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APPENDIX A

UNITED STATES COURT OF APPEALS
FOR THE FEDERAL CIRCUIT

2024-1285

APPLE INC.,
Appellant,
V.

INTERNATIONAL TRADE COMMISSION,
Appellee,

MASIMO CORPORATION,
CERCACOR LABORATORIES, INC.,
Intervenors.

Appeal from the United States International Trade
Commission in Investigation No 337-TA-1276.

Decided: March 19, 2026

& & &

Before LOURIE, REYNA, and STARK, Circuit Judges.
STARK, Circuit Judge.

In September 2020, Apple Inc. (“Apple”) launched
the Apple Watch Series 6 (“Apple Watch”), which in-
cluded a feature capable of estimating the wearer’s blood
oxygenation level. Nine months later, in June 2021,
Masimo Corporation and Cercacor Laboratories, Inc.
(collectively, “Masimo”) filed a complaint with the
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United States International Trade Commission (“Com-
mission”), under § 337 of the Tariff Act of 1930 as
amended (“Tariff Act”), alleging that Apple’s importa-
tion and sale of the Apple Watch infringed several
Masimo patents covering wearable blood oxygen meas-
urement devices. In its complaint, Masimo charged that
Apple was unlawfully engaged in unfair trade practices
in violation of the Tariff Act. The Commission instituted
an investigation and found that Masimo proved Apple
did, in fact, violate § 337 by importing, selling, and offer-
ing for sale Apple Watch models that incorporated the
blood oxygen functionality covered by Masimo’s patents.
Accordingly, the Commission issued a limited exclusion
order (“LEQ”) barring importation of the infringing Ap-
ple Watches. Apple now appeals. Finding no error in the
Commission’s domestic industry determination, its va-
lidity rulings, or its infringement findings, we affirm.

I
A

Masimo was founded in California in 1989 with a goal
of addressing persistent problems encountered by con-
ventional noninvasive pulse oximeters used to measure
blood oxygenation levels, including inaccurate and false
readings, particularly under clinical conditions. In 1995,
Masimo introduced its motion- and low-perfusion-toler-
ant Signal Extraction Technology (“Masimo SET”),
which substantially reduced false alarms caused by cer-
tain conditions prevalent in clinical settings, such as pa-
tient movement or poor circulation.

Masimo has obtained multiple patents for the
Masimo SET technology and is the assignee of U.S. Pa-
tent Nos. 10,912,502 (the ‘“’502 patent”) and 10,945,648
(the ““648 patent”). Because both the 502 and ’648 pa-
tents name Jeroen Poeze as their first named inventor,
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we will refer to them collectively throughout this opinion
as the “Poeze Patents.” The Poeze Patents claim prior-
ity to an application filed on July 3, 2008, and they share
a title, “User-Worn Device for Noninvasively Measuring
a Physiological Parameter of a User.” J.A. 366. Gener-
ally, the Poeze Patents cover wearable technology that
measures user physiological metries by way of optical
emitters and photodetection. These devices use light-
emitting diodes (“LEDs”) to emit light at specific wave-
lengths into tissue at a measurement site, such as the
fingertip. Photodetectors on the device then measure
the returned intensity of these optical emissions, which
is attenuated by the wearer’s tissue and blood. The level
of attenuation is then used to determine the desired
physiological parameter of the device wearer.

On September 24, 2020, Masimo filed with the U.S.
Patent and Trademark Office the applications that later
became the Poeze Patents. Their claims share substan-
tially similar limitations, including that the covered de-
vices must be “user-worn” and utilize transmissive win-
dows that extend across or exist within a convex protru-
sion of the device. Claim 19 of the ’502 patent, from
which asserted claim 22 depends, is representative for
purposes of the issues presented in this appeal:

A user-worn device configured to non-invasively
measure an oxygen saturation of a user, the
user-worn device comprising:

a plurality of emitters configured to
emit light, each of the emitters compris-
ing at least two light emitting diodes
(LEDs);

four photodiodes arranged within the
user-worn device and configured to re-
ceive light after at least a portion of the
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light has been attenuated by tissue of
the user,

a Protrusion comprising a convexr sur-
face including separate openings ex-
tending through the protrusion and
lined with opaque material, each open-
ing positioned over a different one asso-
ciated with each of the four photodiodes,
the opaque material configured to re-
duce an amount of light reaching the
photodiodes without being attenuated
by the tissue;

optically transparent material within
each of the openings; and

one or more processors configured to re-
ceive one or more signals from at least
one of the four photodiodes and output
measurements responsive to the one or
more signals, the measurements indica-
tive of the oxygen saturation of the
user.

J.A. 704 at 46:22-45 (emphasis added).
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Figure 3B of the ’502 patent, reproduced below, depicts
an illustrative embodiment of a claimed pulse oximeter:

\:‘
s
/ ——— N 350a
R
Ve 1*7-\:\> N N
& e
7 / - A
307a . NS VAR NN S
sy / 3
7777/ N 2=
f ;
L 2
340 — N 7/ Ja
> — ), {
7 p - A=
308a g ’ . V4
315
A3 305
\\y
. 20

J.A. 623.

B

Apple released the accused version of the Apple
Watch on September 15,2020. It contained a feature Ap-
ple called the “Blood Oxygen sensor,” which “employs
LEDs, along with photodiodes” to measure the wearer’s
“blood oxygen levels.” J.A. 70359.

On June 30, 2021, Masimo filed its complaint against
Apple with the Commission, which it amended on July 7,
2021. Masimo’s amended complaint alleged that the Ap-
ple Watch infringed various claims of several Masimo
patents, including the Poeze Patents, and sought an ex-
clusion order pursuant to § 337 of the Tariff Act prohib-
iting Apple from importing the Apple Watch. Section
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337 makes it “unlawful to import articles that infringe a
valid and enforceable United States patent if ‘an indus-
try in the United States, relating to the articles pro-
tected by the patent ... exists or is in the process of being
established.” Motiva LLC v. Int’l Trade Comm™n, 716
F.3d 596, 597 (Fed. Cir. 2013) (quoting 19 U.S.C.
§ 1337(a)(2)). Upon finding a § 337 violation, the Com-
mission is empowered to “declare[] certain activities re-
lated to importation to be unlawful trade acts and ... to
grant prospective relief,” including prohibiting importa-
tion of infringing articles, when appropriate. ClearCor-
rect Operating, LLC v. Int’l Trade Comm’n, 810 F.3d
1283, 1289 (Fed. Cir. 2015) (internal quotation marks
omitted).

The Commission instituted an investigation to de-
termine whether Masimo was entitled to such relief. In
June 2022, an administrative law judge (“ALJ”) held a
five-day hearing, during which she heard testimony
from 22 live witnesses, and after which she issued a 342-
page opinion, setting out her determinations that: (i)
Masimo established the existence of a domestic industry
relating to the Poeze Patent claims it was asserting
against Apple; (ii) the Apple Watch infringed some of
those claims; (iii) some of the infringed claims had not
been proven invalid for lack of adequate written descrip-
tion or obviousness; and (iv) Masimo was not estopped
by prosecution history laches from enforcing its patents.
Ultimately, the ALJ held that Apple violated § 337 be-
cause the Apple Watch infringed claims 24 and 30 of the
’648 patent, claims practiced by Masimo that Apple
failed to prove were invalid.

Apple and Masimo then cross-petitioned for Com-
mission review of the ALJ’s ruling, and the Commission
granted such review in part. On October 26, 2023, the
Commission issued its final determination, affirming the
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ALJ’s finding of a § 337 violation as to claims 24 and 30
of the ’648 patent and reversing her determination that
claim 12 of the ’648 patent and claims 22 and 28 of the
’502 patent were invalid for lack of adequate written de-
scription. However, the Commission also found that no
domestic industry existed as to claim 22 of the ’502 pa-
tent. Based on these rulings, the Commission’s overall
finding was that Apple violated § 337 with respect to
four claims that had not been shown to be invalid: claims
12, 24, and 30 of the ’648 patent and claim 28 of the ’502
patent.! Asrelief, the Commission issued a LEO barring
importation of the infringing Apple Watches.

Apple timely appealed from the Commission’s judg-
ment, and we granted Masimo leave to intervene in sup-
port of the Commission. We have jurisdiction under 28
U.S.C. § 1295(a)(6).2

IT

“Our review of the Commission’s final determination
of a Section 337 violation is governed by the standards
of the Administrative Procedure Act” (“APA”). May-
born Grp., Ltd. v. Int’l Trade Comm’n, 965 F.3d 1350,

! The Chairman of the Commission dissented from the holding
that claim 28 of the ’502 patent and claim 12 of the ’648 patent were
not proven invalid due to lack of adequate written description.

2 On November 14, 2025, during the pendency of this appeal,
the Commission instituted a combined modification and enforce-
ment proceeding (“ancillary proceeding”) to consider whether a re-
designed version of the Apple Watch should also be barred from im-
portation under the LEO at issue in this appeal. The parties agree
that the LEO we are reviewing remains in effect during the pen-
dency of that ancillary proceeding. While Apple has argued to the
Commission that it lacks jurisdiction to initiate the ancillary pro-
ceeding during the pendency of this appeal, Apple has not sought
any relief from us in connection with the ancillary proceeding.
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1353 (Fed. Cir. 2020). “The Commission’s factual find-
ings are reviewed for substantial evidence, and legal de-
terminations are reviewed de novo.” Broadcom Corp. v.
Int’l Trade Comm’n, 28 F.4th 240, 249 (Fed. Cir. 2022);
see also 5 U.S.C. §706. Substantial evidence “means
such relevant evidence as a reasonable mind might ac-
cept as adequate to support a conclusion.” Consol. Ed-
ison Co. v. NLRB, 305 U.S. 197, 227 (1938). We “must
affirm a Commission determination if it is reasonable
and supported by the record as a whole, even if some ev-
idence detracts from the Commission’s conclusion.”
Spansion, Inc. v. Int’l Trade Comm’n, 629 F.3d 1331,
1344 (Fed. Cir. 2010) (internal quotation marks omitted).
Determinations by the ALJ not reviewed by the Com-
mission become determinations of the Commission for
purposes of appeal. See Microsoft Corp. v. Int’l Trade
Comm’n, 731 F.3d 1354, 1358 (Fed. Cir. 2013). Hence,
except when necessary to distinguish the ALJ’s findings
from the Commission’s, this opinion refers to the ALJ’s
findings as the Commission’s own findings.

III

Apple first argues that the Commission erroneously
concluded that Masimo demonstrated a domestic indus-
try as is required to establish a violation of § 337. We
disagree with Apple.

A

In order to demonstrate that an unlawful trade act
has occurred in violation of § 337, a complainant must
show that “the respondents named in the Commission
proceeding [are] importing ‘articles that ... infringe’ a
United States patent” and further show that “there [is]
(already or in process of establishment) an industry in
the United States that relates to [those] articles.”
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Lashify v. Int’l Trade Comm’n, 130 F.4th 948, 954 (Fed.
Cir. 2025). This is the Tariff Act’s domestic industry re-
quirement, and it consists of two prongs: the economic
prong, which requires that there be an industry in the
United States relating to the patent, and the technical
prong, which requires that the industry relate to articles
protected by the patent. Id. The domestic industry re-
quirement is assessed based on the status of the alleged
industry at the time of the filing of a complaint with the
Commission. See Philip Morris Prods. S.A. v. Int’l
Trade Comm’n, 63 F.4th 1328, 1341 n.4 (Fed. Cir. 2023)
(“[T]he filing date of the complaint is the relevant date
at which to determine if the domestic industry require-
ment’ is satisfied.”) (internal quotation marks omitted).
“The question of whether the domestic industry require-
ment is satisfied presents issues of both law and fact.”
Motiva, 716 F.3d at 600.

Apple’s challenge to the Commission’s domestic in-
dustry determination includes attacks on its findings
with respect to both the technical prong and the eco-
nomic prong. We address both below.

1

a
In order to satisfy the technical prong of the domes-
tic industry requirement, “an actual article protected by
the patent is needed.” Broadcom Corp., 28 F.4th at 250.
For purposes of § 337, “Congress’s unambiguously ex-
pressed intent was for ‘articles’ to mean ‘material
things.”” ClearCorrect, 810 F.3d at 1294. In a § 337 pro-
ceeding, then, the complainant must show there is a do-
mestic industry article that actually practices at least
one claim of an asserted patent. See Microsoft, 731 F.3d
at 1361; Osram GmbH v. Int’l Trade Comm’n, 505 F.3d
1351, 1359 (Fed. Cir. 2007) (“The domestic product, to
meet the technical prong test, Section 337(a)(2), must be
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covered by the asserted claims.”). Hence, “[f]or the tech-
nical prong, the question is essentially [the] same as that
for infringement, i.e., a comparison of domestic products
to the asserted claims.” Lashify, 130 F.4th at 954 (inter-
nal quotation marks omitted).

In its governing amended complaint filed on July 7,
2021,> Masimo “identiffied] a ‘Masimo Watch’ ... as the
alleged domestic industry product” for the asserted pa-
tents at issue in this appeal. J.A. 14129. Masimo further
alleged that a “confidential sample of a Masimo Watch
that embodies the claims of the [asserted patents] is
available upon request,” attaching to its complaint ex-
hibits showing digital renderings and a photograph of
the purported Masimo Watch. Id. at 1412930. The ALJ
found that this identification did not refer to a singular
product but, instead, that “multiple ... physical [domestic
industry] items existed at the time of the Amended
Complaint.” J.A. 14135; see also J.A. 14138. The ALJ
rejected Apple’s contention that the physical items pro-
duced by Masimo lacked the firmware necessary to de-
termine oxygen saturation and pulse rate, as required by
the asserted claims, crediting instead the testimony of
Masimo’s witness, Ammar Al-Ali—who oversees tech-
nology development at Masimo—regarding testing of
blood oxygen saturation performed on a version of the
Masimo Watch before the complaint was filed. J.A. 10,
88-89 (citing J.A. 40369-71 at 276:17-278:13). Asthe ALJ
observed, this testing could not have occurred unless the
tested device existed and contained the required firm-
ware. From the totality of evidence, the ALJ found that

3 The Commission granted Masimo a filing date of July 12,2021,
based on its filing of a “Confidential Amendment to the [July 7,2021]
Public Complaint and Exhibits” on that date. J.A. 361. This deter-
mination is not at issue in this appeal.
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Masimo had proven by a preponderance of the evidence
that articles covered by the asserted claims existed at
the time of the complaint, and therefore the article re-
quirement of the technical prong of the domestic indus-
try analysis was satisfied.

On review, the Commission agreed with the ALJ
that the complaint did not specify a singular “Masimo
Watch” as the pertinent domestic industry product. Ra-
ther, the Commission determined that, with respect to
the Poeze Patent claims asserted here, “[Masimo]
rel[ied] on [its] ‘Masimo Watch’ products” “includ[ing]
certain prototypes identified as the ‘Circle Sensor’
(CPX-0021C), the ‘Wings Sensor’ (CPX-0029C), the
‘RevA Sensor’ (CPX-0052C), the ‘RevD Sensor’ (CPX-
0058C), the ‘RevE Sensors’ (CPX-0019C, CPX-0020C,
CPX-0065C) ... and a product identified as the ‘W1
Watch’ (CPX-0146C).”* J.A. 373. The Commission ob-
served that the Circle, Wings, RevA, RevD, and RevE
sensors “were developed as part of an iterative design
process that resulted in the W1 Watch, which was not
completed until after the Complaint was filed.” J.A. 373.
Ultimately, the Commission affirmed the ALJ’s deter-
mination that Masimo satisfied the technical prong of the
domestic industry requirement by showing “by a pre-
ponderance of the evidence that the RevA, RevD, and
RevE devices practice[d] claims 12, 24 and 30 of the '648
patent, and that the RevD and RevE devices also prac-
ticed claim 28 of the '502 patent.” J.A. 87; see also J.A.
425-26 (citing J.A. 341).

4 Masimo only relied on the Circle Sensor and Wings Sensor for
purposes of the economic prong of the domestic industry analysis as
to the Poeze Patents, and the ALJ determined that the W1 Watch
was produced after the time of the filing of the complaint and there-
fore could not be considered despite Masimo’s reliance on it.
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In contesting the Commission’s finding, Apple cri-
tiques the Commission for purportedly relying on a “hy-
pothetical” Masimo Watch, rather than an actual article
when evaluating the technical prong, emphasizing that a
hypothetical device cannot satisfy the domestic industry
requirement. Apple’s contention, however, rests on
three flawed premises, as we now explain.

i

First, Apple asserts that, in the course of a § 337 pro-
ceeding, the Commission must find the technical prong
satisfied only by the exact article identified in the com-
plaint. The law is not so rigid.

Neither the Tariff Act nor the APA supports Ap-
ple’s contention. Section 337 specifies that:

The Commission shall determine, with respect
to each investigation conducted by it under this
section, whether or not there is a violation of this
section .... Each determination shall be made on
the record after notice and opportunity for a
hearing ... .

19 U.S.C. § 1337(c). The APA adds that parties to an
agency adjudication must receive notice of the time,
place, and nature of a hearing; the legal authority and
jurisdiction under which the hearing is to be held; and
the matters of fact and law asserted. See 5 U.S.C.
§ 554(b). The APA additionally provides that agencies
“may ... adopt procedures for the submission of ... evi-
dence” during a proceeding. 5 U.S.C. § 556(d).

Pursuant to the APA, the Commission has promul-
gated regulations governing what a § 337 complaint
must contain. See id.; see also 19 U.S.C. § 1335 (“The
[Clomission is authorized to adopt such reasonable
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procedures and rules as it deems necessary to carry out
its functions and duties.”). Most pertinent here is
19 C.F.R. §210.12(a)(9)(ix), which requires that “[t]he
complainant shall make such showing [of an article pro-
tected by the asserted patent(s)] by appropriate allega-
tions, and when practicable, by a chart that applies an
exemplary claim of each involved U.S. patent to a repre-
sentative mmvolved domestic article” (emphasis added).
This regulation does not require a complainant to iden-
tify, in its complaint, the exact physical article upon
which it may ultimately rely throughout a § 337 investi-
gation. It is sufficient for the complaint to identify “a
representative” article.

Masimo’s complaint satisfies this requirement. It ex-
pressly alleges: “With respect to the ... [Poeze Patents],
... Masimo’s activities in the United States with respect
to at least its Masimo Watch ... constitute a domestic in-
dustry for purposes of Section 337.” J.A. 3732 ({ 86); see
also, e.g., J.A. 3708 (] 18). It further states: “Drawings,
photographs, or other visual representations of repre-
sentative Masimo domestic industry products (specifi-
cally, the Masimo Watch ...) are attached hereto ... .
Claim charts showing how a representative Masimo do-
mestic industry product practices exemplary claims of
the ... [Poeze Patents] ... are attached hereto ... .” J.A.
3733 at § 89 (emphasis added). The complaint, thus,
makes clear that the Masimo Watch is Masimo’s identi-
fied domestic industry article, and it includes computer
aided design (“CAD”) drawings, among other visual de-
pictions, of representative embodiments of that article,
in satisfaction of § 210.12(a)(9)(ix). Apple cites no au-
thority that should have restricted the ALJ’s or the
Commission’s domestic industry investigation to only
the representative CAD drawings provided in Masimo’s
complaint, or physical models identical to those
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drawings, rather than allowing them to make findings
regarding the existence of a domestic industry article
based on the totality of the evidence introduced during
the five-day evidentiary hearing. See 19 C.F.R. § 210.38
(providing that ALJ must make findings based on full
record developed at hearing).

Inits reply brief, Apple articulates its position as be-
ing that “a complainant can[not] shift its legal theory re-
garding the relevant ‘article’ after filing the complaint.”
Reply Br. at 6. But Masimo did not alter its identified
domestic industry article after filing its complaint. To
the contrary, the Commission affirmed the ALJ’s deter-
mination that Masimo “rellied] on certain ‘Masimo
Watch’ products” to satisfy the domestic industry anal-
ysis, that “[t]h[o]se Masimo Watch products include cer-
tain prototypes,” and that Masimo was not limited to the
complaint’s CAD drawings. J.A. 10; see also J.A. 373
(Commission relying on ALJ’s determination); see also
Comm’n. Br. at 29 (“[T]he complaint did not purport to
identify a singular hypothetical Masimo Watch that was
merely represented by CAD drawings.”). Those deter-
minations were based on substantial evidence,’ including
the testimony of multiple witnesses to the effect that
Masimo “designed, built, and tested many iterations of
the Masimo Watch.” J.A. 92 (citing J.A. 40487 at 393:12-
20); see also J.A. 40436-37 at 342:25-343:7 (testimony re-
garding “many iterations of the wrist sensors”); J.A.
40439 at 345:2-7 (witness describing “[m]any iterations
on the watch through the design phases”); J.A. 40368-69
at 275:13-276:11 (testimony as to how each subsequent
model “gets a little bit better”). On this record, the ALJ

3 The ALJ found, as a matter of fact, that “it [was] objectively
reasonable to read the Amended Complaint” as not referring to a
single Masimo Watch. J.A. 14136.
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and the Commission appropriately treated the Masimo
Watch as the domestic industry article and viewed the
CAD drawings contained in the complaint and the phys-
ical prototypes Masimo produced in discovery as succes-
sive embodiments of that same article.

i

Apple next argues that the Commission was re-
quired to confine its technical prong analysis to the spe-
cific RevA, RevD, and RevE models Masimo produced
during discovery (i.e., CPX-0052C, CPX-0058C, CPX-
0019C, CPX-0020C, and CPX-0065C). The ALJ, when
analyzing the RevA, RevD, and RevE models to see if
they practiced Masimo’s asserted patent claims, re-
ferred broadly to “the RevA, RevD, and RevE devices,”
without suggesting that her analysis was limited to only
those particular physical units that happened to be pro-
duced in discovery. J.A. 87.

The APA allows parties to rely on a wide array of
evidence during an administrative adjudication, see
5 U.S.C. § 556(d), and authorizes agencies to make rules
regarding how such evidence is received, see 5 U.S.C.
§§ 554(b), 556(d). Here, the pertinent regulations pro-
vide that the ALJ and “[t]he Commission also may make
any findings or conclusions that in its judgment are
proper based on the record in the proceeding.” 19 C.F.R.
§ 210.45(c) (emphasis added); see also 19 C.F.R. § 210.38.
Nothing in the Tariff Act, the APA, or the Commission’s
rules supports Apple’s contention that the technical
prong analysis must be confined to only those individual
devices a complainant physically produces in discovery,
as opposed to treating such devices as representative
embodiments of the broader domestic industry article
they are found to reflect.
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Apple argues that the ALJ found only that “‘proto-
type devices with designs that are consistent with the
asserted domestic industry products,” existed at the
time Masimo filed its complaint, rather than finding that
actual patent-practicing articles existed. Open. Br. at 30
(quoting J.A. 89 at n.22). But the ALJ’s accompanying
discussion explains that she found—based on testing,
witness testimony, and other circumstantial evidence—
that physical prototype devices sharing the patent-prac-
ticing features embodied in the RevA, RevD, and RevE
units produced in discovery, were “articles protected by
claims of the Poeze [Platents existing at the time of the
complaint.” J.A. 88-90.

11

Apple next suggests that a complainant may not rely
on circumstantial evidence to meet its burden to prove
that a patent-practicing article existed at the time it filed
its complaint. See, e.g., Open. Br. at 3 (faulting Commis-
sion for “allow[ing] Masimo to prevail on the theory that
Masimo had provided circumstantial evidence that it
had at one time possessed different pre-complaint items
that practiced the patents”); id. at 19 (emphasizing that
Masimo “failed to provide direct evidence of a single pre-
complaint item practicing the asserted patents”); id. at
30 (“If a patent-practicing physical article actually ex-
isted at the time of the complaint, the Commission
should not have needed to resort to circumstantial evi-
dence and speculative inferences ....”). In Apple’s view,
“the respondent, the Commission, and this Court should
be able to see the claimed domestic industry article.”
Open. Br. at 31. To the extent this is a restatement of
Apple’s contention that the Commission is limited to an-
alyzing only the specific, physical models produced in
discovery, we have already rejected that view. If,
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alternatively, Apple more broadly means that circum-
stantial evidence is an unacceptable basis on which the
Commission may find the domestic industry technical
prong satisfied, Apple identifies no statutory, regula-
tory, or caselaw support for its position.

Indeed, the APA broadly sets out that “/a/ny oral
or documentary evidence may be received” during an
agency adjudication, and “[a] party is entitled to present
his case or defense by oral or documentary evidence, to
submit rebuttal evidence, and to conduct such cross-ex-
amination as may be required.” 5 U.S.C. § 556(d) (em-
phasis added). Nothing about this authorization re-
stricts an agency’s consideration solely to direct evi-
dence. In general, “[clircumstantial evidence is just
that—evidence [and is not] second-class to direct evi-
dence.”  Medtronic, Inc. v. Teleflex Innovations
S.A.R.L.,70 F.4th 1331, 1337 (Fed. Cir. 2023). More par-
ticularly, as in Medtronic, “[ Apple’s] argument is tanta-
mount to requiring that [the technical prong] can be
proven only by direct evidence ... rather than circum-
stantial evidence. ... Our caselaw has never drawn any
such distinction, nor would such a distinction be con-
sistent with basic principles of evidence and inference.”
Id. We therefore reject Apple’s contention that reliance
on circumstantial evidence in § 337 proceedings is in any
way improper.

iv

Accordingly, the Commission permissibly treated
the Masimo Watch as Masimo’s domestic industry article
and reasonably viewed the RevA, RevD, and RevE ver-
sions of that watch—prototype units it found were man-
ufactured and tested before the filing of the complaint—
as physical articles practicing the asserted claims,
thereby satisfying the technical prong’s requirement
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that a material patent-practicing article exist at the time
of the complaint. Thus, the Commission did not rely on
a “hypothetical” article as Apple wrongly asserts; in-
stead the Commission identified as the pertinent patent-
practicing article the Masimo Watch, as representa-
tively described in Masimo’s complaint, and supported
by the prototypes Masimo produced in discovery, and as
further proven by the testimony of multiple witnesses,
product testing data, and other circumstantial evidence
the ALJ credited. The ALJ and the Commission were
permitted to credit all of this evidence. Therefore, we
discern no error in the Commission’s reliance on the
Masimo Watch as the patent-practicing article for pur-
poses of the technical prong.

b

Having determined that the Commission properly
relied on the Masimo Watch—which includes certain
prototypes and is not limited to the CAD drawings in
Masimo’s complaint or the specific units produced in dis-
covery—we turn to Apple’s contention that those proto-
types do not satisfy the technical prong of the domestic
industry requirement because they do not practice any
asserted claim of the Poeze Patents. Apple specifically
disputes Masimo’s showing that, as of the complaint
date, the Masimo Watch met the “user-worn” and blood
oxygen measuring limitations of the asserted claims. We
conclude that substantial evidence supports the Com-
mission’s finding that, at the time of the complaint, the
Masimo Watch was both user-worn and capable of meas-
uring blood oxygen.

i

Substantial evidence supports the Commission’s
finding that the RevA and RevD sensors were “user-
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worn” at the time of the complaint, even though the spe-
cific devices Masimo produced in discovery lacked a
strap. The ALJ found that “each of [the produced RevA
and RevD] sensors include[d] mechanisms for attaching
a strap.” J.A. 66. She additionally credited the testi-
mony of a Masimo witness that the sensors “had straps
at one point in time.” J.A. 66 (internal quotation marks
omitted). This combination of circumstantial and direct
evidence constitutes substantial evidence supporting
the finding that the Masimo RevA and RevD sensors
were “user-worn” at the time of the complaint as re-
quired by the asserted claims.

i

Substantial evidence also supports the finding that
the RevA, RevD, and RevE sensors measured blood ox-
ygen levels. The ALJ credited the testimony of
Masimo’s Mr. Al-Ali, who provided direct evidence that
Masimo performed testing of the blood oxygen function-
ality of the RevA sensor in 2020, of the RevD sensor in
early 2021, and of the RevE sensor in June 2021, all of
which was before the July 12, 2021 complaint date. The
ALJ additionally credited testimony from Masimo’s ex-
pert, Dr. Vijay Madisetti, who stated he had observed
successful blood oxygen calculation testing of each of the
devices. The testimony of these witnesses, in combina-
tion with documents describing the results of these
tests, is substantial evidence that “Masimo’s sensors
[were] configured to take oxygen saturation measure-
ments” as of the time of the complaint. J.A. 67.

Thus, we affirm the Commission’s determination
that Masimo met its burden to prove that its Masimo
Watch satisfies the technical prong of the domestic in-
dustry requirement of § 337.
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We turn now to the economic prong of the domestic
industry requirement. The economic prong “requires
that there be in existence or in the process of being es-
tablished an industry in the United States pertaining to
the patent[(s)].” Lashify, 130 F.4th at 954 (internal quo-
tation marks and alterations omitted). Section 337(a)(3)
“identifies three potentially overlapping but inde-
pendently sufficient bases” for finding the economic
prong satisfied. Id. They are:

(A) significant investment in plant and equip-
ment;

(B) significant employment of labor or capital;
or

(C) substantial investment in its exploitations,
including engineering, research and devel-
opment, and licensing.

19 U.S.C. § 1337(a)(3).

In her initial determination, the ALJ found Masimo
had satisfied subsection (B) above, by showing “signifi-
cant employment of labor or capital” by way of Masimo’s
“investments in research and development for the
Masimo Watch.” J.A. 322. The ALJ based this finding
on evidence of the number of employees working on the
Masimo Watch, Masimo’s monetary investments in the
Masimo Watch, and the fact that “all of the research and
development (‘R&D’) for the Masimo Watch has oc-
curred in the United States.” Id. While the ALJ found
that Masimo demonstrated a domestic industry both “in
existence” and “in the process of being established,” the
Commission affirmed only the finding of a domestic in-
dustry “in existence,” choosing not to reach the question
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of whether Masimo additionally proved an industry “in
the process of being established.” The Commission rea-
soned that the qualitative significance of Masimo’s R&D
in the Masimo Watch, and particularly the percentage of
Masimo’s R&D engineers working on the article and
that their work was predominantly, if not exclusively,
domestic, was sufficient grounds to find the economic
prong satisfied. The Commission concluded that a do-
mestic industry therefore “existled] ... with respect to
the articles protected by the patent.” 19 U.S.C.
§ 1337(a)(3) (emphasis added).

Apple does not argue that Masimo’s investments in
the Masimo Watch were not “significant.” Apple instead
alleges that the Commission credited improper evidence
in assessing that significance. Specifically, Apple argues
the Commission erred in two respects: by crediting in-
vestments in non-patent practicing articles that were
not, in Apple’s view, made “with respect to the articles
protected by the patent,” and by relying on purportedly
improper investment accountings. Apple does not dis-
pute that, if properly credited, Masimo’s investments
would be “significant.” Because the Commission com-
mitted no error in crediting Masimo’s evidence of its in-
vestments, Apple’s arguments fail.

a

As an initial matter, notwithstanding Apple’s pro-
testations, the determination of whether a complainant’s
investments are “with respect to” the patent protected
articles is a question of fact, not law, and thus is one we
review for substantial evidence. See, e.g., Zircon Corp.
v. Int’l Trade Comm™, 101 F.4th 817, 822 (Fed. Cir.
2024) (holding that substantial evidence supported Com-
mission’s determination that complainant “failed to sat-
isfy the statutory requirement that it establish the
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existence of an industry relating to the articles ‘pro-
tected by the patent,” as required by section 3377).

Turning to the evidence, Apple first argues that the
Commission erred in crediting investments in proto-
types of the Masimo Watch—which, in Apple’s view, are
not the articles upon which the technical prong was sat-
isfied—as investments in the Masimo Watch generally.
Again, Apple complains that the various prototypes pro-
duced in discovery are not commensurate with the
Masimo Watch alleged in the complaint, and additionally
takes issue with the fact that some of the prototypes—
namely, the Circle and Wings Sensors—do not practice
the asserted claims of the Poeze Patents. Thus, it ar-
gues, it was error for the Commission to rely on invest-
ments in the Masimo Watch generally (i.e., all variations
preceding the post-complaint W1 model) for the eco-
nomic prong while relying instead on the RevA, RevD,
and RevE models for the technical prong. As we have
discussed, however, the Commission did rely on the
same article for both the technical and economic prongs
of the domestic industry analysis; namely, the Masimo
Watch, which the ALJ and Commission defined to in-
clude particular Masimo Watch prototypes, all of which
were made as part of an iterative design process involv-
ing the Circle, Wings, RevA, RevD, and RevE models.
And, even if the Circle and Wings sensors were consid-
ered distinct articles from the patent-practicing RevA,
RevD, and RevE devices—which they are not—that
would present no legal obstacle, as §337s technical
prong requires only a patent-practicing article, while the
economic prong requires significant investment with re-
spect to that article. See Lashify, 130 F.4th at 954.

Apple counters that even if it was proper to view the
various Masimo Watch prototypes as commensurate
with Masimo Watch, the ALJ erred by also including in
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her analysis investments in the Circle Sensor and Wings
Sensor, as these were non-patent practicing precursors
to the patent-practicing RevA, RevD, and RevE models.
As the ALJ observed, Masimo did “not assert[] that the
Circle sensor or the Wings sensor practice claims of the
[Poeze] [Platents,” but she found nevertheless that “the
record show[ed] that the development of these proto-
types led to the development of the RevA, RevD, and
RevE prototypes that [Masimo did] assert[] as domestic
industry products for the [Poeze] [Platents.” J.A. 309.
From this, she concluded that such investments quali-
fied as having been made “with respect to” the patent-
practicing Masimo Watch prototypes under § 337, even
though the Circle and Wings sensors themselves do not
practice the patents. J.A. 308-09.

The Commission properly adopted these findings
and this reasoning. The ALJ’s conclusion was entirely
consistent with § 337(a)(3), which allows for significant
investments in aspects of production other than the pa-
tent-practicing article itself to count toward meeting the
economic prong. See 19 U.S.C. § 1337(a)(3) (allowing
complainant to prove domestic industry based on “[s]ig-
nificant investment in plant and equipment” or “[s]ub-
stantial investment in ... engineering, research and de-
velopment”). “[N]othing in § 337 precludes a complain-
ant from relying on investments or employment directed
to significant components, specifically tailored for use in
an article protected by the patent. The investment must
only be ‘with respect to the articles protected by the pa-
tent.” An investment directed to a specifically tailored,
significant aspect of the article is still directed to the ar-
ticle.” Motorola Mobility, LLC v. Int’l Trade Comm™n,
737 F.3d 1345, 1351 (Fed. Cir. 2013) (internal citation
omitted); see also Microsoft, 731 F.3d at 1361-62 (“A
company seeking section 337 protection must therefore
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provide evidence that its substantial domestic invest-
ment ... relates to an actual article that practices the pa-
tent.”) (emphasis added).

Substantial evidence, including the development
timeline of the devices and witness testimony, supports
the ALJ’s finding that the Circle and Wings led to the
development of significant features of the patent-prac-
ticing devices. See, e.g., J.A. 308 (discussing develop-
ment timeline); J.A. 40490-91 at 396:20-397:6 (testimony
of Masimo witness discussing particular arrangements
of elements within Circle and Wings sensors that con-
tributed to later arrangement of same elements in the
RevA and RevD models). As such, Masimo’s invest-
ments in the development of the Circle and Wings sen-
sors were investments “directed to significant compo-
nents, specifically tailored for use in” the Masimo Watch.
Motorola, 737 F.3d at 1351. The investments in the Cir-
cle and Wings are, thus, investments “with respect to”
or “relat[ing] to an actual article that practices the pa-
tent” and are, hence, appropriately counted toward
Masimo’s satisfaction of the economic prong. Microsoft,
731 F.3d at 1362.

