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DYK, Circuit Judge.

Becton, Dickinson and Company (“Becton”) appeals
a decision from the Patent Trial and Appeal Board
(“Board”), determining that certain claims of U.S. Pa-
tent No. 8,554,579 (“the 579 patent”) were not invalid
as obvious. We reverse.

BACKGROUND

Baxter Corporation Englewood (“Baxter”) is the
owner of the ’579 patent, which is directed to “[s]ys-
tems for preparing patient-specific doses and a
method for telepharmacy in which data captured
while following [a protocol associated with each re-
ceived drug order and specifying a set of steps to fill
the drug order] are provided to a remote site for re-
view and approval by a pharmacist.” ’579 patent, Ab-
stract.

Becton petitioned for inter partes review of claims
1-13 and 22 of the ’579 patent. Claims 2-7 and 22
depend, directly or indirectly, from independent
claim 1. Claims 9-13 depend, directly or indirectly,
from independent claim 8. The parties agree that
claims 1 and 8 of the ’579 patent are illustrative.

There are two contested limitations on appeal. The
first is the “verification” limitation, which appears in
claim 8 but not claim 1. The second is the “highlight-
ing” limitation, which appears in both claims 1 and 8.
The relevant portion of claim 8, containing both limi-
tations, states:

8. A system for preparing and managing pa-
tient-specific dose orders that have been
entered into a first system, comprising:
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a dose preparation station for preparing a plu-
rality of doses based on received dose or-
ders, the dose preparation station being in
bi-directional communication with the or-
der processing server and having an inter-
face for providing an operator with a pro-
tocol associated with each received drug
order and specifying a set of drug prepa-
ration steps to fill the drug order, the dose
preparation station including an interac-
tive screen that includes prompts that can
be highlighted by an operator to receive
additional information relative to one par-
ticular step and includes areas for enter-
Ing an input;

. and wherein each of the steps must be ver-
ified as being properly completed before
the operator can continue with the other
steps of drug preparation process, the cap-
tured image displaying a result of a dis-
crete isolated event performed in accord-
ance with one drug preparation step,
wherein verifying the steps includes re-
viewing all of the discrete images in the
data record . . ..

Id. col. 32 1. 52—col. 33 1. 30 (highlighting and verifica-
tion limitations emphasized). Claims 1 and 8 are set
forth in full in an Attachment to this opinion.

In asserting that the challenged claims were inva-
lid, Becton relied primarily on three prior art refer-
ences: U.S. Patent No. 8,374,887 (“Alexander”), U.S.
Patent No. 6,581,798 (“Liff”), and U.S. Patent Publi-
cation No. 2005/0080651 (“Morrison”).
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The Board found that Becton had established that
one of ordinary skill in the art would have been moti-
vated to combine Alexander and Liff, as well as Alex-
ander, Liff, and Morrison. The Board also determined
that Baxter’s “evidence of secondary considerations

[was] weak.” J.A. 34.

However, the Board determined that Alexander did
not teach or render obvious the verification limitation
and that combinations of Alexander, Liff, and Morri-
son did not teach or render obvious the highlighting
limitation. The Board concluded that, as a result,
none of the challenged claims (1-13, 22) was shown to
be unpatentable.!

Becton appeals. We have jurisdiction under 28
U.S.C. § 1295(a)(4)(A) and 35 U.S.C. § 141(c).

DI1sScUSSION

A patent may not be obtained . . . if the differ-
ences between the subject matter sought to be
patented and the prior art are such that the
subject matter as a whole would have been ob-
vious at the time the invention was made to a
person having ordinary skill in the art to
which said subject matter pertains.

35 U.S.C. § 103(a).2 In reviewing the Board’s deter-
mination on the question of obviousness, “[w]e review

1 The Board also found that the challenged claims were not
shown to be unpatentable on a separate third ground asserted by
Becton, which Becton does not appeal.

2 Congress amended § 103 when it enacted the Leahy-Smith
America Invents Act (“ATIA”). Pub. L. No. 112-29, § 3(c), 125 Stat.
284, 287 (2011). However, because the challenged claims of the
579 patent have an effective filing date before March 16, 2013,



Ha

the Board’s legal conclusions de novo and its factual
findings for substantial evidence.” MCM Portfolio
LLC v. Hewlett-Packard Co., 812 F.3d 1284, 1293
(Fed. Cir. 2015).

I

We first address the verification limitation,
“wherein each of the steps must be verified as being
properly completed before the operator can continue
with the other steps of drug preparation process.” 579
patent, col. 3311. 18-21. The Board construed the lim-
1itation under the broadest reasonable interpretation
standard.? Under the Board’s construction, which
neither party appeals, the verification limitation re-
quires that “the system will not allow the operator to
proceed to the next step until the prior step has been
verified.” J.A. 17. The Board further determined that
the plain language of the verification limitation does
not require “automatic system function” to “trigger
verification.” Id.4

the pre-AIA version of § 103 applies. See id. § 3(n)(1), 125 Stat.
at 293.

3 Because the filing date of the petition for inter partes review,
October 29, 2018, was before November 13, 2018, the broadest
reasonable interpretation standard applies. See Changes to the
Claim Construction Standard for Interpreting Claims in Trial
Proceedings Before the Patent Trial and Appeal Board, 83 Fed.
Reg. 51,340 (Oct. 11, 2018) (codified at 37 C.F.R. § 42.100); see
also Personalized Media Commc’ns, LLC v. Apple Inc., 952 F.3d
1336, 1340 n.2 (Fed. Cir. 2020).

4 Baxter refers to the verification limitation as a “hard stop,” Ap-
pellee’s Br. 25, as opposed to a “soft stop,” which, according to
Baxter, “provides information to the clinician about a potential
drug safety or efficacy problem and may offer alternative sugges-
tions for the clinician to consider.” J.A. 5283 (citation omitted).
Under the Board’s construction, “hard stop’ is merely a short
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The Board determined that Alexander does not
teach or render obvious the verification limitation.
Specifically, the Board found persuasive Baxter’s ar-
gument that Alexander “only discusses that ‘a remote
pharmacist may verify each step’; not that the remote
pharmacist must verify each and every step before the
operator is allowed to proceed.” See id. at 36—-37 (quot-
ing id. at 5284) (citation and emphasis omitted). We
conclude that the Board’s determination is not sup-
ported by substantial evidence.

The passage from Alexander on which the Board re-
lied states:

[Iln some embodiments, a remote pharmacist
may supervise pharmacy work as it 1s being
performed. For example, in one embodiment,
a remote pharmacist may verify each step as
it is performed and may provide an indication
to a non-pharmacist performing the pharmacy
that the step was performed correctly. In such
an example, the remote pharmacist may pro-
vide verification feedback via the same collab-
oration software, or via another method, such
as by telephone.

Alexander, col. 9 11. 47-54 (emphasis added).

In the context of Alexander, “may” does not mean
“occasionally,” but rather that one “may” choose to
systematically check each step. This is quite clear
from the context of Alexander.

Alexander is directed to “[a] system and method for
remotely supervising and verifying pharmacy

hand for [the verification limitation] and does not impute any
additional meaning to the claim term.” Id. at 15 n.8.
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functions performed by a non-pharmacist at an insti-
tutional pharmacy.” Id. Abstract. Alexander dis-
closes that “software may be installed at both an in-
stitutional pharmacy site and at a remote pharmacist
site allowing a pharmacist to view in real-time, or
near real-time, images of the pharmacy work being
performed.” Id. col. 911. 31-34. “Captured images and
corresponding documentation may be transmitted
from institutional pharmacy to the remotely located
pharmacist, either directly or via a web site accessible
to both.” Id. Abstract. The purpose is to allow the
pharmacist to “authorize” the work. See id.

In this process, the Alexander specification provides
that the non-pharmacist is not authorized to proceed
absent verification by the pharmacist. The abstract
states that “[r]eceiving the pharmacist’s verification
may authorize the non-pharmacist to further process
the work.” Id.

Likewise, column two of the specification provides
that “a pharmacist supervises and verifies the work,
and subsequently authorizes non-pharmacist person-
nel to further process the work.” Id. col. 2 11. 51-53.
Plainly, Alexander discloses systematic step-by-step
review and authorization by the pharmacist.

It is also clear that, without the pharmacist’s verifi-
cation of “each step as it is performed,” id. col. 9 11. 49—
50, the non-pharmacist is not “authorize[d]” to “fur-
ther process the work,” id. col. 2 11. 52-53; see also id.
Abstract. There is no significant difference between
that teaching of Alexander and the ’579 patent’s veri-
fication requirement, which the Board construed as
requiring that “the system will not allow the operator
to proceed to the next step until the prior step has
been verified.” J.A. 17.
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Baxter attempts to sustain the Board on two
grounds not adopted by the Board. Baxter first con-
tends that “Alexander does not disclose a system that
would stop the operator from proceeding if a prior step
was unverified, and that such an improperly prepared
dose ‘could go out to the patient and cause harm,”
quoting from the deposition testimony of Becton’s ex-
pert witness, Dr. Marc Young. Appellee’s Br. 29 (quot-
ing J.A. 3376). Requiring authorization before pro-
ceeding necessarily stops the work if the authorization
1s not forthcoming. The remote operator cannot fur-
ther process the work without authorization. Counsel
for Baxter conceded at oral argument that, in Alexan-
der’s system, a non-pharmacist who, without authori-
zation to proceed, did not stop processing work would
likely be disciplined. Oral Arg. 25:55-26:40, http://
oralarguments.cafc.uscourts.gov/default.aspx?fl=20-
1937_04082021.mp3.

Baxter also contends that Alexander’s disclosure is
insufficient because the verification limitation re-
quires a “mechanical . . . prohibition” on continuing
the work absent verification. Id. at 23:37-24:01. The
Board’s construction requires that “the system will
not allow the operator to proceed to the next step until
the prior step has been verified,” J.A. 17 (emphasis
added), and Baxter contends that the use of the word
“system” implies a mechanical stop.

Nothing in the construction requires a mechanical
stop as opposed to requiring authorization from a
pharmacist to continue. Nor does the specification of
the 579 patent indicate that the “stop” cannot be in
the form of an instruction from a pharmacist. See,
e.g., 579 patent, col. 15 11. 39—45 (“If during any step,
a verification error arises and there is a question as to
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whether the step was properly performed, the dose or-
der processing is prevented from continuing to the
next step until the step is verified as being properly
performed or until the dose order is flagged as being
not completed due to an error.” (emphasis added)); id.
col. 18 11. 25-27, 5658 (similar).

Finally, Baxter presents the 579 patent as an im-
provement to the “pull-back’ method” of pharmacist
verification in sterile compounding. See Appellee’s Br.
4. “Often a pharmacy technician (a non-pharmacist)
performs the sterile compounding under a pharma-
cist’s supervision, with the pharmacist responsible for
final verification of the prepared dose.” Id.

According to the “pull-back” method, after
combining ingredients using one or more sy-
ringes, the technician pulls each syringe back
to the position it was in when 1t was full of the
added component, but since the ingredients
have already been combined, the syringe
would be filled with air. The pulled-back sy-
ringe(s) along with other dose preparation
materials would be in a basket, which the
pharmacist would then use to reconstruct the
process and verify that the technician had
properly prepared the dose.

Id. (citations omitted).

According to Baxter, the pull-back method “left a lot
of room for error in dose preparation of sterile com-
pounds.” Id. Baxter contends that the ’579 patent im-
proved the prior art by disclosing a “a system for dose
preparation flow and verification of preparation steps,
whereby the system prevents the dose preparer from
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proceeding to the next preparation step if the previous
step has not been verified.” Id. at 5.

The embodiment of Alexander, in which “a remote
pharmacist may verify each step as it is performed
and may provide an indication to a non-pharmacist
performing the pharmacy that the step was performed
correctly,” Alexander, col. 9 1. 49-52, is not the pull-
back method (or an electronic version thereof). The
Board’s suggestion to the contrary, see J.A. 36-37, is
not supported by substantial evidence.

We conclude that the Board’s determination that Al-
exander does not teach the verification limitation is
not supported by substantial evidence.

II

We next address the highlighting limitation, which
requires “an interactive screen that includes prompts
that can be highlighted by an operator to receive ad-
ditional information relative to one particular step.”
579 patent, col. 31 1l. 55-57, col. 33 11. 4-6. Figure 10
of the ’579 patent, “an exemplary display of a product
preparation screen and procedure,” id. col. 5 11. 4748,
shows

an interactive screen in that the user can
simply highlight different areas either to re-
ceive more information or to enter infor-
mation. For example, there is a Detail button
622 near the drug identification and if addi-
tional information is needed concerning this
particular drug order, the user can simply
highlight this particular button (as by “click-
ing” the box).

