found to be highly advanta-
geous since it provides an extremely accurate dose counter
which is suitable for use with manually operated metered
dose inhalers. It has been found that dose counters with these
features have a failure rate of less than 50 failed counts per
million full canister activation depressions. It has been
found in the course of making the present invention that
highly reliable counting can be achieved with the dose
counter counting at or soon after the point at which the
canister fires. It has been is covered by the present inventors
that momentum and motion involved in firing the canister,
and in some embodiments a slight reduction in canister back
pressure on the user at the time of canister firing. can very
reliably result in additional further motion past the count
point.

The actuator and incremental counting system may be

arranged such that the actuator is displaced less than 1 mm, 2

typically 0.25 to 0.75 mm, more preferably about 0.4 to 0.6
mm, relative to the body between its location in the count
and fire configurations, about 0.48 mm being preferred. The
canister, which can move substantially in line with the
actuator, can reliably move this additional distance so as to
achieve very reliable counting.

The incremental count system may comprise a ratchet
mechanism and the incremental output member may com-
prise a ratchet wheel having a plurality of circumferentially
spaced teeth arranged to engage the actuator.

The actuator may comprise an actuator pawl arranged to
engage on teeth of the ratchet wheel. The actuator paw] may
be arranged to be connected to or integral with an actuator
pin arranged to engage and be depressed by a medicament
canister bottom flange. The actuator pawl may be generally
U-shaped having two parallel arms arranged to pull on a
central pawl member arranged substantially perpendicular
thereto. This provides a very reliable actuator pawl which
can reliably pull on the teeth of the ratchet wheel.

The incremental count system may include a tape counter
having tape with incremental dose indicia located thereon,
the tape being positioned on a tape stock bobbin and being
arranged to unwind therefrom.

The actuator and incremental output member may be
arranged to provide a start configuration at which the
actuator is spaced from the ratchet output member. a reset
configuration at which the actuator is brought into engage-
ment with the incremental output member during a canister
fire sequence, and an end configuration at which the actuator
disengages from the ratchet output during a canister fire
sequence.

The actuator may be arranged to be located about 1.5 to
2.0 mm, from its location in the fire configuration, when in
the start configuration, about 1.80 mm being preferred.

The actuator may be arranged to be located about 1.0 to

1.2 mm, from its location in the fire configuration, when in
the reset configuration, about 1.11 mm being preferred.

The actuator may be arranged to be located about 1.1 to
1.3 mm, from its location in the fire configuration, when in
the end configuration, about 1.18 mm being preferred.

These arrangements provide extremely reliable dose
counting, especially with manually operated canister type
metered dose inhalers.

The main body may include a formation for forcing the
actuator to disengage from the incremental output member
when the actuator is moved past the end configuration. The
formation may comprise a bumped up portion of an other-
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wise generally straight surface against which the actuator
engages and along which it is arranged to slide during a
canister firing sequence.

The dose counter may include a counter pawl, the counter
pawl having a tooth arranged to engage the incremental
output member, the tooth and incremental output member
being arranged to permit one way only incremental relative
motion therebetween. When the incremental output member
comprises a ratchet wheel, the tooth can therefore serve as
an anti-back drive tooth for the ratchet wheel, thereby
permitting only one way motion or rotation thereof.

The counter pawl may be substantially fixedly mounted
on the main body of the incremental count system and the
counter pawl may be arranged to be capable of repeatedly
engaging equi-spaced teeth of the incremental output mem-
ber in anti-back drive interlock configurations as the counter
is operated. The counter pawl may be positioned so that the
incremental output member is halfway, or substantially
halfway moved from one anti-back drive interlock configu-
ration to the next when the actuator and incremental output
member are in the end configuration thereof. This is highly
advantageous in that it minimises the risk of double counting
or non-counting by the dose counter.

According to a further aspect of the invention there is
provided an inhaler comprising a main body arranged to
retain a medicament canister of predetermined configuration
and a dose counter mounted in the main body.

The inhaler main body may include a canister receiving
portion and a separate counter chamber, the dose counter
being located within the main body thereof, the incremental
output member and actuator thereof inside the counter
chamber, the main body of the inhaler having wall surfaces
separating the canister-receiving portion and the counter
chamber, the wall surfaces being provided with a commu-
nication aperture, an actuation member extending through
the communication aperture to fransmit canister motion to
the actuator.

According to a further aspect of the present invention
there is a provided an inhaler for metered dose inhalation.
the inhaler comprising a main body having a canister
housing arranged to retain a medicament canister for motion
therein, and a dose counter, the dose counter having an
actuation member having at least a portion thereof located in
the canister housing for operation by movement of a medi-
cament canister, wherein the canister housing has an inner
wall, and a first inner wall canister support formation located
directly adjacent the actuation member.

This is highly advantageous in that the first inner wall
canister support formation can prevent a canister from
rocking too much relative to the main body of the inhaler.
Since the canister may operate the actuation member of the
dose counter, this substantially improves dose counting and
avoids counter errors.

The canister housing may have a longitudinal axis which
passes through a central outlet port thereof, the central outlet
port being arranged to mate with an outer canister fire stem
of a medicament canister, the inner wall canister support
formation, the actuation member and the outlet port lying in
a common plane coincident with the longitudinal axis.
Accordingly, this construction may prevent the canister from
rocking towards the position of the dose counter actuation
member, thereby minimising errors in counting.

The canister housing may have a further inner canister
wall support formation located on the inner wall opposite, or
substantially opposite, the actuation member. Accordingly,
the canister may be supported against rocking motion away
from the actuator member so as to minimise count errors.
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The canister housing may be generally straight and tubu-
lar and may have an arrangement in which each said inner
wall support formation comprises a rail extending longitu-
dinally along the inner wall.

Each said rail may be stepped, in that it may have a first
portion located towards a medicine outlet end or stem block
of the canister housing which extends inwardly a first
distance from a main surface of the inner wall and a second
portion located toward an opposite end of the canister
chamber which extends inwardly a second, smaller distance
from the main surface of the inner wall. This may therefore
enable easy insertion of a canister into the canister housing
such that a canister can be lined up gradually in step wise
function as it is inserted into the canister housing.

The inhaler may include additio