To be sure, not every investment in an earlier gen-
eration prototype of a patent-practicing article can nec-
essarily be considered part of the domestic industry
analysis. Qualifying investments must be “specifically
tailored” to the patent-practicing article. Motorola, 737
F.3d at 1351. Investments that would have been made
independently of the patented article, for example, are
not made “in the exploitation of the intellectual prop-
erty” and, therefore, cannot be considered. InterDigital
Commec’ns, LLC v. Int’l Trade Comm’n, 707 F.3d 1295,
1304 (Fed. Cir. 2013) (per curiam; denying petition for
rehearing en banc); see also Motiva, 716 F.3d at 600
(finding investments that “had no impact on [the
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complainant’s] ... efforts or ability ... to invest in and
adopt its patented technology” were rightly not consid-
ered by Commission for purposes of economic prong); see
also Zircon, 101 F.4th at 822 (rejecting complainant’s at-
tempt to “rely on investment data aggregated across dif-
ferent products protected by different patents”). Prede-
cessor investments qualify only when they are directed
to significant components “specifically tailored” for use
in the patent-practicing article; that is, when there is a
sufficient nexus between the earlier investment and the
protected article, such that the investment can fairly be
said to have been made “with respect to” that article.
Motorola, 737 F.3d at 1351; see also Microsoft, 731 F.3d
at 1362.

Here, substantial evidence supports the Commis-
sion’s finding that Masimo’s investments in the Circle
and Wings Sensors were made as part of the same iter-
ative design process Masimo undertook as part of its de-
velopment of a single patent-practicing commercial
product, and those investments led to specifically tai-
lored, significant technical features of patent-practicing
articles, including the RevA and RevD variants of the
Masimo Watch.

b

Apple further argues that, even assuming the Com-
mission did not err by aggregating Masimo’s invest-
ments, its finding that Masimo satisfied the economic
prong is still not supported by substantial evidence. Ap-
ple contends that Masimo failed to provide a proper ac-
counting of its purported investments. In particular,
Apple asserts that the evidence on which Masimo relied
was “wholly invented” for litigation, lacked contempora-
neous support, and was not verified by Masimo’s expert.
These arguments effectively ask us to reweigh the
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evidence considered by the ALJ and the Commission
and to reject the ALJ’s credibility determinations. This
we may not do. See Bio-Rad Labs., Inc. v. Int’l Trade
Comm’n, 998 F.3d 1320, 1335 (Fed. Cir. 2021) (“It is not
within our purview to reweigh the evidence or to ques-
tion the ALJ’s credibility determinations.”).

The ALJ and Commission, relying on testimony
from Masimo’s Chief Financial Officer, found that
Masimo calculated its total labor investments in the
Masimo Watch by multiplying each Masimo employee’s
salary by the percent of time he or she devoted to devel-
opment of the Masimo Watch. It presented that data in
detailed spreadsheets that “identified the names and sal-
aries of each employee involved in the Masimo Watch
project” alongside “monthly estimates of their time from
2019 to 2021” spent on the Masimo Watch. J.A. 316. The
ALJ found those time allocations were “supported by
the testimony of Masimo witnesses” and were “reasona-
ble” based on the record evidence. J.A. 316-18. On re-
view, the Commission adopted all of these findings and
added that Masimo’s investments were significant be-
cause they were almost entirely domestic.

“The substantial evidence test requires only that
there be evidence that a reasonable mind might accept
as adequate to support a conclusion.” Cleo Inc. v. United
States, 501 F.3d 1291, 1296 (Fed. Cir. 2007). That test is
met by the evidence relied on here by the ALJ and the
Commission. See, e.g., Wuhan Healthgen Biotechnology
Corp. v. Int’l Trade Comm’n, 127 F.4th 1334, 1338-39
(Fed. Cir. 2025) (determining substantial evidence sup-
ported finding of significant investment where “100% of
[the relevant] investments occur[ed] in the United
States”). Thus, we affirm the Commission’s finding that
Masimo met its obligation to satisfy the domestic indus-
try requirement.
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In addition to its challenges to the Commission’s de-
termination that Masimo satisfied the domestic industry
requirement, Apple also appeals the Commission’s find-
ings that the Apple Watch infringes the asserted claims
and that those claims were not proven invalid, either for
lack of adequate written description or obviousness. On
all these issues, we again affirm the Commission.

A

Apple argues the Commission based its finding that
the Apple Watch infringes Masimo’s asserted patent
claims on incorrect constructions of the claim terms
“over”/“above” and “openings”/“through holes.” “We re-
view claim construction de novo and review any subsid-
iary factual findings based on extrinsic evidence for sub-
stantial evidence.” Kyocera Senco Indus. Tools Inc. v.
Int’l Trade Comm’n, 22 F.4th 1369, 1378 (Fed. Cir. 2022).
Our review here leads us to agree with the ALJ’s claim
constructions.®

1

The claim terms “over” and “above” relate to certain
internal components of the claimed devices and their ori-
entation. For example, claim 28 of the ’502 patent re-
quires “a protrusion arranged above the interior sur-
face” of the device. J.A. 705 at 47:31 (emphasis added).
The parties dispute whether, for instance in this exam-
ple, the claim requires the protrusion be “above” the in-
terior surface such that the protrusion is higher (i.e.,

® The Commission did not undertake to review the ALJ’s chal-
lenged constructions but otherwise affirmed her ultimate validity
determination. Therefore, we discuss the ALJ’s analysis.
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closer to the sky) than the interior surface when the de-
vice is in operation or whether, instead, it requires
simply that the protrusion cover the interior surface,
without consideration of whether during operation the
protrusion happens to be higher (closer to the sky) or
lower (closer to the ground) than the interior surface.

The ALJ construed “above,” as used in claim 28 of
the ’502 patent, and “over,” as used in claims 20 and 34
of the ’648 patent, to mean “arrangement[s] where one
feature covers another—not the relative arrangement of
the[] features in a vertical direction.” J.A. 34. That is,
the terms “refer[] to a position relative to the device’s
features and not to its orientation relative to Earth.” Id.
at n4. In arriving at those constructions, the ALJ re-
jected Apple’s position that the terms “require a vertical
arrangement of features in a particular orientation.”
J.A. 35; see also Open. Br. at 60 (“[E]ach claim requires
a protrusion, openings, or holes situated over or above
the photodiodes or interior surface of the device, when
the device is configured to measure blood oxygen satu-
ration”) (internal emphasis and quotation marks omit-
ted).

As the ALJ correctly determined, the plain and or-
dinary meaning of “over” and “above,” as used in the
field of wearable medical equipment, relates to positions
of the equipment’s components relative to other compo-
nents, without any further restriction on the orientation
of the device. Thus, for example, a bandage is said to be
“over” or “above” a wound so long as the bandage covers
the wound, even if the wound is on the bottom of, for ex-
ample, one’s foot, leaving the bandage closer to the
ground than the wound is when one is walking.

Additional support for this construction is found in
Figure 7TA of the Poeze Patents’ shared specification.
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The ALJ explained that the embodiment depicted in
Figure 7A (reproduced below, see infra Section IV.B.1)
is described in the specification as containing material
“over” a glass layer even though the figure itself shows
such material as below that layer, in the sense that the
material is closer to the ground than the glass layer.
Generally, a construction that would exclude a disclosed
embodiment, as Apple’s construction would by exclud-
ing the embodiment of Figure 7A, is not preferred. See
Pacing Techs., LLC v. Garmin Int’l, Inc., 778 F.3d 1021,
1026 (Fed. Cir. 2015). We therefore agree with the
ALJ’s construction.

2

Apple’s challenge to the ALJ’s construction of
“openings”/“through holes,” as used in all asserted
claims, also lacks merit. The claims require that “each
through hole [be] ... arranged over a different one of the
... photodiodes.” J.A. 815 at 46:43-45 (emphasis added).
The ALJ correctly construed these terms as encompass-
ing “openings and holes that include material.” J.A. 36.
She was right to reject Apple’s proposed construction,
which would have required the claimed “openings” and
“through holes” to be devoid of material, including even
transparent material.

Nothing in the claim language precludes the “open-
ings” and “through holes” from including material. To
the contrary, certain of the claims actually require such
material. For example, claim 19 of the 502 patent re-
quires “an optically transparent material within each of
the openings,” J.A. 704 at 46:38 (emphasis added), and
claim 20 of the ’648 patent requires that “each through
hole includ/e] a window,” J.A. 815 at 46:43-44 (emphasis
added). While these claims are not asserted by Masimo,
they would suggest to a person of ordinary skill in the
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art that “openings” and “windows” as used in the patents
are not necessarily and always devoid of material. See
Phillips v. AWH Corp., 415 F.3d 1303, 1314 (Fed. Cir.
2005) (en banc) (“Other claims of the patent in question,
both asserted and unasserted, can also be valuable
sources of enlightenment as to the meaning of a claim
term.”).

The shared specification provides more support for
this conclusion. It expressly teaches that “[t]he open-
ings can be made from glass to allow attenuated light
from a measurement site, such as a finger, to pass
through one or more detectors.” J.A. 575 at 8:26-30; see
also J.A. 37. Apple’s proposed construction would ex-
clude this embodiment because it would not allow the
openings to be made from glass, which is of course a ma-
terial. See Pacing Techs., 778 F.3d at 1026 (disfavoring
constructions that exclude disclosed embodiments). As
such, we do not agree with Apple’s proposed construc-
tion of these terms.

As Apple’s sole challenges to the Commission’s in-
fringement findings require that we reverse its claim
constructions, our affirmance of those constructions re-
quires that we also affirm the Commission’s finding that
the Apple Watch infringes the asserted claims.

B

Apple has similarly failed to persuade us that the
Commission erred in determining that the infringed
claims were not proven invalid. We agree with the Com-
mission and reject Apple’s claims that the Poeze Patents
lack adequate written description or would have been
obvious.
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A patent’s specification must contain an adequate
written description of the invention. See 35 U.S.C.
§ 112(a). “A specification adequately describes an inven-
tion when it reasonably conveys to those skilled in the
art that the inventor had possession of the claimed sub-
ject matter as of the filing date.” Jumno Therapeutics,
Inc. v. Kite Pharma, Inc., 10 F.4th 1330, 1335 (Fed. Cir.
2021) (internal quotation marks omitted). “Whether a
claim satisfies the written description requirement is a
question of fact.” Novartis Pharms. Corp. v. Accord
Healthcare, Inc., 38 F.4th 1013, 1016 (Fed. Cir. 2022) (in-
ternal quotation marks omitted).

Each of the claims at issue here requires: (i) sets of
LEDs, each set having multiple LEDs; (ii) four photodi-
odes; and (iii) an opaque protrusion with a plurality of
“openings” or “holes” positioned or arranged over the
photodiodes. J.A. 704 at 46:51-54; J.A. 705 at 47:13-48:23,;
J.A. 815 at 46:15-16, 46:59-61; J.A. 816 at 47:6-7; see also
J.A. 161-62. Claim 28 of the ’502 patent and claim 12 of
the ’648 patent additionally require “separate sets of
LEDs emitting at a First Wavelength and a Second
Wavelength” (the “matching wavelength” limitation).
J.A. 167. Apple argues that neither the required combi-
nation of specific LEDs and photodiodes, nor the match-
ing wavelength limitations, are supported by adequate
written description. However, the ALJ’s contrary find-
ings, adopted by the Commission, are supported by sub-
stantial evidence.

Apple contends that the ALJ improperly relied “on
elements taken from four separate embodiments” in the
specification to find the asserted claims’ combination of
required elements supported by adequate written de-
scription. Open. Br. at 55. Specifically, Apple claims the
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ALJ relied on the 301A sensor embodiment (shown in
Figure 3C) to disclose the required four photodiodes
over which a protrusion rests with openings arranged
over the photodiodes; on the 101 sensor embodiment
(shown in Figure 1) for disclosure of an emitter with
three or more LEDs; and on the 701 sensor embodiment
(shown in Figure 7B) for an opaque protrusion. Apple
concedes that the specification discloses all of the
claimed features but insists that it fails to do so in any
single embodiment.

The ALJ found that “[t]he specification of the Poeze
[Platents expressly states that Figure 3C and Figure 7B
are not distinct embodiments” but, instead, that “[t]he
features of the sensors 701 can be implemented with any
of the sensors 101, 201, [and] 301.” J.A. 164. In making
that finding, the ALJ noted additional places in the spec-
ification in which the embodiments are linked. See, e.g.,
J.A 163 (referencing specification’s description of “sys-
tem 100 that [is] comprised [of] four LEDs in emitter 104
and four independent detector streams from detector
106”). She further credited Masimo’s expert, who testi-
fied as to how a skilled artisan would understand these
disclosures to show the patentee had possession of the
embodiments of the claims. All of this constitutes sub-
stantial evidence supporting the ALJ’s finding that the
embodiments Apple insists are distinct may, instead, be
understood as disclosing a combined implementation
contained in a single embodiment. Thus, the Commis-
sion did not erroneously rely on an “amalgam of disclo-
sures plucked selectively from the [original] applica-
tion.” NowvozymesA/S v. Dupont Nutrition Biosciences
APS, 723 F.3d 1336, 1349 (Fed. Cir. 2013).

Substantial evidence further supports the Commis-
sion’s finding that the Poeze Patents provide adequate
written description for claim 28 of the ’502 patent and
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claim 12 of the ’624 patent. These claims add the match-
ing wavelength limitation, i.e., a “first set of LEDs com-
prising at least an LED configured to emit light at a first
wavelength and an LED configured to emit light at a
second wavelength,” as well as a “second set of LEDs
comprising at least an LED configured to emit light at
the first wavelength and an LED configured to emit
light at the second wavelength.” J.A. 414; see also J.A.
419-24.

Apple argues that the patents contain no disclosure
of multiple emitters having an identical set of LEDs. In
rejecting this contention, the Commission found the in-
ventors possessed the matching wavelength limitation,
relying on Figures 7A and 7B, both of which show an el-
ement 104, although Figure TA labels element 104
“LEDs” while Figure 7B labels the same element “Emit-
ters.” J.A. 522-23. Figures 7TA and 7B are reproduced
below:
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The Commission reasoned “the two LEDs in Figure
7A are the same, and the two emitters in Figure 7B are
the same,” further finding “[i]f the two sets of LEDs or
the two emitters having sets of optical sources are the
same, then they must emit the same visible and near-in-
frared optical radiation, i.e., at the same two respective
wavelengths.” J.A. 422. The Commission additionally
found that the specification discloses a set of LEDs in
each emitter 104 of Figure 7B capable of emitting light
“at or about 1610 nm, at or about 1640 nm, and at or
about 1665 nm.” J.A. 424 (citing J.A. 577 at 12:38-40).

The Commission’s findings are supported by sub-
stantial evidence. Its reading of the specification’s ref-
erences to element 104 is reasonable. Apple’s insistence
that “nothing in the specification states that the emitters
104 must be identical” is correct, Open. Br. at 58 (empha-
sis added), but is also largely irrelevant, as our review
only asks whether there is substantial evidence to sup-
port reading the specification as disclosing, as the Com-
mission found, that emitters 104 may be identical. See
Bio-Rad, 998 F.3d at 1329 (“Under substantial evidence
review, we must affirm a Commission determination if it
is reasonable and supported by the record as a whole,
even if some evidence detracts from the Commission’s
conclusion.”) (internal quotation marks omitted).

Therefore, again, we affirm the Commission’s find-
ing that the asserted claims are not invalid for lack of
adequate written description.

2

Apple additionally argues that the asserted claims
are invalid as obvious in view of U.S. Patent No.
7,620,212 (“Lumidigm”), which generally discloses de-
vices containing “electro-optical sensors” that, in some
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embodiments, can be used for “biometric identification.”
The Commission rejected Apple’s obviousness case after
finding Lumidigm does not disclose (i) measuring blood
oxygen level at the wrist, or (ii) transmissive windows
extending across openings and within openings. “The ul-
timate question of obviousness is a legal question that
we review de novo with underlying factual findings that
we review for substantial evidence.” Roku, Inc. v. Uni-
versal Elecs., Inc., 63 F.4th 1319, 1324 (Fed. Cir. 2023).
Here the ALJ, whose determinations were adopted by
the Commission, committed no legal error and her fac-
tual findings were supported by substantial evidence.

One premise of the ALJ’s rejection of Apple’s obvi-
ousness defense was her determination that Lumidigm
failed to enable a “user-worn” device capable of measur-
ing blood oxygen saturation at the wrist. Apple faults
the ALJ’s analysis on this point because, in its view, the
device of the asserted claims is not required to measure
blood oxygen levels at the wrist; therefore, prior art like-
wise need not enable such an embodiment to be invali-
dating. Regardless of whether Apple’s proposition is
correct (an issue we need not decide), it is immaterial,
for two reasons. First, Apple chose to premise its obvi-
ousness theory on Lumidigm teaching measurement of
blood oxygen levels at the wrist, requiring the ALJ to
assess whether Lumidigm does so, in order to determine
whether Apple had proven its own theory of obvious-
ness. Second, and an independently adequate basis for
rejecting Apple’s obviousness case, is that Lumidigm
fails to disclose measuring blood oxygen saturation at
all, anywhere on the body, yet that functionality is indis-
putably a limitation of the asserted claims.

With respect to the second point, the ALJ found in
particular that “[t]here is little to no technical descrip-
tion of the blood oxygen functionality in Lumidigm.”
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J.A. 120 n.40. She further determined that Lumidigm
“does not include the communication of an oxygen satu-
ration measurement ... because no such measurement is
disclosed in Lumidigm.” J.A. 138. The ALJ explicitly
found that Lumidigm merely “describes functionality for
measuring several different physiological parameters,”
but not blood oxygen saturation. J.A. 97.

The ALJ’s factual finding regarding what Lumidigm
discloses, and does not disclose, is supported by substan-
tial evidence. The intrinsic record supports finding Lu-
midigm discloses measuring “physiological state[s]” gen-
erally by way of “electro-optical sensors;” it does not de-
scribe measuring blood oxygen specifically, nor does it
give any direction to a skilled artisan regarding how one
might modify its disclosures in order to measure blood
oxygen levels. The ALJ also relied on the testimony of
Robert Rowe, an inventor of Lumidigm, who testified
that “he never made a device that calculated blood oxy-
gen.” J.A.120. The ALJ, thus, had substantial evidence
for her finding that Lumidigm does not teach the claim
limitation of measuring blood oxygen levels.

This conclusion makes it unnecessary to consider
Apple’s additional argument that the ALJ erred in find-
ing Lumidigm failed to render obvious the asserted
claims’ “separate windows” limitation. Thus, we affirm
the Commission’s conclusion that Apple failed to prove
the asserted claims are invalid due to obviousness.

v

Finally, Apple contends that the Commission erred
in concluding that prosecution laches did not render
Masimo’s asserted patents unenforceable. “[Plrosecu-
tion laches may render a patent unenforceable when it
has issued only after an unreasonable and unexplained
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delay in prosecution.” Symbol Techs., Inc. v. Lemelson
Med., Educ. & Rsch. Found., 422 F.3d 1378, 1385 (Fed.
Cir. 2005). “[Aln examination of the totality of the cir-
cumstances, including the prosecution history of all of a
series of related patents and overall delay in issuing
claims, may trigger laches.” Id. at 1386. We review a
determination of the applicability of prosecution laches
for abuse of discretion. See Hyatt v. Hirshfeld, 998 F.3d
1347, 1359 (Fed. Cir. 2021).

Apple argued to the Commission that Masimo en-
gaged in an unreasonable 12-year delay when it waited
from 2008, when it filed its provisional applications, to
September 2020, when it finally filed the applications
that led to the asserted patent claims. The ALJ consid-
ered this interlude and found it did not constitute a delay
at all, crediting testimony showing “continuous prosecu-
tion activity in the [asserted] patents during th[at]
time.” J.A. 177. Apple countered that “the 2015 contin-
uation application could have been filed earlier,”” J.A.
178, and that Masimo’s purported delays reflect
Masimo’s intent “to draft the claims only after reviewing
Apple’s products.” Open. Br. at 64. To the ALJ, the fact
that Masimo could have filed its continuation application
earlier was “not a sufficient basis for a finding of prose-
cution laches, as ... there are legitimate grounds for re-
filing a patent application which should not normally be
grounds for a holding of laches,” adding that laches
“should be applied only in egregious cases of misuse of
the statutory patent system.” J.A. 178 (internal

7 Masimo consistently filed continuations and continuations-in-
part between summer 2008 and July 1, 2010. Apple contends that
“Masimo then lay in wait and did not file a new application in the
chain for five years ... immediately following the release of the orig-
inal Watch Series 0 in April 2015.” Open. Br. at 63.
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quotation marks, alteration, and citation omitted). The
ALJ further found that Apple did “not provide[] evi-
dence showing that [the] newly asserted claim limita-
tions were specifically drawn to the Accused products.”
J.A. 179 n. 65.

Assuming, without deciding, that Apple preserved
its prosecution laches claim, Apple has failed to demon-
strate that the ALJ abused her discretion in rejecting it.
To the contrary, it was entirely reasonable for the ALJ
to find, based on the evidence before her, that Apple
failed to meet its burden to prove that Masimo engaged
in unreasonable and unexplained delay and to credit, in-
stead, Masimo’s expert, who opined that there was a
“continuous unbroken chain of patent prosecution.” J.A.
41512 at 1415:6-7. There is also no record evidence that
Masimo delayed any prosecution activities for the pur-
pose of drafting the claims to cover Apple’s products.
See OSI Pharms., LLC, v. Apotex Inc., 939 F.3d 1375,
1382 (Fed. Cir. 2019) (“Mere speculation is not substan-
tial evidence”); see also In re Bogese, 303 F.3d 1362, 1369
(Fed. Cir. 2002) (“An applicant’s attempt to obtain new
claims directed to inventions that he or she believes are
fully disclosed and supported in an earlier application [is
distinct from laches].”). Therefore, we affirm the Com-
mission’s finding that prosecution laches does not bar
Masimo from enforcing its asserted patents.

VI

We have considered Apple’s remaining arguments
and find they lack merit. For the foregoing reasons, the
judgment of the Commission is affirmed.

AFFIRMED



39a

APPENDIX B

UNITED STATES
INTERNATIONAL TRADE COMMISSION
WASHINGTON, D.C.

Investigation No.
337-TA-1276

IN THE MATTER OF
CERTAIN LIGHT-BASED PHYSIOLOGICAL
MEASUREMENT DEVICES AND COMPONENTS THEREOF

PUBLIC VERSION

COMMISSION OPINION

I. INTRODUCTION

On May 15, 2023, the Commission determined to re-
view in part the final initial determination (“ID”) issued
by the presiding administrative law judge (“ALJ”) on
January 10,2023. 88 Fed. Reg. 32243 (May 19, 2023). On
review, the Commission has determined that there has
been a violation of section 337 of the Tariff Act of 1930,
as amended, 19 U.S.C. § 1337, with respect to U.S. Pa-
tent Nos. 10,945,648 (“the ’648 patent”) and 10,912,502
(“the ’502 patent”), but not with respect to U.S. Patent
Nos. 10,912,501 (“the ’501 patent”), 10,687,745 (“the 745
patent”), and 7,761,127 (“the "127 patent”). This opinion
sets forth the Commission’s reasoning in support of that
determination.
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II. BACKGROUND
A. Procedural History

The Commission instituted this investigation on Au-
gust 18, 2021, based on an amended and supplemented
complaint (“Complaint”) filed by complainants Masimo
Corporation (“Masimo”) and Cercacor Laboratories, Inc.
(“Cercacor,” collectively, “Complainants”).!" 2 3 86 Fed.
Reg. 46275-76 (Aug. 18, 2021). The Complaint alleged
violations of section 337 of the Tariff Act of 1930, as
amended, 19 U.S.C. § 1337, based upon the importation
into the United States, the sale for importation, and the
sale within the United States after importation of cer-
tain light-based physiological measurement devices and
components thereof by reason of infringement of certain
claims of the ’501 patent; the 502 patent; the ’648 patent;
the 745 patent; and the "127 patent (collectively, the “As-
serted Patents”). Id. The Complaint further alleged

! The original public complaint was filed on June 30, 2021. See
EDIS Doe. ID 745713 (June 30,2021). OnJuly 7,2021, Complainants
filed an “Amendment to the Public Complaint, with Amended Ex-
hibit 2 and Appendix C.” See EDIS Doc. ID 746186. And on July
12,2021, Complainants filed a “Confidential Amendment to the Pub-
lic Complaint and Exhibits.” See EDIS Doc. ID 746514. The Com-
mission has determined that the filing date of the Complaint is July
12, 2021. See, e.g., 86 Fed. Reg. at 46275; Final ID at 84 (including
n.24).

2 Supplement to the Confidential Amended Complaint and Ex-
hibits, EDIS Doec. ID 747244 (July 19, 2021); Supplement to the
Amended Public Complaint and Exhibits, EDIS Doc. ID 747240
(July 19, 2021).

3 Masimo is the owner of the *501 patent (JX-0001), ’502 patent
(JX-0002), ’648 patent (JX-0003), and "745 patent (JX-0009). Compl.
at I 4. Cercacor is the owner of the ’127 patent (JX-0007). Id.
Masimo and Cercacor have rights to each of the Asserted Patents
through a cross-licensing agreement. Id. at 9 4, 77; CX-1612C.
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that an industry in the United States exists and/or is in
the process of being established. Id. The notice of inves-
tigation named Apple Inc. of Cupertino, California as the
sole respondent (“Apple”). Id. at 46276. The Office of
Unfair Import Investigations is not participating in this
investigation. See id.

Prior to the issuance of the Final 1D, the investiga-
tion terminated as to several claims. Order No. 25 (Mar.
23, 2022), unreviewed by Comm’n Notice (Apr. 12, 2022);
Order No. 33 (May 20, 2022), unreviewed by Comm’n No-
tice (June 10, 2022). At the time of the hearing on June
6-10, 2022, only the following claims remained at issue:
claim 12 of the ’501 patent, claims 22 and 28 of the '502
patent, claims 12, 24, and 30 of the ’648 patent, claims 9,
18,* and 27 of the 745 patent, and claim 9 of the "127 pa-
tent.

On May 13, 2022, Complainants and Apple filed their
pre-hearing briefs.” The parties filed initial post-hearing

4 Complainants proceeded at the hearing as to claim 18 of the
745 patent for domestic industry purposes only. See, e.g., Final ID
at 176. In other words, Complainants did not allege that Apple vio-
lated section 337 by infringing that claim.

3 Complainants’ Pre-Hearing Brief, EDIS Doc. ID 770786 (May
13, 2022) (“CPreHBr.”); Respondent Apple Inc.’s Pre-Hearing
Brief, EDIS Doc. ID 770790 (May 13, 2022). On May 16, 2022, Apple
filed a corrected pre-hearing brief. Respondent Apple Inc.’s Cor-
rected Pre-Hearing Brief, EDIS Doc. ID 770874 (May 16, 2022)
(“RPreHBr.”).
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briefs on June 27, 2022,% and the parties filed post-hear-
ing reply briefs on July 11, 2022.7

On January 10, 2023, the ALJ issued the Final ID,?
which found that Apple violated section 337 as to only
claims 24 and 30 of the 648 patent. See Final ID at 335-
36. The Final ID found that Complainants did not estab-
lish a violation as to the other remaining asserted claims.
E.g.,d.

On January 24, 2023, the ALJ issued the Recom-
mended Determination on Remedy and Bonding
(“RD”).” The RD recommended that, if the Commission
finds a violation, it should issue a limited exclusion order

6 Complainants’ Initial Post-Hearing Brief, EDIS Doc. ID
774000 (June 27, 2022); Respondent Apple Inc’s Post-Hearing
Brief, EDIS Doc. ID 774025 (June 27, 2022). On July 14, 2022, Com-
plainant filed a corrected opening post-hearing brief. Complainants’
Corrected Initial Post-Hearing Brief, EDIS Doc. ID 775422 (July
14, 2022) (“CPHBr.”). On September 2, 2022, Apple filed a second
corrected opening post-hearing brief. Respondent Apple Inc.’s Sec-
ond Corrected Post-Hearing Brief, EDIS Doc. ID 779376 (Sept. 2,
2022) (“RPHBr.”).

7 Complainants’ Reply Post-Hearing Brief, EDIS Doc. ID
775058 (July 11, 2022) (“CPHBYr. (Reply)”); Respondent Apple Inc.’s
Reply Post-Hearing Brief, EDIS Doc. ID 775073 (July 11, 2022). On
September 2, 2022, Apple filed a corrected post-hearing reply brief.
Respondent Apple Inc.s Corrected Post-Hearing Reply Brief,
EDIS Doc. ID 779379 (Sept. 2, 2022) (“RPHBr. (Reply)”).

8 Final Initial Determination on Violation of Section 337 , EDIS
Doc. ID 787653 (Jan. 10, 2023); see also Final Initial Determination
on Violation of Section 337, EDIS Doc. ID 789795 (Feb. 7, 2023)
(Public Version).

° Recommended Determination on Remedy and Bonding,
EDIS Doc. ID 788506 (Jan. 24, 2023); see also Recommended Deter-
mination on Remedy and Bonding, EDIS Doc. ID 790079 (Feb. 10,
2023) (Public Version).
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(“LEQO”) directed to certain wearable electronic devices
with light-based pulse oximetry functionality and com-
ponents thereof that are imported, sold for importation,
and/or sold after importation by Apple; and a cease and
desist order (“CDO”) directed to Apple. See RD at 2-5.
The RD additionally recommended that the Commission
set a 0% bond (i.e., no bond) during the sixty-day period
of Presidential review. See id. at 6-7. The Commission’s
notice of investigation did not instruct the ALJ to make
findings and recommendations concerning the public in-
terest. See 86 Fed. Reg. at 46275-76.

On January 23, 2023, Complainants and Apple each
filed a petition for review of the Final ID.!® On January
31, 2023, Complainants and Apple each filed responses to
the other respective petition.!!

On January 24 and 30, 2023, (after the Final ID is-
sued and petitions for review were filed), the United

10 Complainants’ Petition for Review of the Final Initial Deter-
mination on Violation of Section 337, EDIS Doc. ID 788456 (Jan. 23,
2023) (“CPet.”); Complainants’ Summary of Petition for Review of
the Final Initial Determination on Violation of Section 337, EDIS
Doc. ID 788457 (Jan. 23, 2023); Respondent Apple Inc.’s Petition for
Review of the Initial Determination of Violation of Section 337,
EDIS Doc. ID 788470 (Jan. 23, 2023) (“RPet.”); Respondent Apple
Ine.’s Summary of Petition for Review of the Initial Determination
of Violation of Section 337, EDIS Doc. ID 788474 (Jan. 23, 2023).

' Complainants’ Response to Apple Inc.’s Petition for Review
of the Final Initial Determination on Violation of Section 337, EDIS
Doec. ID 789044 (Jan. 31, 2023) (“CResp.”); Complainants’ Summary
of Response to Apple Ine.’s Petition for Review of the Final Initial
Determination on Violation of Section 337, EDIS Doc. ID 789045
(Jan. 31, 2023); Respondent Apple Inc.’s Response to Complainants’
Petition for Review, EDIS Doc. ID 789061 (Jan. 31, 2023)
(“RResp.”); Respondent Apple Inc.’s Summary of Its Response to
Complainants’ Petition for Review, EDIS Doc. ID 789067 (Jan. 31,
2023).
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States Patent and Trademark Office (“USPTO”) denied
Apple’s request for the institution of inter partes review
proceedings (“IPRs”) as to the ’501, ’502, and ’648 pa-
tents based on a combination of references that included
the same primary reference as one of the combinations
of references asserted against the asserted claims of
those patents in this investigation. See Apple Inc. v.
Masimo Corp., IPR2022-01272 (USPTO Jan. 24, 2023)
(’501 patent) (available at CResp. at Appx. B); Apple Inc.
v. Masimo Corp., IPR2022-01274 (USPTO Jan. 24, 2023)
(’502 patent) (available at CResp. at Appx. C); Apple Inc.
v. Masimo Corp., IPR2022-01276 (USPTO Jan. 30, 2023)
) (648 patent) (available at CResp. at Appx. A).

On February 23, 2023, the parties filed their public
interest statements pursuant to 19 C.F.R.
§ 210.50(a)(4)."> The Commission received numerous
comments on the public interest from non-parties, dis-
cussed below in the public interest section of this Opin-
ion.

On May 15, 2023, after considering the parties’ peti-
tions and responses thereto, the Commission deter-
mined to review the Final ID in part. See 88 Fed. Reg.
at 32243-46. In particular, the Commission determined
to review: (1) the domestic industry with regard to the
’501 patent, the 502 patent, the ’648 patent, and the "745
patent; (2) obviousness with regard to the ’501 patent,
the ’502 patent, the ’648 patent, and the "745 patent; (3)
written description with regard to claim 28 of the ’502
patent and claim 12 of the '648 patent; (4) claim construc-
tion and infringement with regard to the 745 patent; and

12 Complainants’ Statement on the Public Interest, EDIS Doc.
ID 791050 (Feb. 23, 2023) (“CStmt.”); Respondent Apple Ine.’s Pub-
lic Interest Statement, EDIS Doc. ID 791062 (Feb. 23, 2023)
(“RStmt.”).
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(5) subject matter jurisdiction. Id. at 32244. The Com-
mission determined not to review the remaining findings
of the Final ID, including the finding of no violation as to
the 127 patent. Id. The Commission requested briefing
on certain issues under review and also on remedy, the
public interest, and bonding. See id. at 32244-46. The
Commission’s public interest briefing request also solic-
ited input from non-parties. See id.

On June 5, 2023, the parties filed their written sub-
missions on the issues under review and on remedy, pub-
lic interest, and bonding,'* and on June 12, 2023, the par-
ties filed their reply submissions."* The Commission ad-
ditionally received numerous comments on the public in-
terest from non-parties, which are discussed below in
the public interest section of this Opinion.

B. The Asserted Patents

The technology at issue in this investigation relates
to user-worn devices for noninvasively measuring phys-
iological parameters of a user.

13 Complainants’ Submission in Response to the Commission’s
May 15, 2023 Notice of Commission Determination to Review in
Part, EDIS Doc ID 797853 (June 5, 2023) (“CBr.”); Respondent Ap-
ple Inc.’s Response to the Commission’s Notice to Review in Part a
Final Initial Determination and Request for Written Submissions,
EDIS Doc ID 797870 (June 5, 2023) (“RBr.”).

14 Complainants’ Reply to Apple Inc.’s Response to the Com-
mission’s Notice to Review in Part a Final Initial Determination and
Request for Written Submissions, EDIS Doc ID 798353 (June 12,
2023) (“CBr. (Reply)”); Respondent Apple Inc.’s Reply to Complain-
ants’ Response to the Commission’s Notice to Review in Part a Fi-
nal Initial Determination and Request for Written Submissions,
EDIS Doc ID 798383 (June 12, 2023) (“RBr. (Reply)”).
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1. U.S. Patent Nos. 10,912,501; 10,912,502;

and 10,945,648: The “Poeze Patents”

The ’501 patent (JX-0001), ’502 patent (JX-0002),
and ’648 patent (JX-0003) share a common specification,
claiming priority to an application filed on July 3, 2008.
These patents are titled “User-Worn Device for Nonin-
vasively Measuring a Physiological Parameter of a
User” and name as inventors Jeroen Poeze, et al. These
patents are referred to herein as the “Poeze patents.”