Id. col. 151. 58—col. 16 1. 3.
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The Board determined “that in implementing an
electronic system for preparing medications, one of or-
dinary skill in the art would have considered it obvi-
ous to provide a set of drug preparation steps on a
computer.” J.A. 41. Given that determination, the
only missing element of this limitation is the ability to
highlight prompts to receive more information con-
cerning drug preparation steps.

The Liff reference teaches highlighting in the phar-
macy context. See id. at 1496-97 (declaration of Dr.
Marc Young in support of petition for inter partes re-
view). Liff is directed to “[a]n automated drug dis-
pensing system [that] includes a cabinet adapted to
store a variety of prepackaged pharmaceuticals in a
plurality of bins for filling patient prescriptions.” Liff,
Abstract. Liff teaches a user interface for a work-
station, see id. col. 4 11. 5-9, figs. 14A—14V, which pro-
vides the operator with options, such as “entering a
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new prescription” and “refilling a prescription.” Id.
col. 17 11. 28-31 (referring to fig. 14A).

As Dr. Young testified in his declaration, Liff
“teaches that the user can highlight various inputs
and information displayed on the screen, as illus-
trated in Figure 14F.” J.A. 1496-97. More specifi-
cally, the Board found that Liff taught “highlight[ing]
patient characteristics when dispensing a prepack-
aged medication,” id. at 43, and Baxter does not con-
tend that this aspect of the Board’s decision was in er-
ror.

Figure 14F of Liff is below:
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Liff, fig. 14F.

Becton does not argue that Liff “directly discloses
highlighting to receive additional language about a
drug preparation step.” Appellant’s Br. 4. Becton in-
stead argues that “Liff discloses basic computer func-
tionality—i.e., using prompts that can be highlighted
by the operator to receive additional information—
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that would render the highlighting limitation obvious
when applied in combination with other references,”
primarily Alexander. Id. at 4 (emphasis omitted); see
also id. at 24-25.

Becton relies on the following testimony of Dr.
Young:

A person of ordinary skill in the art would
have understood that additional information
could be displayed on the tabs taught by Liff
and that additional tabs, with additional in-
formation, could also be displayed in the user
interface, depending on the design needs and
expected use of the software. For example, a
person of ordinary skill in the art would have
found it obvious to include in the user inter-
face taught by Liff a tab for the prescription
order and information regarding the prescrip-
tion order that the operator was fulfilling.
Such information could have included the text
of the order itself, information relating to who
or how the order should be prepared, or where
the order should be dispensed.

J.A. 1497. The testimony of Baxter’s expert, Dr. Jef-
frey Brittain, was not to the contrary.

The Board found that “this present[ed] a close case.”
Id. at 43. As noted above, the Board agreed that, in
light of Alexander and Liff, “one of ordinary skill in
the art would have considered it obvious to provide a
set of drug preparation steps on a computer.” Id. at
41. Nevertheless, the Board determined that

Dr. Young fail[ed] to explain why Liff’s teach-
ing to highlight patient characteristics when
dispensing a prepackaged medication would
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lead one of ordinary skill to highlight prompts
in a drug formulation context to receive addi-
tional information relative to one particular
step in that process, or even what additional
information might be relevant.

Id. at 43. The Board found that Becton’s arguments
with respect to Morrison did not address the defi-
ciency in its position based on Alexander and Liff.

The Board’s determination is not supported by sub-
stantial evidence. That Liff’s teaching was “to high-
light patient characteristics when dispensing a pre-
packaged medication,” id., does not suggest that a per-
son of ordinary skill would not have used highlighting
(accomplished in the 579 patent by “clicking’ [a] box”
labeled “[d]etail,” 579 patent, col. 15 1. 64—col. 16 1. 3)
with respect to other information in the pharmacy
field. Dr. Young, without contradiction, testified to
the opposite, stating that “a person of ordinary skill in
the art would have found it obvious to include in the
user interface taught by Liff a tab for the prescription
order and information regarding the prescription or-
der that the operator was fulfilling.” J.A. 1497. As
the Supreme Court has made clear, “[t]he combination
of familiar elements according to known methods is
likely to be obvious when it does no more than yield
predictable results.” KSR Int’l Co. v. Teleflex Inc., 550
U.S. 398, 416 (2007).

The Board erred in looking to Liff as the only source
a person of ordinary skill would consider for what “ad-
ditional information might be relevant.” J.A. 43. “A
person of ordinary skill is also a person of ordinary
creativity, not an automaton.” KSR, 550 U.S. at 421.
Dr. Young testified that “[a] person of ordinary skill in
the art would have understood that additional
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information could be displayed on the tabs taught by
Liff” and that “such information could have included
the text of the order itself, information relating to who
or how the order should be prepared, or where the or-
der should be dispensed.” J.A. 1497. Dr. Young fur-
ther testified that “[a] medication dose order for com-
pounding a pharmaceutical would have been accom-
panied by directions for how the dose should be pre-
pared, including step-by-step directions for preparing
the dose.” Id. Baxter points to no contrary testimony.

We conclude that the highlighting limitation would
have been obvious to one of ordinary skill in the art in
view of Alexander and Liff. The Board’s determina-
tion that the highlighting limitation is not obvious
over Alexander and Liff is not supported by substan-
tial evidence. We need not reach Becton’s arguments
regarding Morrison.

III

As an alternative ground to affirm the Board’s de-
termination of non-obviousness, Baxter argues that
the Board erred in determining that Alexander is
prior art under 35 U.S.C. § 102(e)(2) (pre-AIA).5 This
section provides that “[a] person shall be entitled to a
patent unless . . . the invention was describedin . .. a
patent granted on an application for patent by an-
other filed in the United States before the invention
by the applicant for patent.” 35 U.S.C. § 102(e)(2).6 It

5 Congress amended § 102 when it enacted the ATA. Pub. L. No.
112-29, § 3(b)(1), 125 Stat. at 285-87. However, because the ap-
plication that led to the ’579 patent was filed before March 16,
2013, the pre-AIA version of § 102 applies. See id. § 3(n)(1), 125
Stat. at 293.

6 The Board noted that “Alexander is not prior art under 35 U.S.C
§ 102(e)(1).” J.A. 23. That section provides that “an application
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1s undisputed that the filing date of the application for
Alexander i1s February 11, 2005, which is before the
earliest filing date of the application for the 579 pa-
tent, October 13, 2008; that the Alexander claims
were granted; and that the application for Alexander
was filed by another.

Baxter contends that Alexander nonetheless is not
prior art because all claims in Alexander (granted on
February 12, 2013) were cancelled on February 15,
2018, following inter partes review. Baxter argues
that “because the Alexander ‘grant’ had been revoked,
it can no longer qualify as a patent ‘granted’ as re-
quired for prior art status under Section 102(e)(2).”
Appellee’s Br. 35.7

The text of the statute requires only that the patent
be “granted,” meaning the “grant[]” has occurred.
35 U.S.C. § 102(e)(2) (pre-AIA). The statute does not
require that the patent be currently valid.

for patent, published under [35 U.S.C. § 122(b)], by another filed
in the United States before the invention by the applicant for pa-
tent,” is prior art. 35 U.S.C § 102(e)(1) (pre-AIA). The Board
found that “the applicant [for Alexander]| expressly requested
that the application that matured into Alexander ‘not be pub-
lished under 35 U.S.C 122(b) and was, therefore, never pub-
lished under that section.” J.A. 23 (citation omitted). On appeal,
Becton does not argue that Alexander is prior art under grounds
other than 35 U.S.C. § 102(e)(2).

7 Baxter also argues that “even assuming that Alexander’s prior
art status is evaluated at the time of patent filing, a person of
skill in the art would not have considered Alexander to be prior
art as of October 2008 [the '579 patent’s priority date], or even
known of Alexander, because Alexander was not made public un-
til issuance on February 12, 2013.” Appellee’s Br. 36. The Su-
preme Court’s decision in Hazeltine Research, Inc. v. Brenner,
382 U.S. 252, 25456 (1965), forecloses this argument.
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Finally, we address “secondary considerations” of
nonobviousness. See Graham v. John Deere Co. of
Kansas City, 383 U.S. 1, 17 (1966). The Board found
that Baxter’s evidence of secondary considerations
was “weak.” J.A. 33-34.8 Baxter does not argue that
the Board’s determination in this respect was in error.
“[W]eak evidence of secondary considerations . . .
simply cannot overcome the strong showing of obvi-
ousness.” ZUP, LLC v. Nash Mfg., Inc., 896 F.3d
1365, 1375 (Fed. Cir. 2018). Baxter does not mean-
ingfully argue that the weak showing of secondary
considerations here could overcome the showing of ob-
viousness based on the prior art.

CONCLUSION

The Board’s determination that the verification and
highlighting limitations are not obvious is not sup-
ported by substantial evidence. We reverse.

REVERSED

8 Baxter presented evidence of secondary considerations focusing
primarily on the verification limitation.
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ATTACHMENT

1. A method for performing telepharmacy compris-
ing the steps of:

receiving and processing a dose order;

preparing a dose at a medication preparation station
based on the dose order including following a rec-
ipe, wherein the dose is a reconstituted drug and
the recipe having one or more drug preparation
steps including using a diluent for reconstitution;

displaying the recipe on an interactive screen that in-
cludes prompts that can be highlighted by an op-
erator to receive additional information relative to
one particular step and includes areas for enter-
Ing an input;

capturing one or more images of a plurality of the drug
preparation steps, each of the images being cap-
tured at, corresponding to, and confirming a per-
formance of one discrete drug preparation step of
the recipe, one captured image displaying a result
of a discrete isolated event performed in accord-
ance with one drug preparation step, the drug
preparation steps including at least one step that
1s an intermediate step involving the diluent that
shows the dose prior to completing the dose prep-
aration and obtaining a completed dose that is in
a state that is suitable for delivery to a patient,
wherein one input comprises an input that is
prompted by the performance of the drug prepa-
ration steps;

storing each image associated with the drug prepara-
tion steps of the recipe that has been collected to-
gether in a data record of a database, thereby
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allowing the captured image to be later retrieved
for inspection;

accessing the data record including the images from a
remote site using a portal in communication with
the database;

inspecting the data record through the portal;

reviewing the images in the data record in order to
verify that each of the captured drug preparation
steps was properly completed; and

approving release of the dose to the patient if the re-
viewing step confirms that each of the captured
drug preparation steps was properly completed.

579 patent, col. 31 1. 47—col. 32 1. 18.

8. A system for preparing and managing patient-
specific dose orders that have been entered into a
first system, comprising:

an order processing server executing software on a
processor thereof and connected by a network to
the first system and configured to receive the pa-
tient-specific dose orders from the first system,
the order processing server including a database
configured to store the dose orders and images
that relate to the dose orders, the order processing
server being configured to generate a dose order
queue listing all dose orders received by the order
processing server;

a dose preparation station for preparing a plurality of
doses based on received dose orders, the dose
preparation station being in bi-directional com-
munication with the order processing server and
having an interface for providing an operator with
a protocol associated with each received drug
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order and specifying a set of drug preparation
steps to fill the drug order, the dose preparation
station including an interactive screen that in-
cludes prompts that can be highlighted by an op-
erator to receive additional information relative to
one particular step and includes areas for enter-
ing an input;

the dose preparation station being configured to pre-
sent the protocol and having one or more data in-
put devices to capture images of a plurality of the
set of drug preparation steps that are part of the
protocol and are followed to fill the drug order,
wherein each image associated with the drug
preparation steps of the protocol is stored together
in a data record of the database, wherein at least
one captured image is captured at, corresponds to,
and confirms a performance of one discrete drug
preparation step in which the dose is not com-
pletely prepared and ready for delivery to the pa-
tient and wherein each of the steps must be veri-
fied as being properly completed before the opera-
tor can continue with the other steps of drug prep-
aration process, the captured image displaying a
result of a discrete isolated event performed in ac-
cordance with one drug preparation step, wherein
verifying the steps includes reviewing all of the
discrete images in the data record; and

a display communicatively coupled to the order pro-
cessing server and positionable independently of
the dose preparation station, the display output-
ting the dose order queue and metrics concerning
activity at the dose preparation station.

Id. col. 321. 52—col. 33 1. 30.
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I. INTRODUCTION

This 1s a Final Written Decision in an inter partes
review challenging the patentability of claims 1-13
and 22 of U.S. Patent No. 8,554,579 B2 (Ex. 1001, “the
579 patent”). We have jurisdiction under 35 U.S.C.
§ 6.

Petitioner has the burden of proving unpatentabil-
ity of a claim by a preponderance of the evidence. 35
U.S.C. § 316(e). Having reviewed the arguments of
the parties and the supporting evidence, we find that
Petitioner has not demonstrated by a preponderance

of the evidence that claims 1-13 and 22 are unpatent-
able.