Complainants assert claim 12 of the ’501 patent,

which depends from claim 1.

See CPHBr. at 53-66.

Claim 12 is reproduced below in a claim/element identi-
fier chaii that includes the element designations used by
the pa liies and the Final ID.

U.S. Patent No. 10,912,501

Identifier

Clain/Element

Claim 12

[1PRE]

A user-worn device configured to nonin-
vasively measure a physiological
pai-ameter of a user, the user-worn de-
vice comprising:

[1A]

at least three light emitting diodes
(LEDs);

[1B]

at least three photodiodes aiTanged on
an interior surface of the user-worn de-
vice and configured to receive light at-
tenuated by tissue of the user;

[1C]

a protrusion aiTanged over the interior
surface, the protrnsion comprising a con-
vex surface and
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[1D] a plurality of openings extending
through the protrusion and positioned
over the three photodiodes,

[1E] the openings each comprising an opaque
lateral surface, the plurality of openings
configured to allow light to reach the
photodiodes, the opaque lateral surface
configured to avoid light piping through
the protrusion; and

[1F] one or more processors configured to re-
ceive one or more signals from the pho-
todiodes and calculate a measurement of
the physiological parameter of the user.

[12] The user-worn device of Claim 1,
wherein the convex surface of the pro-
trusion is an outelmost surface config-
ured to contact the tissue of the user and
confolm the tissue into a concave shape.

Complainants also asseli claim 22 of the ’502 patent,
which depends from claims 19, 20, and 21, and claim 28, a
sepai-ate independent claim. See CPHBr. at 66-77.
These claims are reproduced below.

U.S. Patent No. 10,912,502
Identifier Clain/Element
Claim 22

[19PRE] | A user-worn device configured to non-
invasively measure an oxygen satura-
tion of a user, the user worn device com-
prising:
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[19A]

a plurality of emitters configured to emit
light, each of the emitters comprising at
least two light emitting diodes (LEDs);

[19B]

four photodiodes ananged within the
user-worn device and configured to re-
ceive light after at least a poliion of the
light has been attenuated by tissue of
the user;

[19C]

a protrusion comprising a convex sur-
face including separate openings extend-
ing through the protrusion and lined
with opaque material, each opening posi-
tioned over a different one of the four
photodiodes, the opaque material config-
ured to reduce an amount of light reach-
ing the photodiodes without being atten-
uated by the tissue;

[19D]

optically transparent material within
each of the openings; and

[19E]

one or more processors configured to re-
ceive one or more signals from at least
one of the four photodiodes and output
measurements responsive to the one or
more signals, the measurements indica-
tive of the oxygen saturation of the user.

[20]

The user-worn device of claim 19 further
comprising a thennistor.

[21]

The user-worn device of claim 20,
wherein the one or more processors are
fuiiher configured to receive a tempera-
ture signal from the thennistor and
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adjust operation of the user-worn device
responsive to the temperature signal.

[22] The user-worn device of claim 21,
wherein the plurality of emitters com-
prise at least four emitters, and wherein
each of the plurality of emitters com-
prises a respective set of at least three
LEDs.

U.S. Patent No. 10,912,502

Identifier Clain/Element

Claim 28

[28PRE] | A user-worn device configured to non-
invasively measure an oxygen satura-
tion of a user, the user worn device com-
prising:

[28A] a first set of light emitting diodes
(LEDs), the first set of LEDs compris-
ing at least an LED configured to emit
light at a first wavelength and an LED
configured to emit light at a second
wavelength;

[28B] a second set of LEDs spaced apalt from
the first set of LEDs, the second set of
LEDs comprising at least an LED con-
figured to emit light at the first wave-
length and an LED configured to emit
light at the second wavelength;

[28C] four photodiodes ananged in a quadrant
configuration on an interior surface of
the user-worn device and configured to
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receive light after at least a poltion of
the light has been attenuated by tissue
of the user;

[28D]

a thermistor configured to provide a
temperature signal,

[28E]

a protrusion ananged above the interior
smface, the protrllsion comprising: a
convex surface;

[28F]

a plurality of openings in the convex sur-
face, extending through the protrusion,
and aligned with the four photodiodes,
each opening defined by an opaque sur-
face configured to reduce light piping;
and

[28G]

a plurality of u-ansmissive windows,
each of the tr-ansmissive windows ex-
tending across a different one of the
openings;

[28H]

at least one opaque wall extending be-
tween the interior surface and the
protrllsion, wherein at least the interior
surface, the opaque wall and the
protrllsion fonn cavities, wherein the
photodiodes are ananged on the interior
surface within the cavities;

[281]

one or more processors configured to re-
ceive one or more signals from at least
one of the photodiodes and calculate an
oxygen saturation measurement of the
user, the one or more processors fmther
configured to receive the temperature
signal;
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[28J] a network interface configured to wire-
lessly communicate the oxygen satura-
tion measurement to at least one of a mo-
bile phone or an electr-onic network;

[28K] a user interface comprising a touch-
screen display, wherein the user inter-
face is configured to display indicia re-
sponsive to the oxygen saturation meas-
urement of the user;

[28L] a storage device configured to at least
temporarily store at least the measure-
ment; and

[28M] a su-ap configured to position the user-
worn device on the user.

Complainants further asselt claim 12 of the '648 pa-
tent, which depends from claim 8, and claims 24 and 30,
which depend from claim 20. See CPHBr. at 77-83.
These claims are reproduced below.

U.S. Patent No. 10,945,648
Identifier Claim/Element
Claim 12

[SPRE] A user-worn device configured to non-
invasively detelmine measurements of a
physiological parameter of a user, the
user-worn device comprising:

[SA] a first set of light emitting diodes
(LEDs), the first set comprising at least
an LED configured to emit light at a first
wavelength and at least an LED
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configured to emit light at a second
wavelength;

[8B]

a second set of LEDs spaced apalt from
the first set of LEDs, the second set of
LEDs comprising an LED configured to
emit light at the first wavelength and an
LED configured to emit light at the sec-
ond wavelength;

[SC]

four photodiodes;

[8D]

a protrusion comprising a convex sur-
face, at least a poltion of the protrusion
comprising an opaque material;

[SE]

a plurality of openings provided through
the protrllsion and the convex surface,
the openings aligned with the photodi-
odes;

[SF]

a separate optically tr-ansparent win-
dow extending across each of the open-
ings;

[8G]

one or more processors configured to re-
ceive one or more signals from at least
one of the photodiodes and output meas-
urements of a physiological parameter of
a user;

[SH]

a housing; and

[81]

a strap configured to position the hous-
ing proximate tissue of the user when
the device is worn.

[12]

The user-worn device of Claim 8,
wherein the physiological parameter
comprises oxygen or oxygen saturation.
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U.S. Patent No. 10,945,648

Identifier

Clain/Element

Claims 24 and 30

[20PRE]

A user-worn device configured to non-
invasively detelmine measurements of a
user's tissue, the user-worn device com-
prising:

[20A]

a plurality of light emitting diodes
(LEDs);

[20B]

at least four photodiodes configured to
receive light emitted by the LEDs, the
four photodiodes being airnnged to cap-
ture light at different quadrants of tissue
of a user;

[20C]

a protrusion comprising a convex sur-
face and

[20D]

a plurality of through holes, each
through hole including a window and
manged over a different one of the at
least four photodiodes; and

[20E]

one or more processors configured to re-
ceive one or more signals from at least
one of the photodiodes and detennine
measurements of oxygen saturation of
the user.

[24]

The user-worn device of Claim 20,
wherein the protrusion comprises
opaque material configured to substan-
tially prevent light piping.
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[30]

The user-worn device of Claim 20,
wherein the protrusion further com-
prises one or more chainfered edges.

2. U.S. Patent No. 10,687,745

The 745 patent (JX-0009) is titled “Physiological
Monitoring Devices, Systems, and Methods,” claims pri-
ority to an application filed on June 28, 2016, and names
Ammar Al-Ali as the sole inventor. Complainants asseli
that Apple infringes claims 9 and 27, and they rely on
claim 18 for domestic industry purposes only. Claim 9 is
reproduced below as representative of the asselied
claims of the "745 patent.

U.S. Patent No. 10,687,745

Identifier Claim/Element
Claim 9
[IPRE] | A physiological monitoring device com-
prising:
[1A] a plurality of light-emitting diodes con-
figured to emit light in a first shape;
[1B] a material configured to be positioned

between the plurality of light-emitting
diodes and tissue on a wrist of a user
when the physiological monitoring de-
vice is in use, the material configured to
change the first shape into a second
shape by which the light emitted from
one or more of the plurality of light-emit-
ting diodes is projected towards the tis-
sue;
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[1C] a plurality of photodiodes configured to
detect at least a poliion of the light after
the at least the poliion of the light passes
through the tissue, the plurality of pho-
todiodes finiher configured to output at
least one signal responsive to the de-
tected light;

[1D] a surface comprising a dark-colored
coating, the surface configured to be po-
sitioned between the plurality of photo-
diodes and the tissue when the physio-
logical monitoring device is in use,
wherein an opening defined in the dark-
colored coating is configured to allow at
least a poliion of light reflected from the
tissue to pass through the surface;

[1E] a light block configured to prevent at
least a poliion of the light emitted from
the plurality of light-emitting diodes
from reaching the plurality of photodi-
odes without first reaching the tissue;

[1F] and a processor configured to receive
and process the outputted at least one
signal and detennine a physiological pa-
rameter of the user responsive to the
outputted at least one signal.

[9] The physiological monitoling device of
claim 1, wherein the physiological pa-
rameter comprises oxygen saturation.

3. U.S. Patent No. 7,761,127

The ’127 patent (JX-0007) is titled “Multiple Wave-
length Sensor Substrate,” issued from an application
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filed on March 1, 2006, and names as inventors Ammar
Al-Alj, et al. Complainants asseli claim 9 of the "127 pa-
tent, which depends from claim 7.

C. The Accused Products

Complainants accuse certain Apple Watches of in-
fringing the Asselied Patents, including the Apple
Watch Series 6, the Apple Watch Series 7, and celiain
prototype Apple Watch products with project names
[REDACTED] (collectively, the “Accused Products”).
CPHBEy. at 37-39. The parties have stipulated that the
Accused Products are materially identical for the pur-
poses of infringement in this investigation. See Joint
Stipulation of Facts at 9 11-13, EDIS Doc. ID 770692
(May 13, 2022); CX-1259C at 1 7-8. Notably, the parties
do not dispute that the currently-existing Apple Watch
Series SE does not infringe the Asserted Patents be-
cause it is not equipped to measure the blood oxygen sat-
uration of a user.

D. The Domestic Industry Products

With respect to the ’501, ’502, ’648, and '745 patents,
Complainants rely on their “Masimo Watch” products.
CPHBE. at 26-35. These Masimo Watch products include
certain prototypes identified as the “Circle Sensor”
(CPX-0021C), the “Wings Sensor” (CPX-0029C), the
“RevA Sensor” (CPX-0052C), the “RevD Sensor” (CPX-
0058C), the “RevE Sensors” (CPX- 0019C, CPX-0020C,
CPX-0065C) (collectively, the “Masimo Watch Proto-
types”), and a product identified as the “W1 Watch”
(CPX-0146C). CPHBr. at 30-35. The Masimo Watch
Prototypes were developed as part of an iterative design
process that resulted in the W1 Watch, which was not
completed until after the Complaint was filed. Id. at
62 1n.16, 18.
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With respect to the 127 patent, Complainants rely
on certain of Masimo’s “Rainbow® Sensors.” Id. at 36.

III. COMMISSION REVIEW OF THE FINAL ID

When the Commission reviews an initial determina-
tion, in whole or in part, it reviews the determination de
novo. Certain Soft-Edged Trampolines & Components
Thereof, Inv. No. 337- TA-908, Comm'n Op. at 4 (May 1,
2015). Upon review, the “Commission has ‘all the pow-
ers which it would have in making the initial determina-
tion,” except where the issues are limited on notice or by
rule.” Certain Flash Memory Circuits & Prods. Con-
taiming Same, Inv. No. 337- TA-382, USITC Pub. No.
3046, Comm’n Op. at 9-10 (July 1997) (quoting Certain
Acid-Washed Denim Garments & Accessories, Inv. No.
337-TA-324, Comm’n Op. at 5 (Nov. 1992)). With respect
to the issues under review, “the Commission may affirm,
reverse, modify, set aside or remand for further pro-
ceedings, in whole or in part, the initial determination of
the administrative law judge.” 19 C.F.R. § 210.45(c).
The Commission also “may take no position on specific
issues or portions of the initial determination,” and “may
make any findings or conclusions that in its judgment are
proper based on the record in the proceeding.” Id.; see
also Beloit Corp. v. Valmet Oy, 742 F.2d 1421, 1423 (Fed.
Cir. 1984).

IV. ANALYSIS OF THE ISSUES UNDER REVIEW

The Commission’s findings, conclusions, and sup-
porting analysis follow. The Commission affirms and
adopts the ID’s findings, conclusions, and supporting
analysis that are not inconsistent with the Commission’s
opinion.
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A. Subject Matter Jurisdiction

The Final ID found that the Commission has “sub-
ject matter jurisdiction over this investigation.” Final
ID at 336. The Commission reviewed this finding.
88 Fed. Reg. at 32244. On review, the Commission va-
cates the Final ID’s “subject matter jurisdiction” finding
and instead finds that the Commission has statutory au-
thority, rather than subject matter jurisdiction, over the
present investigation. See Certain Video Security
Equipment & Sys., Related Software, Components
Thereof, & Prods. Containing Same, Inv. No. 337-TA-
1281, Comm'n Op. at 9-10 (Apr. 19, 2023). The Commis-
sion and ALJs have used the term “jurisdiction” in the
past as a shorthand for statutory authority. Executive
agencies, of course, do not have jurisdiction, but rather
are creatures of statute that cannot exceed their statu-
tory authority.

B. Obviousness of the Asserted Claims of the
’501 Patent, the 502 Patent, and the 648
Patent

The Final ID found that claim 12 of the ’501 patent
would have been invalid as obvious over combinations of
references primarily based on “Lumidigm,”!> but claims
22 and 28 of the ’502 patent and claims 12, 24, and 30 of
the 648 patent would not have been invalid as obvious
over those combinations. E.g., Final ID at 88, 336. The
Commission reviewed this finding. 88 Fed. Reg. at
32244. Onreview, the Commission affirms the Final ID’s
conclusions as to obviousness with the modifications and
supplements discussed herein.

15 U.S. Patent No. 7,620,212 (RX-0411), titled “Electro-Optical
Sensor,” which issued from an application filed on August 12, 2003.
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1. The Applicable Law

A party cannot be held liable for infringement if the
asserted patent claim is invalid. See Pandrol USA, LP
v. AirBoss Ry. Prods., Inc., 320 F.3d 1354, 1365 (Fed.
Cir. 2003). Patent claims are presumed valid (35 U.S.C.
§ 282), so a respondent challenging validity must over-
come this statutory presumption by “clear and convine-
ing” evidence of invalidity. Checkpoint Sys., Inc. v. Int’l
Trade Comm’n, 54 F.3d 756, 761 (Fed. Cir. 1995). One
such ground for invalidity is that the claimed invention
would have been obvious under 35 U.S.C. § 103.

Under 35 U.S.C. §103(a), a patent is valid unless
“the differences between the subject matter sought to
be patented and the prior art are such that the subject
matter as a whole would have been obvious at the time
the invention was made” to a person having ordinary
skill in the art. 35 U.S.C. § 103(a). The ultimate question
of obviousness is a question of law, but “it is well under-
stood that there are factual issues underlying the ulti-
mate obviousness decision.” Richardson-Vicks Inc. v.
Upjohn Co., 122 F.3d 1476, 1479 (Fed. Cir. 1997) (citing
Graham v. John Deere Co., 383 U.S. 1, 17 (1966)).

After claim construction:

The second step in an obviousness inquiry is
to determine whether the claimed invention
would have been obvious as a legal matter,
based on underlying factual inquiries includ-
ing: (1) the scope and content of the prior
art, (2) the level of ordinary skill in the art,
(3) the differences between the claimed in-
vention and the prior art, and (4) secondary
considerations of non-obviousness.
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Smiths Indus. Med. Sys., Inc. v. Vital Signs, Inc., 183
F.3d 1347, 1354 (Fed. Cir. 1999) (citing Graham, 383 U.S.
at 17). The existence of secondary considerations, or ob-
jective indicia of non-obviousness, does not control the
obviousness determination, because a court (and the
Commission) must consider “the totality of the evi-
dence” before reaching a decision on obviousness. Rich-
ardson-Vicks, 122 F.3d at 1483.

The Supreme Court clarified the obviousness in-
quiry in KSR Int'l Co. v. Teleflex Inc., 550 U.S. 389
(2007). There, the Supreme Court said:

When a work is available in one field of en-
deavor, design incentives and other market
forces can prompt variations of it, either in
the same field or a different one. If a person
of ordinary skill can implement a predicta-
ble variation, § 103 likely bars its patentabil-
ity. For the same reason, if a technique has
been used to improve one device, and a per-
son of ordinary skill in the art would recog-
nize that it would improve similar devices in
the same way, using the technique is obvi-
ous unless its actual application is beyond
his or her skill. Sakraida'® and Anderson’s-
Black Rock!” are illustrative—a court must
ask whether the improvement is more than
the predictable use of prior art elements ac-
cording to their established functions.

Following these principles may be more dif-
ficult in other cases than it is here because

16 Sakraida v. Ag Pro, Inc., 425 U.S. 273 (1976).

17 Anderson’s-Black Rock, Inc. v. Pavement Salvage Co., 396
U.S. 57 (1969).
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the claimed subject matter may involve
more than the simple substitution of one
known element for another or the mere ap-
plication of a known technique to a piece of
prior art ready for the improvement. Often,
it will be necessary for a court to look to in-
terrelated teachings of multiple patents; the
effects of demands known to the design com-
munity or present in the marketplace; and
the background knowledge possessed by a
person having ordinary skill in the art, all in
order to determine whether there was an
apparent reason to combine the known ele-
ments in the fashion claimed by the patent
at issue. To facilitate review, this analysis
should be made explicit.

The obviousness analysis cannot be confined
by a formalistic conception of the words
teaching, suggestion, and motivation, or by
overemphasis on the importance of pub-
lished articles and the explicit content of is-
sued patents. The diversity of inventive
pursuits and of modern technology counsels
against limiting the analysis in this way. In
many fields it may be that there is little dis-
cussion of obvious techniques or combina-
tions, and it often may be the case that mar-
ket demand, rather than scientific litera-
ture, will drive design trends. Granting pa-
tent protection to advances that would oc-
cur in the ordinary course without real inno-
vation retards progress and may, in the case
of patents combining previously known
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elements, deprive prior inventions of their
value or utility.

KSR, 550 U.S. at 417-19.

The Federal Circuit has since held that when a pa-
tent challenger contends that a patent is invalid for ob-
viousness based on a combination of several prior art ref-
erences, “the burden falls on the patent challenger to
show by clear and convincing evidence that a person of
ordinary skill in the art would have had reason to at-
tempt to make the composition or device, or carry out
the claimed process, and would have had a reasonable
expectation of success in doing so.” PharmaStem Ther-
apeutics, Inc. v. ViaCell, Inc., 491 F.3d 1342, 1360 (Fed.

Cir. 2007) (citations omitted).

Ortho-McNeil Pharm., Inc. v. Mylan Labs., Inc., 520

The TSM'® test, flexibly applied, merely as-
sures that the obviousness test proceeds on
the basis of evidence—teachings, sugges-
tions (a tellingly broad term), or motivations
(an equally broad term)—that arise before
the “TSM” is an acronym for “teaching, sug-
gestion, or motivation.” time of invention as
the statute requires. As KSR requires,
those teachings, suggestions, or motivations
need not always be written references but
may be found within the knowledge and cre-
ativity of ordinarily skilled artisans.

F.3d 1358, 1365 (Fed. Cir. 2008).

18 «PSM” is an acronym for “teaching, suggestion, or motiva-

tion.”
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2. Introduction
a. Lumidigm

Lumidigm is titled “Electro-Optical Sensor.” See
RX-0411 (Lumidigm). Lumidigm’s Abstract is repro-
duced below:

Methods and systems are provided that ex-
tend the functionality of electro- optical sen-
sors. A device has ... multiple light sources,
a light detector, and a processor configured
to operate the light sources and the light de-
tector to perform distinct functions. At
least one of the distinct functions includes a
biometric identification function in which
light is propagated from the plurality of
light sources through presented material.
The propagated light is received with the
light detector, with the presented material
being identified from the received light. An-
other of the distinct functions includes a
nonidentification function performed with
the light sources and the light detector.

RX-0411 (Lumidigm) at Abstract.

Figure 2 of Lumidigm is reproduced below:

52 50 a4y 46 £
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RX-0411 (Lumidigm) at Fig. 2. Figure 2 depicts a
“cross-sectional view of a biometric sensor element cou-
ple[d] to a tissue surface showing multiple mean optical
paths.” Id. at 4:45-47. Sensor head 32 includes light
sources 41, 43, 45, 47, 49, and 51 and detector 36. Id. at
7: 5-10. These light sources correspond to the claimed
“LEDs,” and detector 36 corresponds to a claimed “pho-
todiode.” Optical paths 42, 44, 46, 48, 50, and 52 show
light passing through tissue 40 of a user. Id. Sensor
head 32 is formed of optically opaque material 37, corre-
sponding to the claimed “opaque material.”

Figures 6 and 7A of Lumidigm are reproduced be-
low:
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FIG. 6 FIG. 7A

RX-0411 (Lumidigm) at Figs. 6 and TA. Figures 6 and
7A illustrate top-views of biometric sensors according to
two embodiments of the invention. Id. at 4:60-67. In
Figure 6, biometric sensor 80 includes light
sources/LEDs 82, 84, and 86 positioned relative to detec-
tors/photodiodes 81, 83," and 85. Id. at 9:14-17. In Fig-
ure 7A, biometric sensor 91 includes four rows of light

19 The item number “82” for the dark circle at approximately 2
o’clock of Fiigure 6 is a typographical error. It is apparent that that
item number was intended to be “83.”
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sources/LEDs 93 and one row of detectors/photodiodes
95. Id. at 9:27-30.

Figure 8B, reproduced below, depicts a wrist-watch em-
bodiment:

FIG. 8B

RX-0411 (Lumidigm) at Fig. 8B (depicting biometric
system 110 including wristwatch 112, biometric reader

111, illumination system 104, and detection/diode system
106).

b. Summary of the Commission’s
Conclusions

As noted above, the Final ID found that claim 12 of
the ’501 patent would have been invalid as obvious over
combinations of references primarily based on Lu-
midigm, but claims 22 and 28 of the 502 patent and
claims 12, 24, and 30 of the ’648 patent would not have
been invalid as obvious over those combinations. FE.g.,
Final ID at 88, 336. The Commission reviewed this find-
ing. 88 Fed. Reg. at 32244.

On review, the Commission affirms the Final ID’s
findings as to prima facie obviousness of claim 12 of the
’501 patent in its entirety. See Final ID at 89-113. Sec-
ondary considerations are discussed separately below.

Regarding claim 28 of the ’502 patent and claims 12,
24, and 30 of the ’648 patent, these claims recite, inter
alia, a “user-worn device” comprising (1) “four
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photodiodes,” (2) a “protrusion,” (3) an “opening” or
“through hole” “extending through” or “provided
through” the protrusion and “aligned with” or “over”
each of the four photodiodes, and (4) a separate “trans-
missive window” or “optically transparent material”
“extending across” or “arranged over” each of the open-
ings or though holes. See JX-0002 (’502 patent) at claim
28, elements [28C], [28E], [28F'], and [28G]; JX-0003 (*648
patent) at claim 12, elements [8C], [8D], [SE], and [8F],
and claims 24 and 30, elements [20B], [20C], and [20D].
Claim 22 of the ’502 patent is similar, but more narrowly
requires that an “optically transparent material” be in-
cluded “within each of the openings.” See JX-0002 (’502
patent) at claim 22, elements [19B], [19C], and [19D].

The Commission concludes that Lumidigm and com-
binations of references therewith teach or suggest (1)
the four photodiodes, and (2) the protrusion, but the
combinations of references do not teach or suggest (4) a
separate transmissive window or optically transparent
material within, extending across, or over each of the
openings or though holes. The Commission, however,
takes no position on the Final ID’s finding that the com-
binations of references do not teach or suggest (3) an
opening or through hole extending through or provided
through the protrusion and aligned with or over each of
the four photodiodes. See Beloit, 742 F.2d at 1423. In
doing so, the Commission slightly modifies the Final ID,
as discussed below.

Regarding claims 22 and 28 of the ’502 patent and
claims 12, 24, and 30 of the ’648 patent, these claims also
recite, inter alia, various limitations directed at the
claimed user-worn devices being configured to measure
the oxygen saturation of the user. JX-0002 (502 patent)
at claim 22, elements [19PRE] and [19E], and at claim 28,
elements [28PRE], [281], [28]], and [28K]; JX-0003 ("648
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patent) at claim 12, elements [12], and claims 24 and 30,
element [20E].2° The Final ID found that neither Lu-
midigm nor combinations therewith teach or suggest
these claim limitations. See Fiinal ID at 113-18, 124, 128,
132-33, 140, 142. The Final ID also found that element
[24] of claim 24 of the ’648 patent was not taught or sug-
gested by Lumidigm or combinations of references
therewith. See id. at 142-44. The Commission affirms
these findings for the reasons given in the Final ID.

Regarding the Final ID’s analysis of objective indi-
cia of non-obviousness, the Commission alters the Final
ID’s findings as to commercial success, and it does so by
affirming those findings with the modifications dis-
cussed below.

Because the Commission modifies or supplements
the Final ID’s findings as to the prima facie obviousness
and/or secondary considerations of these claims, the
Commission evaluates anew (1) the scope and content of
the prior art, (2) the level of ordinary skill in the art, (3)
the differences between the claimed invention and the
prior art, and (4) secondary considerations of non-obvi-
ousness, to determine whether Apple has shown by clear
and convincing evidence that these claims are invalid for
obviousness. In doing so, the Commission concludes, as
did the Final ID, that claim 12 of the ’501 patent would
have been invalid as obvious over combinations of refer-
ences primarily based on Lumidigm, but claims 22 and
28 of the ’502 patent and claims 12, 24, and 30 of the 648
patent are not invalid as obvious over those combina-
tions of references.

20 As the Final ID noted, the parties stipulated that the pre-
ambles of the asserted patents are limiting. See Final ID at 180 n.66.
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Below, the Commission provides its analysis regard-
ing prima facie obviousness of the above-mentioned
structural limitations, and then discusses the objective
evidence of non-obviousness. Last, the Commission pro-
vides its analysis as to whether, in view of its underlying
findings, Apple has shown by clear and convincing evi-
dence that the asserted claims of the Poeze patents are
invalid. In sum, the Commission concludes that Apple
has not met its burden, except with respect to claim 12
of the 501 patent. The Commission affirms the Final ID
as to prima facie obviousness and secondary considera-
tions over Lumidigm and combinations of references
therewith to the extent it is not modified or reversed
herein.

3. Prima Facie Obviousness Over
Lumidigm and Combinations Therewith

a. The “Openings” or “Through Holes”
Limitations

As noted above, the claims recite an “opening” or
“through hole” “extending through” or “provided
through” the protrusion and “aligned with” or “over”
each of the photodiodes. More specifically, the claims re-
cite (with added emphasis) as follows:

e Element [1D] of claim 12 of the ’501 patent: “a
plurality of openings extending through the pro-
trusion and positioned over the three photodi-
odes.”

e Element [19C] of claim 22 of the 502 patent: “a
protrusion comprising a convex surface®!

2l The Commission affirms the Final ID’s finding that Lu-
midigm combined with prior art knowledge teaches or suggests a
“protrusion” having a “convex surface.” FE.g., Final ID at 101-03.
The Final ID found that known ergonomic and contact benefits
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including separate openings extending through
the protrusion and lined with opaque material,
each opening positioned over a different one of
the four photodiodes.”

e Element [28F] of claim 28 of the ’502 patent: “a
plurality of openings in the convex surface, ex-
tending through the protrusion, and aligned
with the four photodiodes, each opening defined
by an opaque surface configured to reduce light

piping.”

e Element [S8E] of claim 12 of the 648 patent: “a
plurality of openings provided through the pro-
trusion and the convex surface, the openings
aligned with the photodiodes.”

e Element [20D] of claims 24 and 30 of the 648 pa-
tent: “a plurality of through holes, each through
hole including a window and arranged over a dif-
ferent one of the at least four photodiodes.”

i. The “Openings” in the “Three
Photodiode” Claim (Claim 12 of
the ’501 Patent)

The Final ID first analyzed the “openings” limita-
tions in its discussion of claim 12 of the ’501 patent, which
claims a “user-worn device” that, unlike the other as-
serted claims of the Poeze patents, has “at least three
photodiodes,” as opposed to “four photodiodes.” The
“openings” limitation of that claim is included in element
[1D], which recites “a plurality of openings extending
through the protrusion and positioned over the three
photodiodes.” See JX- 0001 (501 patent) at claim 12,

would provide persons of ordinary skill in the art a reason to modify
Lumidigm to include a convex surface, as argued by Apple. See id.
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element [1D]. The Final ID found that Lumidigm
teaches or suggests this limitation, see Final ID at 104-

06, contrary to its conclusions as to the four photodiode
claims, see 1d. at 120-21, 130, 139, 142.

Before the ALJ, Apple argued that element [1D] of
the ’501 patent was taught by Lumidigm because Lu-
midigm expressly states that photodiode/detector 36 in
Figure 2 (annotated version provided below showing de-
tector 36 in purple) “may comprise ... a plurality of dis-
crete elements” and Figure 6 (annotated version also
provided below) illustrates an embodiment having three
such detectors (also shown in purple). See RPHBEr. at 76.
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FIG. 2 FIG. 6

RX-0411 (Lumidigm) at Fig. 2 and Fig. 6 (identifying
light sources/LEDs 82, 84, and 86 and detectors/photodi-
odes 81, 82 [sic],”? and 85). For their part, Complainants
argued that element [ID] was not met because Figure 2,
which undisputedly shows a side view "opening" over a
single photodiode, is allegedly in no way linked to Figure
6, which shows a top-down view of three photodiodes.
See CPHBr. (Reply) at 48.

22 As noted above, item number 82 should be item number 83.
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The Final ID accepted Apple’s arguments, reason-
ing that “Figure 2 colTesponds to the source-detector
anangement of Figure 3, and that ... anangement of three
sources and three detectors in Figure 6 is a disclosed al-
ternative to Figure 3.” See Final ID at 105-06. Figure 3
is reproduced below.

FIG. 3

RX-0411 (Lumidigm) at Fig. 3 (depicting photodi-
odes/detectors 36 and LEDs/light sources 34). The Final
ID therefore determined that element [1D] was met. See
id.

No party petitioned for the Commission to review
this finding, so the Commission has determined to affirm
this finding.

ii. The Openings in the “Four Pho-
todiode” Claims

The Final ID found that the openings or through
holes limitations in elements [19C] and [28F'] of the ’502
patent and elements [SE] and [20D] of the ’648 patent
were not taught or suggested by the prior art.

Before the ALJ, Apple argued that Lumidigm ex-
plains that, for any of the “reflectance” type sensor
heads shown in its figures, reflected light on the top sur-
face of the tissue can be “detrimental” to optical
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measurements, and thus the detectors should be “re-
cessed from the sensor surface” in “optically opaque ma-
terial” to “minimize[ ] the amount of light that can be de-
tected after reflecting off the first (epidermal) surface of
the tissue” and to provide “optical blocking.” RPHBr. at
72-74, 82-83 (quoting and citing RX-0411 (Lumidigm) at
7:64-8:1). Apple further argued that a person of ordinary
skill in the art would have understood that, for the em-
bodiments with multiple photodiodes, the protrusion
would include separate openings positioned over each of
the photodiodes. RPHBr. at 75-77, 83.

The Final ID disagreed with Apple, finding that the
evidence does not show that the “array”-type detectors
in Lumidigm relied upon by Apple for element [19B] of
the ’502 patent for identification of the “four photodi-
odes” would be formed with “separate openings”
through the protrusion for individual photodiodes in the
array, as required by element [19C] of the ’502 patent.
Final ID at 120-21 (citing RPHBr. at 82; CPHBr. at 143,
CPHBr. (Reply) at 55). The Final ID also rejected Ap-
ple’s argument that these limitations are obvious based
on the combination of Lumidigm with Cramer. E.g., Fi-
nal ID at 121.

Apple petitioned for the Commission to review
these findings. RPet. at 21-26.

The Commission has determined to take no position
as to the openings or through holes limitations of the as-
serted claims of the 502 patent and ’648 patent. See
Beloit, 742 F.2d at 1423. Specifically, the Commission
has determined to take no position on the Final ID’s find-
ings as to the following “openings” and “through hole”
limitations: (1) element [19C] of claim 22 of the 502 pa-
tent: “a protrusion comprising a convex surface includ-
ing separate openings extending through the protrusion
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and lined with opaque material, each opening positioned
over a different one of the four photodiodes”; (2) element
[28F'] of claim 28 of the 502 patent: “a plurality of open-
ings in the convex surface, extending through the pro-
trusion, and aligned with the four photodiodes, each
opening defined by an opaque surface configured to re-
duce light piping”; (3) element [SE] of claim 12 of the *648
patent: “a plurality of openings provided through the
protrusion and the convex surface, the openings aligned
with the photodiodes”; and (4) element [20D] of claims 24
and 30 of the '648 patent: “a plurality of through holes,
each through hole including a window and arranged over
a different one of the at least four photodiodes.”

As explained below, the Commission affirms the Fi-
nal ID’s findings that Lumidigm and combinations there-
with fail to teach or suggest several other limitations in
claims 22 and 28 of the 502 patent and claims 12, 24, and
30 of the ’648 patent. The Commission therefore takes
no position on whether Lumidigm, or Lumidigm in com-
bination with other prior art references, discloses the
openings or through holes limitations of the ’502 and ’648
patents.

b. The “Transmissive Window” or
“Optically Transparent Material”
Limitations

The asserted claims of the 502 and ’648 patents also
recite a separate “transmissive window” or “optically
transparent material” “within,” “extending across,” or
“arranged over” each of the “openings” or “though
holes.” More specifically, the claims recite as follows:

e Element [19D] of claim 22 of the 502 patent:
“optically transparent material within each
of the openings.”
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e Element [28G] of claim 28 of the 502 patent:
“a plurality of transmissive windows, each
of the transmissive windows extending
across a different one of the openings.”

e Element [8F] of claim 12 of the 648 patent:
“a separate optically transparent window
extending across each of the openings.”

e  Element [20D] of claims 24 and 30 of the ’648
patent: “each through hole including a win-
dow and arranged over a different one of the
at least four photodiodes.”

The Final ID found that the “extending across” and
“arranged over” limitations (element [28G] of claim 28 of
the ’502 patent, element [8F] of claim 12 of the ’648 pa-
tent, and element [20D] of claims 24 and 30 of the ’648
patent) were taught by Lumidigm or combinations
therewith, but that the “within” limitation (element
[19D] of claim 22 of the ’502 patent) was not. See Final
ID at 130 (element [28G] of claim 28 of the ’502 patent),
139 (element [8F'] of the ’648 patent), 142 (element [20D]
of claims 24 and 30 of the ’648 patent), 121-24 (element
[19D] of claim 22 of the ’502 patent).