A. Procedural History

Becton, Dickinson and Company (“Petitioner”) filed
a Petition for an inter partes review of claims 1-13 and
22 of the 579 patent. Paper 1 (“Pet.”). Baxter Corpo-
ration Englewood (“Patent Owner” or “Baxter”) timely
filed a Preliminary Response. Paper 9 (“Prelim.
Resp.”). We subsequently issued an Order inviting
additional briefing on whether one of Petitioner’s as-
serted references, Alexander,! is prior art under 35
U.S.C. § 102(e) and/or 102 (g)(2).2 Paper 11. In accord
with that Order, Petitioner submitted a Reply to the

1 Alexander, US 8,374,887 B, issued Feb. 12, 2013. Ex. 1008.

2 The Leahy-Smith America Invents Act, Pub. L. No. 112-29, 125
Stat. 284 (2011) (“AIA”), amended 35 U.S.C. §§ 102 and 103. Be-
cause the challenged claims of the ’579 patent have an effective
filing date before the effective date of the applicable ATA amend-
ments, we refer to the pre-AIA versions of 35 U.S.C. §§ 102 and
103 throughout this Final Written Decision.
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Preliminary Response (Paper 13) and Patent Owner
submitted a corresponding Sur-reply (Paper 14).

In view of the then-available record, we concluded
that Petitioner satisfied the burden, under 35 U.S.C.
§ 314(a), to show that there was a reasonable likeli-
hood that Petitioner would prevail with respect to at
least one of the challenged claims. Accordingly, on be-
half of the Director (37 C.F.R. § 42.4(a)), and in ac-
cordance with SAS Inst., Inc. v. Iancu, 138 S. Ct. 1348,
1353 (2018), we instituted an inter partes review of all
the challenged claims, on all the asserted grounds.
Paper 15 (“Inst. Dec.”).

After institution, Patent Owner filed a Response.
Paper 26 (“PO Resp.”). Petitioner filed a Reply. Paper
28 (“Reply”). Patent Owner filed a revised Sur-reply.
Paper 43 (“Sur-reply”). Petitioner filed a Supple-
mental Reply directed to Exhibits 2025 and 2030 as
referenced in Patent Owner’s Sur-reply. Paper 44
(“Suppl. Reply”).

Petitioner also filed a Motion to Exclude Exhibits
2025 and 2030. Paper 45 (“Mot. Excl.”). Patent
Owner filed a Response to the Motion to Exclude (Pa-
per 46 (“Resp. Mot. Excl.”)) and Petitioner filed a Re-
ply (Paper 47 (“Reply Mot. Excl.”)).

On February 26, 2020, the parties presented argu-
ments at oral hearing, the transcript of which has
been entered in the record. Paper 49 (“Tr.”).

B. Real Parties-in-interest

Petitioner identifies itself as the real party-in-inter-
est. Pet. 2. According to Patent Owner, the real par-
ties-in-interest are Baxter Corporation and its licen-
see, Baxter Healthcare Corporation. Paper 5, 1.
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C. Related Proceedings

In addition to the 579 Patent at issue here, Peti-
tioner requested, and this panel instituted, inter
partes review of U.S. Patent Nos. 9,662,273 and
9,474,693 in IPR2019-00120 and IPR2019-00121, re-
spectively. According to the parties, these three pa-
tents are at issue in Baxter Healthcare Corporation
and Baxter Corporation Englewood v. Becton, Dickin-
son and Company, Case No. 17-cv-02186 (S.D. Cal.,
filed Oct. 26, 2017), which is presently stayed. Pet. 2;
Paper 5, 1; Tr. 8:8-14. According to Patent Owner,
claim 8 of the 579 patent and its dependent claims
(i.e., claims 9-13) are at issue in that litigation. PO
Resp. 4; Tr. 57:3-6

D. The 579 Patent and Relevant Background

The 579 patent, titled “Management, Reporting and
Benchmarking of Medication Preparation” is gener-
ally directed to the “management of medication dose
orders and medication dose preparation,” including
“remote dose inspection for facilitating the practice of
telepharmacy.” Ex. 1001, 1:14-20. The patent dis-
closes “[s]ystems for preparing patient-specific doses
and a method for telepharmacy in which data cap-
tured while following [a protocol specifying a set of
steps to fill the drug order] are provided to a remote
site for review and approval by a pharmacist.” Id. at
Abstract. Such systems may involve a “dose prepara-
tion station . . . in bidirectional communication with
[an] order processing server [having] and has an in-
terface for providing an operator with a protocol asso-
ciated with each received drug order and specifying a
set of steps to fill the drug order.” Id.
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Relevant portions of the prosecution history of the
579 patent are accurately summarized on pages 7—10
of the Petition. In allowing the claims to issue, the
Examiner stated that certain references overcome in
prosecution did not “provide information as to
whether a discrete step (of a recipe) was completed” or
were “not directed to capturing and later presenting a
specific image that corresponds to a discrete event
(step) performed (in order to allow subsequent valida-
tion of the step) during the compounding process.” Ex.
1002, 415-416.

E. Challenged Claims

Petitioner challenges claims 1-13 and 22 of the 579
Patent. Claims 2—7 and 22 depend, directly or indi-
rectly, from independent claim 1. Claims 9-13 de-
pend, directly or indirectly, from independent claim 8.
The challenged independent claims are reproduced
below with bracketed identifiers and italics added to
indicate elements addressed with specificity in Patent
Owner’s Response. See PO Resp. 1—iii.

1. A method for performing telepharmacy
comprising the steps of:

receiving and processing a dose order;

preparing a dose at a medication preparation
station based on the dose order including
following a recipe, wherein the dose is a
reconstituted drug and the recipe having
one or more drug preparation steps in-
cluding using a diluent for reconstitution;

displaying the recipe on [1d] an interactive
screen that includes prompts that can be
highlighted by an operator to receive addi-
tional information relative to one
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particular step and includes areas for en-
tering an input;

capturing one or more images of a plurality of
the drug preparation steps, each of the im-
ages being captured at, corresponding to,
and confirming a performance of one dis-
crete drug preparation step of the recipe,
one captured image displaying a result of
a discrete 1solated event performed in ac-
cordance with one drug preparation step,
the drug preparation steps including at
least one step that is an intermediate step
involving the diluent that shows the dose
prior to completing the dose preparation
and obtaining a completed dose that is in
a state that is suitable for delivery to a pa-
tient, [1f] wherein one input comprises an
input that is prompted by the performance
of the drug preparation steps;

storing each image associated with the drug
preparation steps of the recipe that has
been collected together in a data record of
a database, thereby allowing the captured
1mage to be later retrieved for inspection;

accessing the data record including the im-
ages from a remote site using a portal in
communication with the database;

inspecting the data record through the portal;

reviewing the images in the data record in or-
der to verify that each of the captured
drug preparation steps was properly com-
pleted; and
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approving release of the dose to the patient if

8.

the reviewing step confirms that each of
the captured drug preparation steps was
properly completed.

A system for preparing and managing pa-
tient-specific dose orders that have been
entered into a first system, comprising:

an order processing server executing software

on a processor thereof and connected by a
network to the first system and configured
to receive the patient-specific dose orders
from the first system, the order processing
server including a database configured to
store the dose orders and images that re-
late to the dose orders, [8d] the order pro-
cessing server being configured to generate
a dose order queue listing all dose orders
received by the order processing server,

a dose preparation station for preparing a plu-

rality of doses based on received dose or-
ders, the dose preparation station being in
bi-directional communication with the or-
der processing server and having an inter-
face for providing an operator with [8e] a
protocol associated with each received
drug order and specifying a set of drug
preparation steps to fill the drug order, the
dose preparation station including [8f] an
interactive screen that includes prompts
that can be highlighted by an operator to
receive additional information relative to
one particular step and includes areas for
entering an input;
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[8g] the dose preparation station being config-
ured to present the protocol and having one
or more data input devices to capture im-
ages of a plurality of the set of drug prep-
aration steps that are part of the protocol
and are followed to fill the drug order,
wherein each image associated with the
drug preparation steps of the protocol is
stored together in a data record of the da-
tabase, wherein at least one captured im-
age 1s captured at, corresponds to, and
confirms a performance of one discrete
drug preparation step in which the dose is
not completely prepared and ready for de-
livery to the patient and [8)] wherein each
of the steps must be verified as being
properly completed before the operator can
continue with the other steps of drug prep-
aration process, the captured image dis-
playing a result of a discrete isolated
event performed in accordance with one
drug preparation step, wherein verifying
the steps includes reviewing all of the dis-
crete images in the data record; and

,_,
Qo
—_

e

a display communicatively coupled to the
order processing server and positionable
independently of the dose preparation sta-
tion, the display outputting the dose order
queue and metrics concerning activity at
the dose preparation station.

F. Asserted Grounds of Unpatentability

Petitioner asserts the following grounds of un-
patentability (Pet. 14):
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Ground| Claims [35U.S.C§| References

Challenged
1 1-12, 22 103(a) |Alexander, Liff3
2 1-12, 22 103(a) |Alexander, Liff,

Morrison4

3 3-6,11-13 103(a) |Alexander, Liff,
Morrison, Peoples®

In support of its patentability challenges, Petitioner
relies on the testimony of Dr. Marc Young. See Ex.
1003 (Declaration); Ex. 1004 (curriculum vitae); Ex.
2022 (deposition transcript). Patent Owner relies on
the testimony of Jeffrey R. Brittain, PharmMD,
BCPS. Ex. 2008 (Declaration); Ex. 2009 (curriculum
vitae); Ex. 1011 (deposition transcript); Ex. 2032 (cor-
rected version of Ex. 1011).6

IT. ANALYSIS

“In an [inter partes review], the petitioner has the
burden from the onset to show with particularity why
the patent it challenges is unpatentable.” Harmonic
Inc. v. Avid Tech., Inc., 815 F.3d 1356, 1363 (Fed. Cir.
2016) (citing 35 U.S.C. § 312(a)(3) (requiring inter

3 Liff et al., US 6,581,798 B2, issued June 24, 2003. Ex. 1006.

4 Morrison et al., US 2005/0080651 A1, published Apr. 14, 2005.
Ex. 1007.

5 Peoples, Jr., US 6,098,892, issued Aug. 8, 2000. Ex. 1008.

6 In Paper 34, we authorized Patent Owner to submit a revised
version of Dr. Brittain’s deposition transcript in each of the re-
lated IPRs. As the revisions are potentially relevant to only to
IPR2019-00120 and IPR2019-00121, we authorized Petitioner to
file supplemental briefing in those cases addressing the differ-
ences between the two versions. See Paper 34, 3.
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partes review petitions to identify “with particularity
. . . the evidence that supports the grounds for the
challenge to each claim”)). This burden of persuasion
never shifts to Patent Owner. See Dynamic Drink-
ware, LLC v. Nat’l Graphics, Inc., 800 F.3d 1375, 1378
(Fed. Cir. 2015) (discussing the burden of proof in in-
ter partes review).

A claim is unpatentable under 35 U.S.C. § 103(a) if
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 to which that subject matter pertains.
KSR Int’l Co. v. Teleflex Inc., 550 U.S. 398, 406 (2007).
The question of obviousness is resolved based on un-
derlying factual determinations including: (1) the
scope and content of the prior art; (2) any differences
between the claimed subject matter and the prior art;
(3) the level of ordinary skill in the art; and (4) objec-
tive evidence of nonobviousness, if present. Graham
v. John Deere Co., 383 U.S. 1, 17-18 (1966).

In analyzing the obviousness of a combination of
prior art elements, it can be important to identify a
reason that would have prompted one of skill in the
art “to combine . . . known elements in the fashion
claimed by the patent at issue.” KSR, 550 U.S. at 418.
A precise teaching directed to the specific subject mat-
ter of a challenged claim is not necessary to establish
obviousness. Id. Rather, “any need or problem known
in the field of endeavor at the time of invention and
addressed by the patent can provide a reason for com-
bining the elements in the manner claimed.” Id. at
420. Accordingly, a party that petitions the Board for
a determination of unpatentability based on
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obviousness must show that “a skilled artisan would
have been motivated to combine the teachings of the
prior art references to achieve the claimed invention,
and that the skilled artisan would have had a reason-
able expectation of success in doing so.” In re Magnum
Oil Tools Int’l, Ltd., 829 F.3d 1364, 1381 (Fed. Cir.
2016) (internal quotation marks and citations omit-
ted). Under the proper inquiry, “obviousness cannot
be avoided simply by a showing of some degree of un-
predictability in the art so long as there was a reason-
able probability of success.” Pfizer, Inc. v. Apotex, Inc.,
480 F.3d 1348, 1364 (Fed. Cir. 2007).

We analyze the instituted grounds of unpatentabil-
1ty in accordance with these principles.

A. Person of Ordinary Skill in the Art

In determining the level of skill in the art, we con-
sider the type of problems encountered in the art, the
prior art solutions to those problems, the rapidity with
which innovations are made, the sophistication of the
technology, and the educational level of active work-
ers in the field. Custom Accessories, Inc. v. Jeffrey-
Allan Indus. Inc., 807 F.2d 955, 962 (Fed. Cir. 1986);
Orthopedic Equip. Co. v. U.S., 702 F.2d 1005, 1011
(Fed. Cir. 1983).

The parties agree that a person of ordinary skill in
the art as of the relevant date would have several
years of experience with remote pharmacy work su-
pervision and verification systems and a familiarity
with basic pharmacy processes and have been aware
of relevant regulations. Pet. 10-11; PO Resp. 6 (refer-
encing Inst. Dec. 9). As noted by Petitioner, the Board
previously applied this definition in an inter partes re-
view of the Alexander reference asserted here. Pet.



32a

10-11 (referencing IPR2015-00883, Paper 29 at 43).
As the parties’ undisputed proposed definition is con-
sistent with the cited prior art, we adopt it consistent
with our Institution Decision. See Okajima v.
Bourdeau, 261 F.3d 1350, 1355 (Fed. Cir. 2001) (ex-
plaining that specific findings regarding ordinary skill
level are not required “where the prior art itself re-
flects an appropriate level and a need for testimony is
not shown” (quoting Litton Indus. Prods., Inc. v. Solid
State Sys. Corp., 755 F.2d 158, 163-164 (Fed. Cir.
1985)).

B. Claim Construction

In this inter partes review, claim terms in an unex-
pired patent are interpreted according to their broad-
est reasonable construction in light of the specification
of the patent in which they appear. 37 C.F.R.
§ 42.100(b) (2018).7 Under that standard, we presume
that a claim term carries its “ordinary and customary
meaning,” which “is the meaning that the term would
have to a person of ordinary skill in the art in ques-
tion” at the time of the invention. In re Translogic
Tech., Inc., 504 F.3d 1249, 1257 (Fed. Cir. 2007); see
also Trivascular, Inc. v. Samuels, 812 F.3d 1056, 1062
(Fed. Cir. 2016) (“Under a broadest reasonable inter-
pretation, words of the claim must be given their plain

7 The broadest reasonable interpretation (“BRI”) construction
standard applies to inter partes reviews filed before November
13, 2018. 77 Fed. Reg. 48680, 48727 (Aug. 14, 2012) (codified at
37 C.F.R. § 42.100(b)), as amended at 81 Fed. Reg. 18766 (Apr.
1, 2016); see also 83 Fed. Reg. 51340 (Oct. 11, 2018) (changing
the standard for interpreting claims in inter partes reviews filed
on or after November 13, 2018). Because the instant Petition
was filed prior to this date, on October 29, 2018, the BRI con-
struction standard applies.
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meaning, unless such meaning is inconsistent with
the specification and prosecution history.”). Any spe-
cial definition for a claim term must be set forth in the
specification with reasonable clarity, deliberateness,
and precision. In re Paulsen, 30 F.3d 1475, 1480 (Fed.
Cir. 1994). Limitations, however, may not be read
from the specification into the claims (In re Van
Geuns, 988 F.2d 1181, 1184 (Fed. Cir. 1993)), nor may
the Board “construe claims during [an inter partes re-
view] so broadly that its constructions are unreasona-
ble under general claim construction principles” (Mi-
crosoft Corp. v. Proxyconn, Inc., 789 F.3d 1292, 1298
(Fed. Cir. 2015), overruled on other grounds by Aqua
Products, Inc. v. Matal, 872 F.3d 1290 (Fed. Cir.
2017)).

We address below the two claim terms provisionally
construed 1n our Institution Decision, as well as ele-
ment [8j], subsequently raised by the parties. No
other terms require express construction. See Vivid
Techs., Inc. v. Am. Sci. & Eng’g, Inc., 200 F.3d 795,
803 (Fed. Cir. 1999) (“[O]nly those terms need be con-
strued that are in controversy and only to the extent
necessary to resolve the controversy.”).

1. “medication/dose preparation station”

Petitioner argues that “[w]hile the specification and
claims include various components that may be part
of a particular medication or dose preparation sta-
tion,” we should construe the “medication preparation
station” of claim 1 and the “dose preparation station”
of claim 8 to “refer generically to a location within a
pharmacy where medication doses are prepared.” Pet.
12-13 (emphasis omitted) (citing Ex. 1001, 3:24—4:15).
We read the Specification, however, as generally re-
ferring to a medication or dose preparation station as
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a physical entity rather than a location. See e.g., Ex.
1001, Abstract (“The dose preparation station is in bi-
directional communication with the order processing
server’), 3:24-31 (referencing automated or manual
workstations).

Noting that claim 8 recites a dose preparation sta-
tion having particular physical structure (e.g., “an in-
teractive screen” and “one or more data input de-
vices”) and functional elements (e.g., “being in bi-di-
rectional communication with the order processing
server”), Patent Owner argued in its Preliminary Re-
sponse that we should construe the “medication/dose
preparation station” terms to mean “a physical auto-
mated or manual workstation at which a dose of med-
ication is prepared, which contains the claimed equip-
ment having the claimed functionality.” Prelim. Resp.
19-20.

In our Institution Decision, we found Patent
Owner’s proposal consistent with the Specification,
but “because it 1s axiomatic that the ‘medication prep-
aration station’ and ‘dose preparation station’ will en-
compass the specific limitations recited in their re-
spective claims, we [found] Patent Owner’s full defini-
tion unnecessary and potentially subject to confusion
where a ‘medication/dose preparation station’ appears
in multiple claims with different subsidiary limita-
tions.” Inst. Dec. 12—13. In the interests of clarity and
simplicity, we provisionally construed these terms as
meaning “a physical automated or manual work-
station at which a dose of medication is prepared.” Id.
at 13. Neither party disputes our construction, and
we apply it here. See, e.g., PO Resp. 6.
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2. “hands-free device”

In our Institution Decision, we provisionally
adopted Petitioner’s definition of “hands-free device”
as “a device that operators can interact with using
something other than their hands.” Inst. Dec. 12;
Pet. 13. Patent Owner does not dispute this definition
for the purpose of this proceeding. PO Resp. 6. As
this definition is both undisputed, and consistent with
the Specification, we apply it here.

3. [8j] “wherein each of the steps must be verified
as being properly completed before the opera-
tor can continue with the other steps of the
drug preparation steps”

The system for preparing and managing patient-
specific dose orders of claim 8, and its dependent
claims 9-13, involves a plurality of drug preparation
steps followed to fill a drug order. Element [8j] re-
quires that, “each of the steps must be verified as be-
ing properly completed before the operator can con-
tinue with the other steps of the drug preparation
steps.” The parties agree that we should construe this
element, designated [8)], according to its plain and or-
dinary meaning, but have different views on what
that meaning is. See, e.g., Sur-reply 3 (citing Pet. 11;
PO Resp. 5).

Whereas the plain language of element [8j] man-
dates that each step “must be verified before the oper-
ator can continue,” the parties initially appear to dis-
agree about who—or what—is responsible for the ver-
ification. Patent Owner contends that element [8j]
embodies the concept of a “hard stop,” wherein “the
system will not allow the operator to proceed to the
next step until the prior step has been verified.” PO
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Resp. 24; Sur-reply 1. To the extent Patent Owner
uses the term “hard stop” as a short hand for the
words of element [8j], we agree with this portion of its
construction.8

As we further understand Patent Owner’s position,
however, verification that a step is properly completed
requires input from a remote pharmacist overseeing
the operator. See PO Resp. 27 (distinguishing Alex-
ander as not requiring “the remote pharmacist must
verify each and every step before the operator is al-
lowed to proceed”). But reading claim 8 (directed to a
system) to require a method step performed by a phar-
macist would appear to “combine . . . two separate
statutory classes of invention.” See IPXL Holdings,
L.L.C. v. Amazon.com, Inc., 430 F.3d 1377, 1384 (Fed.
Cir. 2005). Moreover, claim 8 makes no mention of a
pharmacist and Patent Owner fails to explain ade-
quately why we should import such a limitation from
the Specification into the claim. Accordingly, we de-
cline to apply Patent Owner’s construction of element
[8;] to the extent it requires input from a remote phar-
macist. We, nevertheless, note that in the Sur-reply,
Patent Owner indicates that element [8)] may be sat-
isfied where “the workstation . . . captur[es] the image
and scan(s] the barcode in order to verify the step has
been performed.” Sur-reply 6 (emphasis added).

8 Although Patent Owner initially defined “hard stop” as an ac-
tion that “halts the progress or prescribing, dispensing, or ad-
ministering a medication that would likely be dangerous to a pa-
tient, with further execution of the order blocked” (PO Resp. 26
(citing Ex. 2008 9 70, Ex. 2011, 1)), Patent Owner subsequently
clarified, and we accept, that “hard stop” is merely a short hand
for element [8]] and does not impute any additional meaning to
the claim term (see Sur-reply 34 & fn.2; Tr. 67:13—-68:14).
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Petitioner, in contrast, contends that element [8j]
does not mandate input from a remote pharmacist,
but “embraces an operator confirmation that a step is
completed properly.” Reply 4. In support, Petitioner
reasonably contends that Figure 9 of the ’579 patent
and select passages in the specification describe an
“operator-initiated click-through verification process.”
Id. (citing Ex. 1001, 18:47-52, 5658, Fig. 9; Ex. 1011,
102:4-22).

Petitioner further points to the prosecution history
of the ’579 patent in which the then-applicant
amended claims to avoid rejection over DiGianfilippo.
Reply 6 (citing Ex. 1002, 235-236, 267, 297, 324, 359,
387; Ex. 1012 9 128). Petitioner asserts that “DiGian-
filippo describes a click-through process where the op-
erator is merely prompted to confirm that a step has
been completed before a later step can be started.”
1d.? According to the Examiner, DiGianfilippo dis-
closes:

a pharmaceutical compounding system where
an operator must confirm and verify that spe-
cific steps have been properly completed be-
fore the next step in the preparation of the
drug can commence (para. 128). DiGianfilippo
further teaches to prevent[] the operator from
continuing in the process until the steps have
been properly completed (para. 128).

Ex. 1002, 236, 297.

Petitioner cites the above prosecution history as ev-
1dence that Patent Owner disavowed a construction of

9 Although Petitioner provides no citation for this assertion, it
appears to refer to Exhibit 1012 (DiGianfilippo et al., US
2008/0125897 A1, published May 29, 2008).
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element [8)] as requiring a hard stop, which we find
neither clear, nor relevant to our construction of ele-
ment [8j]. See Reply 6; Sur-reply 6-7. We, neverthe-
less, agree with Petitioner, that the Specification sup-
ports an “operator-initiated click-through verification
process” because the plain language of element 8[j] is
agnostic regarding the source of any input required to
trigger verification (whether from, e.g., a remote phar-
macist, local operator, or automatic system function).

For the above reasons, we construe element 8[j] as
requiring that “the system will not allow the operator
to proceed to the next step until the prior step has
been verified.”

C. Obviousness in view of Alexander and Liff
(Ground 1)

In Ground 1, Petitioner challenges claims 1-12 and
22 as obvious over Alexander and Liff. Pet. 14—47. In
support, Petitioner provides a detailed claim chart
mapping the teachings of Alexander and Liff to each
of the claim elements (id. at 19-47) and posits a ra-
tionale for combining their respective teachings (id. at
17-19). Patent Owner opposes on grounds that Alex-
ander does not qualify as prior art (PO Resp. 11-18;
Sur-reply 19) and on the merits of the combination
(PO Resp. 18-46, 60—61; Sur-reply 14—17). We begin
with an overview of the asserted references.

1. Overview of Alexander (Exhibit 1005)

Alexander discloses an application of telepharmacy
in which a pharmacist can remotely direct and oversee
the compounding of a patient’s medication. In partic-
ular, Alexander discloses a system and method:

for providing certain pharmacy services to in-
stitutionalized patients at an institution
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where a live pharmacist is not available. The
institutional pharmacy and a remotely located
pharmacist are linked via wired or wireless
telecommunication systems in a manner that
enables the pharmacist to remotely supervise
and verify that pharmacy functions are
properly performed by non-pharmacist per-
sonnel.

Ex. 1005, 2:13-20; see Abstract. The disclosed system
includes an

1mage capture device located in the institu-
tional pharmacy . .. to capture images of work
performed by nonpharmacist personnel. The
1mage(s) and corresponding documentation
are transmitted from the institutional phar-
macy to a remotely located computer system,
where a pharmacist supervises and verifies
the work, and subsequently authorizes non-
pharmacist personnel to further process the
work.