As discussed below, on review, the Commission
finds that none of these limitations are taught by Lu-
midigm or combinations therewith.

i. Element [19D] of Claim 22 of the
’502 Patent

a) The Final ID

With respect to element [19D] of the '502 patent (an
“optically transparent material within each of the open-
ings”), Apple identified as the “optically transparent ma-
terial” Lumidigm’s disclosure of an “optical relay” posi-
tioned “between the sensor surface 39 and the skin 40”
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that “transfers the light ... from the skin back to the de-
tector(s).” RPHBr. at 84-85; RX-0411 (Lumidigm) at
8:19-23; Final ID at 121. Lumidigm provides examples
of “optical relays,” including “fiber-optic face plates and
tapers, individual optical fibers and fiber bundles, light
pipes and capillaries, and other mechanisms known to
one of skill in the art.” RX-0411 (Lumidigm) at 8:23-26;
see also Final ID at 121-22. Apple relied on Dr. Warren’s
testimony that one of ordinary skill in the art would have
understood an “optical relay” to be an optically transpar-
ent material. RPHBr. at 84-85; Final ID at 122; Tr.
(Warren®) at 1221:16-1222:25. Apple further argued
that these limitations would be obvious because the use
of optically transparent materials within openings over
photodiodes and the use of transmissive or transparent
windows arranged over or extending across openings
over photodiodes was well-known at the time of the
Poeze patents. RPHBr. at 111-13; Tr. (Warren) at
1193:23-1194:14, 1221:16-1222:9; RDX-8C at .11 (citing,
inter alia, RX-0670 (Cramer®); RX-0665 (Nippon®®);

23 Steven Warren was admitted as an Apple expert witness in
biomedical engineering, medical monitoring systems, biomedical in-
strumentation, biomedical optics, light issue interaction, diagnostic
systems, wearable sensors, and biomedical signal processing. E.g.,
Final ID at 6-7.

24 U.S. Patent No. 4,224,948, titled “Wrist Borne Pulse Me-
ter/Chronometer,” issued to Frank B. Cramer, et al., on September
30, 1980, from an application filed on November 24, 1978 (RX-0670).

25 U.S. Patent No. 4,880,304, titled “Optical Sensor for Pulse
Oximeter,” issued to Jonathan P. Jaeb, et al., on November 14, 1989,
from an application filed on April 1, 1987 (RX- 0665). The face of the
patent indicates that Nippon is assigned to Nippon Colin Co., Ltd.
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RX-0666 (Seiko 131%%); RX-1221 (CLT 2160%"); see also
Final ID at 122-23. According to Apple, a person of or-
dinary skill in the art would have been motivated to com-
bine Lumidigm’s wristwatch with teachings from Seiko
131 and Cramer because “(1) Lumidigm expressly states
that its sensor can include an optical relay; and (2) a [per-
son of ordinary skill in the art] would have inde-
pendently looked to literature like Seiko 131 and Cramer
for this element as the benefits were well-known.”
RPHBr. at113. Those alleged benefits are protecting
the photodiodes from dirt and helping to transfer light.
E.g., RResp. at 17-18 (citing Tr. (Warren) at 1193:24-
1194:14, 1221:16-1222:9).

For their part, Complainants argued that Lu-
midigm’s disclosure of an “optical relay” does not meet
the “optically transparent material” limitation and, in
any event, is not disclosed in connection with Lu-
midigm’s wristwatch embodiment. CPHBr. at 138-39
(citing Tr. (Madisetti?®) at 1330:2-5); see also Final ID at
123. Complainants further argued that Seiko 131 fails to
disclose multiple openings or optically transparent ma-
terial within multiple openings. CPHBr. at 148-49; see
also Final ID at 123. Complainants further argued that,

26 U.S. Patent No. 5,766,131, titled “Pulse-Wave Measuring
Apparatus,” issued to Yutaka Kondo, et al., on June 16, 1998, from
an application filed on July 30, 1996 (RX-0666). The face of the pa-
tent indicates that Seiko 131 is assigned to Seiko Epson Corporation
and Seiko Instruments, Inc.

27T “CLT 2160” is a datasheet introduced by Apple. RX-1221.
The Final ID found the datasheet to be reliable evidence. Final ID
at 109 n.38.

28 Vijay Madisettiis Complainants’ expert witness and was ad-
mitted as an expert in the field of physiological monitoring technol-
ogies. Final ID at 6.
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with respect to Cramer, the alleged windows are be-
tween the annular rings and are not “within” the open-
ings. CPHBr. at 146-47; see also Final ID at 123.

The Final ID found that Lumidigm clearly discloses
“optically transparent material” over openings associ-
ated with photodiodes, but that the evidence does not
clearly and convincingly show a reason to incorporate
such material “within” each opening. Final ID at 123.
According to the Final ID, Lumidigm describes an opti-
cal relay that is comprised of optically transparent ma-
terial. Id. at 123 (citing RX-0411 (Lumidigm) at 8:19-26;
Tr. (Warren) at 1221:16-1222:25). However, the Final ID
found that the optical relay is not “within” the opening
depicted in Figure 2, rather, it is located “between the
sensor surface 39 and the skin 40.” Id. (quoting RX-0411
(Lumidigm) at 8:19-26) (citing RX-0411 (Lumidigm) at
Fig. 2).

The Final ID likewise found that Seiko 131 similarly
discloses a “light transmittance plate” that is positioned
above its sensor, but that plate is not “within” any open-
ing. Id. at 123 n.47 (citing RX-0666 (Seiko 131), at 10:30-
32). And the Final ID also found that Cramer discloses
annular windows, but those windows do not appear to be
associated within “each” opening. Id. (citing Tr. (War-
ren) at 1234:22-1235:12; RDX-8C at .73; RX-0670
(Cramer) at Fiig. 6). The Final ID added that “Apple ap-
pears to have identified transparent windows within an
opening in Cramer’s preferred photodiode, the CLT
2160, but did not provide a clear and convincing reason
to modify Lumidigm to include such material within the
openings or to incorporate the CLT 2160 photodiode in
Lumidigm.” Id. at 123-24 (citing RX-0670 (Cramer) at
5:33-35, Fig. 6; RX-1221 (CLT 2160); RPHBYr. at 112-13).
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Apple petitioned for review of the Final ID’s find-
ings regarding Lumidigm alone and Lumidigm com-
bined with Cramer. See RPet. at 96-97.

b) Apple’s Petition

Regarding Lumidigm alone, Apple’s petition argued
that Lumidigm teaches an optical relay to “transfer| ]
the light from the light sources to the skin and from the
skin back to the detector(s) while minimizing light loss
and spreading.” RPet. at 96 (quoting RX-0411 (Lu-
midigm) at 8:19-26) (citing Tr. (Warren) at 1221:16-
1222:25, 1235:14-1236:2). Apple further asserted that a
person of ordinary skill in the art would have understood
that an optical relay could be added to Lumidigm’s sen-
sor. Id. (citing RX-0411 (Lumidigm) at 8:19-26, Fig. 2;
Tr. (Warren) at 1221:16-1222:25). Apple further argued
that a person of ordinary skill in the art would have fur-
ther understood that the optical relay could be placed
over or within the openings to “transfer light” from the
tissue to the photodiodes and “protect the detector from
dust and debris and dirt.” Id. (citing Tr. (Warren) at
1193:24-1194:7, 1221:16-1222:16).

Regarding Lumidigm in combination with Cramer,
Apple argued that the “use of optically transparent ma-
terials extending across or within opening[s] associated
with photodiodes was well known in the art prior to 2008
and taught by Lumidigm.” RPet. at 97 (citing Tr. (War-
ren) at 1221:16-1222:9, 1193:24-1194:14; RX-0411 (Lu-
midigm) at 8:19-26, Fig. 2). Apple added that a person of
ordinary skill in the art:

would have naturally looked to other references
in the field to improve on Lumidigm’s teachings
and would recognize the CLT 2160 taught by
Cramer as a “can” detector and would under-
stand that each can would include a lens at the
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top end of the can, that the detector would be
positioned inside the can at the focal point of the
lens, and that there would be a gap between the
detector and the lens, creating an opening be-
tween the detector and the lens.

Id. (citing RX-0670 (Cramer) at Fig 6; Tr. (Warren) at
1231:23-1232:9, 1234:3-8, 1234:22- 1235:12). Thus, accord-
ing to Apple, a person of ordinary skill in the art would
have been motivated to combine Lumidigm with Cramer
because “Lumidigm expressly teaches the benefits of
transparent material within openings over photodiodes
and, more generally, because the benefits were well
known.” Id. (citing Tr. (Warren) at 1235:14-1236:2).

c) Complainants’ Response

In response, Complainants argued that the evidence
refutes Apple’s argument that Lumidigm alone teaches
or suggests that the optical relay would be within the
opening. CResp. at 95 (citing RX-0411 (Lumidigm) at
8:19-26, Fig. 2; Tr. (Madisetti) at 1330:2-5, 1343:1-4; Tr.
(Warren) at 1221:16-1221:25) (emphasis added); Final ID
at 123-24. Complainants presented a similar argument
regarding the combination of Lumidigm with Cramer.
See id. (citing RX-0411 (Lumidigm) at 8:19-26, Fig. 2;
RX-0670 (Cramer) at Fig. 6; Tr. (Madisetti) at 1330:2-5,
1334:15-1335:25, 1343:1-4; Tr. (Warren) at 1221:16-
1221:25, 1235:24-1236:2); Final ID at 123-24 (including
n.47). Complainants further pointed out that the
USPTO, in denying institution of Apple’s IPR petitions,
found that “none of the prior art on which [Apple] relies|,
including Lumidigm,] discloses a convex protrusion with
multiple openings or windows for multiple detectors.”
Id. at 95-96 (citing CResp. Appx. A, at 17; Appx. B, at 16;
Appx. C, at 16) (emphasis omitted).
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Relatedly (but more specifically directed to element
[28G] of claim 28 of the 502 patent),?’ Complainants ar-
gue that Apple’s witness, Dr. Warren, testified only
about what a person of ordinary skill in the art could do,
and not what such a person would have been motivated
to do or have a reason to do. E.g., CPet. (Summary) at 3
(citing Final ID at 131); see also CPet. at 23-24. Com-
plainants argued that Apple provided no evidence that a
person of ordinary skill in the art “would have modified
Lumidigm’s face plate into multiple windows with a rea-
sonable expectation of success ((RPHBr.] at 84-85), and
the [Final] ID made no findings regarding reasonable
expectation of success for such a modification.” CPet.
(Summary) at 3 (citing Final ID at 131) (emphasis
added); see also CPet. at 23-24.

d) Analysis

The Commission has determined to affirm and adopt
the Final ID’s findings and conclusion that neither Lu-
midigm nor a combination of Lumidigm and other prior
art teaches or suggests an “optically transparent mate-
rial within each of the openings.” Final ID at 121-24.
The Commission has considered Apple’s arguments that
the Final ID erred as to this limitation and finds them
unpersuasive.

The Commission has further determined to supple-
ment the Final ID. Beyond the prior art not teaching or
suggesting the optically transparent material within
each of the openings, Apple failed to show that the prior

29 Recall that that claim language recites: “a plurality of trans-
missive windows, each of the transmissive windows extending
across a different one of the openings.” This language differs from
that of element [19D] of claim 22 of the ’502 patent only in that it
does not require the window or optically transparent material to be
“within” the through holes or openings.
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art provides a reason to use a separate optically trans-
parent material or window for each of the separate open-
ings or through holes. See CPet. at 23-24. First, none of
the prior art cited by Apple teaches or suggests separate
optically transparent materials (or windows), and Apple
has not shown by clear and convincing evidence that a
person of ordinary skill at the time of the claimed inven-
tions would have arrived at these limitations, as claimed.
Apple acknowledges that Lumidigm does not teach the
separate optically transparent materials (or windows).
E.g., RResp. at 18-19 (relying on knowledge in the art to
modify Lumidigm to arrive at separate windows). More-
over, neither Cramer nor Seiko 131 disclose the separate
optically transparent materials (or windows). As the F'i-
nal ID properly found, Apple has failed to clearly and
convincingly show that Cramer teaches or suggests a
protrusion with separate openings or through holes over
separate photodiodes. See Final ID at 103 n.36; CPHBEr.
at 144- 46; Tr. (Warren) at 1231:18-22; Tr. (Madisetti) at
1334:23-1335:2. Thus, Cramer cannot teach separate op-
tically transparent materials (or windows) within (or
over or extending across) the claimed separate openings
or through holes. Additionally, Complainants correctly
point out that Seiko 131 discloses only a singular photo-
transistor and light transmittance plate and thus does
not teach the separate optically transparent materials
(or windows) within (or over or extending across) the
claimed separate openings or through holes. See
CPHBEr. at 148-50. CLT 2160 similarly discloses only a
single window and photodiode. See RX-1221 (CLT
2160).

Second, Apple has not shown by clear and convine-
ing evidence that, at the time of the claimed inventions,
a person of ordinary skill in the art would have had a rea-
son to use a separate optically transparent material (or
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window) within (or over or extending across) each of the
separate openings (or through holes). As Complainants
point out, Dr. Warren testified only about what a person
of ordinary skill in the art could do, not what such a per-
son would do. See CPet. (Summary) at 3; CPet. at 23-24,
see also RPet. at 96-97 (discussing and citing Dr. War-
ren’s testimony); Tr. (Warren) at 1193:24-1194:14 (stat-
ing only that windows were well known); id. at 1221:16-
1222:25 (stating only a person of ordinary skill in the art
“could use” an individual faceplate for each of the indi-
vidual openings (emphasis added)); id. at 1235:24-1236:2
(stating that a person of ordinary skill in the art “would
have known that windows could be used” (emphasis
added)). Apple’s asserted motivation for including the
optical relay (allowing for the transfer of light and to pro-
tect the detector from dust and dirt), could be obtained
with a single optically transparent material (or window)
over the surface, as opposed to separate optically trans-
parent materials (or windows). And, Apple’s “convo-
luted combination of modifications” is driven by im-
proved contact and comfort from the claimed “convex
surface,” yet Apple has not shown why that improved
contact and comfort would remain with the further mod-
ification to have multiple distinct openings and windows.
See Apple Inc. v. Masimo Corp., IPR2022-01274 (availa-
ble at CResp. at Appx. C) (discussed below); Final ID at
101-03 (finding that a person of ordinary skill in the art
would be motivated to implement a convex surface to ob-
tain better contact and comfort). Moreover, as noted
above, neither Cramer nor Seiko 131 teach the separate
optically transparent material (or windows), and Apple
points to no specific teachings of those references, or any
other reference, that suggests using separate optically
transparent materials (or windows). Apple has thus
failed to present clear and convincing evidence that a
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person of ordinary skill in the art would have imple-
mented Lumidigm’s “optical relay” as separate optically
transparent materials (or windows) within (or over or
extending across) each of the separate openings (or
through holes), as opposed to a single optical relay cov-
ering the entire convex surface. See, e.g., RResp. at 17-
19; RPet. at 96-97; Final ID at 121-24.

Although not binding on the Commission,** the Com-
mission notes that its decision herein is consistent with
the USPTO’s denial of Apple’s petitions for an IPR to
review claims 1-30 of the '502 patent over combinations
of references where Lumidigm serves as the primary
reference. See generally Apple Inc. v. Masimo Corp.,
[PR2022-01274 (available at CResp. at Appx. C). There,
Apple argued that based on the combined teachings of

Lumidigm and “Kotanagi”' the following figures

emerge:
Opaque surface Opaque surface
\ ; \ :
Opening \\ Protr/psmn Opening ' Protrusion
/
' I gk [T
E A oo |
\ \
\ Photodiodes Opaque Photodiodes
Opaque material
material  Interior surface Interior surface

30 See, e.g., Certain Hybrid Electric Vehicles & Components
Thereof, Inv. No. 337-1042, Notice of Investigation at 1 (Mar. 7,
2017) (Commission instituting investigation over proposed Re-
spondents’ objection that asserted claims had been found unpatent-
able in IPR proceedings and were on appeal to Federal Circuit).

31 PCT Application No. WO 2005/092182.
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Id. at 15.

In this investigation, Apple’s Lumidigm-based theo-
ries of obviousness rely on the same modified version of
Lumidigm. In denying institution, the USPTO agreed
with Complainants that “none of the prior art on which
[Apple] relies discloses a convex protrusion with multi-
ple openings or windows for multiple detectors,” and
that Apple “simply does not explain adequately why
such configuration results from the actual teachings of
the prior art.” Id. at 16; see also id. at 16-19. The USPTO
reasoned that, “[wlithout the guidance provided by the
claims of the ’502 patent, it is difficult to conclude that
[Apple’s] postulation as to a particular structure that re-
sults from combining the teachings of Lumidigm [and
the other prior art] is based on an objective assessment
of what those teachings would have conveyed to a skilled
artisan.” Id. at 16. In other words, Apple’s arguments
there were “grounded in hindsight rather than based on
due consideration of the teachings of the pertinent prior
art.” Id. at 19. The same is true here.

While Apple alleges that both the evidentiary rec-
ord and the obviousness theory before the USPTO and
the Commission are different, see RResp. at 17 n.4, there
are no notable differences. The above-shown modifica-
tion of Lumidigm presented to the USPTO is based al-
most entirely on Lumidigm, see Apple, IPR2022-01274
at 16-19 (available at CResp. at Appx. C), as is Apple’s
Lumidigm-based obviousness theory in this investiga-
tion. And while Apple relied on Kotanagi for the “con-
vex surface” modification of Lumidigm before the



&8ha

USPTO (as opposed to other knowledge in the prior art,
as it does before the Commission), Apple relied on the
same reason for that modification of Lumidigm both be-
fore the USPTO and here—“better contact” and “com-
fort.” Compare id. at 16-17, with Final ID at 99, 101-02
(incorporating ergonomic features and optical and me-
chanical coupling). Accordingly, the Commission’s rejec-
tion of Apple’s Lumidigm-based theory for the obvious-
ness of claim 22 of the ’502 patent is consistent with the
USPTO’s denial of Apple’s petition to institute an IPR
over combinations of references involving Lumidigm.*?

ii. Element [28G] of the ’502 Pa-
tent—‘“Each of the Transmissive
Windows Extending Across a
Different One of the Openings”

a) The Final ID

Regarding element [28G] of claim 28 of the '502 pa-
tent, which uses the phrase “extending across,” the

32 Complainants assert that the USPTO’s denial of the institu-
tion of Apple’s petition for an IPR over Lumidigm-based combina-
tions of references as to the claims of the ’501 patent suggests that
the Commission should also reverse the Final ID as to its obvious-
ness finding as to claim 12 of the ’501 patent. CResp. at 3 n.2. How-
ever, in Apple’s petition related to the ’501 patent and Lumidigm,
Apple’s theory was different than the Lumidigm-based theory that
it presented in this investigation as to the ’501 patent. Significantly,
in that petition, Apple presented a Lumidigm-based theory that is
similar to the one it presents in this investigation as to the asserted
claims of the ’502 and ’648 patents (see Apple Inc. v. Masimo Corp.,
IPR 2022-01272 (USPTO Jan. 24, 2023) (available at CResp. at
Appx. B)), which as discussed in this section, lacks a reason for a
person of ordinary skill in the art to arrive at the claimed subject
matter. In other words, while claim 12 of the ’501 patent does not
recite the separate windows, Apple’s IPR petition depended on
proving that a person of ordinary skill in the art would arrive at a
device that contained that limitation.
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Final ID found that Lumidigm discloses an “optical re-
lay” that is transmissive and is positioned above an open-
ing for a detector. Final ID at 131 (citing RX-0411 (Lu-
midigm) at 8:19-26; Tr. (Warren) at 1221:16-1222:25).
The Final ID recognized that Lumidigm discloses a sin-
gle window, but found, based on Dr. Warren’s testimony,
that “a person of skill would know that you could do an
individual faceplate for each of the individual openings
as a means to provide light but still optimize the pro-
cess.” Id. (citing, inter alia, Tr. (Warren) at 1221:1-
1222:25, 1193:23-1194:14; RDX-8C at .11; RX-0670
(Cramer); RX-0666 (Seiko 131)).

Complainants petitioned for review the Final ID’s
findings regarding Lumidigm. See CPet. at 23-24.

b) Complainants’ Petition

Complainants’ petition is largely the same as its ar-
gument discussed in the previous section. Complainants
argued that the Final ID “legally erred by finding that
Lumidigm satisfied the requirements of Element [28G]
based on [Dr.] Warren’s testimony about what a [person
of ordinary skill in the art] ‘could do.”” CPet. (Summary)
at 3 (quoting Final ID at 131); see also CPet. at 23-24.
Complainants further argued that the Final ID also le-
gally erred because Apple provided no evidence that a
person of ordinary skill in the art “would have modified
Lumidigm’s face plate into multiple windows with a rea-
sonable expectation of success ((RPHBr.] at 84-85), and
the [Final] ID made no findings regarding reasonable
expectation of success for such a modification.” CPet.
(Summary) at 3 (citing Final ID at 131); see also CPet. at
23-24. Complainants further argue that “[t]he Patent
Office’s recent rejection of Apple’s IPR petitions chal-
lenging the Poeze Patents confirms that Apple’s
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obviousness theories are without merit and based in
hindsight.” CResp. at 8.

c) Apple’s Response

Apple’s response is also largely the same argument
as the one discussed in the previous section. According
to Apple, Dr. Warren explained that this limitation was
known in the prior art “both to help transfer light and to
protect the photodiodes from dirt or debris.” RResp. at
17-18 (citing Tr. (Warren) at 1193:24-1194:14, 1221:16-
1222:9; RX-0411 (Lumidigm) at 8:19-23). Apple also re-
lied on Dr. Warren’s testimony that the listed examples
were well known “and could be placed within or ar-
ranged over the openings to transfer light and to protect
the photodiodes.” Id. at 18-19 (quoting Tr. (Warren) at
1221:16-1222:25). Apple further argued that a person of
ordinary skill in the art would have “understood that the
fiber optics face plates referenced in Lumidigm could be
implemented as a single faceplate or as individual face-
plates over each opening and would have been motivated
to implement either alternative.” Id. at 19 (citing Tr.
(Warren) at 1221:16-1222:25, 1193:24-1194:14).

d) Analysis

For the reasons discussed above as to element [19D]
of the ’502 patent, the Commission finds that Apple has
not shown, by clear and convincing evidence, that, at the
time of the claimed invention, the prior art teaches sep-
arate transmissive windows for each of the openings or
that a person of ordinary skill in the art would have had
any reason or motivation to arrive at this limitation, as
claimed. Additionally, for the same reasons noted above
for element [19D] of the ’502 patent, the Commission’s
determination is consistent with the USPTO’s denial of
Apple’s petition requesting the institution of an IPR
proceeding regarding the claims of the ’502 patent. See
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generally Apple Inc. v. Masimo Corp., IPR2022-01274
(available at CResp. at Appx. C).

iii. Element [8F] of Claim 12 of the
’648 Patent—*“A Separate Opti-
cally Transparent Window Ex-
tending Across Each of the
Openings”’; and Element [20D] of
Claims 24 and 30 of the 648 Pa-
tent—“Each Through Hole In-
cluding a Window and Arranged
Over a Different One of the at
Least Four Photodiodes”

Regarding element [8F'] of claim 12 of the 648 pa-
tent, which also uses the phrase “extending across,” the
Final ID held:

For the same reasons discussed above in the
context of the “plurality of openings” limitations
of ’502 patent claim 19 (Element [19C]), the evi-
dence fails to show, clearly and convincingly, a
“plurality of openings” with a “separate opti-
cally transparent window extending across each
of the openings” in combination with the “four
photodiodes” embodiments of Lumidigm relied
upon by Apple.

Final ID at 139 (citing RPHBr. at 82, 91, 98). The Final
ID made a similar conclusion regarding element [20D] of
claims 24 and 30 of the ’648 patent. See Final ID at 142.
Thus, while the Final ID found that, e.g., “a separate op-
tically transparent window extending across each of the
openings” limitation was taught (consistent with its find-
ing as to element [28G] of the ’502 patent, see id. at 131),
the Final ID found that that limitation was not taught in
a “four photodiode” embodiment having, e.g., “openings
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aligned with the [four] photodiodes,” see, e.g., id. at 120-
21.

As noted above, the Commission has determined to
take no position as to the Final ID’s underlying finding
that the openings in these claims (elements [19C] and
[28F] of the ’502 patent and elements [8E] and [20D] of
the ’648 patent) were not taught or suggested by the
prior art. However, the Commission has determined to
affirm the Final ID for the alternative basis that be-
cause, for the reasons discussed above as to element
[19D] of claim 22 of the ’502 patent and element [28G] of
claim 28 of the ’502 patent, Apple did not present clear
and convincing evidence that, at the time of the claimed
invention, the prior art taught the claimed separate op-
tically transparent windows extending across each of the
openings, or that a person of ordinary skill in the art
would have had any reason or motivation to arrive at this
limitation. Additionally, for the same reasons noted
above for element [19D] of the ’502 patent and element
[28G] of claim 28 of the '502 patent, the Commission’s de-
termination is consistent with the USPTO’s denial of
Apple’s petition requesting the institution of an IPR
proceeding regarding the claims of the 648 patent. See
generally Apple Inc. v. Masimo Corp., IPR2022-01276
(USPTO Jan. 30, 2023) (available at CResp. at Appx. A).

iv. Conclusions Regarding Prima
Facie Obviousness and the As-
serted Claims of the 501, ’502,
and ’648 Patents

In sum, regarding prima facie obviousness and the
asserted claims of the ’502 and 648 patents, the Commis-
sion concludes that, although Lumidigm and combina-
tions of references therewith teach or suggest (1) the
four photodiodes and (2) the protrusion, the
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combinations of references do not teach or suggest (4) a
separate “transmissive window” or “optically transpar-
ent material” “within,” “extending across,” or “arranged
over” each of the openings or though holes. The Com-
mission takes no position on whether Lumidigm and
combinations of references therewith teach or suggest
an opening or through hole extending through or pro-
vided through the protrusion and aligned with or over
each of the four photodiodes. Thus, Apple has not shown
by clear and convincing evidence that these claims are
prima facie obvious.

Regarding claim 12 of the ’501 patent, the Commis-
sion affirms the Final ID’s conclusion that Apple has
shown by clear and convincing evidence that this claim
is prima facie obvious.

4. Objective Evidence of Non-Obviousness
a. Introduction

As noted above, the Commission must consider “the
totality of the evidence” before reaching a decision on
obviousness, and that totality of evidence includes the
existence of secondary considerations, or objective indi-
cia of non-obviousness. FE.g., Richardson-Vicks, 122
F.3d at 1483.

Also, as noted above, before the ALJ, Complainants
presented evidence of objective indicia of non-obvious-
ness that allegedly showed the following: (1) skepticism
and unexpected results related to the “convex protru-
sion” claim limitations; (2) skepticism and failures of oth-
ers related to measuring pulse oximetry at the wrist; (3)
Apple’s alleged copying of Masimo’s technology; and (4)
the commercial success of the Apple Watch products
once Apple implemented that technology. See, e.g., Final
ID at 145-56, 240-241.
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Regarding Complainants’ evidence, the Final ID
agreed with Apple that Complainants failed to show that
there was skepticism in the industry regarding convex
surfaces. See Final ID at 147. And regarding Complain-
ants evidence of skepticism and failures of others related
to measuring pulse oximetry at the wrist, the Final ID
found that this evidence does not significantly show non-
obviousness because the asserted claims apply to any
“user-worn device,” including user-worn devices that
are not worn on the wrist. Id. at 150-51. As for copying,
the Final ID found that there was no significant credible
evidence that Apple copied Masimo’s patented technol-
ogy. Id. at 153-54. Last, regarding commercial success,
because the Final ID found that “there is little evidence
of a significant nexus between Apple’s commercial suc-
cess and the allegedly non-obvious features of the as-
serted Poeze patent claims,” the Final ID found that this
evidence “does not meaningfully affect the obviousness
analysis.” Id. at 156. Overall, the Final ID found that
this evidence did not meaningfully alter the obviousness
analysis. See1d.

Complainants petitioned the Commission to review
the Final ID’s findings related to commercial success, see
CPet. at 25-29; skepticism regarding convex surfaces, id.
at 30-32; and skepticism regarding pulse oximetry at the
wrist, id. at 33. Complainants did not petition for review
of the Final ID’s finding related to copying. See gener-
ally id. Accordingly, any such argument is waived. Fin-
nigan, 180 F.3d at 1362-63.

The Commission has determined to affirm, without
modifications, the Final ID as to (1) skepticism and un-
expected results related to the “convex protrusion”
claim limitations; (2) skepticism and failures of others re-
lated to measuring pulse oximetry at the wrist; and (3)
Apple’s alleged copying of Masimo’s technology. Thus,
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the Commission adopts the Final ID’s findings as to that
evidence. For the reasons discussed below, the Commis-
sion has determined to affirm, with modifications, the F'i-
nal ID’s conclusion that Complainants’ evidence of com-
mercial success provides at most minimal weight due to
the lack of a nexus to the claimed and novel features. See
Final ID at 153-56.

b. Commercial Success
i. The Final ID

Before the ALJ, Complainants argued that the com-
mercial success of the Apple Watch Series 6 and 7 is ob-
jective evidence of non-obviousness. CPHBr. at 173-75;
CPHBr. (Reply) at 95-96; Final ID at 154-56. According
to Daniel McGavock, Complainants’ expert witness,
sales of the Apple Watch Series 6 [REDACTED], and
Apple advertised the blood oxygen feature as the key
differentiator of the Series 6 over the previous series,
Series 5. Tr. (McGavock) at 1416:10-21, 1422:8-1425:13;
CX-0252; CX-1451; CX-1532; CX-1289. Dr. Madisetti
agreed with Mr. McGavock that there was a nexus be-
tween the blood oxygen feature of Apple Watch Series 6
and its commercial success. Tr. (Madisetti) at 1380:14-
1381:4.

The Final ID found that the Apple Watch Series 6
was commercially successful and that “this may be due
in some part to its blood oxygen monitoring features.”
Final ID at 155. The Final ID also found that the evi-
dence does not persuasively indicate that the [RE-
DACTED] “sales of the Apple Watch Series 6 are
largely attributable to the blood oxygen feature, as mar-
ket analysts have recognized the Apple Watch’s ‘blend
of sleek design, good usability on a small screen, and a
growing portfolio of health and fitness apps.” Id. (quot-
ing CX-1644 (Strategy Analytics)). The Final ID added
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that it is not “clear that the Apple Watch Series 6 was
significantly more successful than other smartwatches.”
Id. (citing CX-1644 (Strategy Analytics)). According to
the Final ID, the evidence “shows that much of the suc-
cess of the Apple Watch Series 6 can be attributed to the
growing market for smartwatches rather than the spe-
cific implementation of the pulse oximetry feature
claimed in the patents-at issue.” Id. (citing, inter alia,
(CX-1644 (Strategy Analytics)). Thus, the Final ID dis-
counted Complainants’ evidence of commercial success,
finding that it does not “meaningfully affect the obvious-
ness analysis.” Id. at 155-56 (citing Ormco Corp. v. Align
Tech., Inc., 463 F.3d 1299, 1313 (Fed. Cir. 2006)).

Because the Final ID found that “there is little evi-
dence of a significant nexus between Apple’s commer-
cial success and the allegedly non-obvious features of the
asserted Poeze patent claims, particularly for claim 12 of
the 601 patent (which is not limited to blood oxygen
measurements),” the Final ID found that this evidence
“does not meaningfully affect the obviousness analysis
above.” Final ID at 156 (emphasis added).

As noted above, Complainants petitioned for review
of this finding. See CPet. at 25-29.

ii. Complainants’ Petition

In their petition for review of the Final ID, Com-
plainants argued that the Final ID erroneously required
that “there be a ‘significant’ nexus in order to be objec-
tive evidence of non- obviousness.” CPet. at 25 (citing
Final ID at 155, 156). According to Complainants, obvi-
ousness law does not require that “the patented inven-
tion be solely responsible for the commercial success| ]
in order for this factor to be given weight appropriate to
the evidence.” Id. at 26 (citing Continental Can Co.
USA, Inc. v. Monsanto Co., 948 F.3d 1264, 1273 (Fed.
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Cir. 1991); Apple Inc. v. Samsung Elecs. Co., Ltd., 839
F.3d 1034, 1055-56 (Fed. Cir. 2016) (en banc)). Next,
Complainants argued that the Final ID made clearly er-
roneous factual findings regarding commercial success.
CPet. at 26-29.
iii. Analysis

On review, the Commission has determined to af-
firm the Final ID with modifications. The Commission
agrees with Complainants that the standard for “com-
mercial success” does not require a showing of “signifi-
cant nexus.” See CPet. at 25. However, the Commission
agrees with the Final ID that Complainants’ evidence is
consistent with increased sales of smartwatches in gen-
eral and was likely based on the Apple Watches’ “blend
of sleek design, good usability on a small screen, and a
growing portfolio of health and fitness apps.” See, e.g.,
Final ID at 155-56. Accordingly, the Commission con-
cludes that Complainants’ evidence of commercial suc-
cess is entitled to minimal weight due to Complainants’
failure to show a nexus between the alleged commercial
success and the alleged claimed and novel features.

5. Overall Conclusion as to Obviousness

Because the Commission modifies and/or supple-
ments the Final ID’s findings as to the asserted claims
of the Poeze patents regarding prima facie obviousness
and/or secondary considerations, the Commission evalu-
ates anew (1) the scope and content of the prior art, (2)
the level of ordinary skill in the art, (3) the differences
between the claimed invention and the prior art, and (4)
secondary considerations of non-obviousness, to deter-
mine whether Apple has shown by clear and convincing
evidence that these claims are invalid for obviousness.
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In doing so, the Commission concludes, as did the Fi-
nal ID, that claim 12 of the ’501 patent would have been
invalid as obvious over combinations of references pri-
marily based on Lumidigm, but that claims 22 and 28 of
the ’502 patent and claims 12, 24, and 30 of the ’648 pa-
tent are not invalid as obvious over those combinations
of references.

Regarding claim 12 of the ’501 patent, Apple has
shown that this claim would have been prima facie obvi-
ous to a person of ordinary skill in the art. And, as dis-
cussed above, Complainants’ objective evidence of non-
obviousness has minimal weight. In view of these un-
derlying findings, the Commission concludes that Apple
has shown that this claim would have been invalid by
clear and convincing evidence.

Regarding claim 28 of the ’502 patent, Apple has not
shown that this claim would have been prima facie obvi-
ous to a person of ordinary skill in the art. For example,
Apple has failed to show that the prior art teaches or
suggests elements [28PRE], [28G], [28I], [28]], and
[28K]. Also, Complainants’ evidence of secondary con-
siderations has minimal weight. In view of these under-
lying findings, the Commission concludes that Apple has
not shown that this claim would have been invalid by
clear and convincing evidence.

Regarding claim 22 of the ’502 patent, Apple has not
shown that this claim would have been prima facie obvi-
ous to a person of ordinary skill in the art. Apple has
failed to show that the prior art teaches or suggests ele-
ments [19PRE], [19D], and [19E]. Also, Complainants’
evidence of secondary considerations has minimal
weight. In view of these underlying findings, the Com-
mission concludes that Apple has not shown that this
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claim would have been invalid by clear and convincing
evidence.

Regarding claim 12 of the ’648 patent, Apple has not
shown that this claim would have been prima facie obvi-
ous to a person of ordinary skill in the art. Apple has
failed to show that the prior art teaches or suggests ele-
ments [8F] and [12]. Also, Complainants’ evidence of
secondary considerations has minimal weight. In view
of these underlying findings, the Commission concludes
that Apple has not shown that this claim would have
been invalid by clear and convincing evidence.