Id. at 2:46-53. In one aspect, the system is illustrated
by Figure 5, reproduced below.
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Figure 5 depicts “an exemplary system for remotely
supervising and verifying pharmacy functions,”
wherein

an image captured on image capture device
210 at institutional pharmacy 120 being sent
and viewed at remote pharmacist site 110, in
one embodiment. For example, a nurse, or
other non-pharmacy personnel, at institu-
tional pharmacy Site 120 may enter the phar-
macy and compound a sterile intravenous
product that was ordered for a patient after
pharmacy hours and was not available outside
of the pharmacy department. A pharmacist
may have entered the medication order into
the patient’s medication profile and may also
have generated a label for the intravenous
product via the pharmacy’s order entry soft-
ware. According to one embodiment, after vis-
ually inspecting the final product, such as for
particulate matter, the nurse may place the
labeled sterile intravenous product, with label
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and base solution content clearly visible, on
1mage capture device 210’s display area.

* % %

The captured image(s) may be transmitted
from the workstation at institutional phar-
macy 120 to system website 130 and may be
downloaded by a workstation at remote phar-
macist site 110 . . . . A pharmacist at remote
pharmacist site 110 may view the pharmacy
work performed at institutional pharmacy
120, as well as any other information neces-
sary to conduct process checks and verify that
the medication in the captured image(s) was
correctly and accurately prepared, labeled,
compounded, and/or packaged.

Id. at 3:1-2, 9:55-10:47. Alexander further explains
that:

Image capture device 210 may be any of a
number of different types of image capture de-
vices configured to capture still and/or video
images or clips, according to various embodi-
ments. For example, in one embodiment, im-
age capture device 210 may be an off-the-shelf
digital camera mounted appropriately to cap-
ture images of pharmacy work. In another
embodiment, image capture device 210 may
be a visual presenter, while in other embodi-
ments, image capture device may be a web
cam configured to capture still and/or video
images or clips. In yet other embodiments,
image capture device 210 may be a custom im-
age capture device configured specifically for
capturing images of pharmacy functions.
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* % %

The captured images may, in some embodi-
ments, include images of all work and docu-
mentation required to properly supervise and
verify the correct and accurate preparation,
labeling, compounding, prepackaging and/or
packaging, of any pharmacy work performed.

Id. at 6:11-23, 39-43.
2. Overview of Liff (Exhibit 1006)

Liff discloses an application of telepharmacy in
which a pharmacist or other medical practitioner can
remotely direct the dispensing of a patient’s medica-
tion. In particular, Liff discloses an “automated drug
dispensing system” that “combines computer hard-
ware and software, a telecommunications capability,
and a medication container dispensing cabinet to form
a complete in office dispensing system.” Ex. 1006, Ab-
stract, 2:8-11.

The Liff system dispenses prepackaged drugs —
identified by bar codes — from the medication con-
tainer dispensing cabinet directly to a patient in re-
sponse to remote commands received from “a physi-
cian, pharmacist, or other licensed practitioner.” See
id. at 2:8-38. According to Liff, “[t]he system provides
a convenient, safe, automated, and low cost drug de-
livery system for the patient.” Id. at 2:15-16.

3. Prior Art Status of Alexander

Petitioner asserts that Alexander is prior art under
35 U.S.C § 102(2)(2) and 102(e)(2). Pet. 5; Paper 13;
Reply 16-18. In the Institution Decision, we deter-
mined that Alexander is prior art under § 102(e)(2),
but not under § 102(g)(2) or § 102(e)(1). Inst. Dec. 15—
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20. Patent Owner maintains that Alexander is not
prior art under § 102(e)(2). PO Resp. 11-18; Sur-reply
19. We address the parties’ contentions below.

a. 35U.S.C.§ 102(2)(2)

Title 35, United States Code, section 102(g)(2), pro-
vides in relevant part that a person shall be entitled
to a patent unless “before [the applicant’s] invention
thereof, the invention was made in this country by an-
other inventor who had not abandoned, suppressed, or
concealed it.” Petitioner argues that the filing of the
patent application resulting in the issuance of Alexan-
der was a ““constructive reduction to practice . . . [that]
evidenced a prior invention, which deprives a later in-
vention of patentability’ under § 102(g).” Paper 13, 5
(quoting Rexam Indus. Corp. v. Eastman Kodak Co.,
182 F.3d 1366, 1371 (Fed. Cir. 1999)). Rexam, how-
ever, merely references § 102(g) in explaining that an
abandoned, non-allowable patent application “is not a
new class of prior art” and, thus, has little bearing on
Petitioner’s argument. See Rexam, 182 F.3d at 1370—
71.

More to the point, subsection (g) of pre-AIA 35
U.S.C. § 102 is the basis of interference practice for
determining priority of invention between two parties.
See Bigham v. Godtfredsen, 857 F.2d 1415, 1416 (Fed.
Cir. 1988). Contrary to Petitioner’s argument, “the
disclosure in a reference United States patent does
not fall under 35 U.S.C. § 102(g) but under 35 U.S.C.
§ 102(e). ...” In re Zletz, 893 F.2d 319, 323 (Fed. Cir.
1989).

We also credit Patent Owner’s argument in the Pre-
liminary Response that the filing of the application
leading to the issuance of the Alexander patent is
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insufficient to prove that the invention was previously
actually reduced to practice as required under

§ 102(2)(2):

[35 U.S.C §] 102(g)(2) requires that there be
evidence that an invention was actually re-
duced to practice; conception alone is not suf-
ficient. 35 U.S.C. § 102(g)(2); see also Manual
of Patent Examining Procedure (“MPEP”),
§ 2138 (citing Kimberly-Clark v. Johnson &
Johnson, 745 F.2d 1437, 1445 (Fed. Cir.
1984)). While the filing of an application for
patent is a constructive reduction to practice,
such filing does not itself provide evidence of
an actual reduction to practice. Id.

Prelim. Resp. 7.

Nevertheless, to the extent the filing of the applica-
tion resulting in the issuance of Alexander would evi-
dence prior invention under § 102(g)(2), our governing
statute provides that “[a] petitioner in an inter partes
review may request to cancel as unpatentable 1 or
more claims of a patent only on a ground that could be
raised under section 102 or 103 and only on the basis
of prior art consisting of patents or printed publica-
tions.” 35 U.S.C § 311(b). Although Alexander is a
printed publication, Petitioner does not seek to use it
as such under § 102(g)(2) but, instead, as evidence of
prior invention, which is not a legitimate basis for
challenge in inter partes review.10

10 Accordingly, we find irrelevant Patent Owner’s implication
that Petitioner has not satisfied its burden to show that that the
Alexander invention was not abandoned, suppressed or con-
cealed as set forth in section 102(g). See Sur-reply. 5 & n.3.



45a

For the above reasons, and as set forth at pages 15—
17 of our Institution Decision, Alexander is not avail-
able as prior art in this proceeding under 35 U.S.C

§ 102(2)2).
b. 35U.S.C. § 102(e)

Under 35 U.S.C § 102(e), a person shall be entitled
to a patent “unless . . . the invention was described in
... (1) an application for patent, published under sec-
tion 122(b), by another filed in the United States be-
fore the invention by the applicant for patent . . . or (2)
a patent granted on an application for patent by an-
other filed in the United States before the invention
by the applicant for patent.” As noted in our Institu-
tion Decision, Alexander is not prior art under 35
U.S.C § 102(e)(1) because the applicant expressly re-
quested that the application that matured into Alex-
ander “not be published under 35 U.S.C 122(b)” and
was, therefore, never published under that section.
Inst. Dec. 18 (citing Prelim. Resp. 8; Ex. 2005, 58).

With respect to 35 U.S.C § 102(e)(2), Patent Owner
does not dispute that Alexander was granted on Feb-
ruary 12, 2013 from a U.S. application filed on Febru-
ary 11, 2005 by another, before the earliest filing date
of the 579 patent. See Ex. 1008, at [22], [45], [76].
Instead, Patent Owner raises the novel argument that
because all of Alexander’s claims were found un-
patentable in IPR2015-00883—and subsequently can-
celled—Alexander no longer qualifies as a “granted”
patent pursuant to the statute. See PO Resp. 11-18;
Prelim. Resp. 8-14; Paper 14, 1-3; Ex. 2005, 399—-400
(Inter Partes Review Certificate dated Feb. 15, 2018,
cancelling claims 1-27 of Alexander). In other words,
Patent Owner argues that not only is the 579 patent
unenforceable, but the cancelation of claims
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retroactively stripped it of any prior art status—which
even Patent Owner admits “may seem illogical.” See,
e.g., PO Resp. 12-13; Prelim. Resp. 12. Patent
Owner’s attempt to remove Alexander as prior art be-
cause its claims were subsequently invalidated, how-
ever, is contrary to public policy and unsupported by
the case law relied on by Patent Owner.

Patent Owner relies on Fresenius as evidence of
“Congressional intent that claims so canceled be void
ab initio.” PO Resp. 12—-13 (citing Fresenius USA, Inc.
v. Baxter Intern., Inc., 721 F.3d 1330, 1346 (Fed. Cir.
2013). But the passage Patent Owner relies on is di-
rected to the retroactive effect cancellation has on en-
forceability not prior art status. The same applies to
Patent Owner’s citation to Peck v. Collins, 103 U.S.
660, 664 (1880) for the proposition that “patent claims
canceled in reissue are void ab initio, as if ‘[t]he pa-
tentee was in the same situation as he would have
been if his original application for a patent had been
rejected.” Id. at 17. As with Fresenius, the cited pas-
sage in Peck refers to the patentee’s right to enforce
patent rights, and not to the public’s right to rely on
information disclosed in the underlying application.

Contrary to Patent Owner’s argument for the eva-
nescence of Alexander as prior art, “[t]he use of pa-
tents as references is not limited to what the patent-
ees describe as their own inventions or to the prob-
lems with which they are concerned. They are part of
the literature of the art, relevant for all they contain.”
In re Lemelson, 397 F.2d 1006, 1009 (CCPA 1968).

Accordingly, we do not find Patent Owner’s argu-
ments persuasive. We, instead, adopt Petitioner’s
reasoning on this issue. See Paper 13, 1-5; Reply 16—
18. As Petitioner explains,
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[A] patent application acts a “self-authenticat-
ing instrument establishing a date of disclo-
sure” that is later publicized by the PTO
through either a published application or
through the issuance of a granted patent.

Reply 17. Accordingly,

When Alexander filed her patent application
on February 11, 2005, she delivered a self-au-
thenticating instrument to the PTO, estab-
lishing a disclosure date for everything it
taught. When the PTO issued the Alexander
patent, it engaged in a “publication event”
that delivered Alexander’s disclosure to the
public. From that moment on, Alexander’s
prior art status was set.

Paper 13, 4.

Further, “Section 103 forbids issuance of a patent
when ‘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 obvi-
ous at the time the invention was made to a person
having ordinary skill in the art to which said subject
matter pertains.” KSR, 550 U.S. at 406 (emphasis
added). Accordingly, the scope and content of prior art
1s measured as of the filing date of the challenged in-
vention.

In the present case, the critical date of the 579 pa-
tent is no later than January 23, 2009, the filing date
of the non-provisional parent application. Ex. 1001 at

[22].11 Alexander was filed on February 11, 2005,

11 Although we need not consider whether the ’579 patent is fur-
ther entitled to the benefit of the October 13, 2008, provisional
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before the critical date, and that Alexander’s claims
were not cancelled until February 15, 2018, long after
that critical date. Ex. 1008 at [22]. Despite Patent
Owner’s contention that “one of ordinary skill in the
art would not have even known that Alexander ex-
isted,” as of the filing date of the ’579 patent, these
facts are sufficient to establish Alexander as prior art
under 35 U.S.C § 102(e)(2) as of the critical date. See

PO Resp. 18 (emphasis omitted).12

For the above reasons, Alexander qualifies as prior
art to the ’579 patent under 35 U.S.C § 102(e)(2).

4. Motivation to Combine Alexander and Liff

According to Petitioner, Alexander and Liff de-
scribe—and tout the advantages of—“telepharmacy
systems that use computer networks to allow a remote
pharmacist to supervise the dispensing of drugs in a
facility where no on-site pharmacist is available, for
example at a hospital after hours, a nursing home, or
at a clinic located in an area with insufficient licensed
pharmacists.” Pet. 17 (citations omitted). Accord-
ingly, Petitioner contends, “the combination of Liff
and Alexander is use of a known technique to improve
similar devices in the same way.” Id. at 18 (citing Ex.
1003 99 79-82; see e.g. Ex. 1003 §9 79-81 (testifying
that Liff and Alexander share the “common objective”

application, Patent Owner asserts that “the specification of the
provisional application (Ex. 2014, 10-67) is identical to the spec-
ification filed in the application that led to the 579 Patent.” PO
Resp. 17, fn.5.

12 We also fail to see the relevance to § 102(e)(2) of Patent
Owner’s assertion that “[t]he majority of time between Alexan-
der’s issuance and cancellation were spent in proceedings before
PTO.” See PO Resp. 18 n.6.
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of “us[ing] computer networks to allow a remote phar-
macist to supervise the dispensing of drugs in a facil-
1ty where no on-site pharmacist is available.”).

Relying on the testimony of Dr. Young, Petitioner
asserts that one of ordinary skill in the art would have
been motivated to combine the teachings of Alexander
and Liff because they “provide complementary partial
solutions to the same overall problem, and each can
be enhanced by combining it with the other.” Pet. 17
(citing Ex. 1003 § 82). For example, whereas Liff pro-
vides for the remote dispensing of stable, prepackaged
drugs, it “is not, by itself, well suited for dispensing
drugs that must be mixed shortly before administra-
tion.” Id. at 18 (citing Ex. 1003 99 81-82). “Combin-
ing the Liff dispensing system with the Alexander re-
mote supervision system overcomes this shortcoming
of Liff, because the Alexander system enables a non-
pharmacist to dispense a drug in stable form from the
Liff cabinet and then reconstitute it under the remote
supervision of a licensed pharmacist.” Id. (citing Ex.
1003 9 82).

Petitioner further argues that one of ordinary skill
in the art would have been motivated to combine the
teachings of Alexander and Liff because it would have
been advantageous to have a system for storing pre-
packaged drugs (as taught by Liff) as well as a method
for remotely supervising the compounding of drugs
that cannot be prepackaged (as taught by Alexander).
Id. (citing Ex. 1003 9 83). According to Petitioner, the
skilled artisan “would have been motivated to imple-
ment both systems with as many shared elements as
possible to reduce cost, simplify the pharmacy work-
flow, and reduce potential errors.” Id. Petitioner fur-
ther assets that in combining the two systems, the
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skilled artisan would have “found it obvious to imple-
ment the user interface taught by Liff into the remote
supervision system provided by Alexander to display
information for filling a prescription” and “matching
user interfaces would have simplified the workflow for
the staff using the equipment, reducing staff frustra-
tion and the likelihood of errors.” Id. at 18-19 (citing
Ex. 1003 99 82—84); see Reply 13.

Pointing to allegedly inconsistent statements by Pe-
titioner during the inter partes review of Alexander
(IPR2015-00883), Patent Owner contends that the
two references are not combinable because Liff fails to
teach the remote supervision of a non-pharmacist and
we should, therefore, disregard “Dr. Young’s opinion
that Alexander and Liff ‘have a common objective™ be-
cause it is “contrary to the goals of each reference.”
PO Resp. 19-22. (citations omitted). We do not find
Patent Owner’s argument persuasive.

In particular, Patent Owner focuses on Petitioner’s
prior statement that “Liff merely discloses that a
pharmacist operating a remote workstation can cause
the cabinet to dispense a pre-packaged pharmaceuti-
cal . ... Liff does not in any way disclose or suggest
remote supervision of a non-pharmacist.” Id. at 19
(citing Ex. 2007, 16) (emphasis removed). But Peti-
tioner’s statements are not irreconcilable. As we read
the earlier statement, Petitioner conveys that Liff dis-
closes that a pharmacist operating a remote work-
station can cause a medication container dispensing
cabinet to dispense a pre-packaged pharmaceutical to
a non-pharmacist—which we understand as a form of
supervision or oversight over the non-pharmacist—
but Liff does not disclose a pharmacist also remotely
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supervising the compounding of drugs as is taught in
Alexander.

Accordingly, we find no fault with Dr. Young’s as-
sertion that Liff and Alexander “have a common ob-
jective” in that “each describe telepharmacy systems
that use computer networks to allow a remote phar-
macist to supervise the dispensing of drugs in a facil-
ity where no on-site pharmacist is available.”
Ex. 1003 99 79-80. The pertinent distinction being
that the pharmacist in Liff supervises the dispensing
of prepackaged drugs, whereas Alexander provides a
system for supervising the compounding of drugs that
are not prepackaged for administration. Both refer-
ences teach the delivery of pharmaceutical products in
response to remotely transmitted instructions from a
pharmacist or other licensed practitioner.

We also do not find persuasive Patent Owner’s ar-
gument that Petitioner fails to establish any “reason
to combine a remote surveillance type review system
as in Alexander with the automated dispensing sys-
tem of Liff since there is no need to remotely supervise
the dispensing of readymade drugs.” PO Resp. 20 (cit-
ing Ex. 2008 49 58-61, 78). To the contrary, we agree
with Petitioner’s characterization of this position as a
strawman argument, in that rather than modifying
Liff to include Alexander’s remote supervision system
for drug compounding, as Patent Owner appears to ar-
gue, Petitioner proposes “modifying Alexander’s re-
mote supervision system with the user interface
taught by Liff.” See Reply 13—-14; PO Resp. 20-21.

For the reasons above, we find Petitioner has estab-
lished motivation to combine the teachings of Liff and
Alexander.
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5. Secondary Considerations

Focusing on the “hard stop” element [8j], Patent
Owner presents evidence for nexus between claim 8
and its DoseEdge product, as well as evidence of com-
mercial success and industry praise of the DoseEdge
system. PO Resp. 53—60; Sur-reply 19-22. Petitioner
opposes. Reply 19-24; Supp. Reply 1-5. For the rea-
sons below, and on the record before us, we accord lit-
tle weight to Patent Owner’s secondary considerations
evidence.

In determining whether the challenged claims
would have been obvious over Petitioner’s asserted
combinations, we must consider Patent Owner’s objec-
tive evidence of nonobviousness. See Graham 383
U.S. at 17-18. “In order to accord substantial weight
to secondary considerations in an obviousness analy-
sis, the evidence of secondary considerations must
have a nexus to the claims, i.e., there must be a legally
and factually sufficient connection between the evi-
dence and the patented invention.” Fox Factory, Inc.
v. SRAM, LLC, 944 F.3d 1366, 1373 (Fed. Cir. 2019)
(internal quotations omitted). A nexus is rebuttably
presumed when “the patentee shows that the asserted
objective evidence is tied to a specific product and that
product ‘embodies the claimed features, and is coex-
tensive with them.” Id. (quoting Polaris Indus., Inc.
v. Arctic Cat, Inc., 882 F.3d 1056, 1072 Fed. Cir.
2018)). “[E]vidence of secondary considerations may
often be the most probative and cogent evidence in the
record. It may often establish that an invention ap-
pearing to have been obvious in light of the prior art
was not. It is to be considered as part of all the evi-
dence, not just when the decisionmaker remains in
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doubt after reviewing the art.” Stratoflex, Inc. v.
Aeroquip Corp., 713 F.2d 1530, 1538 (Fed. Cir. 1983).

a) Nexus

With respect to nexus, Patent Owner relies on Dr.
Brittain’s element-by-element comparison of claim 8
to exemplary embodiments of DoseEdge. PO Resp.
54-55; Ex. 2008 99 101-115 (citing Ex. 2018, 1; Ex.
2034; Ex. 2024) (concluding that “DoseEdge practices
claim 8 of the 579 Patent”). Patent Owner empha-
sizes that “DoseEdge includes the step-specific hard
stop feature as part of verifying the processing of a
dose order, which is claimed by the 579 Patent. This
hard stop prevented patients from receiving [the]
wrong drug, which is the main reason for DoseEdge’s
commercial success.” PO Resp. 55 (citations omitted).
“While there have been updates, or versions, of
DoseEdge since its first release [in 2008], the key fea-
ture of claim 8, the ‘hard stop.” has remained the
same.” Sur-reply 19 (citing Ex. 2018, 1).

Petitioner attacks Dr. Brittain’s testimony regard-
Ing nexus as, for example, not identifying specific ver-
sions of DoseEdge, not specifying how marketing ma-
terial touting error prevention necessarily discloses a
“hard stop” or “patient-specific” dose preparation, and
failing to illustrate prompts or highlighting function-
ality. Reply 20. Notably, however, Petitioner proffers
no countervailing document or expert testimony to Dr.
Brittain’s detailed opinion on why DoseEdge practices
claim 8 of the ’579 Patent. At best, these assertions
reflect the weight we should accord Dr. Brittain’s
opinions on secondary considerations. Considering
Dr. Brittain’s extensive familiarity with the DoseEdge
system, and his testimony as a whole, we find that
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Petitioner’s assertions do not rebut the presumption
of nexus.

b) Commercial success

Patent Owner bases its commercial success argu-
ment on a publication, nominally dated 2014, showing
the release date and number of “live installations”13 of
various sterile compounding systems in the United
States. See PO Resp. 56 (citing Ex. 2019). Pointing to
Exhibit 2018, Patent Owner further contends that
“[a]dvertisements for DoseEdge detail that the key
feature was DoseEdge’s ability to identify wrong
drugs and intercept those errors by stopping the tech-
nician from completing the compounding process and
releasing the prepared dose.” Id. (citing Ex. 2018).
Referencing this same advertisement, Dr. Brittain
similarly testifies: “This hard stop feature has pre-
vented countless patients from receiving the wrong
drug, thus contributing to why DoseEdge is a success-
ful product.” Ex. 2008 § 112 (citing Ex. 2018, 1). We
note, however, that the advertisement depicted in Ex-
hibit 2018 merely states: “nearly 40% of errors iden-
tified as wrong drug,” and makes no mention of a
“hard stop” or any feature identifiable as element [8j].
In sum, this evidence is insufficient to establish that
a showing of commercial success could be attributed
to claim element [8j].

Petitioner argues that Exhibit 2019 is “incomplete
and misleading,” because, for example, it does not

13 Although Petitioner criticizes Exhibit 2019 for not defining
“live installations” (see Reply 21-22), we understand the term to
refer to all active systems installed irrespective of the ownership
terms recited in the table (i.e., capital purchase, lease, license, or
rent).
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account for the 2008 release date of DoseEdge, and/or
address financial factors that might affect the relative
number of installations between competing systems,
e.g., profit margins, marketing, and administrative
expenses. Reply 21-22 & fn.7.

Petitioner’s arguments are well taken. A “patentee
must establish a nexus between the evidence of com-
mercial success and the patented invention.” Wyers v.
Master Lock Co., 616 F.3d at 1246 (citations omitted).
Exhibit 2019 compares sales of DoseEdge, launched in
2008, with other products launched as late as 2013.
Patent Owner makes no attempt to normalize live in-
stallation numbers with release dates, or address the
effect of early market entry. Patent Owner similarly
fails to address marketing efforts, relative system
costs, or other financial incentives that may account
for the higher number of DoseEdge installations
shown in Exhibit 2019. Beyond the raw numbers of
Exhibit 2019, Patent Owner can only point to Dr. Brit-
tain’s opinion that “DoseEdge is a successful product.”
Ex. 2008 9 112. But Patent Owner does not attempt
to qualify Dr. Brittain as having expertise in sales,
economics, marketing, or other discipline relevant to
these issues. Nor does Dr. Brittain’s background evi-
dence such. See Ex. 2008 99 8-13; Ex. 2009; see also
Reply 23, fn.8 (“PO’s expert had no idea of Baxter’s
market share (Ex. 1011, 83:5-11) or the marketing
budget relating to DoseEdge when he drafted his dec-
laration. (Id., 83:12-13)”).

Considering the evidence before us, we find Patent
Owner’s evidence of commercial success weak.
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¢) Industry Praise

Patent Owner asserts that “DoseEdge received over-
whelming awards and praise. . . for its innovative
safety technology.” PO Resp. 57. Patent Owner pro-
vides no evidence of the any awards and cites to a sin-

gle, three-page excerpt from a KLAS report!4 as evi-

dence of industry praise. Id. at 57-59.1° Petitioner
contends that citations to “barcoding technology” and
“Image capture features” in the KLAS report merely
refer to features known in the prior art, and that its
praise for safety enhancements “cannot be attributa-
ble to DoseEdge, or any claimed feature, because the
‘solutions’ encompass many different products with
many different features.” Reply 24.

Patent Owner responds that the KLLAS reports reci-
tation of “errors [] being prevented,” and of DoseEdge
“preventing countless patients from receiving the
wrong drug,” are the direct result of the “hard stop” of
element [8j], which, as Dr. Brittain attests, prevents
the operator from proceeding without verification and
“has prevented countless patients from receiving the
wrong drug.” Sur-reply 22; Ex. 2008 § 112.

Although we note Dr. Brittain’s opinion of the “hard
stop” feature of element [8j] as “contributing to why
DoseEdge 1s a successful product,” (Ex. 2008 9 112
(citing Ex. 2018, 1)), we do not read the passages of
the KLLAS report quoted by Patent Owner as referring

14 “U.S. IV Automation Robots and workflow solutions in 2012,”
KLAS Research Performance Report (October 2012) (excerpt).
Exhibit 2012.

15 As noted by Petitioner, Patent Owner only provides three
pages of the KLAS report, leaving us to wonder whether compet-
ing systems received similar reviews. See Reply 23-24.
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to any feature that prevents the operator from pro-
ceeding to the next step as required by this element.
To the contrary, the quoted passage provides: “I can
go back at any point in time in DoseEdge System and
be able to see what they really did,” implies verifica-
tion after the operator has completed compounding.
See PO Resp. 59 (quoting Ex. 2012, 111-112). Simi-
larly, the passage: “Now we have a photograph on rec-
ord so if there is ever a doubt about what we had .. .1
have a picture of it,” clearly indicates a post-com-
pounding verification. See id.