Regarding claims 24 and 30 of the ’648 patent, Apple
has not shown that these claims would have been prima
facie obvious to a person of ordinary skill in the art. For
example, Apple has failed to show that the prior art
teaches or suggests elements [20D], [20E], and [24].
Also, Complainants’ evidence of secondary considera-
tions has minimal weight. In view of these underlying
findings, the Commission concludes that Apple has not
shown that these claims would have been invalid by clear
and convincing evidence.

C. Non-Obviousness of the Asserted Claims of
the 745 Patent

1. Introduction

The Final ID found that claims 9, 18, and 27 of the
745 patent have not been shown to be invalid. Final ID
at 336. The Commission reviewed this finding. 88 Fed.
Reg. at 32244. On review, the Commission affirms this
finding with modifications.

Before the ALJ, Apple argued that claims 9 and 27
of the "745 patent would have been obvious in view of the
Apple Watch Series 0 and that claims 9, 18, and 27 of the
745 patent would have been obvious in view of U.S.
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Patent No. 8,670,819 to Iwamiya et al. (RX-0130%) in
combination with U.S. Patent No. 9,392,946 to Sarantos
et al. (RX-0366**) and U.S. Patent No. 8,998,815 to Ven-
katraman et al., (RX-0368%). E.g., Final ID at 209.

Regarding claims 9 and 27 in view of the Apple
Watch Series 0, the Final ID found that the prior art did
not teach or suggest elements [1B], [1D], and [9] of claim
9 or elements [20B] and [20D] of claim 27. See Final ID
at 212-14, 215-16, 218-20, 221, 222. Regarding claims 9,
18, and 27 and combinations based on Iwamiya, the Fiinal
ID found that the prior art did not teach or suggest ele-
ment [9] of claim 9, element [18] of claim 18, and element
[27] of claim 27. See id. at 228-31, 235-36, 239-40. Apple
petitioned the Commission to review these findings. See
RPet. at 62-70.

Complainants again presented objective evidence of
non-obviousness. See CPHBr. at 233-34, CPHBr. (Re-
ply) at 132-33. Complainants presented evidence alleg-
edly showing Apple’s skepticism and failures in imple-
menting wrist-based pulse oximetry, the commercial
success of the Apple Watch Series 6, and Apple’s alleged
copying of Masimo’s technology. See CPHBr. at 233-34,
CPHBr. (Reply) at 132-33. The Final ID concluded that,
“[flor the reasons discussed above in the context of the

33 U.S. Patent No. 8,670,819, titled “Optical Biological Infor-
mation Detecting Apparatus and Optical Biological Information De-
tecting Method,” issued to Hiroshi Iwamiya et al., on March 11,
2014, from an application filed on June 29, 2010.

34 U.S. Patent No. 9,392,946, titled “Heart Rate Sensor with
High-Aspect-Ratio Photodetector,” issued to Chris H. Sarantos, et
al., on July 19, 2016, from an application filed on May 28, 2015.

33 U.S. Patent No. 8,998,815, titled “Wearable Heart Rate Mon-
itor,” issued to Subramaniam Venkatraman, et al., on April 7, 2015,
from an application filed on June 3, 2014.
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Poeze patents, this evidence does not weigh significantly
against a finding of obviousness.” Final ID at 241. The
Final ID added that the “evidence of commercial success
is not relevant because the Accused Products have not
been shown to practice claims of the 745 patent.” Id. at
241 n. 87. Complainants petitioned for review of the Fi-
nal ID’s findings as to Complainants’ objective evidence
of non-obviousness. See CPet. at 45.

Based on the totality of the evidence, the Final 1D
found that Apple did not show by clear and convincing
evidence that the asserted claims of the 745 patent are
obvious. Final ID at 240. Apple petitioned for review of
this finding. See RPet. at 62-70.

As noted above, the Commission determined to re-
view the Final ID’s obviousness findings as to the 745
patent. 88 Fed. Reg. at 32244. On review, the Commis-
sion has determined to affirm the Final ID’s findings re-
garding prima facie obviousness of the asserted claims
of the 745 patent. The Commission has considered Ap-
ple’s petition for review and found its arguments that
the Final ID erred to be unpersuasive. As to Complain-
ants’ evidence of secondary considerations, the Commis-
sion has determined to affirm in part and reverse in part
the Final ID for the reasons discussed below. After con-
sidering the totality of the evidence, the Commission has
further determined to affirm the Final ID’s finding that
Apple has not shown that the asserted claims of the "745
patent are obvious.

2. Objective Evidence of Non-Obviousness

In their petition for review, Complainants point out
that the Final ID rejected its arguments for the "745 pa-
tent “[f]or the reasons discussed above in the context of
the Poeze patents.” CPet. at 45 (quoting Final ID at
150). Complainants argue that the Final ID’s reasoning
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for the Poeze patents as to skepticism and failures of oth-
ers in implementing wrist-based pulse oximetry does not
apply to claims 9 and 18 of the "745 patent. CPet. at 45
(quoting Final ID at 150). Complainants point out that
the Final ID discounted Complainants’ evidence regard-
ing the claims of the Poeze patents because the Poeze
claims are not limited to pulse oximetry at “the wrist.”
Id. (citing Final ID at 150). Complainants then argue
that, on the other hand, claims 9 and 18 of the "745 patent
are limited to pulse oximetry at the wrist. See id.; see
also JX-0009 (745 patent) at claim 9, element [1B] (“a
material configured to be positioned between the plural-
ity of light-emitting diodes and tissue on a wrist of a user
when the physiological monitoring device is in use” (em-
phasis added)); id. at claim 18, elements [15A] and [15B]
(“a plurality of light-emitting diodes configured to emit
light proximate a wrist of a user; a light diffusing mate-
rial configured to be positioned between the plurality of
light-emitting diodes and a tissue measurement site on
the wrist of the user when the physiological monitoring
device is in use” (emphasis added)). Thus, according to
Complainants, the Final ID “erred by failing to properly
weigh the objective evidence of skepticism and failure of
others in evaluating Claims 9 and 18.” CPet. at 45.

The Commission agrees with Complainants. See id.
Moreover, to the extent Apple disputes the Final ID’s
finding that Complainants have shown evidence of skep-
ticism of Apple engineers regarding pulse oximetry at
the wrist and the relevance thereof, see RResp. at 41-43,
the Commission finds Apple’s argument unpersuasive.
The Final ID properly evaluated the evidence and ar-
rived at its conclusion. In any event, this evidence does
not meaningfully alter the obviousness analysis, as
stated in the next sub-section.
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The Commission affirms the Final ID’s findings as
to Complainants’ other objective evidence of non-obvi-
ousness, including commercial success and Apple’s al-
leged copying of Masimo’s technology. See Final ID at
241. The Final ID found that this evidence does not sup-
port non-obviousness. See id.

3. Overall Conclusion as to Obviousness

Because the Commission alters the Final ID’s find-
ings as to the asserted claims of the 745 patent regard-
ing secondary considerations, the Commission evaluates
anew (1) the scope and content of the prior art, (2) the
level of ordinary skill in the art, (3) the differences be-
tween the claimed invention and the prior art, and (4)
secondary considerations of non-obviousness, to deter-
mine whether Apple has shown by clear and convincing
evidence that these claims are invalid for obviousness.

Like the Final ID, the Commission finds, regarding
claims 9 and 27 in view of the Apple Watch Series 0, that
the prior art does not teach or suggest elements [1B],
[1D], and [9] of claim 9 or elements [20B] and [20D] of
claim 27. See Final ID at 212-14, 215-16, 218-20, 221, 222.
And like the Final ID, regarding claims 9, 18, and 27 and
combinations based on Iwamiya, the Commission finds
that the prior art does not teach or suggest element [9]
of claim 9, element [18] of claim 18, and element [27] of
claim 27. See id. at 228-31, 235-36, 239-40. Regarding
claims 9 and 18, the objective evidence of skepticism and
failure of others regarding implementing wrist-based
pulse oximetry weighs in favor of a finding of non-obvi-
ousness. Thus, in view of these underlying findings,
taken as a whole, the Commission concludes that Apple
has not shown that any of these claims are invalid by
clear and convincing evidence. Last, we note that the
Commission’s conclusion would remain the same even if
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the objective evidence of skepticism and failure of others
regarding implementing wrist-based pulse oximetry
was not considered.

D. Written Description Support of Claim 28 of
the ’502 Patent and Claim 12 of the 648 Pa-
tent

The Final ID found that claim 28 of the ’502 patent
is invalid for lacking written description support as to
elements [28A] and [28B] and also found that claim 12 of
the ’648 patent is invalid for lacking written description
support as to elements [8A] and [8B], from which claim
12 depends. E.g., Final ID at 336. The Commission re-
viewed this finding and requested briefing from the par-
ties. See 88 Fed. Reg. at 32244. On review, the Commis-
sion reverses the Final ID for the reasoning provided be-
low. In view of this conclusion and the Commission’s
other conclusions herein, the Commission finds that
Complainants have shown that Apple violated section
337 as to claims 22 and 28 of the '502 patent and claim 12
of the '648 patent, in addition to claims 24 and 30 of the
’648 patent.

1. The Applicable Law

35 U.S.C. § 112 declares that “[t]he specification
shall contain a written description of the invention, and
of the manner and process of making and using it, in such
full, clear, concise, and exact terms as to enable any per-
son skilled in the art to which it pertains, or with which
it is most nearly connected, to make and use the
same....” 35 U.S.C. § 112. “[TThis statutory language
mandates satisfaction of two separate and independent
requirements: an applicant must both describe the
claimed invention adequately and enable its reproduc-
tion and use.” Amgen Inc. v. Hoechst Marion Roussel,
Inc., 314 F.3d 1313, 1330 (Fed. Cir. 2003) (citing Vas-



102a

Cath Inc. v. Mahurkar, 935 F.2d 1555, 1563 (Fed. Cir.
1991)). The purpose of the written description require-
ment is to “ensure that the scope of the right to exclude,
as set forth in the claims, does not overreach the scope
of the inventor’s contribution to the field of art as de-
scribed in the patent specification.” Univ. of Rochester
v. G.D. Searle & Co., 358 F.3d 916, 920 (Fed. Cir. 2004).

To comply with the written description require-
ment, a patent applicant must “convey with reasonable
clarity to those skilled in the art that, as of the filing date
sought, he or she was in possession of the [claimed] in-
vention.” Vas-Cath, 935 F.2d at 1563-64 (emphasis omit-
ted). The test for written description “requires an ob-
jective inquiry into the four corners of the specification
from the perspective of a person of ordinary skill in the
art.” Ariad Pharm., Inc. v. Eli Lilly & Co., 598 F.3d
1336, 1351 (Fed. Cir. 2010) (en banc). “[T]he applicant
[for a patent] may employ ‘such descriptive means as
words, structures, figures, diagrams, formulas, etc., that
fully set forth the claimed invention.” In re Skvorecz,
580 F.3d 1262, 1269 (Fed. Cir. 2009) (citing In re Alton,
76 F.3d 1168, 1172 (Fed. Cir. 1996)); see also Enzo Bio-
chem, 323 F.3d at 964 (declaring that the written de-
scription may also be met by other “sufficiently detailed,
relevant identifying characteristics,” such as “physical
and/or chemical propeliies, functional characteristics
when coupled with a known or disclosed con-elation be-
tween function and structure, or some combination of
such characteristics”) (emphasis omitted)). Compliance
with the written description requirement is a question
of fact, and in order to overcome the presumption of va-
lidity, a party must set forth clear and convincing evi-
dence. Centocor Ortho Biotech, Inc. v. Abbott Labs., 636
F.3d 1341, 1347 (Fed. Cir. 2011).
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2. The Final ID

As noted above, the Final ID concluded that claim
28 of the ’502 patent is invalid for lacking written de-
scription suppoli as to elements [28A] and [28B] and that
claim 12 of the ’648 patent is invalid for lacking written
description suppoli as to elements [8A] and [8B]. See
Final ID at 156-70. As shown in the table below, these
pairs of claim limitations require two separate sets of
LEDs, each with an LED “configured to emit light at a
first wavelength” and an LED “configured to emit light
at a second wavelength.”

Elements [28A] and [28B] of Claim 28
of the 502 Patent

[28A] | a first set of light emitting diodes (LEDs),
the first set of LEDs comprising at least an
LED configured to emit light at a first wave-
length and an LED configured to emit light
at a second wavelength;

[28B] | a second set of LEDs spaced apali from the
first set of LEDs, the second set of LEDs
comprising at least an LED configured to
emit light at the first wavelength and an
LED configured to emit light at the second
wavelength;

Elements [SA] and [SB] of Claim 12
of the 648 Patent

[SA] a first set of light emitting diodes (LEDs),
the first set comprising at least an LED con-
figured to emit light at a first wavelength
and at least an LED configured to emit light
at a second wavelength;
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[SB] a second set of LEDs spaced apaii from the
first set of LEDs, the second set of LEDs
comprising an LED configured to emit light
at the first wavelength and an LED config-
ured to emit light at the second wavelength,;

Before the ALJ, Apple argued that the disputed lim-
itations lack written description support because the
specifications fail to disclose separate sets of LEDs emit-
ting at the same “first wavelength” and the same “sec-
ond wavelength.” E.g., RPHBr. at 151-52; RPHBr. (Re-
ply) at 75. Apple relied on the testimony of its expert
witness, Dr. Warren, who testified that there was no
support for these limitations. See Tr. (Warren) at
1247:13-17.

In reply, Complainants argued that Dr. Warren’s
testimony was conclusory and therefore insufficient for
Apple to show invalidity by clear and convincing evi-
dence. E.g., CPHBr. at 179. Complainants further ar-
gued that their expert, Dr. Madisetti, identified support
for the disputed limitations. See, e.g., id. (citing Tr.
(Madisetti) at 1349:7-1350:3); Final ID at 163. Complain-
ants also relied on the specification, pointing to the two
emitters (each having item number “104”) depicted in
Figures 7A and 7B, as well as, for example, the related
disclosure that “the emitter 104 includes sets of optical
sources that are capable of emitting visible and near- in-
frared optical radiation.” See, e.g., CPHBr. at 179 (citing
JX-0001 (501 patent*®) at 12:9-12, Fig. 7A, Fig. 7B). Fig-
ure 7B is reproduced below:

36 As noted above, the ’501, ’502, and ’648 patents share a com-
mon specification. The parties agree that citations to the 501 patent
are also applicable to the ’502 and ’648 patents.
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JX-0001 (501 patent) at FIG. 7B. Figure 7A is largely
identical to Figure 7B, with the most notable and rele-
vant difference being that, in Figure TA, the “emitters
104” are indicated as “LEDs 104.” Complainants also
cited other portions of the specification. See, e.g.,
CPHBEr. at 179-80 (citing JX-0001 (501 patent) at 9:60-
63, 12:13-25, 13:16-21, 21:51-54, 33:30-38,38:8-22); Final
ID at 163.

The Final ID agreed with Apple, concluding that the
claim language at issue requires two different matching
pairs of wavelengths between the two sets of LEDs. See
Final ID at 163-65. In other words, the first wavelength
of an LED in the first set of LEDs must match the first
wavelength of an LED in the second set of LEDs, and
the second wavelength of an LED in the first set of
LEDs must match the second wavelength of an LED in
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the second set of LEDs. See id.’” The Final ID next
found that there is no such disclosure in the specifica-
tions of the Poeze patents. See id. The Final ID
acknowledged that, “[w]hen describing emitters that are
capable of emitting visible and near-infrared optical ra-
diation, the specification describes two different wave-
lengths, three different wavelengths, or up to eight dif-
ferent wavelengths,” but then found that the “specifica-
tion does not describe any two LEDs having the same
wavelength.” Id. at 164.

3. Complainants’ Petition

In their petition for review, Complainants argued
that the Final ID “failed to acknowledge that the pre-
sumption of validity carries with it a presumption that
the specification has an adequate written description as
required by 35 U.S.C. § 112.” CPet. at 34. Complainants
also argued that the Federal Circuit has repeatedly held
that conclusory expert opinion testimony cannot over-
come this presumption and the associated burden of
“clear and convincing evidence.” See id. at 34-35 (citing,
wmter alia, WBIP, LLC v. Kohler Co., 829 F.3d 1317,
1338-39 (Fed. Cir. 2016); Koito Mfg. Co. v. Turn-Key-
Tech, LLC, 381 F.3d 1142, 1155 (Fed. Cir. 2004)). Ac-
cording to Complainants, the Final ID cited no evidence
of what a person of ordinary skill in the art would under-
stand from reading the specification, let alone any evi-
dence supporting that a person of ordinary skill in the
art would find no written description support for the dis-
puted limitations. Id. at 37. Complainants added that
the specification “discloses that emitter 104 can include
‘sets of optical sources that are capable of emitting

37 Neither party contests this interpretation of the claim lan-
guage, either in their petitions for review of the Final ID or in their
briefing in response to the Commission’s notice of review.
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visible and near-infrared [light]'— i.e., emitting light at
a first wavelength and a second wavelength,” and it
teaches “exemplary LED sets.” Id. (citing JX-0001 (501
patent) at 12:9-12, 4:55-57, 26:32). Complainants further
argued that the “specification provides additional exam-
ples where the emitter 104 includes sets of LEDs to emit
light at two or more different wavelengths,” including
that “emitter 104 can emit [light] at or about 1610 nm,
about 1640 nm, and about 1665 nm.” Id. (citing JX-0001
(’501 patent) at 12:38-40, 12:64-13:1, 13:5-7) (emphasis
added). Thus, according to Complainants, the specifica-
tion “discloses an emitter 104 including a set of LEDs
that emits light at a first wavelength and a second wave-
length.” Id. (emphasis omitted).

Complainants further argued that Figure 7B shows
two such emitters, each labeled 104, and that USPTO
rules provide a presumption that each emitter set 104 is
identical. CPet. at 38 (citing 37 C.F.R. § 1.84(p)(4)*®).
Complainants then concluded that, by virtue of Figure
7B, the specification “discloses that the first and second
wavelengths of the set of LEDs of one emitter 104 are
the same as (i.e., match) the first and second wave-
lengths of the corresponding set of LEDs of the other
emitter 104.” Id. at 39.

4. Apple’s Response

In reply, Apple argued that the Final ID properly
acknowledged the presumption of validity and properly
found that the claim language “does not merely require
that there be two sets of LEDs, each emitting light at

B¥37C.F.R.§ 1.84(p)(4) recites: “The same part of an invention
appearing in more than one view of the drawing must always be
designated by the same reference character, and the same reference
character must never be used to designate different parts.”
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two different wavelengths,” but instead also “requires
matching wavelengths in each set of LEDs.” RResp.
(Summary) at 4. Apple further argued that Dr. War-
ren’s testimony supports that the claims lack written de-
scription, and here, “no more elaboration was required.”
See RResp. at 30-31. According to Apple, the only rele-
vant issue was whether the specification disclosed the
recited feature, and “there was nothing more that Dr.
Warren could have said because, at the time he pre-
sented his testimony, Complainants had not even chal-
lenged the point that he confirmed in his testimony—
namely, that there was no written description support
for two sets of LEDs each with LEDs emitting at the
same ‘first wavelength’ and ‘second wavelength.”” Id. at
30-32 (citing, inter alia, Tr. (Warren) at 1247:13-17,
CPreHBr. at 126;* CPHBr. at 179-80).

Apple further argued that the Final ID relied on
more than just Dr. Warren’s testimony by walking
“through the portions of the specification that Complain-
ants had identified in their post-hearing briefs” and con-
firming, based on that analysis, and “consistent with Dr.
Warren’s testimony, that none [of those cited portions]
discloses two sets of LEDs each with LEDs emitting at
the same ‘first wavelength’ and ‘second wavelength.”
Id. at 32 (citing Final ID at 163-64); see also id. at 32-35.
Apple also asserted that, in Complainants’ petition for
review of the Final ID, Complainants “offer[ed a]
lengthy, entirely new analysis of the Poeze

39 The Commission notes that, contrary to Apple’s argument,
Complainants’ pre-hearing brief declared: “A [person of ordinary
skill in the art] would ... understand from the disclosure of emitter
‘sets’ that corresponding LEDs in each set have the same wave-
length to allow the sensor to collect data from multiple measure-
ment sites with multiple light paths.” CPreHBr. at 126 (emphasis
added).
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specification,” but this new analysis was allegedly
waived for not being presented to the ALJ. Id. at 32 (cit-
ing, inter alia, CPreHBr. at 123-27; CPHBr. at 175-80;
Order No. 4 (Ground Rules), at Ground Rules 9.2 and
13.1; In re Baaxter Int’l, Inc., 678 F.3d 1357, 1362 (Fed.
Cir. 2012)); see also id. at 32-35.

5. Analysis

The Commission has determined to reverse the Fi-
nal ID and conclude that Apple did not carry its burden
of proving, by clear and convincing evidence, that claim
28 of the ’502 patent and claim 12 of the ’648 patent are
invalid for lacking written description support. Asnoted
above, because patent claims are presumed valid under
35 U.S.C. § 282, a party challenging the validity of a pa-
tent(s), including for lack of written description, must
demonstrate by clear and convincing evidence that chal-
lenged patents are invalid. See Hynix Semiconductor
Inc. v. Rambus Inc., 645 F.3d 1336, 1351 (Fed. Cir. 2011)
(“To overcome the presumption of validity of patents,
the accused must show that the claims lack a written de-
scription by clear and convincing evidence.”). The Com-
mission finds that Apple did not meet its burden of proof
because it relied on conclusory expert witness testimony
and then on attorney argument alone to explain why
Complainants’ citations to the specification did not pro-
vide written description support, see, e.g., RPHBr. (Re-
ply) at 75, and Complainants’ citations to the specifica-
tion and its expert witness’s testimony tend to show that
the disputed limitations have written description sup-
port.

As an initial matter, the Commission agrees with
Complainants that Apple’s expert’s testimony is conclu-
sory. Dr. Warren simply stated:
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Q.. Have you identified any discussion in the
Poeze specification of the use of multiple sets of
LEDs each with LEDs emitting at a first wave-
length and a second wavelength?

A. T have not found one, no.

Tr. (Warren) at 1247:14-17. While, as Apple points out,
reliance on expert testimony is not always necessary to
find a claim invalid for written deseription,* in this case,
Apple’s expert witness testimony is conclusory, and, as
discussed below, it is not clear from the face of the pa-
tents that the disputed claims lack written description.
Thus, the expert testimony here is distinguishable from
that in Purdue Pharma L.P. v. Faulding Inc., 230 F.3d
1320, 1325 (Fed. Cir. 2000), relied upon by the Final ID
(see Final ID at 164-65), where the trial judge relied on
extensive expert testimony and other prior art docu-
ments.

Turning to the evidence cited by Complainants to
the ALJ, Figures TA and 7B show two emitters or two
LEDs, each labeled 104:

40 See RBr. at 30-31 (citing, inter alia, Centocor, 636 F.3d 1341,
1347; Certain Beverage Brewing Capsules, Components Thereof, &
Prods. Containing the Same, Inv. No. 337-TA-929, Comm’n Op.,
2016 WL 9751230, at *18 (Apr. 5, 2016), aff’d by Rivera v. Int’l Trade
Comm’n, 857 F.3d 1315 (Fed. Cir. 2017)).
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See CPHBr. at 179; E.g., JX-0001 (’501 patent) at Figs.
7A, 7B. The fact that the LEDs and the emitters share
the number (104) across the two figures, suggests that
they are the same (i.e., both can include sets of LEDs).
See, e.g., JX-0001 (’501 patent) at 13:16-21 (“[T]he emit-
ter 104 can include sets of light-emitting diodes (LEDs)
ag its optical source.”). Even more than that, within Fig-
ure 7A, the two LEDs share the same label “LEDs 104,”
and within Figure 7B, the two emitters share the same
label “Emitters 104.” This suggests that the two LEDs
in Figure 7A are the same, and the two emitters in Fig-
ure 7B are the same."!

The specifications further explain that: “In an em-
bodiment, the emitter 104 includes sets of optical sources
that are capable of emitting visible and near-infrared

4! The Commission’s conclusion is based on the specifications
themselves, not on 37 C.F.R. § 1.84(p)(4), which Complainants cited
for the first time in their petition for review of the ALJ’s Final ID.
Thus, while the parties contest whether a waiver by Complainants
prevents the Commission from relying on that rule, those argu-
ments are moot because, in view of the specifications, the Commis-
sion need not and does not rely on that rule.
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optical radiation.” E.g.,JX-0001 (501 patent) at 12:9-12;
see also, e.g., id. at 9:60-63, 13:16-21; Tr. (Madisetti) at
1349:7-1350:3. If the two sets of LEDs or the two emit-
ters having sets of optical sources are the same, then
they must emit the same visible and near-infrared opti-
cal radiation, i.e., at the same two respective wave-
lengths. At a minimum, the specifications do not clearly
and convincingly show that these respective wave-
lengths of visible and near-infrared optical radiation are
different between the identically-labelled LEDs or opti-
cal emitters.

113

Apple also responds that “‘visible and near-infrared
light’ are not specific wavelengths,” and thus the sets of
LEDs do not include matching pairs of wavelengths. See
RBr. at 52-53. The Commission agrees with Apple that
“vigible light” and “near-infrared light” both refer to
ranges of wavelengths. However, because Figures 7TA
and 7B each show two sets of the same LEDs or optical
emitters, the Commission finds that the LEDs/optical
emitters in the first set would emit the same light as the
LEDs/optical emitters in the second set. The fact that
this disclosure could be interpreted by a skilled artisan,
as Apple suggests, to encompass situations where the
first LED set emits visible light at one wavelength and
near-infrared at a second wavelength, and the second
LED set emits visible light at a third wavelength and
near-infrared light at a fourth wavelength, does not
mean that this is how a skilled artisan would understand
the disclosure, especially when there is no testimony to
this effect. Again, at a minimum, the specifications do
not clearly and convincingly show that these respective
wavelengths of visible and near-infrared optical radia-
tion are not the same between the sets of LEDs/optical
emitters.
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Thus, in view of Complainants’ above-discussed cita-
tions to the specification and Apple’s conclusory expert
testimony, the Commission concludes that Apple has not
met its burden of proof to show by clear and convincing
evidence that Complainants did not convey with reason-
able clarity to those skilled in the art that, as of the filing
date sought, the applicants were in possession of the
claimed inventions.

In their petition for review and in their briefing to
the Commission, Complainants cite additional passages
from the specification that, although not necessary to
sustain the Commission’s conclusion, further support it.
CBr. at 42-48 (citing JX-0001 (501 patent) at 4:55-57, 9:4-
6, 12:5-9, 12:26-32, 12:38-40, 12:64-13:6, 13:21-25, 29:19-22,
33:26-36). Apple alleges that Complainants waived reli-
ance on these passages because Complainants cite these
passages for the first time in their petition for review.
The Commission notes, however, that these passages
are intrinsic evidence within the four corners of the pa-
tent and they merely reinforce Complainants’ general
argument to the ALJ. See, e.g., Order No. 4 (Ground
Rules), EDIS Doc. ID 752396, at Ground Rule 13.1 (Ini-
tial Post-hearing Briefs; Filing and Content) (declaring
only an issue is waived when that issue is not “included
in the pre-hearing brief”). Thus, under these circum-
stances, the Commission declines to find Complainants’
reliance on this evidence waived.

Complainants’ newly-cited passages of the specifica-
tion show that, in Figure 7B, each emitter 104 includes
sets of LEDs that can emit light “at or about 1610 nm,
about 1640 nm, and about 1665 nm.” JX-0001 (501 pa-
tent) at 12:38-40 (emphasis added); see also, e.g., CBr. at
42-48. Complainants additionally rely on JX-0001 (’501
patent) at 4:55-57, 9:4-6, 12:5-9, 12:26-32, 12:38-40, 12:64-
13:6, 13:21-25, 29:19-22, 33:26-36. Complainants reason
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that Figure 7B shows two emitters, so each emitter 104
would have an LED with each of those three wave-
lengths, i.e., at or about 1610 nm, at or about 1640 nm,
and at or about 1665 nm, JX-0001 (501 patent) at 12:5-9,
12:38-40, and thus the two emitters include at least
matching pairs of wavelengths.* Id. at 43-44. This evi-
dence further confirms the Commission’s conclusion that
Apple has not shown by clear and convincing evidence
that the relevant claims are invalid for lacking written
description support.*

42 Regarding the wavelengths disclosed in these passages, Ap-
ple argues that the passages relate to measuring “analytes like glu-
cose,” not “oxygen” or “oxygen saturation,” as the claims require,
and thus those teachings cannot provide written description sup-
port here. See RBr. at 51-52 (citing JX-0001 (501 patent) at 12:26-
44). The Commission, however, agrees with Complainants that the
specific wavelengths mentioned in the specification are “irrelevant
because specific wavelengths are not claimed,” as the “claims
merely recite that the two wavelengths used in the first set of
LEDs—whatever they may be—are the same wavelengths used in
the second set.” CBr. (Reply) at 26. Other portions of the specifica-
tion, including those cited by Complainants, recite that the emitters
104 can have other matching wavelengths. JX- 0001 (’501 patent) at
12:60-13:7 (“Due to the different responses of analytes to the differ-
ent wavelengths, certain embodiments of the data collection system
100 can advantageously use the measurements at these different
wavelengths to improve the accuracy of measurements.”).

43 Chairman Johanson would not reverse the ALJ’s well-rea-
soned determination that claim 28 of the ’502 patent and claim 12 of
the ’648 patent are invalid for lacking written description support.

The written description requirement “is part of the quid pro
quo of the patent grant and ensures that the public receives a mean-
ingful disclosure in exchange for being excluded from practicing an
invention for a period of time.” Ariad, 598 F.3d at 1354. While the
requirement does not demand any particular form of disclosure, “a
description that merely renders the invention obvious does not sat-
isfy the requirement.” Id. at 1352.
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In finding support for disputed claims in the original specifica-
tion, the majority relies heavily on the specification’s teaching that
“[iln an embodiment, the emitter 104 includes sets of optical sources
that are capable of emitting visible and near-infrared optical radia-
tion,” JX-0002 (502 patent) at col. 12:9-12, and Figures 7A and 7B.
The majority, noting that Figure 7B has two structures designated
104, concludes that “[ilf the two sets of LEDs or the two emitters
having sets of optical sources are the same, then they must emit the
same visible and near- infrared optical radiation.” There is, how-
ever, no teaching that the emitters are the same. See Final ID at
164 (“there is no disclosure of two separate sets of LEDs using the
same wavelengths in each set”). Rather, the specification and fig-
ures use “emitters” as a broad term for any light source of any fre-
quency. Indeed, element 104 is used inconsistently in the figures
relied upon by the majority. Compare Figure TA with 7B.

Moreover, both Figures 7A and 7B depict embodiments that
differ meaningfully from that of claim 28 of the ’502 patent (which
requires four photodiodes with aligned openings) or claim 12 of the
’648 patent (similar limitations). This suggests a failure to describe
each claim as an “integrated whole.” Novozymes A/S v. DuPont
Nutrition Biosciences APS, 723 F.3d 1336, 1349 (Fed. Cir. 2013)
(“Taking each claim—as we must—as an integrated whole rather
than as a collection of independent limitations, one searches the 2000
application in vain for the disclosure of even a single species that
falls within the claims.”).

The majority further relies on Respondents’ expert testimony
being “conclusory.” This is not persuasive. Caselaw is plain that no
expert testimony is necessary to show a failure to comply with the
written description requirement. See, e.g., Centocor, 636 F.3d at
1347. Further, Complainants’ expert testimony lacks any discus-
sion of the import of the disclosure found in column 12 relied on by
the majority. See Tr. (Madisetti) at 1350:22-1352:4.

Considered as a whole, the evidence suggests that these late
added claims (added by amendment years after the original priority
date) reach beyond any disclosure fairly described by the specifica-
tion and figures. Accordingly, Chairman Johanson would affirm the
ALJ’s determination that these claims are not fully supported by
the original disclosure.
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E. Claim Construction and Infringement Re-
garding the ’745 Patent

The Final ID found that the Accused Products have
not been shown to infringe claims 9 or 27 of the "745 pa-
tent E.g., Final ID at 336. The Commission determined
to review this finding of the Final ID. See 88 Fed. Reg.
at 32244. On review, the Commission has determined to
affirm the Final ID without modification, thus adopting
the Final ID’s analysis.

F. The Domestic Industry Issues Under Re-
view—The Poeze Patents and the ’745 Pa-
tent

The Final ID found that the technical prong of the
domestic industry requirement has been satisfied for
claim 12 of the ’501 patent, claim 28 of the ’502 patent,
claims 12, 24, and 30 of the ’648 patent, and claim 18 of
the ’745 patent, and that the economic prong of the do-
mestic industry requirement has been satisfied with re-
spect to the ’501, ’502, ’648, and "745 patents. E.g., Final
ID at 336. The Commission detennined to review these
findings of the Final ID. See 88 Fed. Reg. at 32244.

On review, the Commission has detennined to take
no position regarding the Final !D’s findings as to (1)
whether post-Complaint evidence can be considered in
satisfying the domestic industry requirement in this
case with respect to the ’501, ’502, ’648, and "745 patents;
and (2) whether Complainants had shown a domestic in-
dustry in the process of being established. See 19 U.S.C.
§ 1337(a)(2); Beloit, 742 F.2d at 1423; see also, e.g., Final
ID at 56-59,, 62 n.16, 85-87, 209,302 n.116, 319,324.

The Commission affnms, however, the Final !D’s
finding that Complainants have shown the existence of a
domestic industry by way of significant employment of
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labor with respect to Masimo’s investments in research
and development for the Masimo Watch, but with the
following modified reasoning. Final ID at 317-18.

The Final ID found that Complainants’ employment
of labor was significant, in pa.ii, because it involved [RE-
DACTED] employees [REDACTED] full-time equiva-
lents) representing over-percent of Masimo’s research
and development engineers. Final ID at 317. The Com-
mission additionally finds that Complainants’ employ-
ment of labor is quantitatively significant because the
identified employment of labor is [REDACTED] percent
domestic. As the Final ID found,- research and develop-
ment of the Masimo Watch has occurred in the United
States. Id. (citing CPHBYr. at 307); see also Tr. (Kiani**)
at 321:23-322:5 (testifying that reseai-ch and develop-
ment occuned in Ilvine, Califomia).*’

The Commission finds that the fact that research
and development of the Masimo Watch occurs [RE-
DACTED] percent in the United States, combined with
the qualitative significance of research and development
to the Masimo Watch (Final ID at 318), shows that

4 Joe Kiani is the chailman and chief executive officer of
Masimo and Cercacor. E.g., Final ID at 5.

45 The Final ID recognized that Complainants presented evi-
dence regarding approximately-in payments to celiain third-paiiy
fnms for “design” work on the Masimo Watch (see CBr. at 26), but
did not credit that evidence towards a domestic industiy because it
was unclear if those fnms perfolmed design work in the United
States. Final ID at 313-14. However, even if nts were directed to
foreign labor, they are an order of magnitude smaller than the- em-
ployment of research and development labor at Masimo’s U.S. facil-
ities. Id. (finding that “these ex enditures are relatively small in
comparison to Masimo’s R&D expenditures”). Thus, the of Com-
plainants’ employment of labor is domestic and Complainants’ do-
mestic industiy is therefore significant.
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Complainants’ employment of labor is significant. See
Final ID at 317 (citing Gas Spring Nailer Prods. & Com-
ponents Thereof, Inv. No. 337-TA-1082, Comm’n Op. at
83 (Apr. 28, 2020) (finding quantitative significance
where “all, .e., 100 percent, of Kyocera’s R&D and engi-
neering expenditures relating to complainant’s [domes-
tic industiy products] occurs in the United States”), va-
cated and remanded on other grounds, Kyocera Senco
Indus. Tools v. Int’l Trade Comm’n, 22 F.4th 1369 (Fed.
Cir. 2022)).

The Commission othelwise affnms the Final !D’s do-
mestic industiy analysis as to the ’501,°502,°648, and "745
patents, including the Final !D’s finding that Complain-
ants’ plant and equipment investments were not signifi-
cant. See Final ID at 315. Because the Final ID found
that Complainants satisfied the domestic industiy re-
quirement as to these patents based only on pre-Com-
plaint investments, the Commission detelmines that
Complainants have satisfied the domestic industiy re-
quirement as to the ’501, ’502, ’648, and ’745 patents
based on an “existing” domestic industiy. See 19 U.S.C.
§ 1337(a)(3).

V. REMEDY, THE PUBLIC INTEREST, AND
BONDING

The Commission has determined to issue an LEO
and a CDO. Both remedial orders include a service, re-
pair, and replacement exemption (discussed below in the
context of the public interest), and will go into effect,
without delay, at the end of the period of Presidential
review. The Commission has concluded that the public
interest does not counsel against providing Complain-
ants this remedy. The Commission has also determined
that the bond during the period of Presidential review
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shall be in the amount of zero percent (0%, i.e., no bond)
of the entered value of the articles subject to the LEO.

A. Remedy

The Commission has “broad discretion in selecting
the form, scope, and extent of the remedy.” Viscofan,
S.A.v. US. Int’1 Trade Comm’n, 7187 F.2d 544, 548 (Fed.
Cir. 1986).

1. Limited Exclusion Order

As discussed below, the Commission has determined
to issue an LEO directed to covered products that in-
fringe any of claims 22 and 28 of the ’502 patent and
claims 12, 24, and 30 of the ’648 patent. The LEO in-
cludes the standard certification provision; includes a
service, repair, and replacement exemption for infring-
ing articles purchased prior to the expiration of the pe-
riod of Presidential review; and is to go into effect with-
out delay.

a. The Applicable Law

Section 337(d)(1) provides that “[i]f the Commission
determines, as a result of an investigation under this sec-
tion, that there is a violation of this section, it shall direct
that the articles concerned, imported by any person vio-
lating the provision of this section, be excluded from en-
try into the United States, unless, after considering the

[public interest], it finds that such articles should not be
excluded from entry.” 19 U.S.C. § 1337(d)(1).

b. The RD

Before the ALJ, Complainants requested that the
Commission issue an LEO to remedy Apple’s section 337
violation. E.g., RD at 1; CPHBr. at 310-11. For its part,
Apple argued that any LEO should include an exemp-
tion for “the continued service, repair, or replacement of



120a

previously purchased products, including software
maintenance and updates.” E.g., RD at 1; RPHBr. at
279. Apple further requested that any LEO include the
standard certification provision and be no broader in
scope than the scope of the investigation. E.g., RD at 1-
2; RPHBr. at 175, 279.

The RD recommended that any LEO be directed to
Apple’s importation of infringing wearable electronic de-
vices with light-based pulse oximetry functionality and
components thereof. RD at 2 (citing 86 Fed. Reg. at
46275 (defining scope of investigation)). The RD addi-
tionally declared that the record at the time did not in-
clude evidence to support an exemption for service, re-
pair, or replacement. Id. at 2-3. The ALJ further rec-
ommended that any LEO include the standard certifica-
tion provision. Id. at 3-4 (citing Certain Composite Aer-
ogel Insulation Materials & Methods for Manufactur-
g the Same, Inv. No. 337-TA-1003, Comm’n Op. at 62-
63, EDIS Doc. ID 637154 (Feb. 22, 2018); RPHBr. at
279). In doing so, the RD properly recognized that any
non-adjudicated redesigns would not be subject to certi-
fication. Id. at 4 (citing Certain Automated Teller Ma-
chines, ATM Modules, Components Thereof & Prods.
Containing the Same, Inv. No. 337-TA-972, Comm’n Op.
at 26-27 and n.18, EDIS Doc. ID 613988 (June 12, 2017)).

c. The Parties’ Arguments

In their briefing to the Commission, Complainants
again request that the Commission issue an LEO. See
CBr. at 87-88. Complainants accept the RD’s recommen-
dation that the LEO include a certification provision.
See id. (citing RD at 4). Complainants further declare
that the LEO should not include any exemption for a ser-
vice, repair, or replacement for the reasons it discusses
related to the public interest, discussed below. See id. at
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88; see also CBr. (Reply) at 42-43. Complainants addi-
tionally argue that the LEO should state that no infring-
ing articles should be allowed to be imported for any pur-
pose, including the importation of any unreleased prod-
ucts for “engineering validation testing,” “design valida-
tion testing,” or “product validation testing” prior to
commercial launch. CBr. at 88. Complainants further
argue that the Commission should reject Apple’s re-
quest for an enforcement delay. See CBr. (Reply) at 40-
41.

Apple argues that, for public interest reasons (dis-
cussed below), the Commission should decline to issue a
remedy, or at least suspend enforcement of any remedy
for twelve months and/or include an exemption allowing
for the service, repair, and replacement of customers’
Apple Watches. E.g., RBr. at 88-90, 67-72. Apple addi-
tionally declares that any LEO should contain the stand-
ard certification provision. See id. at 90-91. Apple fur-
ther argues that Complainants’ “proposed LEO and
CDO fail to conform the orders with the scope of the In-
vestigation as defined in the Notice of Investigation:
‘wearable electronic devices with light-based pulse oxi-
metry functionality and components thereof.’” Id. at
RBr. (Reply) at 49 (quoting 86 Fed. Reg. at 46276) (citing
Certain Automated Mechanical Transmission Sys.,
Inv. No. 337-TA-503, Comm’n Op. at 4 (May 9, 2005)).
Apple further points out Complainants’ requested reme-
dial orders improperly seek to cover “hardware and soft-
ware components thereof.” Id. (quoting CBr. at Appx.
A, B) (Apple’s emphasis). Regarding “software compo-
nents,” Apple argues that those, as “electronic transmis-
sions,” are outside the scope of the Commission’s juris-
diction. Id. (citing ClearCorrect Operating, LLC v. Int’l
Trade Comm™, 810 F.3d 1283, 1286 (Fed. Cir. 2015)).
Apple further addresses Complainants’ assertion that
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any LEO should provide “that no infringing articles
should be imported for any purpose.” Id. at 50 (quoting
CBr. at 88). Apple declares that it is “unaware of any
instance in which the Commission has included such ad-
ditional language in the past, and Complainants offer no
proper basis to do so in this case.” Id.

d. Analysis

The Commission has determined to issue an LEO di-
rected to covered products that infringe any of claims 22
and 28 of the ’502 patent and claims 12, 24, and 30 of the
’648 patent. Consistent with standard practice, the
Commission defines “covered products” in accordance
with the plain language description of the accused prod-
ucts in the Complaint (see 19 C.F.R. § 210.10(b)(1)),
which is “wearable electronic devices with light-based
pulse oximetry functionality and components thereof.”
86 Fed. Reg. at 46276. The Commission also agrees with
Apple that the LEO (and CDO) should not cover “soft-
ware components.” See RBr. (Reply) at 49 (citing
ClearCorrect, 810 F.3d at 1286 (Fed. Cir. 2015)); see also,
e.g., Certain Wearable Electronic Devices with ECG
Functionality & Components Thereof, Inv. No. 337-TA-
1266, Comm’n Op. at 50 n.33 (Jan. 20, 2023) (“Commis-
sion exclusion orders, however, do not extend to elec-
tronic transmissions.”).

The issued LEO also includes the standard certification.
Neither party has shown a valid basis for deviating from
the Commission’s standard practice. Complainants ar-
gue that the LEO should include language that “clarifies
that Apple cannot use the certification procedure for re-
designs that have not been adjudicated as non-infring-
ing.” See CBr. at 87. While the Commission declines to
adopt that language as part of the Order itself, as the RD
correctly recognized, the standard certification does not
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apply to redesigns that have not been adjudicated as
non-infringing. See RD at 4 (citing Automated Teller
Machines, Inv. No. 337-TA-972, Comm’n Op. at 26-27
(including n.18) (“The standard certification language
does not apply to redesigns that have not been adjudi-
cated as non-infringing.”  (Internal quotations re-
moved))). Should the Commission or U.S. Customs and
Border Protection (“CBP”) later determine that a rede-
signed article presented for adjudication does not in-
fringe, the certification provision can operate to exempt
those articles.

Complainants argue that the LEO should explicitly
state that no infringing articles should be allowed to be
imported “for any purpose.” CBr. at 88. However, Com-
plainants have shown no valid reason for why the Com-
mission’s LEO should include this non-standard lan-
guage. Moreover, Complainants’ request is inconsistent
with section 337, which does not allow the Commission
to bar, for example, products “imported by and for the
use of the United States.” 19 U.S.C. § 1337(1).

For the reasons discussed below in the context of the
public interest,* the LEO includes a service, repair, and

46 Commissioner Kearns disagrees with the Commission ma-
jority’s position that public interest is the sole statutory ground for
exemptions from the scope of remedial orders. As he explained in
Certain Cloud-Connected Wood-Pellet Grills & Components
Thereof, Inv. No. 337-TA-1237 (“Grills”) (joined by Commissioner
Karpel), the Commission’s reviewing court has stated that the Com-
mission has “broad discretion in selecting the form, scope, and ex-
tent of the remedy.” Grills, Comm’n Op. at 11-12 (including n.10)
(May 24, 2022). Moreover, they observed that “the Commission has
repeatedly indicated that it has granted warranty and repair ex-
emptions ‘when unopposed, in view of the public interest, or upon
some showing of a need for service and repair.”” Grills, Comm’n
Op. at 11 n.10.
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replacement exemption. See infra section V.B.4.a.iii.
However, also for the reasons discussed below in the
context of the public interest, the Commission denies
Apple’s request that the LEO be subject to a twelve-
month delay.

2. Cease and Desist Order

As discussed below, the Commission has determined
to issue a CDO directed to Apple and covered products
that infringe any of claims 22 and 28 of the ’502 patent
and claims 12, 24, and 30 of the 648 patent. The CDO
includes a service, repair, and replacement exemption
for infringing articles purchased prior to the expiration
of the period of Presidential review, and the CDO is to
go into effect without delay.

a. The Applicable Law

Section 337(f)(1) provides that in addition to, or in
lieu of, the issuance of an exclusion order, the Commis-
sion may issue a CDO as a remedy for a violation of sec-
tion 337. See 19 U.S.C. § 1337(f)(1). CDOs are generally
issued when, with respect to the imported infringing
products, the respondents maintain commercially signif-
icant inventories in the United States or have significant
domestic operations that could undercut the remedy
provided by an exclusion order.*” See, e.g., Certain Table

47 When the presence of infringing domestic inventory or do-
mestic operations is asserted as the basis for a CDO under section
337(f)(1), Commissioner Schmidtlein does not adopt the view that
the inventory or domestic operations needs to be “commercially sig-
nificant” in order to issue the CDO. See, e.g., Certain Magnetic Tape
Cartridges and Components Thereof, Inv. No. 337-TA-1058,
Comm’n Op. at 65 n.24 (Apr. 9, 2019); Table Saws, Inv. No. 337-TA-
965, Comm’n Op. at 6 n.2 (Feb. 1, 2017). In Commissioner Schmid-
tlein’s view, the presence of some infringing domestic inventory or
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Saws Incorporating Active Injury Mitigation Technol-
ogy & Components Thereof, Inv. No. 337-TA-965,
Comm’n Op. at 4-6 (Feb. 1, 2017); Certain Protective
Cases & Components Thereof, Inv. No. 337-TA-780,
USITC Pub. No. 4405, Comm’n Op. at 28 (Nov. 19, 2012)
(citing Certain Laser Bar Code Scanners & Scan En-
gines, Components Thereof & Prods. Containing Same,
Inv. No. 337-TA-551, Comm’n Op. at 22 (June 24, 2007)).
Complainants bear the burden on this issue: “[a] com-
plainant seeking a [CDO] must demonstrate, based on
the record, that this remedy is necessary to address the
violation found in the investigation so as to not undercut
the relief provided by the exclusion order.” Table Saws,
Inv. No. 337-TA-965, Comm'n Op. at 5 (citing Certain In-
tegrated Repeaters, Switches, Transceivers, & Prods.
Containing Same, Inv. No. 337-TA-435, USITC Pub.
No. 3547 (Oct. 2002), Comm’n Op. at 27 (Aug. 16, 2002);
H.R. REP. No. 100-40, at 160 (1987)).

b. The RD

Before the ALJ, Complainants sought a CDO based
on evidence of Apple’s significant inventory of Accused
Products. E.g., RD at 4 (citing CPHBr. at 311). For its
part, Apple argued that any CDO should include service,
repair, and replacement exemption that permits “the
continued service, repair, or replacement of previously
purchased products, including software maintenance
and updates.” Id. (quoting RPHBEr. at 279).

The RD found that “[t]here is no dispute that Apple
maintains a significant commercial inventory of Accused
Products.” Id. at 5 (citing CPHBEY. at 311; CX-0128C at
9 5). The RD further found that there is also “evidence

domestic operations, regardless of its commercial significance, pro-
vides a basis to issue a CDO. Id.
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that Apple has significant domestic operations, because
Apple is headquartered in California and has over 75,000
U.S. employees.” Id. (citing RStmt.). Thus, the RD rec-
ommended the issuance of a CDO against Apple. Id.

c. The Parties’ Arguments

Complainants request that the Commission issue a
CDO directed to Apple. See CBr. at 87-88. The parties
make the same arguments as to the scope of the CDO
that they made for the LEO. See id. at 88; RBr. at 88-90,
67-72. Apple does not dispute the RD’s findings that it
maintains a significant commercial inventory of Accused
Products and has significant domestic operations. See
generally RBr.; RBr. (Reply); see also RD at 5.

d. Analysis

The Commission has determined to issue a CDO di-
rected to Apple and covered products that infringe any
of claims 22 and 28 of the ’502 patent and claims 12, 24,
and 30 of the ’648 patent.*® The Commission adopts the
undisputed findings in the RD that Apple maintains a
commercially significant inventory of Accused Products
and has significant domestic operations. RD at 5; see
also generally RBr. (not disputing that it maintains a
commercially significant inventory or has significant do-
mestic operations); RBr. (Reply) (same). The issued
CDO directs Apple to cease and desist from conducting
any of the following activities in the United States: im-
porting, selling, offering for sale, marketing, advertising,

48 Commissioner Schmidtlein agrees that a CDO should issue
directed to Respondent Apple, but she differs from the majority
with respect to the basis for that determination. See supra note 47
(“[TThe presence of some infringing domestic inventory or domestic
operations, regardless of its commercial significance, provides a ba-
sis to issue a CDO.”).
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distributing, transferring (except for exportation), solic-
iting United States agents or distributors, and aiding or
abetting other entities in the importation, sale for impor-
tation, sale after importation, transfer (except for expor-
tation), or distribution of wearable electronic devices
with light-based pulse oximetry functionality and com-
ponents thereof that infringe claims 28 of the 502 patent
or any of claims 12, 24, and 30 of the ’648 patent. The
language of the CDO is consistent with the Commis-
sion’s standard practice of using the plain language de-
scription of the accused products in the Complaint as the
definition of “covered products.” See 19 C.F.R.
§210.10(b)(1). The scope of the CDO, like the LEO, is

discussed below in the context of the public interest.
B. Public Interest

To prevent any harm from the remedial orders to
the public health and welfare and to United States con-
sumers, the Commission’s LEO and CDO each include a
service, repair, and replacement exemption. In view of
this exemption, the public interest factors do not counsel
against providing Complainants a remedy. Apple has
not shown any reason why the Commission should delay
the enforcement of its remedy.

1. The Applicable Law

Section 337 requires that the Commission, upon
finding a violation of section 337, issue an LEO “unless,
after considering the effect of such exclusion upon the
public health and welfare, competitive conditions in the
United States economy, the production of like or directly
competitive articles in the United States, and United
States consumers, it finds that such articles should not
be excluded from entry.” 19 U.S.C. § 1337(d)(1). Simi-
larly, the Commission must consider these public inter-
est factors before issuing a CDO. 19 U.S.C. § 1337()(1).
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Under appropriate facts and circumstances, the
Commission may determine that no remedy should issue
because of the adverse impacts on the public interest.
See, e.g., Certain Fluidized Supporting Apparatus
& Components Thereof, Inv. Nos. 337-TA-182/188,
USITC Pub. 1667, Comm'n Op. at 1-2, 23-25 (Oct. 1984)
(finding that the public interest warranted denying com-
plainant’s requested relief). Moreover, when the circum-
stances of a particular investigation require, the Com-
mission has tailored its relief in light of the statutory
public interest factors. For example, the Commission
has allowed continued importation for ongoing medical
research, exempted service parts, grandfathered certain
infringing products, and delayed the imposition of reme-
dies to allow affected third-party consumers to transi-
tion to non-infringing products. E.g., Certain Microflu-
idic Devices, Inv. No. 337-TA-1068 Comm’n Op. at 1, 22-
48, 53-54 (analyzing the public interest, discussing appli-
cable precedent, and ultimately issuing a tailored LEO
and a tailored CDO); Certain Road Milling Machines &
Components Thereof, Inv. No. 337-TA-1067, Comm’n
Op. at 32-33 (July 18, 2019) (exempting service parts),
Certain Baseband Processor Chips & Chipsets, Trans-
mitter, & Receiver (Radio) Chips, Power Control Chips,
& Prods. Containing Same, Including Cellular Tel.
Handsets, 337-TA-543, USITC Pub. No. 4258, comm’n
Op. at 150-51 (Oct. 2011) (grandfathering certain prod-
ucts); Certain Personal Data & Mobile Comm’n Devices
& Related Software, 337-TA-710, USITC Pub. No. 4331,
Comm’n Op., at 72-73, 80-81 (June 2012) (delaying impo-
sition of remedy).

The statute requires the Commission to consider
and make findings on the public interest in every case in
which a violation is found regardless of the quality or
quantity of public interest information supplied by the
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parties. See 19 U.S.C. § 1337(d)(D), (f)(1). Thus, the Com-
mission publishes a notice inviting the parties as well as
interested members of the public and interested govern-
ment agencies to gather and present evidence on the
public interest at multiple junctures in the proceeding.

See 19 U.S.C. § 1337(d)(D) & ().

2. Non-Party Comments on the Public In-
terest

The Commission’s solicitation of public interest com-
ments following the ALJ’s RD (88 Fed. Reg. 6312, 6312-
13 (Jan. 31, 2023)) resulted in numerous submissions on
the public interest from non-parties, including:

(1) Public Interest Comments of David Albert,
EDIS Doc. ID 790883 (Feb. 22, 2023) (“Albert
Stmt.”);

(2) Public Interest Statement of the Alliance for
U.S. Startups and Inventors for Jobs, EDIS
Doc. ID 791674 (Mar. 3, 2023) (“Alliance for U.S.
Startups Stmt.”);

(3) Statement of Non-Party American Heart Asso-
ciation on the Public Interest of the Recom-
mended Remedial Orders But Not in Support of
Any Party, EDIS Doc. ID 791476 (Mar. 1, 2023)
(“AHA Stmt.”);

(4) Public Interest Letter from the Honorable Ken
Buck, Henry C. Johnson, Jr., and Katie Porter,
EDIS Doc. ID 791047 (Feb. 23, 2023) (“Buck
Stmt.”);

(5) Public Interest Comments from C4IP, EDIS
Doc. ID 791567 (Mar. 2, 2023) (“C4IP Stmt.”),
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(6) Public Interest Comments of Bill Carpou from
Octane, EDIS Doc. ID 790962 (Feb. 23, 2023)
(“Carpou Stmt.);

(7) Statement of Third Party Computer and Com-
munications Industry Association in Response
to the Commission’s January 31, 2023, Notice of
Request for Statements on the Public Interest,
EDIS Doc. ID 791054 (Feb. 23, 2023) (“CCIA
Stmt.”);

(8) Public Interest Statement of Consumer Feder-
ation of America, EDIS Doc. ID 791163 (Feb. 27
2023) (“CFA Stmt.”);

(9) Public Comments from California Life Sciences,
EDIS Doc. ID 791012 (Feb. 23, 2023) (“CLS
Stmt.”);

(10) Letter of Support from Cure HHT, EDIS Doc.
ID 790394 (Feb. 15, 2023) (“Cure HHT Stmt.”);

(11) Public Interest Statement of David Dinielli and
Michael Enseki-Frank, EDIS Doc. ID 791686
(Mar. 3, 2023) (“Dinielli Stmt.”);

(12) Public Interest Statement of Ryan Drant from
Questa Capital, EDIS Doc. ID 790991 (Feb. 23,
2023) (“Drant Stmt.”);

(13) Public Interest Statement of Non-Party Mitch-
ell Goldstein, M.D., EDIS Doc. ID 791179 (Feb.
27, 2023) (“Goldstein Stmt.”);

(14) Public Interest Comments from Innovation Al-
liance, EDIS Doc. ID 791048 (Feb. 23, 2023)
(“Innovation Alliance Stmt.”);

(15)Public Interest Statement of Josh Malone,
EDIS Doc. ID 790787 (Feb. 21, 2023) (“Malone
Stmt.”);
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(16) Christopher McCarthy Public Interest State-
ment Points Supporting Masimo, EDIS Doc. ID
789080 (Feb. 1, 2023) (“McCarthy Stmt.”);

(17) Public Interest Statement of Non-Party of Med-
ical Device  Manufacturers  Association
(MDMA), EDIS Doec. ID 791167 (Feb. 27, 2023)
(“MDMA Stmt.”);

(18) Public Interest Statement of Richard Milani,
M.D., EDIS Doc. ID 791665 (Mar. 2, 2023)
(“Milani Stmt.”);

(19) Statement of Third Party Law Professors Adam
Mossof and Kristen Osenga in Response to the
Commission’s Notice of Request for Statements
on the Public Interest and Reply to Respond-
ent’s Statement of February 22, 2023, EDIS
Doc. ID 791069 (Feb. 23, 2023) (“Mossof Stmt.”);

(20) National Jewish Health Support for the Apple
Watch for Use in Tracking Physiologic Features
in Medical Patients, EDIS Doc. ID 790602 (Feb.
17, 2023) (“NJH Stmt.,” letter authored by Rus-
sell Bowler, M.D., Ph.D.);

(21) Cynthia Persaud Comments for Inv. 337-1276,
EDIS Doc. ID 789338 (Feb. 3, 2023) (“Persaud
Stmt.”);

(22) Public Interest Statement of Non-Party Peter
Pronovost, M.D., EDIS Doc. ID 791162 (Feb. 27,
2023) (“Pronovost Stmt.”);

(23) Public Interest Statement of Non-Party Patient
Safety Movement Foundation, EDIS Doc. ID
791175 (Feb. 27, 2023) (“PSMF Stmt.,” letter au-
thored by Dr. Michael Ramsay);
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(24) Stanford University Medical Center Letter in
Support of Apple Watch, EDIS Doc. ID 791060
(Feb. 23, 2023) (“Stanford Stmt.,” letter au-
thored by Stephen Ruoss, MD);

(25) StopAFib.org Letter of Support, EDIS Doc. ID
790642 (Feb. 21, 2023) (“StopAFib.org Stmt.”);

(26) University of Michigan Health Letter of Sup-
port for Apple Watch, EDIS Doc. ID 790641
(Feb. 21, 2023) (“Univ. of Mich. Stmt.,” letter au-
thored by Jessica R. Golbus MD, MS);

(27) Public Interest Comments of US Inventor, Inc.,
EDIS Doc. ID 791041 (Feb. 23, 2023) (“US In-
ventor Stmt.”);

(28) Dr. Robert M. Watcher Letter in Support of Ap-
ple and Public Interest, EDIS Doec. ID 790510
(Feb. 16, 2023) (“Wachter Stmt.”);

(29) Public Interest Statement of Kevin R. Ward,
MD, EDIS Doc. ID 790884 (Feb. 22, 2023)
(“Ward Stmt.”);

(30) Comments from Dr. Adam Waddell, MD, EDIS
Doc. ID 789029 (Jan. 31, 2023) (“Waddell
Stmt.”);

(31) Public Interest Statement of Non-Party Bobby
Yazdani, EDIS Doc. ID 791177 (Feb. 27, 2023)
(“Yazdani Stmt.”).

The Commission’s notice of review (88 Fed. Reg. at

32243-46 (May 19, 2023)) also resulted in several submis-
sions from third parties:

(1) Public Interest Comments from Council for In-
novation Promotion (C4IP), EDIS Doc. ID
797854 (June 5, 2023) (“C4IP Comments”);
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(2) Public Interest Comments from Hugh Calkins,
M.D., EDIS Doc. ID 797827 (June 5, 2023) (“Cal-
kins Comments”);

(3) Public Interest Comments from Nelson
Freimer, M.D., EDIS Doc. ID 797817 (June 5,
2023) (“Freimer Comments”);

(4) Public Interest Comments from Calum A.
MacRae, MD, PhD, EDIS Doc. ID 797826 (June
5, 2023) (“MacRae Comments”);

(5) Public Interest Comments from Rod S. Pass-
man, M.D., M.S.C.E., EDIS Doc. ID 797813
(June 5, 2023) (“Passman Comments”);

(6) Comments on Public Interest from Leslie A.
Saxon, M.D., EDIS Doc. ID 797811 (June 5,
2023) (“Saxon Comments”);

(7) Public Interest Comments from Professors
Francisco J. Valero-Cuevas, PhD and Najmedin
Meshkati, PhD, CPE, EDIS Doc. ID 798257
(June 12, 2023) (“Valero-Cuevas Comments”).

The Commission has considered all of these submis-
sions in making its final determination.

3. Whether Apple is Collaterally Estopped
from Arguing the Merits of the Public
Interest

As a preliminary matter, Complainants allege that
Apple is collaterally estopped from arguing the merits of
its public interest arguments. E.g., CBr. at 56-57. As
discussed below, the Commission disagrees.

a. The Parties’ Arguments

Complainants argue that Apple should be estopped
from arguing the merits of the public interest, reasoning
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that Apple already presented its arguments to the Com-
mission in Wearable Electronic Devices, Inv. No. 337-
TA-1266, where the Commission concluded that the pub-
lic interest did not weigh against excluding the infring-
ing Apple Watches.** See CBr. at 56-57. Complainants
argue that the Commission has previously applied collat-
eral estoppel when: (1) the issue decided in the prior lit-
igation is identical to that before the tribunal; (2) the is-
sue was actually litigated in the prior proceeding; (3) the
resolution of the issue in the prior litigation was neces-
sary to its resulting judgment; and (4) the party against
whom collateral estoppel is asserted had a full and fair
opportunity to litigate its position. Id. at 56 (citing Cer-
tain Three-Dimensional Cinema Sys. & Components
Thereof, Inv. No. 337-TA-939, EDIS Doc. ID 588763,
Comm’n Op. at 53 (Aug. 23, 2016)). According to Com-
plainants, all of those elements are satisfied here, and
the Commission therefore should likewise conclude that
no public interest concerns warrant denying their re-
quested remedy. See id. at 56-57.

In reply, Apple asserts that collateral estoppel does
not apply here. See RBr. (Reply) at 35-36. Apple rea-
sons that the public interest issues now at issue are dif-
ferent from the ones in Wearable Electronic Devices,
Inv. No. 337-TA-1266, where Commission briefing was
completed months earlier and related to a different fea-
ture. Id. at 35. Apple further alleges that, in assessing
the “propriety of remedial orders, the Commission

49 In that investigation, the complainant (AliveCor, Inc.) ac-
cused the Apple Watch Series 4, 5, 6, and 7. Wearable Elec. Devices,
Inv. No. 337-TA-1266, Comm’n Op. at 9. The Commission issued
remedial orders with a service, repair, and replacement exemption,
although the remedial orders remain suspended pending final reso-
lution of the complainant’s appeal of the USPTO’s final written de-
cisions finding the asserted claims invalid. See id. at 86-87.
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should consider public interest issues on an ongoing ba-
sis, based on the present facts.” Id. Apple points out
that the Commission has never applied collateral estop-
pel regarding the public interest, and Apple further as-
serts that the Commission has rejected the application
of estoppel to the public interest in the past. Id. (citing,
mter alia, Certain Mobile Elec. Devices & Radio Fre-
quency & Processing Components Thereof (I1), Inv. No.
337-TA-1093, Final ID, 2019 WL 2058009, at *23 (Mar.
26, 2019)). Apple further argues that the particular pub-
lic interest questions “posed in the Commission’s Notice
of Review indicate that issues specific to this Investiga-
tion will bear on the Commission’s findings,” and the
Commission should therefore consider that briefing. Id.
at 36.

b. Analysis

The Commission concludes that collateral estoppel
does not bar Apple from arguing the merits of the public
interest. The statutory language of section 337 requires
the Commission to consider the public interest in each
investigation before issuing a remedy. See, e.g., 19
U.S.C. § 1337(d)(1) (“If the Commission determines, as a
result of an investigation under this section, that there
is a violation of this section, it shall direct that the arti-
cles concerned ... be excluded from entry ... unless, after
considering the effect of such exclusion upon the [public
interest factors], it finds that such articles should not be
excluded from entry.” (Emphasis added)). Relying on
the Commission’s decision in previous investigations
alone does not satisfy the statutory mandate to consider
the public interest. See Microfluidic Devices, Inv. No.
337-TA-1068, Comm’n Op at 28 (“[T]he statute requires
the Commission to consider and make findings on the
public interest in every case in which a violation is
found.”), 28 n.25 (“The Commission has a statutory duty
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to consider the public interest.”). While the Commis-
sion’s reasoning in Wearable Electronic Devices is in
some instances applicable here (as discussed below), the
Commission will consider Apple’s arguments anew.
Furthermore, unlike the arguments in Wearable Elec-
tronic Devices, the public interest arguments here in-
volve both the Apple Watches’ blood oxygen feature and
electrocardiogram (“ECG”) recording feature. Moreo-
ver, any estoppel would be inapplicable to non-party
comments.

4. The Public Interest Factors
a. Public Health and Welfare

In general, Apple argues that Complainants’ re-
quested remedy will adversely affect the public health
and welfare because it will “prevent consumers and
medical researchers from future access not only to the
Blood Oxygen feature®® that Complainants have accused
of infringement, but also to a host of other health, well-
ness, and safety features—including ones known to be
lifesaving.” RBr. at 83. Apple primarily points to the
ECG recording feature that was at issue in Wearable
Electronic Devices, Inv. No. 337-TA-1266. Apple fur-
ther explains that, “[iJn addition to numerous consumer
connectivity functions—including cellular capability,
messaging, email, access to the Internet, and naviga-
tion,” the Apple Watches subject to exclusion “also offer
the IRN®! feature and the ECG app, which provide noti-
fication of a potentially fatal cardiac condition (atrial

30 The “Blood Oxygen feature” refers to the infringing pulse
oximetry feature.

ST4IRN” stands for “irregular rhythm notification.” The Apple
Watch SE, which is not subject to the Commission’s remedial order
includes the IRN feature. See RBr. at 84 n.51.
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fibrillation)*? and allow users to monitor their heart
rhythm and share the data with their doctors.” Id. Ap-
ple further argues that Complainants’ proposed exclu-
sion order would also be a “major setback for medical re-
search, where Apple Watch plays a critical role.” Id. at
84.

Apple additionally argues that any remedial order
should include a service, repair, and replacement exemp-
tion for consumers who have permissibly obtained an
Apple Watch with the accused blood oxygen feature.
E.g., id. at 74. Apple also argues that the enforcement
of any remedial order should be delayed for twelve
months to “allow other device manufacturers to scale up
their production capacity and address supply chain con-
straints that will limit supply of alternatives” and to “al-
low Apple sufficient time to prepare and implement its
proposed design- around, and to allow the design-around
to go through the necessary approval process.” E.g., id.
at 89.

As discussed below, the Commission has determined
that any adverse effect on the public health and welfare
from the Commission’s remedial orders can be mitigated
by the provided service, repair, and replacement exemp-
tion. There are numerous reasonable substitutes for in-
fringing Apple Watches available in the United States
for both Apple Watch users who use the devices for per-
sonal, health-related use and for users who are using in-
fringing Apple Watches to participate in medical stud-
ies. Additionally, the Commission’s remedial orders, in
view of the service, repair, and replacement exemption,
will have no meaningful effect on medical research.

52 «Atrial fibrillation” is sometimes abbreviated herein as
“AFib.”
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Last, Apple has not shown the need for any delay in the
enforcement of the Commission’s remedy.
i. Reasonable Substitutes
a) The Parties’ Arguments

Apple’s Arquments

Regarding the scope of reasonable substitutes, Ap-
ple asserts that the Accused Products “include numer-
ous features pertinent to public health and public wel-
fare, and relevant to the reasonable substitute inquiry,”
such as: (1) they are smartwatches (i.e. they have “fea-
tures similar to a smartphone,” including telecommuni-
cations and location-sharing capabilities and accessibil-
ity features that may assist the hearing or visually-im-
paired); (2) they are “fitness tracking devices”; and (3)
they are “health and wellness devices” that include, for
example, ECG, IRN, and HHRN? features, and have
also been authorized by the FDA. RBr. at 64-66. Apple
declares that, “[b]ecause the Accused Apple Watches
are multi-featured devices intended to serve a wide
spectrum of potential users, consumers purchase the Ac-
cused Apple Watches to obtain different combinations of
the above-described features.” Id. at 66; see also id. at
66-67. And, according to Apple, while “[o]ther smart-
watches .. share some functionality with Apple
Watches,” they “may lack crash-detection or AFib His-
tory, and many of them lack ECG, temperature tracking,
and/or fall detection features.” Id. at 70. Apple further
argues that Complainants erroneously “attempt to nar-
row the range of features relevant to the public interest
inquiry to only ‘health, safety, and wellness features.””

33 “HHRN” stands for “high heart rate notification.” The non-
infringing Apple Watch SE includes this feature. See CBr. (Reply)
at Ex. 93 (McGavock Declaration) at § 39 (Table 1).
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RBr. (Reply) at 40 (citing Thermoplastic-Encapsulated
Motors, Inv. No. 337-TA-1073, RD, 2018 WL 10758211,
at *5 (Nov. 27, 2018); Elec. Digital Media Devices, Inv.
No. 337-TA-796, Comm’n Op., 2013 WL 10734395 at *80
(Nov. 27,2018)). Apple explains that “[t]he protected in-
terest is the public’s ability to access the numerous rele-
vant features in the Accused Apple Watches, just as the
public was interested in accessing the relevant active
safety system functionality in Certain Table Saws.” Id.
at 42.

Apple specifically argues that Masimo’s W1 Watch
should not be considered a reasonable substitute be-
cause (1) it is not available to U.S. consumers in “any ma-
terial quantity,” (2) it is not a “smartwatch,” (3) it alleg-
edly has not been shown to “reliably measure physiolog-
ical parameters,” and (4) it is allegedly not manufactured
in sufficient quantity to meet the demand created by an
exclusion order. RBr. at 63.