Considering the evidence before us, we find Patent
Owner’s evidence of industry praise weak.

d) Conclusion

Patent Owner’s evidence of secondary considera-
tions 1s weak. We, nonetheless, weigh that evidence
in determining whether Petitioner has established ob-
viousness under Grounds 1-3.

6. Disputed Claim Elements

Petitioner provides a detailed claim chart mapping
the teachings of Alexander and Liff to each element of
claims 1-12 and 22. Pet. 19-47. Patent Owner con-
tends that the asserted combination of references fails
to teach or suggest elements of claims 1, 3, 6, and 8,
which we address below.

a) Element [8j]: “wherein each of the steps
must be verified as being properly com-
pleted before the operator can continue
with the other steps of the drug prepara-
tion process”

As set forth in section II(B)(3) above, element [8j]
requires that “the system will not allow the operator
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to proceed to the next step until the prior step has
been verified.” According to Petitioner, this verifica-
tion is satisfied by Alexander. See Pet. 41 (referencing
id. at 24, 28 and citing Ex. 1005:5:4—11, 8:62—64, 9:47—
54, 11:21-45; Ex. 1003 99 36-37, 43, 45—-46). In par-
ticular, Alexander teaches:

Remote verification of pharmacy functions
performed by non-pharmacists may addition-
ally include, in some embodiments, one or
more legally required in-progress checks. In
general, remote pharmacist verification of
pharmacy work performed by non-pharma-
cists may include supervision and/or verifica-
tion of the pharmacy work in various stages of
completion as well as verification of any
and/or all results of the pharmacy work.

Ex. 1005, 5:4-11.

[I[]n some embodiments, a remote pharmacist
may supervise pharmacy work as it is being
performed. For example, in one embodiment,
a remote pharmacist may verify each step as
it is performed and may provide an indication
to a non-pharmacist performing the pharmacy
that the step was performed correctly. In such
an example, the remote pharmacist may pro-
vide verification feedback via the same collab-
oration software, or via another method, such
as by telephone.

Id. at 9:47-54.

Reflecting Alexander’s teaching that a remote phar-
macist may supervise pharmacy work as it is being
performed, Dr. Young testifies that:
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A person of ordinary skill in the art would
have understood that in order for a remote
pharmacist to successfully verify that each
step was performed correctly in real time,
each step would need to be verified before the
pharmacy staff member could continue with
the next step in the preparation process. At a
minimum, it would have been obvious from
the teachings of Alexander for the remote
pharmacist to verify each step before the op-
erator can continue on to the next step.

Ex. 1003 9 45.

Patent Owner responds that “Alexander only dis-
cusses that ‘a remote pharmacist may verify each step’
(Ex. 1005, 9:49-52); not that the remote pharmacist
must verify each and every step before the operator is
allowed to proceed.” PO Resp. 27 (citing Ex. 2008
9 76). Relying on the testimony of its expert, Dr. Brit-
tain, Patent Owner contends that one of ordinary skill
in the art would not have contemplated the “hard
stop” of element 8[j], and would have read Alexander
as disclosing an electronic version of “the typical pro-
cedure for final verification by a pharmacist[] involved
the technician putting in a basket all of the compo-
nents used to compound the final dose, then the phar-
macist would review and provide a signature as veri-
fication, and a label finalized so that the dose could be
dispensed.” See PO Resp. 26-28; Ex. 2008 9 70-72.
Applying this logic, Alexander’s teaching that a “re-
mote pharmacist may provide verification feedback
via the same collaboration software, or via another
method, such as by telephone” (Ex. 1005, 9:52—-54),
does not mandate that the operator is prevented from
continuing on with subsequent dosage steps before



60a

receiving verification that each step is performed cor-
rectly, as required by element [8j]. Accordingly, Pa-
tent Owner argues, “nothing in Alexander prevents
the operator from continuing on with subsequent dose
preparation steps irrespective of a verification that
previous steps have been performed.” (Sur-reply 7-8
(citations omitted)). We find Patent Owner’s argu-
ment persuasive.

Considering the record as whole, including the tes-
timony of the parties’ respective experts, we find that
Petitioner has not demonstrated by a preponderance
of the evidence that Alexander teaches or renders ob-
vious element [8j]. And although Petitioner is correct
that element [8)] encompasses “a click-through pro-
cess where the operator is . . . prompted to confirm
that a step has been completed before a later step can
be started,” as allegedly described in DiGianfilippo
(see section II(B)(3) above; Reply 6), Petitioner does
not rely on DiGianfilippo in its asserted Grounds, and
we do not apply it here. Nor does Petitioner otherwise
establish sufficiently that one of ordinary skill in the
art would find it obvious to apply click-through verifi-
cation to ensure that each drug preparation step is
verified as being properly completed before the opera-
tor can continue with the other steps as required by
element [8)]. See Sirona Dental Sys. GMBH v. Institut
Straumann AG, 892 F.3d 1349, 1356 (Fed. Cir. 2018)
(citing SAS, 138 S.Ct. at 1356-57) (because “the peti-
tioner’s contentions, not the Director’s discretion, de-
fine the scope . . . [i]t would . . . not be proper for the
Board to deviate from the grounds in the petition and
raise its own obviousness theory”).

For the above reasons, and in view of the record as
a whole, Petitioner has not made the requisite
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showing that element [8j], and thus, claim 8, and its
dependent claims 9-13, are obvious under Ground 1.

b) Element [8d] “the order processing server
being configured to generate a dose order
queue listing all dose orders received by
the order processing server”

Alexander teaches that a remote pharmacist may
verify medication dose records “on a first-come first-
served basis . . . in the order they notified the remote
pharmacist that images were available for verifica-
tion.” Ex. 1005 at 4:39-43. Relying on the testimony
of Dr. Young, Petitioner contends that one of ordinary
skill in the art “would have found it obvious that in
order to verify orders on a first-come first-served ba-
sis, the server should generate a queue tracking the
sequence in which orders were received,” as required
by element [8d]. Pet. 34—35 (citing Ex. 1003 99 48—
51).

With respect to Ground 1,16 Patent Owner, contends
“Dr. Young fails to explain how a remote pharmacist,
verifying already prepared dose orders ‘on a first-come
first -served basis’ upon notification ‘that images were
available for verification,” somehow translates into the
order processing server, which is not being used by the
remote pharmacist, generating a[n] order queue of
yet-to-be prepared doses.” PO Resp. 33-34 (citing Ex.
2008 9 83); see Sur-reply 10-11. Petitioner responds,
that the broadest reasonable construction of element
[8d] encompasses both “a queue of ‘yet-to-be prepared-

16 Patent Owner does not dispute that Morrison discloses ele-
ment [8d] in Ground 2. See Pet. 55 (further citing Ex. 1007 19
27, 29); Reply 11.
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doses’ for technicians and a queue of ‘yet-to-be-verified
doses’ for pharmacists.” Reply 10. We agree.

Patent Owner further contends that we should dis-
regard Dr. Young’s testimony as inconsistent because
a system could insert orders at the front of a queue on
a “stat” basis, or require a condition precedent before
a technician prepares a queued dose. PO Resp. 34-36.
Neither situation, however, is inconsistent with an
“order processing server being configured to generate
a dose order queue listing all dose orders received by
the order processing server,” as recited in element
[8d]. Nor is either contingency incompatible with Dr.
Young’s testimony that one of ordinary skill would
look to such queueing information to ensure the
timely completion of orders in the system. See Ex.
1003 99 49-52.

Considering the record as whole, we find that Alex-
ander’s teaching to verify medication dose records “on
a first-come first-served basis,” in conjunction with
Dr. Young’s testimony, establishes that element [8d]
1s obvious over the prior art.

¢) Elements [8e]/[8g]: “a protocol associated
with each received drug order and specify-
ing a set of drug preparation steps to fill

the drug order . . . the dose preparation
station being configured to present the
protocol”

Petitioner relies on “Alexander’s workstation for
drug preparation as modified by Liff’'s user interface
of displaying instructions to an operator” as teaching
or suggesting “a protocol associated with each re-
ceived drug order and specifying a set of drug prepa-
ration steps to fill the drug order . . . the dose
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preparation station being configured to present the
protocol” as set forth in elements [8e] and [8g]. See
Pet. 19, 35—-40; Reply 9-10.

Patent Owner contends Petitioner’s citations to Al-
exander highlight a workstation for “implementing
[the] remote supervision and verification of pharmacy
functions,” not for supplying a set of drug preparation
steps.” PO Resp. 28-29 (citing Ex. 1005, 5:65-67; Ex.
2008, 974). According to Patent Owner, Alexander
fails to disclose a recipe for drug preparation and one
of ordinary skill in the art would not have looked to
the remote monitoring system described in Alexander
as the means for providing such a recipe.” Id. (citing
Ex. 2008 49 73-74, 77). Consistent with our under-
standing of Liff as a system for dispensing prepacked
pharmaceuticals, Patent Owner similarly argues that
Liff fails to disclose instructions for a technician to
prepare a dose. Id. at 29-33.

In response, Petitioner points to Alexander’s disclo-
sure of “pharmacy functions performed at institu-
tional pharmacy 120 that may be remotely supervised
and verified may include . . . Medication preparation .
. . pursuant to medication orders . ...” Reply 9-10
(citing Ex. 1005, 4:44-53, 12:50-55, Fig. 6). Petitioner
further relies on the testimony of Dr. Young that

During the relevant time frame, conven-
tional computers were ubiquitous and their
use in telepharmacy systems was well-
known. A person of ordinary skill in the art
would have understood that displaying the
medication dose order, a recipe for the dose or-
der, or the steps to be performed in preparing
the dose on a computer screen rather than a
printed reference would simply have been a
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design or implementation choice in any sys-
tem for preparing pharmaceutical doses. A
person of ordinary skill in the art also would
have understood that any conventional user
interface, displayed on a conventional com-
puter, could be used to present the medication
dose order or the steps to be performed, which
were already available to the pharmacy staff
member.

Ex. 1003 9 36.

Despite Patent Owner’s arguments to the contrary
(see Sur-reply 8-11), we agree with Petitioner that one
of ordinary skill in the art would have understood that
the disputed elements were rendered obvious by Alex-
ander in view of Liff, and that in implementing an
electronic system for preparing medications, one of or-
dinary skill in the art would have considered it obvi-
ous to provide a set of drug preparation steps on a
computer, likewise rendering obvious elements
[8e]/[8g]. Reply, 10 (citing Ex. 1003 9 36).

d) Elements [8f]/[1d]: “an interactive screen
that includes prompts that can be high-
lighted by an operator to receive addi-
tional information relative to one particu-
lar step”

Patent Owner challenges the sufficiency of Peti-
tioner’s arguments with respect to the requirement of
claims 1 and 8 for “an interactive screen that includes
prompts that can be highlighted by an operator to re-
ceive additional information relative to one particular
step.” PO Resp. 36-39, 43.

Relying on the testimony of Dr. Young, Petitioner
contends that “[a] POSITA would have found it
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obvious to present the dose preparation recipe dis-
closed by Alexander using the interface disclosed by
Liff.” Pet. 24 (citing Ex. 1003 36, 59—66). According
to Petitioner, one of ordinary skill in the art would
have looked to the data entry in Liff, “for example by
selecting items previously stored in a database from a
drop-down menu, which will cause ‘the relevant data
[to] automatically appear in the data windows,” and
that “a person of ordinary skill would have found it
obvious to display the directions for compounding a
pharmaceutical in the user interface taught by Liff on
a conventional personal computer, such as the com-
puter described in the Alexander system.” See Pet.
21-24; Ex. 1003 9 36, 59-66.

Patent Owner challenges Dr. Young’s opinion for
“fail[ing] to explain what ‘relevant data’ is,” but ad-
mits that such data “likely includes ‘the patient in-
cluding name, address, phone numbers, age, sex,
weight, identification numbers, basic health infor-
mation, and employer information.” PO Resp. 36-37
(citing Pet. 22-23; Ex. 1006, 17:65—67; Ex. 2008 § 86—
87). Patent Owner takes the position, however, that
all this information is unrelated to dose preparation,
and thus irrelevant to step [8f]/[1d]. We do not find
Patent Owner’s argument persuasive.

Claim 8 is not directed to the generic drug prepara-
tion but to “preparing and managing patient-specific
dose orders,” which are “prepared and [made] ready
for delivery to the patient.” Claim 8 is similarly di-
rected to the “preparing a dose . . . based on the dose
order [and] . . . approving release of the dose to the
patient.” Implicit in such language is the identifica-
tion of the referenced patient. To this end, we find it
reasonable to use common identifiers such as the
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patient’s “name, address, phone numbers, age, sex,
weight, identification numbers” because, absent this
type of relevant data, a dose would not be patient-spe-
cific, i.e., a dose would not be prepared based on a dose
order and made ready for delivery to a particular pa-
tient.