Complainants’ Arquments

Complainants argue that “reasonable substitutes”
should be defined the same way as in Wearable Elec-
tronic Devices, i.e., as watches with a “range of health,
safety, and wellness features.” CBr. at 81 (citing Wear-
able Elec. Devices, Inv. No. 337-TA-1266, Comm’n Op. at
75). Complainants explain that, under Table Saws, a
“reasonable substitute” is defined by the “protected in-
terest” in the features benefitting the public health and
welfare. Id. (citing Table Saws, Inv. No. 337-TA-965,
Comm’n Op. at 3). Complainants then declare that the
public health and welfare is not impacted by consumers’
inability to have smartwatches generally, and thus, “rea-
sonable substitutes” should be defined as they were in
Wearable Electronic Devices. See CBr. (Reply) at 37.
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Regarding specific substitutes, Complainants rely in
part on following chart from the Commission’s Opinion
in Wearable Electronic Devices, Inv. No. 337-TA-1266:

TABLE 1: SELECTED SMARTWATCH FEATURES PROMOTED BY DEVICE

MANUFACTURERS
Apple Competitor:
Apple Warck Apple Wasch Samcung Galaxy Fubit Fozzl Garmin Zepp
(Series 8) (SE 2nd Gen) (Wanck3)  (Semse2) (Gen6) (Vemu2Phw) (Amaxfic GTSH)
(A B <] o1 = Fl )
GPs
Emargency SOS Capabdity
Wamr Rewsant
Speakar and Microphome
29+ Howr Battary Life
308 Conspatability
Caliular Comactivry
Parscoabzabis Deaian
Health Functs

ECG

HERN

IEN

Low Cardio Fimess Notificatons
Blood Oxyma

Fall Detaction

Crash Detection.

Wnst Texpaanze

Slesp Momzroring

CBr. at 83; Wearable Elec. Devices, Inv. No 337-TA-
1266, Comm’n Op. at 77. Complainants point out that
most of these watches offer the blood oxygen feature and
at least the Samsung Galaxy (Watch 5) and Fitbit (Sense
2) include an ECG recording feature. Complainants al-
lege that “[a]ll of the wearables manufactured by third
parties identified in the above chart would be reasonable
substitutes for the infringing Apple Watches.” Id.
Aside from reliance on Wearable Electronic Devices,
Complainants argue:

Garmin’s vivoactive®, Fenix®, epix™, Venu®,
and Forerunner® series all have watches that
include a blood oxygen feature. Google’s Pixel
watch[ ] includes a blood oxygen feature. Sam-
sung’s Galaxy 5 watch contains a blood oxygen
feature. The Fitbit Versa 4™, Sense 2™, and
Charge 5™ also contain blood oxygen features.
The Fossil Gen6 contains a blood oxygen feature
as well. These smartwatches contain many of
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the features found in the Apple Watch and many
sell at lower prices. Masimo’s W1, available di-
rectly to consumers, offers continuous clinical-
grade pulse oximetry as well as other health fea-
tures. It is currently used in hospitals as well,
outside the United States. ... Masimo’s Freedom
smartwatch will also include pulse oximetry and
other health features and is expected to launch
in the Fall of this year. Moreover, Masimo offers
its blood oxygen sensor as a module to third par-
ties who can integrate the module in their own
smartwatches.

Numerous other competitive products are rea-
sonable substitutes for the ECG functionality of
the infringing products. This includes the Gar-
min Venu 2 Plus, Google Pixel, Samsung Galaxy
5, Fitbit Sense 2, and Fitbit Charge 5. As the
Commission held in [Wearable Electronic De-
vices], the public’s interest in these health fea-
tures of the Apple Watch is insufficient to over-
come the statutory remedy given the availabil-
ity of competing substitutes.

Id. at 64-65 (citations and footnotes omitted).

Complainants also specifically argue that Masimo’s
W1 Watch is a reasonable substitute for the infringing
Apple Watches because it offers many of the same health
features that the public would be interested in having
access to, including blood oxygen measurements. See
CBr. at 83-84. Complainants point out that the Final ID
found that the W1 Watch can reliably measure physio-
logical parameters, such as blood oxygen levels. Id. (cit-
ing, inter alia, Final ID at 60-63); see also id. at 38-39.
Complainants further argue that the W1 Watch should
not be outside the scope of reasonable alternatives for
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not being produced in a sufficient quantity alone to meet
all consumer demand created by any exclusion order be-
cause the Commission does not require any alleged sub-
stitute to satisfy that demand alone. See CBr. (Reply) at
37.

Complainants further argue that there is no evi-
dence that other manufacturers of suitable alternatives
do not have capacity to meet consumer demands.” CBr.
(Reply) at 39; see also id. at 39-41. Complainants point
out that Apple itself could manufacture its Apple Watch
SE, “which contains virtually all the same features as
the infringing products, or return to producing the Ap-
ple Watch Series 4 or 5, which also included ECG,” but
not blood oxygen measurements. Id. (citing CBr. Ex. 93
at 9 22-24).

b) Non-Party Comments

Some researchers stated that other devices can re-
place Apple Watches:

Given our combined expertise in the theory, de-
sign, financing, execution, and dissemination of
medical research, we see no reason why it is not
possible to replace the Apple Watch in pending
health applications with alternative wearable
devices from Fitbit, Withings, Garmin and oth-
ers that are able to provide human motion, heart
function and oxygen saturation information.
Several of these companies also readily provide
the Application Programming Interface (API)
code that allows connectivity and data transfer
to the investigator’s systems.

Valero-Cuevas Comments, EDIS Doc. ID 798257, at 2;
see also id. at 2-3. Other researchers, medical profes-
sionals, and commenters submitted filings indicating a
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preference for Masimo’s technology, with some going so
far as discouraging reliance on Apple’s blood oxygen sat-
uration feature. See, e.g., McCarthy Stmt., EDIS Doc.
ID 789080; Waddell Stmt., EDIS Doc. ID 789029; Albert
Stmt., EDIS Doc. ID 790883; Ward Stmt., EDIS Doc. ID
790884; Yazdani Stmt., EDIS Doc. ID 791177; Goldstein
Stmt., EDIS Doc. ID 791179; MDMA Stmt., EDIS Doc.
ID 791167, PSMF Stmt., EDIS Doc. ID 791175; Pro-
novost Stmt., EDIS Doc. ID 791162.

Still other researchers indicated a preference for the
Apple Watch. See, e.g., NJH Stmt., EDIS Doec. ID
790602, at 1; Passman Comments, EDIS Doc. ID 797813,
at 1-2; Freimer Comments, EDIS Doc. ID 797817, at 1-
2; Calkins Comments, EDIS Doc. ID at 797827, at 1-2;
MacRae Comments, EDIS Doc. ID 797826, at 1-2; Saxon
Comments, EDIS Doc. ID 797811, at 1-2; AHA Stmt.,
EDIS Doc. ID 791476, at 3.

c) Analysis

The Commission assesses the scope of reasonable al-
ternatives from the perspective of public interest con-
cerns raised in an investigation. See Wearable Elec-
tronic Devices, Inv. No. 337-TA-1266, Comm’n Op. at 73-
74 (assessing the scope of reasonable substitutes from
the perspective of each of the three public interest con-
cerns raised by Apple); Table Saws, Inv. No. 337-TA-
965, Comm’n Op. at 9 (“The protected [public health and
welfare] interest here is the public’s ability to purchase
table saws with [active injury management technology
(‘AIMT’)] functionality, not the ability to purchase
AIMT table saws with a specific feature set that is unre-
lated to the efficacy of the AIMT functionality.”). The
Commission notes that Apple argues, regarding the pub-
lic health and welfare, that the Apple Watches’ ECG fea-
ture should also be considered because all accused Apple
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Watches that have the blood oxygen feature also have
the ECG feature, and thus an exclusion order affecting
blood oxygen feature-containing Apple Watches would
also result in the exclusion of ECG feature-containing
Apple Watches. RBr. at 60. Therefore, for the purposes
of the public health and welfare factor, because the ECG
feature is a health related feature, the Commission con-
siders the scope of “reasonable substitutes” to include
substitutes that offer a wide range of health, safety, and
wellness features, including those that allow consumers
to measure blood oxygen levels and that can record
ECGs, although a single device need not have the capa-
bility to measure both oxygen levels and record ECGs.
See Wearable Electronic Devices, Inv. No. 337-TA-1266,
Comm’n Op. at 75. While it is not ideal for an individual
or research participant to wear two wearable electronic
devices to obtain all of the desired features, the incon-
venience of doing so is not significant enough to rise to
the level of a public interest concern, especially in view
of the countervailing interest of protecting intellectual
property rights. See, e.g., Certain Two-Handle Center-
set Faucets & E'scutcheons & Components Thereof, Inv.
No. 337-TA-422, Comm’n Op. at 9 (July 21, 2000); Micro-
fluidic Devices, Inv. No. 337-TA-1068, Comm’n Op. at
45-46.

Apple stretches the public health and welfare public
interest factor too far by seeking to require reasonable
substitutes for this factor to also have telecommunica-
tions features, location tracking features, “smart” wallet
and keys features, and accessibility features. The con-
nection to the public health and welfare with those fea-
tures is too attenuated to rise to the level of a public in-
terest concern, especially when some of those alleged
Apple Watch features require a paired iPhone (which
can independently perform many of those functions).
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See CBr. (Reply) at 37. And again, “[t]he correct assess-
ment ... for ‘reasonable substitutes for the devices sub-
ject to the exclusion order,’ [is] not whether ‘every con-
sumer cannot obtain the exact device desired.” Flitness
Devices, Inv. No. 337-TA-1265, Comm’n Op., at 85 (quot-
ing Elec. Digital Media Devices, Inv. No. 337-TA-796,
Comm. Op. at 120, and citing Table Saws, Inv. No. 337-
TA-965, Comm’n Op. at 9).%*

In view of the above, the scope of reasonable substi-
tutes for the public health and wellness factor in this in-
vestigation include: Masimo’s W1 and Freedom
Watches (blood oxygen feature), Google’s Pixel watch
(blood oxygen and ECG features),”” Samsung Galaxy
Watch 5 (blood oxygen and ECG features),’® Fitbit

34 While “reasonable substitutes” also considers “price points,”
Table Saws, Inv. No. 337- TA-965, Comm’n Op. at 8, Apple appears
to allege that price point is an issue regarding only Masimo’s soon-
to-be-released Freedom Watch. While the Freedom Watch will be
priced higher than the base infringing Apple Watch models (see
RBr. at Ex. 3 at § 25 ($999 for the Freedom Watch compared to the
Apple Watch Series 8, which starts at $399)), infringing Apple
Watch models can be comparable in price ($799) based on consumer
choices (see RBr. at 77 (citing, inter alia, RBr. at Ex. 4 (Watkins
Decl.) at § 21; RX-0333 at .0011). Other reasonable substitutes are
even more comparable in price. For example, the Garmin Venu® 2
Plus is available for $449, see CBr. at Ex. 49 (https:/www.gar-
min.com/en-US/p/730659), and the Garmin vivoactive® is available
for $349, see CBr. at Ex. 7 (https://www.garmin.com/en-
US/p/643399).

35 CBr. at Ex. 12 (https://store.google.com/product/google pix
el watch specs?hl=en-US); CBr. at Ex. 50 (https://support.google
.com/googlepixelwatch/answer/12759285%hl=en).

6 CBr.at Ex. 13 (https/www.gadgetstowear.com/measure-
blood-oxygen-on-galaxy-watch-5/); CBr. at Ex. 51 (https://www. an-
droidcentral.com/wearables/measure-ecg-samsung-galaxy-watch-
5).
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(Versa 4™ (blood oxygen feature), Sense 2™ (blood ox-
ygen and ECG features), and Charge 5™ (blood oxygen
and ECG features)),”” Fossil (Gen 6) (blood oxygen fea-
ture),”® Garmin (vivoactive® (blood oxygen feature),”
Fenix® (blood oxygen feature),®® epix™ (blood oxygen
feature),®! Venu® (blood oxygen feature),®” Venu® 2
Plus (ECG feature),’® and Forerunner®% series (blood
oxygen feature)), and Zepp (Amazefit GTS4). See CBr.
at 64-66; CBr. (Reply) at 37 (citing Wearable Elec. De-
vices, Inv. No. 337-TA-1266, Comm’n Op. at 37). These
watches (alone or combined with each) include one or
both of the blood oxygen features and the ECG features
(as well as the IRN, HHRN, or other features), and thus
are reasonable substitutes.®

7 CBr. at Ex. 14 (https:/www.fitbit.com/global/us/products/
smart-
watches/versad?sku=523BKBK); CBr. at Ex. 52 (https://help.fit-
bit.com/articles/en_US/Help_article/2457.htm).

8 CBr. at Ex. 15 (https://www.fossil.com/en-us/watches/learn-
more/gen-6-wellness/).

9 CBr. at Ex. 7 (https://www.garmin.com/en-US/p/643399).
60 CBr. at Ex. 8 (https://www.garmin.com/en-US/p/735542).
1 CBr. at Ex. 9 (https://www.garmin.com/en-US/p/760778).
62 CBr. at Ex. 10 (https:/www.garmin.com/en-US/p/801643).
63 CBr. at Ex. 49 (https://www.garmin.com/en-US/p/730659).
4 CBr. at Ex. 11 (httpsy/www.garmin.com/en-US/p/3886785).

85 We note that Complainants argue, in response to Apple’s ar-
guments regarding the ECG feature, that the Apple Watch SE
should be considered a reasonable substitute for purposes of the
public health and welfare factor because it was considered a substi-
tute in Wearable Electronic Devices, Inv. No. 337-TA-1266. E.g.,
CBr. at 66. However, in that investigation, the record included spe-
cifie, reliable evidence that the Apple Watch SE, when combined
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The Commission agrees with Complainants that the
W1 Watch can serve as a reasonable substitute for the
infringing Apple Watches as to the public health and
welfare factor. See, e.g., CBr. (Reply) at 38-39. In pro-
testing against the suitability of this product, Apple as-
serts that the W1 Watch “has not been shown to reliably
measure physiological parameters.” RBr. at 68. How-
ever, the Final ID properly found that “the variation in
the measurements [of oxygen saturation by the W1
Watch] appears to be consistent with FDA guidance re-
garding pulse oximetry.” Final ID at 62 n.18. And, re-
garding Masimo’s Freedom Watch, Masimo’s Chief Op-
erating Officer, Bilal Muhsin, stated in a declaration:

In Fall 2023, Masimo intends to launch the
Masimo Freedom smartwatch. The Masimo
Freedom grew out of the Masimo W1, and will
also provide clinical-grade pulse oximetry, as
well as unparalleled real-time health indicators
such as pulse rate, and unique scores and in-
dexes such as Hydration Index, and Stress In-
dex. The Masimo Freedom will be capable of
measuring all the same variables as the Masimo
W1, but will also include other traditional smart-
watch capabilities, and safety features such as
fall detection.

CBr. at Ex. 53 at 1 5. Apple acknowledges that the Free-
dom Watch is a planned replacement for the W1 Watch.
See RBr. at 87, 88 n.54 (noting a March 28, 2023 Masimo
press release regarding pre-sale launch of the Freedom

with accessories, could be used to record ECGs and therefore was a
reasonable substitute. E.g., Wearable Elec. Devices, Inv. No. 337-
TA-1266, Comm’n Op. at 75-76 (including n.39). Complainants point
to no such evidence in the record in this investigation. Accordingly,
the Commission rejects this argument.
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Watch). Thus, the Freedom Watch is also a reasonable
substitute.

ii. The Remedial Orders Will Have
at Most a Minimal Adverse Ef-
fect on Medical Research

In brief, the Commission finds that its remedial or-
ders will have, at most, a minimal adverse effect on med-
ical research.

a) The Parties’ Arguments

Apple’s Arquments

Apple argues that Complainants’ requested reme-
dial orders will adversely affect medical studies using
the infringing blood oxygen feature, as well as studies
using the ECG recording feature, of the accused Apple
Watches. See RBr. at 57-62. Apple reasons that studies
using the Apple Watches’” ECG feature should also be
considered in assessing impact on the public health and
welfare because all accused Apple Watches that have
the blood oxygen feature also have the ECG feature, and
thus an exclusion order affecting blood oxygen feature-
containing Apple Watches would also result in the exclu-
sion of ECG feature-containing Apple Watches. See id.
at 60. Apple further alleges that a “key benefit of [the]
Apple Watch for ... studies is that researchers can use
the multiple health and wellness metrics available
through the Accused Apple Watches (as opposed to a
single data field), helping to advance scientific discovery
by identifying how various metrics relate to certain con-
ditions.” Id. at 58. Apple points to several specific stud-
ies. See id. at 57-61. Apple further points to certain re-
search areas for which it believes the accused Apple
Watches “could potentially be impactful,” including
those related to racial disparities in pulse oximetry



149a

measurement accuracy. Id. at 59-60. Apple further ar-
gues that “the broad availability of [the] Apple Watch to
consumers enables researchers more generally to con-
duct decentralized research, which helps promote higher
enrollment and more diverse patient populations.” Id. at
61. Apple thus concludes that the Commission should
find that Complainants’ requested remedial orders
would undermine important medical studies, and be-
cause it would allegedly not be practical to tailor any re-
medial orders to permit the importation or sale of Apple
Watch models for use in clinical trials and other medical
research, the Commission should deny Complainants a
remedy altogether. See id. at 62.

Complainants’ Arqguments

Complainants acknowledge that ClinicalTrials.gov,
a governmental database of clinical trials maintained by
the U.S. National Library of Medicine, lists 109 studies
that use or have used the Apple Watch, including 67 that
remain ongoing. CBr. at 77 (citing CBr. at Ex. 24 and
Ex. 25). However, Complainants state that most of
these ongoing studies focus on heart rate features that
are also available on the Apple Watch SE, which the par-
ties agree would not be subject to exclusion. Id. Com-
plainants declare that, while nine studies use the blood
oxygen feature of the infringing Apple Watches, none of
those studies will be affected by any exclusion order be-
cause they have already ended, are conducted outside of
the United States, and/or do not require pulse oximetry
measurements specifically from the infringing Apple
Watches (as opposed to reasonable substitutes). See id.
at 78-79; see also CBr. (Reply) at 30-35. As for studies
using the ECG feature, Complainants argue that the
Commission already rejected those arguments made by
Apple in Wearable Electronic Devices, Inv. No. 337-TA-
1266. See CBr. (Reply) at 30. Last, Complainants
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address Apple’s argument that the “broad availability of
Apple Watch to consumers enables researchers more
generally to conduct decentralized research.” Id. at 36
(quoting RBr. at 61). In response, Complainants assert
that there are reasonable substitutes available, “includ-
ing the Apple Watch SE and third-party devices from
Samsung, Google, Fitbit, and others.” Id. (citing CBr. at
64-67, 82-84; CBr. at Ex. 93 at Table 1, {1 28-39).

b) Non-Party Comments

Some non-party researchers have stated that the
Apple Watch is important to their studies. See, e.g., NJH
Stmt., EDIS Doe. ID 790602, at 1 (“[M]y research group
has found the Apple Watch to be an exceptional device
that accurately measures important parameters such as
heart rate, physical activity, and oxygen saturation.”);
Stanford Stmt., EDIS Doc. ID 791060, at 1 (“The oxygen
saturation feature of the Apple Watch is a highly accu-
rate device feature, with performance characteristics
fully comparable to medical device standards for oxime-
ters.”); Passman Comments, EDIS Doc. ID 797813, at 1-
2 (“[1]f Apple Watch is excluded for an extended period
of time, our REACT-AF study and other critical re-
search that uses this technology will be altogether shut
down.”); Freimer Comments, EDIS Doc. ID 797817, at
1-2; Calkins Comments, EDIS Doc. ID at 797827, at 1-2;
MacRae Comments, EDIS Doe. ID 797826, at 1-2; Saxon
Comments, EDIS Doc. ID 797811, at 1-2; AHA Stmt.,
EDIS Doec. ID 791476, at 3-4.

On the other hand, some researchers have stated
that other devices can replace infringing Apple Watches:

Given our combined expertise in the theory, de-
sign, financing, execution, and dissemination of
medical research, we see no reason why it is not
possible to replace the Apple Watch in pending
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health applications with alternative wearable
devices from Fitbit, Withings, Garmin and oth-
ers that are able to provide human motion, heart
function and oxygen saturation information.
Several of these companies also readily provide
the Application Programming Interface (API)
code that allows connectivity and data transfer
to the investigator’s systems.

Valero-Cuevas Comments, EDIS Doc. ID 798257, at 2;
see also id. at 2-3. Other researchers and commenters
have expressed a preference for Masimo’s technology
and even discouraged the reliance on Apple’s blood oxy-
gen feature. See Ward Stmt., EDIS Doc. ID 790884, at
2 (“I am ... very concerned about the proliferation of
‘medical devices’ like the Apple Watch with pulse oxime-
try. These are not ‘medical devices’ as the FDA would
use the term. Indeed, I understand only software associ-
ated with the ECG feature of certain Apple Watches is
FDA cleared. ... Despite this, it is my belief that confu-
sion abounds in that many patients and medical profes-
sionals believe or at least use devices such as the Apple
Watch as if they are FDA approved.”); see also Goldstein
Stmt., EDIS Doc. ID 791179.

c) Analysis

The Commission finds that the remedial orders will
have only a minimal effect on formally planned or ongo-
ing medical studies that will not rise to the level that
warrants denying a remedy.%¢

66 Recall that Apple asserts that it “would not be practical to
tailor any remedial orders to permit importation or sale of Apple
Watch models for use in clinical trials and other medical research.”
RBr. at 62.
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First, even without the service, repair and replace-
ment exemption, any limited exclusion order would
cover only new imports of infringing Apple Watches af-
ter the expiration of the period of Presidential review
(estimated to be late 2023) until the earlier of Apple’s
clearance of a redesign or the expiration of the patents
subject to the section 337 violation (August 2028). See
Wearable Elec. Devices, Inv. No. 337-TA-1266, Comm’n
Op at 70-71. Thus, the Commission’s remedy will not
prevent current study participants using infringing Ap-
ple Watches from continuing to participate in research
studies. See id. Further, with this exemption, current
research study participants who are using infringing Ap-
ple Watches who encounter a need for service, repair, or
replacement of their device to continue participation in
that study will be able to obtain such service, repair, or
replacement. See id. Moreover, as Complainants point
out, there is little evidence of ongoing studies that re-
quire infringing Apple Watches, as opposed to any of the
many reasonable alternative devices (discussed above).
See CBr. at 77-79; CBr. (Reply) at 31-35. Thus, ongoing
research studies that are not enrolling new participants
will not be affected by the Commission’s remedial or-
ders.

Second, the Commission’s remedial orders will have
at most a minimal adverse effect on ongoing studies that
remain open to new participants. As just noted, the
Commission’s remedy will not prevent current study
participants using infringing Apple Watches from con-
tinuing to participate in research studies using those in-
fringing devices. See Wearable Elec. Devices, Inv. No.
337-TA-1266, Comm’n Op. at 70-71. Also as just noted,
current owners of infringing Apple Watches will not lose
their devices as a result of the Commission’s remedial
orders, and the Commission’s remedial orders will also
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allow those owners to have their products serviced, re-
paired, or replaced. Moreover, potential new partici-
pants who already own or may own infringing Apple
Watches as of the date the Commission’s remedial or-
ders become final within the meaning of 19 U.S.C.
§ 1337(j)(4) will still be able to participate in those stud-
ies. See id. And the record reflects that there are at
least [REDACTED] such potential participants. See
RBr. at Ex. 6 (Dippon®” Decl. [REDACTED]. Further-
more, the [REDACTED] figure undercounts the num-
ber of potential participants because it does not capture
approximately a year’s-worth of imports of infringing
Apple Watches. Thus, to the extent any study depends
on having a large number of participants with infringing
Apple Watches, a large number of potential participants
is already present in the United States. Additionally,
the record includes no specific evidence providing a rea-
soned basis why the already large number of infringing
Apple Watches in the United States is insufficient for
any such study. In any event, as Complainants point out,
there is little evidence of ongoing studies that are ac-
cepting new participants who are located inside of the
United States. See CBr. at 77-79; CBr. (Reply) at 31-35.
In sum, the Commission’s remedial orders will have at
most a minimal adverse effect on ongoing studies that
remain open to new participants.

Third, the Commission’s remedial orders will also
have, at most, a minimal adverse effect on formally
planned but not yet started studies that are enrolling
participants. As noted above, there are likely well over
[REDACTED] potential participants in the United
States, and the Commission’s orders will also allow those

87 Christian M. Dippon, PhD, is an Apple expert witness on the
public interest. See RBr. at Ex. 5 (Dippon Decl.) at 1 1.
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owners to have their products serviced, repaired, or re-
placed. Thus, to the extent any studies depend on hav-
ing a large number of participants with infringing Apple
Watches, infringing Apple Watches have already been
broadly sold in the United States such that there are al-
ready a large number of potential study participants.
Neither Apple nor the non-party commenters have
shown that the already large number of infringing Apple
Watches in the United States is insufficient for any
study. Additionally, as Complainants point out, there is
little evidence of formally planned but not yet started
studies that are enrolling participants and that require
the infringing Apple Watches, as opposed to non-infring-
ing Apple Watches or reasonable alternative devices.
See CBr. at 77-79; CBr. (Reply) at 31-35. And again, the
Commission’s remedial orders will have no effect on on-
going research studies that are accepting new partici-
pants when those participants use an Apple Watch that
they owned prior to the date the Commission’s remedial
orders becomes final within the meaning of 19 U.S.C.
§ 1337(j)(4), as discussed in more detail in the following
subsection. In sum, the Commission’s remedial orders
will also have, at most, a minimal adverse effect on for-
mally planned, but not yet started, studies that are en-
rolling participants.

As for studies that have not yet been formally
planned, the Commission finds that any alleged harm re-
lated to the public health and welfare is too speculative
to rise a public interest concern.

iii. The Service, Repair, and
Replacement Exemption
The Commission has determined that its remedial

orders shall include a service, repair, and replacement
exemption that allows for (1) providing infringing
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articles specifically for the service, repair, and/or re-
placement of Apple Watches purchased prior to the ex-
piration of the period of Presidential review (i.e., prior to
the date the order becomes final within the meaning of
19 U.S.C. § 1337(j)(4)) and issuance of the orders when
those imports are to service, repair, and/or replace Ap-
ple Watches pursuant to warranty obligations; and (2)
providing infringing articles specifically for the service
and/or repair of Apple Watches purchased prior to the
expiration of the period for Presidential review when
those imports are to service and/or repair Apple
Watches outside of warranty obligations.®® While the
parties’ arguments regarding the service, repair, and re-
placement exemption primarily relate to the United
States consumers public interest factor, it is also rele-
vant to the public health and welfare factor as the ex-
emption allows research participants using infringing
Apple Watches pursuant to a research study to have
that device at least serviced and repaired, and replaced
if it is under warranty, such that they may be able to
continue the study using the same device they started
with. That said, the parties’ arguments and our analysis
in this section primarily relate to the United States con-
sumers public interest factor, which is discussed more
fully below in section V.B.4.d.

a) The Parties’ Arguments

Apple’s Arquments

Apple argues that “[alny remedial order should pro-
tect consumers who have permissibly obtained an Apple
Watch with the accused Blood Oxygen feature by

8 As explained infra at note 72, Commissioner Kearns does
not join the ajority’s determination to set the cutoff date for the ex-
emption to the expiration of the period of Presidential review.
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permitting Apple to provide technical support, service,
repair, and replacement services, both with respect to
units under warranty or other applicable service and re-
pair obligations, and to units no longer under warranty.”
RBr. at 74 (citing, inter alia, Fitness Devices, Inv. No.
337-TA-1265, Comm’n Op. at 88-92). Apple asserts that
the “accused Apple Watches are subject to a manufac-
turer’s warranty that requires Apple to repair or replace
products for one or two years, depending on the model.”
Id. at 74-75 (citing RBr. at Ex. 4 (Watkins® Decl.) at
919 7-15; RX-0930 at .0003; RX-0926 at .0002; RX-0929 at
.003; RX-0926 at .0003; RX-0927; Tr. (Land’) at 968:11-
18). Apple explains that, under Apple’s warranties,
“consumers expect that if Apple replaces their Watch
having the Blood Oxygen feature with ‘the same model,
the replacement Watch will also include the Blood Oxy-
gen feature.” Id. at 75 (citing RBr. at Ex. 4 (Watkins
Decl.) at § 11). Apple further argues that “[m]any con-
sumers also purchase extended service and support cov-
erage for their Watch devices through Apple’s
AppleCare+ program.” Id. (citing RBr. at Ex. 4 (Wat-
kins Decl.) at 19 16-24; RX-0926 at .0004)). Apple fur-
ther declares that it “provides out-of-warranty repair
and replacement for Watch devices that are beyond the
warranty period,” for up to five years. Id. (citing RBr.
at Ex. 4 (Watkins Decl.) at §§ 25-27, 30-33; RX-0927 at
.0002-0003; RX-0928C; Tr. (Land) at 968:19-969:1. While
Apple’s warranties provide a refund option in place of
repairing or replacing, Apple asserts that some U.S.

9 Mr. Scott Watkins is an Apple employee. See RBr. at Ex. 4
(Watkins Decl.). He is “legal counsel for AppleCare at Apple Inc.”
Id. at | 2.

70 Brian Land leads a health sensing hardware group at Apple.
See, e.g., Final ID at 6.
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states require product manufacturers to make available
service parts for repair for five to seven years, regard-
less of warranty status, and a refund is also not a suitable
option for consumers who purchased AppleCare+. Id.
Apple further points out that “some consumers purchase
warranties or insurance contracts through third party
vendors, such as mobile device carriers and resellers,
[REDACTED] Id. at 77 (citing RBr. at Ex. 4 (Watkins
Decl.) at 9 28-29).

Next, Apple argues that the repair and replacement
exemption should cover both repair and replacement to
protect consumers. See RBr. at 79-80. Apple asserts
that the “[manufacturer’s suggested retail price] of Ap-
ple Watch devices with the accused Blood Oxygen fea-
ture is not insignificant,” ranging from $399 to $799,
which includes a price range consistent with previous
Commission repair and replacement exemptions. Id. at
77 (citing, inter alia, RBr. at Ex. 4 (Watkins Decl.) at
1 21; RX-0333 at .0011; Certain Robotic Floor Cleaning
Devices & Components Thereof, Inv. No. 337-TA-1252,
Comm’n Op. at 77-78 (Apr. 13, 2023)). Apple adds that
“[r]lequiring Apple to refund the purchase price rather
than repair or replace a consumer’s Watch could ad-
versely impact consumers who may need a replacement
Watch to allow them to continue ongoing monitoring and
collection of health, wellness, and fitness data.” Id. at 78.
Apple then declares that [REDACTED] Id. (citing RBr.
at Ex. 4 (Watkins Decl.) at 1Y 31-33). According to Ap-
ple, “[e]xcluding replacement units from an exemption
would be contrary to millions of consumers’ expecta-
tions.” Id. at 79 (citing RBr. at Ex. 4 (Watkins Decl.) at
19 6, 15, 24, 27-29, 34; RX-0926; RX-0927; RX-0929;
RX-0930).

Apple next argues that the cutoff date for a repair
and replacement exemption should be the date that any
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remedial orders become final within the meaning of
19 U.S.C. § 1337(j)(4), in other words, the end of the pe-
riod of Presidential review. RBr. at 80 (citing, inter alia,
Fitness Devices, Inv. No. 337-TA-1265, Notice of
Comm’n Determination to Reconsider the Original Re-
medial Orders and to Issue Orders Modifying Those Re-
medial Orders, 88 Fed. Reg. 30158, at 30158-59 (May 10,
2023)). According to Apple, “[t]his cutoff date protects
consumers who—through no fault of their own—pur-
chase an Accused Apple Watch between the date of any
remedial order and when it becomes final.” Id.; see also
1d. at 80-81. Apple asserts that “[alny remedy should
also include an exemption permitting continued sale of
new AppleCare+ service and repair plans during and af-
ter the Presidential Review Period for any permissibly
obtained Apple Watch devices.” Id. at 81.

Apple further argues that the exemption should ap-
ply to any products imported prior to the end of the pe-
riod of Presidential review, regardless of whether they
were purchased by users prior to that cutoff date.
RBr. at 81-82. According to Apple, Apple Watches are
sold by Apple directly to consumers and also through
other retail channels such as retailers who may continue
to receive shipments of imported Apple Watch devices
up through the Presidential Review Period, subject to
the posting of any required bond. Id. at 81. Apple de-
clares that “[t]hese retailers, which were not named as
respondents and will not be subject to any CDO, may
then continue to sell the subject Watch devices,” and
consumers “purchasing these Watch devices should also
be protected by an exemption for repair or replacement”
because “[t]hey will have the same legitimate expecta-
tion regarding the availability of repairs or replacements
as consumers who purchased an article before the cutoff
date.” Id. at 81-82.
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Complainants’ Arqguments

Complainants argue that “Apple presented no evi-
dence of consumer harm that would justify an exemption
for repair or replacement of infringing articles or parts.”
CBr. at 85-86 (citing Fitness Devices, Inv. No. 337-TA-
1265, Comm’n Op. at 88-92); see also CBr. (Reply) at 43
(citing Wearable Elec. Devices, Inv. No. 337-TA-1266,
Comm’n Op. at 50). Complainants add that the Commis-
sion should not allow an exemption for repair or replace-
ment of products under warranty because “Apple’s war-
ranties provide an option for a refund, rather than a re-
placement.” CBr. (Reply) at 86 (quoting RX-0925 at .003
at (iii); RX-0929 at .003; RX-0930). Complainants fur-
ther declare that “[t]here is no evidence in the record
that consumers expect repair or replacement for prod-
ucts under warranty, and Apple’s refund provision gives
consumers an alternative option.” Id.

Complainants further argue that, if the Commission
were to provide a service, repair, and replacement ex-
emption, the “cutoff date for any repair and replacement
should follow Commission precedent and apply to prod-
ucts sold to an end user before the date of the remedial
orders.” CBr. at 86 (citing Fiitness Devices, Inv. No. 337-
TA-1265, Comm’n Op. at 88-90). Complainants addition-
ally assert that any “exemption should not apply broadly
to all imported products and should be limited to prod-
ucts sold to an end user, because there is no consumer
need for repair or replacement of products that have
been imported, but not yet sold.” Id. In arguing that the
exemption should not extend through the period of pres-
idential review, Complainants point out that “Apple can
inform customers by providing notice of the remedial or-
der.” CBr. (Reply) at 43.
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b) Analysis

The Commission has concluded that its remedial or-
ders shall include a service, repair, and replacement ex-
emption that allows for (1) providing infringing articles
specifically for the service, repair, and/or replacement of
Apple Watches purchased prior to the expiration of the
period of Presidential review (i.e., prior to the date the
order becomes final within the meaning of 19 U.S.C.
§ 1337(j)(4)) when those imports are to service, repair,
and/or replace Apple Watches pursuant to warranty ob-
ligations (regardless of whether the warranty was pur-
chased through Apple or a third party vendor); and (2)
providing infringing articles specifically for the service
and/or repair of Apple Watches purchased prior to the
expiration of the period for Presidential review when
those imports are to service and/or repair Apple
Watches outside of any warranty obligations. See Wear-
able Elec. Devices, Inv. No. 337-TA-1266, Comm’n Op. at
80-81; F'itness Devices, Inv. No. 337-TA-1265, Comm’'n
Op. at 89-92.

Here, also like in Wearable Electronic Devices, the
service, repair, and replacement exemption is also justi-
fied as to the United States consumers public interest
factor based on consumers’ reasonable expectations. See
1d. at 80-81; see also Fitness Devices, Inv. No. 337-TA-
1265, Comm’n Op. at 89-92. Apple Watches are subject
to a manufacturer’s warranty that requires Apple to re-
pair or replace products for one or two years, depending
on the model. RBr. at Ex. 4 (Watkins’! Decl.) at {9 7-15;
RX-0930 at .0003; RX-0926 at .0002; RX-0929 at .003,;
RX-0926 at .0003; RX-0927; Tr. (Land) at 968:11-18; see

71 Mr. Scott Watkins is an Apple employee. See RBr. at Ex. 4
(Watkins Decl.). He is “legal counsel for AppleCare at Apple Inc.”
Id. at | 2.
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also Wearable Elec. Devices, Inv. No. 337-TA-1266,
Comm'n Op. at 80-81. Many consumers have also pur-
chased extended service and support coverage (i.e., war-
ranty coverage) for their Apple Watch devices through
Apple’s AppleCare+ program. RBr. at Ex. 4 (Watkins
Decl.) at 11 16-24; RX-0926 at .0004). And some consum-
ers have purchased warranties or insurance contracts
through third party vendors, such as mobile device car-
riers and resellers, which Apple ultimately supports by
[REDACTED] RBr. at Ex. 4 (Watkins Decl.) at 9 28-
29. Under these warranty programs (such as
AppleCare+), consumers expect that, if Apple replaces
their device, it will do so with the same model. RBr. at
Ex. 4 (Watkins Decl.) at § 11; see also Wearable Elec.
Devices, Inv. No. 337- TA-1266, Comm’n Op. at 80-81.
Moreover, the cost of infringing Apple Watches is not in-
significant, ranging from $399 to $799. RBr. at Ex. 4
(Watkins Decl.) at § 21; RX-0333 at .0011. Accordingly,
in view of these reasonable consumer expectations, the
cost of the infringing Apple Watches, and the Commis-
sion’s recent decision in Wearable Electronic Devices,
the Commission has determined to provide a service, re-
pair, and replacement exemption. E.g., Wearable Elec.
Devices, Inv. No. 337-TA-1266, Comm’n Op. at 80-81; Ro-
botic Floor Cleaning Devices, Inv. No. 337-TA-1252,
Comm’n Op. at 77-78.

However, the Commission declines to apply the re-
placement exemption to devices that are outside of war-
ranty. Replacement for products outside of warranty, in
view of the fee required by Apple’s policies (see RBr. at
Ex. 4 (Watkins Decl.) at { 25), is tantamount to allowing
consumers to purchase a new infringing article, which is
outside of the scope of reasonable consumer expecta-
tions. See Fitness Devices, Inv. No. 337-TA-1265,
Comm’n Op. at 89-92.
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Apple additionally requests that the exemption al-
low Apple to continue to sell “new AppleCare+ service
and repair plans during and after the Presidential Re-
view Period for any permissibly obtained Apple Watch
devices.” RBr. at 81. The Commission declines Apple’s
request to permit the sale of AppleCare+ service and re-
pair plans beyond the expiration of the period of Presi-
dential review. If customers have not yet purchased the
plans as of the expiration of that period, those customers
have no reasonable expectation of those benefits, and
Apple can simply stop selling those plans for infringing
Apple Watches once the period of Presidential review
expires. Moreover, customers will still receive the reg-
ular Apple warranty, and having the ability to encourage
customers to purchase service and repair plans after this
timeframe would give Apple a disproportionate benefit.

For their part, Complainants argue that a refund
would suffice instead of a repair or replacement. E.g.,
CBr. (Reply) at 86. However, the Commission has re-
cently considered and rejected that same argument re-
garding the same warranties in Wearable Electronic De-
vices. See Wearable Elec. Devices, Inv. No. 337-TA-
1266, Comm’n Op. at 81. Here, like in that investigation,
Complainants have failed to show that a refund will be
adequate to compensate consumers who are seeking to
maintain their Apple Watches or to participate in ongo-
ing health-related studies using the Apple Watch. See
id.

Next, the parties dispute the appropriate cutoff date
for the Commission’s service, repair, and replacement
exemption. E.g., RBr. at 80; CBr. at 86. In order to mit-
igate the impact of the remedial orders on United States
consumers, the Commission has determined that the ex-
emption shall apply to articles purchased prior to the ex-
piration of the period for Presidential review (i.e., prior
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to the date the order becomes final within the meaning
of 19 U.S.C. § 1337(j)(4)). See Fitness Devices, Inv. No.
337-TA-1265, Comm’n Notice (May 5, 2023); 88 Fed. Reg.
30158-60 (Notice of a Commission Determination to Re-
consider the Original Remedial Orders and to Issue Or-
ders Modifying Those Remedial Orders) (May 10,
2023).7

2 Commissioner Kearns does not join the majority in deter-
mining to set the cutoff date for the Commission’s service, repair,
and replacement exemption as the expiration of the period for Pres-
idential review. He would instead use the date the Commission’s
orders issue. In his view, the Commission’s service, repair, and re-
placement exemption is intended to mitigate the harm to U.S. con-
sumers who—through no fault of their own—would lose access to
repair components or replacement devices for articles they pur-
chased at a time when those articles had not been found to have vi-
olated section 337. As of the date of the Commission’s orders, how-
ever, the public is put on notice of a violation that must be remedied,
1.e. by an exclusion order. He finds that extending the service, re-
pair, and replacement exemption beyond the issuance of the Com-
mission’s orders undercuts that remedy to the detriment of the in-
tellectual property holder. Thus, in order to balance the impact of
the remedial orders on United States consumers with the public in-
terest in protecting Complainants’ intellectual property rights, he
would determine that the exemption should only apply to articles
purchased prior to the date of the Commission’s determination of
violation and issuance of the orders. He further notes that this ap-
proach is consistent with the Commission’s recent approach to this
issue. See, e.g., Certain Variable Speed Wind Turbine Generators
& Components Thereof, Inv. No. 337-TA- 1218, Limited Exclusion
Order at 2 (Jan. 18, 2022); Certain Road Milling Machines & Com-
ponents Thereof, Inv. No. 337-TA-1067 (Remand), Limited Exclu-
sion Order at § 1 (Nov. 4, 2021); Microfluidic Devices, Inv. No. 337-
TA-1068, Comm’n Op. (Revised) at 46 (Jan. 10, 2020); Certain Mag-
netic Data Storage Tapes & Cartridges Containing the Same, Inv.
No. 337- TA-1012, Limited Exclusion Order at 2 (Mar. 8, 2018). In
his view, the majority’s approach here, and in Fitness Devices, Inv.
No. 337-TA-1265, is thus a departure from the Commission’s normal
practice. See Fitness Devices, Notice of Comm’n Determination to
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Apple further requests that the exemption apply to
infringing Apple Watches imported prior to the end of
the period of Presidential review, but then purchased by
customers after the end of the period of Presidential re-
view. See RBr. at 81-82. The Commission denies Apple’s
request for this extension to the exemption. The Com-
mission notes that, after the Presidential review period
has expired, if the orders are not disapproved, Apple will
not be permitted to sell infringing articles that it im-
ported during the Presidential review period.

Accordingly, as noted above, the Commission’s re-
medial orders include a service, repair, and replacement
exemption that allows for (1) providing infringing arti-
cles specifically for the service, repair, and/or replace-
ment of Apple Watches purchased prior to the expira-
tion of the period of Presidential review (i.e., prior to the
date the order becomes final within the meaning of 19
U.S.C. § 1337(j)(4)) when those imports are to service,
repair, and/or replace Apple Watches pursuant to war-
ranty obligations; and (2) providing infringing articles
specifically for the service and/or repair of Apple
Watches purchased prior to the expiration of the period
of Presidential review when those imports are to service
and/or repair Apple Watches outside of warranty obliga-
tions. This exemption protects reasonable consumer ex-
pectations, and also mitigates potential harm to the pub-
lic health and welfare by allowing research participants
using infringing Apple Watches pursuant to a research
study to have that device repaired or replaced such that
they may be able to continue the study using the same
device they started with.

Reconsider the Original Remedial Orders and to Issue Orders Mod-
ifying Those Remedial Orders, 88 Fed. Reg. 30158, at 30160 n.2
(May 10, 2023) (dissenting views of Commissioner Kearns).
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iv. Apple Has Not Shown That a De-
lay Is Warranted

In brief, the Commission declines Apple’s request
that enforcement of the Commission’s remedy be de-
layed for twelve months.

a) The Parties’ Arguments

Apple’s Arquments

Apple requests that the Commission delay the en-
forcement of its remedial order so that manufacturers of
the reasonable alternatives to the infringing Apple
Watches (discussed above) can ramp up supply of those
alternatives such that they can fill any void created by
the Commission’s exclusion of the infringing Apple
Watches. See, e.g., RBr. at 70. According to Apple,
“there simply will not be enough supply to fill the mas-
sive demand gap that will result from the supply shock
of an exclusion order.” RBr. at 70. Apple alleges that,
in addition to any ordinary difficulty in meeting demand,
“the well-documented global semiconductor shortage,
after-effects from COVID-19 lockdowns in China, natu-
ral disasters (including severe weather events), and de-
lays in procuring integrated circuits and other necessary
components” will further complicate matters. Id. at 71.
Apple further argues that “[t]here is no evidence that
supply can be ramped up fast enough to meet anywhere
close to the entirety of consumer demand in view of the
enormity of the immediate shortfall the exclusion order
would create.” Id. Apple asserts that it will take years
to ramp up production to compensate for the exclusion
of the Accused Products. Id. at 71-72. Thus, Apple re-
quests that the Commission delay the implementation of
any remedy for at least twelve months. FE.g., id. at 71-
72, 89.
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Complainants’ Arqguments

For their part, Complainants argue that the Com-
mission should reject “Apple’s unsubstantiated argu-
ments regarding the capacity of third-party manufactur-
ers to meet consumer demands.” CBr. (Reply) at 39; see
also id. at 39-41. Complainants further point out that
Apple “fails to provide any reason it could not increase
production of the Series SE, which contains virtually all
the same features as the infringing products, or return
to producing the Apple Watch Series 4 or 5, which also
included ECG,” but not blood oxygen measurements. Id.
(citing CBr. Ex. 93 at 1Y 22-24). Regarding Apple’s ar-
gument related to a potential semiconductor shortage,
Complainants allege that Apple overlooks that semicon-
ductors no longer used by Apple will then become avail-
able to manufacturers of substitute products. Id.

b) Analysis

The Commission declines Apple’s request that the
Commission’s remedy be delayed for twelve months.
The Commission has recently considered and rejected
Apple’s argument in Wearable Electronic Devices, Inv.
No. 337-TA-1266, Comm’n Op. at 74-75. Moreover, like
in Wearable Electronic Devices, Apple failed to substan-
tiate its position that manufacturers of suitable alterna-
tive products lack the manufacturing capability to ramp
up production to meet any demand. See Wearable Elec.
Devices, Inv. No. 337-TA-1266, Comm’n Op. at 74-75;
RBr. at 69-72. Additionally, to the extent any global
events have caused any component shortages, see RBr.
at 71, those events would affect Apple as well as other
manufacturers. Accordingly, Apple has not shown any
basis for the Commission to delay the effect of its rem-
edy.
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v. Conclusion

To mitigate any public health and welfare concerns,
the Commission provides within its remedial orders a
service, repair, and replacement exemption. See supra
section V.B.4.a.iii. In view of the provided exemption,
the Commission finds that its remedial orders will not
raise any public health or welfare concerns that warrant
denying Complainants a remedy. There are numerous
reasonable substitutes available to users and research
participants in the United States, and there is at most
scant evidence that the Commission’s remedial orders
will have any meaningful adverse impact on medical
studies in the United States. Furthermore, the public
interest of supporting strong intellectual property
rights further supports the Commission’s conclusion.
E.g., Centerset Faucets, No. 337-TA-422, Comm’n Op. at
9; Microfluidic Devices, Inv. No. 337-TA-1068, Comm’n
Op. at 45-46. Additionally, Apple has shown no reason
for the Commission to delay the imposition of its remedy.

b. Competitive Conditions in the
United States Economy

In brief, the Commission finds that the remedial or-
ders in this investigation will not have an adverse impact
on competitive conditions in the United States economy.

i. The Parties’ Arguments

Apple argues that remedial orders would harm com-
petitive conditions in the United States economy, assert-
ing that the Apple Watch contributes to thousands of
jobs across the United States. RBr. at 86; see also id. at
86-87. Apple argues that “excluding the Accused Apple
Watches would distort market incentives, further harm-
ing competitive conditions.” Id. at 86 (citing RBr. at Ex.
5 (Dippon Decl.) at Y 22-56). According to Apple,



168a

“[rlemoving a product as popular as [the] Apple Watch
would lessen competition, and a sudden shortfall of
smartwatches would likely yield higher prices, which
would impose further harm on US consumer.” Id. at 87
(citing RBr. at Ex. 5 (Dippon Decl.) at Y 22-24, 46-55)
(internal quotations omitted).

For their part, Complainants argue that their re-
quested remedy would not harm competitive conditions
in the United States economy, but instead would benefit
those conditions. See CBr. at 71-75. Complainants first
allege that “major companies offer[ ]| substitute smart-
watches” and consumers who prefer the Apple ecosys-
tem can still purchase the Apple Watch SE. See id. at
72. Complainants add that, in view of the impending re-
medial orders, Apple has had ample time to release non-
infringing versions of its products, and “legitimate de-
sign-around efforts should always be encouraged as a
path to spur further innovation.” See id. (quoting Tvo,
Inc.v. EchoStar Corp., 646 F.3d 869, 833 (Fed. Cir. 2011)
(en banc); see also id. at 72-73 (citing, inter alia, Alliance
for U.S. Startups Stmt., EDIS Doc. ID 791674, at 2 (as-
serting that the Commission should not support Apple’s
“efficient infringement”); Innovation Alliance Stmt.,
EDIS Doec. ID 791048, at 1 (same)). Complainants addi-
tionally assert that issuing their requested remedial or-
ders would encourage companies to “re-shore manufac-
turing to the United States” and otherwise improve
competitive conditions because “America’s innovation
economy and global competitiveness are dependent on
the continued robust enforcement of inventors’ intellec-
tual property rights.” Id. at 73 (quoting Innovation Al-
liance Stmt., EDIS Doc. ID 791048, at 2). Complainants
add that “[h]olding Apple accountable for its ‘efficient in-
fringement’ would also curtail Apple’s exploitation of
third parties who rely on the Apple platform.” Id.
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Complainants further argue that Apple’s violation of in-
tellectual property rights “raises prices, denies consum-
ers choice, lowers quality, and dampens the incentive of
sellers of complementary, or competing products to in-
novate.” Id. at 74 (quoting CFA Stmt., EDIS Doec. ID
791163, at 3). Complainants allege that allowing the con-
tinued importation of infringing Apple Watches will
“give Apple an unfair competitive advantage in the nar-
row market for smartwatches and in the adjacent mar-
ket for device ecosystems.” CBr. at 74 (quoting Dinelli
Stmt., EDIS Doc. ID 791686, at 4). As aresult, according
to Complainants, consumers are “likely to experience
long term harm from reduced competition and innova-
tion.” Id. (quoting Dinelli Stmt., EDIS Doc. ID 791686,
at 4).

ii. Non-Party Comments

Non-parties have filed comments stating that issu-
ing remedial orders would have a positive impact on
competitive conditions in the United States. See, e.g.,
Alliance for U.S. Startups Stmt., EDIS Doc. ID 791674,
at 2 (asserting that the Commission should not support
Apple’s “efficient infringement”); Buck Stmt., EDIS
Doc. ID 791047 (“As members of Congress, it is our duty
to ensure that patent laws are duly enforced, particu-
larly when enforcement is against companies that en-
gage in monopolistic and anti-competitive conduct. The
American public ultimately bears the cost of the monop-
olistic behaviors of some of the largest technology firms
that, as a business model, work to consolidate market
power, stifle innovation, and erush competitors.”); Inno-
vation Alliance Stmt., EDIS Doc. ID 791048, at 1 (“Vig-
orous enforcement and protection of intellectual prop-
erty rights are essential to the competitive viability of
innovative companies within the United States.”); CFA
Stmt., EDIS Doc. ID 791163, at 3; Dinelli Stmt., EDIS



170a

Doc. ID 791686, at 4; US Inventor Stmt., EDIS Doc. ID
791041 (“A healthy and thriving innovation ecosystem in
the United States is in the public interest.”).
iii. Analysis

The Commission finds, consistent with its holding in
Wearable Electronic Devices, that its remedial orders in
this investigation will not have any adverse impact on
competitive conditions in the United States economy.
See Wearable Elec. Devices, Inv. No. 337-TA-1266,
Comm’n Op. at 79-80. As was the case in that investiga-
tion, here there are also numerous suitable alternatives
to the excluded Apple Watches (as discussed above in
relation to the public health and welfare public interest
factor and below as to the United States consumers pub-
lic interest factor).

Apple argues that the remedial orders will harm
competitive conditions by jeopardizing United States
jobs. See RBr. at 86. However, Apple does not specify
how many jobs are particularly related to the infringing
Apple Watches, as opposed to non-infringing Apple
Watches (such as the Apple Watch SE) or researching
and developing future non-infringing models, or sup-
porting versions of the Apple Watch earlier than the Ap-
ple Watch Series 6), Apple Watch accessories (such as
watch bands), or other Apple products beyond the Apple
Watch altogether. Seeid. Moreover, Apple does not ad-
dress whether any lost jobs due to the exclusion of the
infringing Apple Watches will be counterbalanced by in-
creased United States jobs for manufacturers of reason-
able substitutes. Apple further asserts that excluding
Apple Watches would “lessen competition” and “likely
yield higher prices.” Id. at 86-87. However, as noted
above and below, there is ample competition and not all
Apple Watches will be excluded, as at least the Apple
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Watch SE would not be subject to exclusion. Thus, the
Commission finds that the remedial orders in this inves-
tigation will not have any adverse impact on competitive
conditions in the United States economy.

c. The Production of Like or Directly
Competitive Articles in the United
States

The Commission finds that its remedial orders in
this investigation will not have any adverse impact on
the production of like or directly competitive articles in
the United States.

i. The Parties’ Arguments

Apple does not contest that it does not manufacture
any products in the United States. See generally RBr.;
RBr. (Reply). Instead, Apple argues:

The competitive harms will not be offset by sub-
stantial “production of like or directly competi-
tive articles,” 19 U.S.C. § 1337(d)(1), because
Apple’s primary smartwatch competitors, for
example, do not manufacture their products in
the United States. And while the Masimo W1 is
manufactured in the United States, it is not a
reasonable substitute.

RBr. at 73. Apple explains that, “[a]lthough Complain-
ants claim that the Masimo W1 is made in the U.S,, the
W1 is not a smartwatch and not a reasonable substitute
for smartwatch consumers who want the Accused Apple
Watches.” RBr. (Reply) at 44. Apple adds that, regard-
less, “Complainants have not described how many [W1
Watch] units are manufactured in the U.S. or how many
more units it would expect to manufacture in the U.S (as
opposed to its [REDACTED]).” Id. Thus, according to
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Apple, “no evidence exists that an exclusion order would
have any meaningful impact on U.S. production.” Id.

Complainants point out that neither the Apple
Watches nor any smartwatches made by Samsung, Fit-
bit, or Garmin are produced in the United States, but
that Masimo produces its W1 Watch in the United States
and [REDACTED] Id. (citing CBr. at Ex. 53 (Muhsin
Decl.) at § 5). Thus, according to Complainants, “the
only impact an exclusion order would have on like or di-
rectly competitive articles made in the United States is
that Masimo likely will be able to continue to build its
domestic industry in its intellectual property because of
the increased competition in the market caused by ex-
clusion of Apple’s infringing products.” Id.

ii. Analysis

The Commission finds that the “production of like or
directly competitive products in the United States” pub-
lic interest factor does not weigh against the Commis-
sion’s remedy in this investigation. As the parties ap-
pear to agree, neither the Apple Watch nor smart-
watches made by Samsung, Fitbit, or Garmin are pro-
duced in the United States. See CBr. at 75; RBr. at 73.
Moreover, there is no evidence suggesting that any rea-
sonable substitute for excluded Apple Watches, aside
from Masimo’s W1 Watch or Freedom Watch, [RE-
DACTED] See, e.g., CBr. at 75; RPHBr. at 251-52 (dis-
puting only the extent that Masimo’s domestic facilities
are used for production of the W1 Watch); RBr. (Reply)
at 45 (asserting only that Complainants did not identify
how many units it has produced or plans to produce in
the United States).

And as for the W1 Watch and Freedom Watch, Com-
plainants do not provide quantitative evidence regard-
ing the extent of any United States production of these
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watches or the extent that potential customers would
choose Masimo’s W1 Watch or Freedom Watch as a sub-
stitute for excluded Apple Watches. Therefore, the
Commission cannot assess the extent to which Com-
plainants’ requested remedial orders would result in in-
creased domestic production of suitable substitutes to
the excluded Apple Watches. However, based on the ab-
sence of domestic production of excluded products, the
remedial orders in this investigation will not have an ad-
verse impact on the production of like or directly com-
petitive articles.

d. United States Consumers

In brief, in view of the exemption for service, repair,
and replacement (discussed above), any effect of the
Commission’s remedial orders on United States consum-
ers does not rise to the level of a public interest concern.

i. The Parties’ Arguments

Apple argues, that “[b]eyond the potential effects on
the health of U.S. consumers, an exclusion order would
further harm those consumers by impeding access to the
valuable, tightly integrated suite of features that drive
demand for these devices.” RBr. at 85. According to
Apple, “[mlillions of Americans rely on [the] Apple
Watch to stay connected, and in addition to the Blood
Oxygen feature at the heart of this Investigation and the
health features described above, [the] Apple Watch also
contains a complement of features consumers enjoy—in-
cluding productivity, payment, navigation, safety, and
accessibility functions.” Id. Apple then declares that
“lan exclusion order would take those features out of
the hands of American consumers.” Id. at 86.

For their part, Complainants argue that their re-
quested remedy would benefit United States consumers
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by removing Apple’s alleged poor-performing blood ox-
ygen feature from the marketplace while not interfering
with their access to non-infringing Apple Watches. See
CBr. at 75. Complainants further argue that consumers
would benefit “in the long run by encouraging invest-
ment in the next generation of healthcare innovation.”
Id. Complainants additionally urge the Commission to
reject any argument that remedial orders should be de-
nied based on the widespread use of the Apple Watch.
Id. at 75-76 (citing MDMA Stmt., EDIS Doc. ID 791167,
at 4 (declaring that “[t]hat would be tantamount to argu-
ing if you can infringe in a huge way, then you should
escape the consequences”); C4IP Stmt., EDIS Doc. ID
791567, at 3-4 (similar)). Complainants then assert that
“many consumers desire to have an Apple Watch only
because of the benefits of having multiple devices within
Apple’s device ecosystem,” and “[c]onsumers would ben-
efit by expanding their choices to other device makers
and those that choose to continue using Apple devices
still would be able to select non-infringing Apple
Watches like the SE.” Id. at 76 (citing Dinielli Stmt.,
EDIS Doc. ID 791686, at 3).

ii. Non-Party Comments

Non-parties filed submissions commenting on the
United States consumers public interest factors both in
support of Complainants and Apple. See, e.g., Dinelli
Stmt., EDIS Doc. ID 791686, at 4 (declaring that allow-
ing Apple to import infringing Apple Watches would
give Apple an unfair competitive advantage and will
likely cause United States consumers “long term harm
from reduced competition and innovation”); Saxon Com-
ments, EDIS Doc. ID 797811 (asserting that consumers
benefit from having “more accurate tools, not fewer ... to
help identify cardiac ailments”).
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iii. Analysis
In view of the exemption for service, repair, and re-
placement (discussed above), any effect of the Commis-

sion’s remedial orders on United States consumers does
not rise to the level of a public interest concern.

First, there are numerous reasonable substitutes for
the infringing Apple Watches available to United States
consumers. Looking beyond the public health and well-
ness aspects of the Apple Watch (as those are considered
separately in the public health and welfare public inter-
est factor, discussed above in section V.B.4.a.), the scope
of reasonable substitutes includes general purpose
smartwatches. See Fitness Devices, Inv. No. 337-TA-
1265, Comm’n Op., at 85 (“The correct assessment ... for
‘reasonable substitutes for the devices subject to the ex-
clusion order,’ [is] not whether ‘every consumer cannot
obtain the exact device desired.” (quoting Elec. Digital
Media Devices, Inv. No. 337-TA-796, Comm. Op. at 120)
(citing Table Saws, Inv. No. 337-TA-965, Comm’n Op. at
9)). Thus, United States consumers have as reasonable
substitutes at least the Apple Watch SE, the Samsung
Galaxy Watch, and the Google Pixel Watch. Second, to
reduce the impact of the remedial orders on United
States consumers, the Commission has provided a ser-
vice, repair, and replacement exemption. See supra sec-
tion V.B.4.a.iii. Accordingly, any impact of the Commis-
sion’s remedial orders on United States consumers will
not rise to the level of a public interest concern.

5. Conclusion

In accordance with its statutory duty, the Commis-
sion has considered the effect of its remedial orders
“upon the public health and welfare, competitive condi-
tions in the United States economy, the production of
like or directly competitive articles in the United States,



176a

and United States consumers, [and whether] it finds that
such articles should not be excluded from entry.” 19
U.S.C. §§ 1337(d)(1), (f)(1). To prevent any harm from
the remedial orders to the public health and welfare and
to United States consumers, the Commission’s LEO and
CDO each include an exemption for service, repair, and
replacement. See supra section V.B.4.a.iii. Asin Wear-
able Electronic Devices, this exemption mitigates poten-
tial harm to the public health and welfare by allowing re-
search participants using infringing Apple Watches pur-
suant to a research study to have that device serviced
and repaired or have it replaced, if it is under warranty,
such that they may be able to continue the study using
the same device they started with. See Wearable Elec.
Devices, Inv. No. 337-TA-1266, Comm’n Op. at 70-71, 80-
81. Additionally, Apple has not shown any reason why
the Commission should delay the enforcement of its rem-
edy.

C. Bonding

As discussed below, the Commission has determined
that the bond during the period of Presidential review
shall be in the amount of zero percent (0%, i.e., no bond)
of the entered value of the articles subject to the LEO.

1. The Applicable Law

If the Commission enters an exclusion order or a
CDO, a respondent may continue to import and sell its
products during the 60-day period of Presidential review
under a bond in an amount determined by the Commis-
sion to be “sufficient to protect the complainant from any
injury.” 19 U.S.C. § 1337(G)(3); see also 19 C.F.R.
§ 210.50(a)(3). When reliable price information is availa-
ble in the record, the Commission has often set the bond
in an amount that would eliminate the price differential
between the domestic product and the imported,
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infringing product. See Certain Microsphere Adhesives,
Processes for Making Same, & Prods. Containing
Same, Including Self-stick Repositionable Notes, Inv.
No. 337-TA-366, USITC Pub. No. 2949, Comm’n Op. at
24 (Jan. 16, 1996). The Commission also has used a rea-
sonable royalty rate to set the bond amount where a rea-
sonable royalty rate could be ascertained from the evi-
dence in the record. See, e.g., Certain Audio Digital-to-
Analog Converters & Prods. Containing Same, Inv. No.
337-TA-499, Comm’n Op. at 25 (Mar. 3, 2005). Where the
record establishes that the calculation of a price differ-
ential is impractical or there is insufficient evidence in
the record to determine a reasonable royalty, the Com-
mission has imposed a one hundred percent (100%) bond.
See, e.g., Certain Liquid Crystal Display Modules,
Prods. Containing Same, & Methods Using the Same,
Inv. No. 337-TA-634, Comm'n Op. at 6-7 (Nov. 24, 2009).
The complainant, however, bears the burden of estab-
lishing the need for a bond. Certain Rubber Antidegra-
dants, Components Thereof & Prods. Containing Same,
Inv. No. 337-TA-533, USITC Pub. No. 3975, Comm’n Op.
at 40 (July 21, 2006).

2. The RD

Before the ALJ, Complainants sought a bond in the
amount of 100 percent of the entered value of the Ac-
cused Products because the accused Apple Watch prod-
ucts are allegedly “harming the public’s perception of
pulse oximetry.” RD at 5 (quoting CPHBr. at 312 and
citing CPHBr. (Reply) at 182-83). For its part, Apple
argued that a zero percent bond is appropriate because
Complainants have not identified any domestic industry
products that compete with the Accused Products. Id.
(citing RPHBr. at 280). Apple further argued that Com-
plainants’ theory of harm to public perception is unsub-
stantiated and is, in any event, not an appropriate basis
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for requiring a bond. Id. (citing RPHBr. at 280-81;
RPHBr. (Reply) at 175-76).

The RD found that Complainants did not meet their
burden of establishing the need for a bond. RD at 6. The
RD pointed out that Complainants did not argue that a
bond is needed to protect any of its own competing prod-
ucts during the period of Presidential review. Id. (citing
CPHBr. at 312). The RD further pointed out that Com-
plainants did not present any evidence or argument re-
garding (1) the pricing (or expected pricing) of any such
competing product; (2) the possibility (or impossibility)
of performing a price differential analysis based on any
such pricing; or (3) any reasonable royalty analysis. Id.
at 6 n.5 (citing CPHBr. at 312; CPHBr. (Reply) at 182-
83; Certain Network Devices, Related Software & Com-
ponents Thereof (II), Inv. No. 337-TA-945, Comm'n Op.,
2017 WL 3614521, at *75 (“Network Devices (11)”’). The
RD further observed that, at the time of the hearing, the
W1 Watch was not available for sale to consumers on the
open market. Id. at 6 (citing, inter alia, Tr. (Kiani) at
179:17-22). The RD additionally declared that Complain-
ants’ alleged harm to the “the public’s perception of
pulse oximetry” based on the alleged inaccuracy of the
Apple Watch’s pulse oximetry measurements is not an
appropriate basis for setting a bond because the “pur-
pose of bonding is to protect complainants from injury—
not to remedy harms to public perception.” Id. The RD
further added that “[i]t is not clear from the record that
the alleged harm to public perception causes injury to
Complainants.” Id. The RD additionally declared that
“Complainants also have identified no clear evidence of
current competition between the Apple Watch and
Masimo rainbow® sensors.” Id. at 6 n.7 (citing, inter
alia, CPHBr. at 312). Thus, the RD found that
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Complainants have failed to establish the need for a
bond. Id. at 7.

3. The Parties’ Arguments

Before the Commission, Complainants again request
that the Commission require bond to “protect Masimo
from the detrimental impact of Apple’s continued impor-
tation of infringing Apple Watches that do not reliably
measure oxygen saturation.” CBr. at 87 (citing CX-1616,
(CX-1293, CX-1606). Regarding an alleged competitive
injury, Complainants rely on purported concessions by
Apple that (1) it, like Complainants, sell “direct-to-con-
sumer devices that measure wellness parameters (in-
cluding blood oxygen)” and (2) it acknowledged that
“Masimo plans to launch a product that competes di-
rectly with the Apple Watch later this year.” Id. (citing
Respondent’s Motion to Preclude Stephen Jensen from
Access to Apple’s Confidential Business Information un-
der the Protective Order (Order No. 1), EDIS Doc. ID
750872, at 4, 11 (Sept. 2, 2021)). Complainants addition-
ally assert that they will be injured by a lack of bond be-
cause of the “competitive status of the parties,” citing a
Delaware litigation in which Apple’s financial expert de-
seribed Masimo’s “ongoing and escalating sales of W1,”
“Masimo’s serious and long-term intentions to pivot into
the smartwatch segment,” and Masimo’s access to 20,000
points of distribution for the W1. CBr. (Reply) at 50 (cit-
ing CBr. (Reply) at Ex. 91 at 33, 36, 37).

For its part, Apple supports the RD’s recommenda-
tion that bond be set at zero percent. See RBr. at 91-92.
Apple asserts that “Complainants have not met their
burden of establishing the need for a bond,” id. at 91
(quoting RD at 6), reasoning that Complainants failed to
identify any domestic industry products that “compete
with the accused Apple Watch products” and to “present
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any argument concerning pricing of competing products
or reasonable royalty analysis,” id. (citing RD at 6 & n.5;
Certain Elec. Devices, Including Wireless Comm’n. De-
vices, Portable Music & Data Processing Devices, and
Tablet Computs., Inv. No. 337-TA-794, Comm’n Op. at
118-19 (July 5, 2013); Network Devices (11), Inv. No. 337-
TA-945, Comm’n Op. at 129-30). Apple further agrees
with the RD that the alleged harm to the public percep-
tion of pulse oximetry is not a proper basis for justifying
bond. Id. (citing RD at 6-7). Apple adds that, at the time
of the hearing, Complainants did not have a competing
product available for sale to consumers in the United
States on the open market. Id. at 92 (citing RD at 6).
Apple further contests that the Apple Watches cause
harm to the consumer perception of pulse oximetry. See
RBr. (Reply) at 47-48. Apple asserts that Complainants’
assertion is based on “non-scientific news media articles”
and “was addressed at the hearing and thoroughly de-
bunked during the cross-examination of Complainants’
economic expert, who conceded that his opinion on ‘harm
to consumer perception’ was not based on testing or
technical expert testimony.” Id. (citing, inter alia,
CX-1616, CX-1293, CX-1606; Tr. (McGavock™) at 552:22-
553:14). Apple adds that the “accuracy and reliability of
the Blood Oxygen feature on Apple Watch is well docu-
mented.” Id.

4. Analysis

The Commission has determined that the bond dur-
ing the period of Presidential review shall be in the
amount of zero percent (0%, i.e., no bond) of the entered

73 Daniel McGavock is Complainants’ expert witness, who was
admitted as an expert in financial matters, offering testimony re-
garding economic domestic industry, bond, and commercial success.
E.g., Final ID at 6.
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value of the articles subject to the LEO. The Commis-
sion agrees with the RD that the alleged harm to the
public’s perception of pulse oximetry is not a cognizable
basis for establishing the need for bond and has never-
theless not been substantiated as causing any harm
(quantifiable or otherwise) to Complainants. See RD at
6. The Commission additionally agrees with the RD that
Complainants have not shown any basis for supporting
any specific bond based on pricing information or reason-
able royalty rates. See, e.g., RD at 5; Microsphere Adhe-
siwes, Inv. No. 337-TA-366, Comm’n Op. at 24 (basing
bond on price differential when such information is avail-
able); Audio Digital-to-Analog Converters, Inv. No. 337-
TA-499, Comm’n Op. at 25 (relying on a reasonable roy-
alty analysis when pricing information was not availa-
ble). Complainants’ vague assertions as to the “compet-
itive status of the parties” (see CBr. (Reply) at 50) are
insufficient to establish a bond amount sufficient to pro-
tect Complainants from any injury during the period of
Presidential review. Accordingly, the Commission has
determined that the bond during the period of Presiden-
tial review shall be in the amount of zero percent (0%,
1.e., no bond) of the entered value of the articles subject
to the LEO.

VI. CONCLUSION

The Commission has considered all of the other ar-
guments by the parties and does not find them persua-
sive. Therefore, for the reasons set forth herein, the
Commission determines that Complainants have estab-
lished a violation of section 337 by Apple with respect to
claims 22 and 28 of the ’502 patent and claims 12, 24, and
30 of the ’648 patent, but not with respect to claim 12 of
the '501 patent and claims 9 and 27 of the '745 patent.
Accordingly, the investigation is terminated with a find-
ing of a violation of section 337. The Commission
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determines that the appropriate remedy is an LEO and
a CDO to Apple; that the public interest does not pre-
clude that remedy; and the bond during the period of
Presidential review is set at zero percent (i.e., no bond)
of the entered value.

By order of the Commission.
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Lisa R. Barton
Secretary to the Commission
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