With respect to “prompts that can be highlighted by
an operator”’ in elements [8f]/[1d], Petitioner relies on
Dr. Young’s testimony that Figure 14B of Liff

illustrates an interactive user interface screen
with multiple areas for entering user inputs
and displaying information relating to the pa-
tient for whom the prescription is being filled.
Liff explains that the user can be prompted to
enter data in various ways, for example by se-
lecting items previously stored in a database
from a drop-down menu, which will cause “the
relevant data [to] automatically appear in the
data windows.” ([Ex. 1006,] 17:55-18:13.)
Liff also teaches that the user can high-
light various inputs and information dis-
played on the screen, as illustrated in
Figure 14F.

Ex. 1003 4 63 (cited at Pet. 24) (emphasis added).

Patent Owner argues that Figure 14F of Liff merely
highlights a patient’s allergies and “does not even sug-
gest formulation steps.” PO Resp. 39. Although Peti-
tioner argues that “the content of [Liff's] menus is ir-
relevant” (Tr. 117:3—-12), we agree with Patent Owner
that Dr. Young’s opinions “do not address any partic-
ular step of drug formulation, let alone the ability to
highlight a portion of the computer screen to receive
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additional information about such [a] step.” PO Resp.
39.

Although this presents a close case, we agree with
Patent Owner that Petitioner’s evidence is insuffi-
cient. Dr. Young fails to explain why Liff’s teaching
to highlight patient characteristics when dispensing a
prepackaged medication would lead one of ordinary
skill to highlight prompts in a drug formulation con-
text to receive additional information relative to one
particular step in that process, or even what addi-
tional information might be relevant.

For the reasons set forth above, Petitioner has failed
to establish sufficiently that the combination of Alex-
ander and Liff discloses or renders obvious element
[8f]/[1d]. Accordingly, Petitioner has not made the
requisite showing that claim 8, and its dependent
claims 9-13, or claim 1, and its dependent claims 2—7
and 22, are obvious under Ground 1.

e) Element [8]]: “a display communicatively
coupled to the order processing server . . .
outputting the dose order queue and met-
rics concerning activity at the dose prepa-
ration station”

Claim 8 requires “a display communicatively cou-
pled to the order processing server . . . outputting the
dose order queue and metrics concerning activity at
the dose preparation station.” With respect to such
metrics, Petitioner points to Liff as “teach[ing] that
‘an operator may at any time monitor inventory in an
RCD unit by selecting the ‘inventory’ option shown in
Fig. 14T[, which] . . . shows the number of bottles in
each RCD bin or column.” Pet. 42 (citing Ex. 1006,
22:3-6, 7:60—-62, Fig. 14T). Petitioner further relies
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on the testimony of Dr. Young who states that, in ad-
dition to displaying information regarding the dose or-
der queue,

information regarding the status of the dose
preparation also would have been relevant
and important to the remote pharmacist. As
such, it would have been obvious to a person
of ordinary skill in the art to present addi-
tional information regarding the status of the
dose preparation on a display connected to the
remote pharmacist workstation and/or a dis-
play connected to the server.

Ex. 1003 9 52 (cited at Pet. 42).

On behalf of Patent Owner, Dr. Brittain responds,
that “Liff is not directed to dose preparation in any
manner; Liff discloses dispensing ready-to-use drugs.”
Ex. 2008 9 88 (citing id. at 9 51, 78-81). But this
attack on an individual reference does not address the
combination as a whole. See In re Merck & Co., 800
F.2d 1091, 1097 (Fed. Cir. 1986). Considering the rec-
ord as a whole, we find that Petitioner has established
sufficiently that the combination of Alexander and
Liff discloses or renders obvious element [8]].

In light of the above, we find Petitioner has estab-
lished that element [8]] is obvious over the combina-
tion of Alexander and Liff.

f) Element [1f]: “wherein one input com-
prises an input that is prompted by the
performance of the drug preparation
steps”

In seeking to establish that the prior art teaches or
suggests element [1f], Petitioner relies on Dr. Young’s
explanation of how one of ordinary skill in the art
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would have understood the prior art, including Alex-
ander’s teaching to capture an image of an intermedi-
ate step in the compounding process and Liff’s teach-
ing to prompt an operator for input. Pet. 25-26; Reply
11 (collectively citing Ex. 1003 9 38-39, 44, 47; Ex.
1005, 5:4-11, 8:62—66, 10:3-18, 12:56-58, Fig. 4; Ex.
1006, 17:55-18:3).

Patent Owner responds that Dr. Young’s opinion is
conclusory and “relies upon the flawed presupposition
that one would combine the teachings of Alexander
and Liff.” PO Resp. 43. As set forth in section II(C)(4),
above, however, we find ample motivation to combine
Alexander and Liff. We do not find Dr. Young’s opin-
1on unduly conclusory, and note that Patent Owner of-
fers no opposing testimony from Dr. Brittain on this
issue. Considering the record as a whole, Petitioner
has established element [1f] is obvious in view of Al-
exander and Laiff.

g) Claim 3: “scanning a label on the diluent
that is to be combined with the drug prod-
uct”

Depending from claim 1, claim 2 is directed to “steps
of preparing the dose and capturing information” in-
cluding the step of “confirming the identity of a dilu-
ent that is combined with the drug product.” Depend-
ing from claim 2, claim 3 further includes the step of
“scanning a label on the diluent that is to be combined
with the drug product; and capturing an image of the
diluent.”17

17 Although the parties do not address directly whether “scan-
ning” is different or narrower than “capturing an image,” we
need not address that here. Rather, we apply the parties’
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In addressing claim 3, Petitioner points to Alexan-
der’s teaching that “one or more of the following items
may also be placed on a display area of image capture
device 210:1. A vial of sterile water, with label clearly
visible, which was used to reconstitute the medication
vial added to the final product.” Pet. 31 (quoting Ex.
1005, 10:3—-8) (emphasis removed)). Relying on the
testimony of Dr. Brittain, Patent Owner argues that
“[c]lapturing an image of a label does not equate to
scanning a label. There is no evidence that capturing
an image of a label accomplishes the same thing, or
that it would have occurred to one reading Alexander
to replace image capture with scanning.” PO Resp. 45
(citing Ex. 2008 99 90-91); see Ex. 2008 § 91 (“While
Alexander may capture images of the preparation
steps, capturing an image is not the same as ‘scanning
a label’ to confirm what is in the bottle . . . . solely
capturing an image 1s not a replacement for scanning
the barcode on the bottle.”).

In response, Petitioner argues persuasively that one
of ordinary skill in the art would understand Alexan-
der to teach or disclose “scanning a label on the dilu-
ent that is to be combined with the drug product,” as
required by claim 3:

Alexander discloses capturing an image of
the label on a diluent (Ex. 1005, 10:3—-14), and
Liff discloses scanning a label on an item to
identify its content (Ex. 1005, 21:18-23). PO’s
expert admits that barcoding was in the prior
art and provides a great way to identify a

presumption that “scanning” refers to interpreting information
encoded in a bar code rather than merely acquiring an image of
it.
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product. (Ex. 1011, 42:3—-44:2). As part of the
verification process, the diluent must be veri-
fied; accordingly, it would have been obvious
to scan the label to identify the diluent. (Ex.
1003, g 47).

Reply 12.18

Considering the record as a whole, Petitioner
has established that claim 3 is rendered obvious
by Alexander, as understood by one of ordinary
skill in the art.

h) Claim 6: “scanning a label on the com-
pleted dose container”

Claim 6 depends from claim 5, which depends from
claim 2, which depends from claim 1. Claim 2 is di-
rected to “steps of preparing the dose and capturing
information” including the step of “capturing an im-
age of the completed drug product.” Depending from
claim 2, claim 5 further includes the steps of “applying
a label to a dose container . . . and capturing an image
of the completed dose container.” Depending from
claim 5, claim 6 still further includes the step of “scan-
ning a label on the completed dose container.”

With respect to claim 6, Petitioner relies on Alexan-
der’s teaching to “place the labeled sterile intravenous
product, with label and base solution content clearly
visible, on image capture device 210’s display area.”
Pet. 32 (quoting Ex. 1005, 10:3-14) (emphasis

18 Although not necessary to our determination, Petitioner’s cita-
tion to Peoples’ as disclosing “scanning the label on a medication
bottle with a bar-code scanner to verify that a correct medication
was dispensed,” provides additional, and persuasive, support.
See id. (citing Ex. 1008, 1:39-40, 1:49-54, 7:17-21, Figs. 6-7).
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omitted). Petitioner further points to Liff as teaching:
“Each time a package 74 is dispensed from the cabinet
20, the package bar code label 98 is scanned by the bar
code reader 40 to verify that the correct pharmaceuti-
cal has been dispensed.” Pet. 32-33 (quoting Ex.
1006, 7:28—-32) (emphasis omitted).

Referencing its arguments regarding claim 3, Pa-
tent Owner argues that “the image capture teaching
of Alexander . . . 1s unrelated to scanning.” PO Resp.
45. For the reasons discussed above with respect to
claim 3, we do not find Patent Owner’s argument per-
suasive here.

Patent Owner further contends that “the scanning
step taught by Liff has nothing to do with dose prepa-
ration,” and that Petitioner does not explain “why
teachings regarding drug dispensation would suggest
anything to a skilled person regarding drug formula-
tion” Id. We do not find Patent Owner’s argument
persuasive. To find obviousness, it is not necessary
that all features of a secondary reference are “bodily
incorporated into the structure of the primary refer-
ence.” In re Keller, 642 F.2d 413, 425 (CCPA 1981).
“Rather, the test is what the combined teachings of
the references would have suggested to those of ordi-
nary skill in the art.” Id. “[I]f a technique has been
used to improve one device, and a person of ordinary
skill in the art would recognize that it would improve
similar devices in the same way, using the technique
1s obvious unless its actual application is beyond his
or her skill.” KSR, 550 U.S. at 417.

In the present case, Alexander teaches image cap-
ture in the context of dose preparation, including the
labeled finished product, whereas Liff teaches that
such products are scanned by a “bar coder reader . . .
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to verify that the correct pharmaceutical has been dis-
pensed.” See Ex. 1005, 10:3-10; Ex. 1006, 7:28-32.
Moreover, in the context of the intermediate reagents,
Dr. Young reasonably testifies that “a person of ordi-
nary skill in the art would have understood that the
label for a vial of medication or a diluent such as a vial
of sterile water would allow a pharmacist, or other
medical professional, to verify the contents of the drug
product or diluent.” Ex. 1003 q 47. Considering the
combination as a whole, we find that that one of ordi-
nary skill in the art would similarly find it obvious to
scan the label of Alexander’s finished product to verify
its 1dentity. Accordingly, the record as a whole sup-
ports a finding that Alexander in combination with
Liff renders obvious “scanning a label on the com-
pleted dose container,” as recited in claim 6.

7. Conclusion as to Ground 1

For the reasons set forth above, Petitioner has failed
to establish that the combination of Alexander and
Liff discloses or renders obvious elements [8)] and
[8f]/[1d]. Accordingly, Petitioner has not made the
requisite showing that claim 8, and its dependent
claims 9-13, or claim 1, and its dependent claims 2—7
and 22 would have been obvious under Ground 1.

D. Obviousness in view of Alexander, Liff, and Mor-
rison (Ground 2)

In Ground 2, Petitioner challenges claims 1-12 and
22 as obvious over the combination of Alexander, Liff,
and Morrison. Pet. 47—60. In support, Petitioner pro-
vides a detailed claim chart mapping the teachings of
the asserted references to each of the claim elements
(id. at 50—60) and posits a rationale for combining
their respective teachings (id. at 48-49). Patent
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Owner opposes. See PO Resp. 46-50; Sur-reply 17—
18; section II(C), above. We begin with an overview of
Morrison.

1. Overview of Morrison (Ex. 1007)

Morrison discloses “[a] system and method for re-
mote pharmacy order processing” “in which pharmacy
personnel at remote pharmacy facilities access phar-
macy information systems of multiple healthcare fa-
cilities to review and authorize their pharmacy or-
ders.” Ex. 1007, Abstract, § 1. “The pharmacist func-
tions as if physically on-site at the hospital. . . .
Nurses at remote hospital facilities dispense medica-
tions based on pharmacy orders that have been re-
viewed and authorized by a pharmacist prior to being
dispensed to a patient.” Id. 4 7. “Orders are trans-
mitted from a plurality of hospital pharmacy infor-
mation systems 120, 122, 124 to a central order queu-
ing site where they are received at or entered into a
server 126 (e.g., a fax server, document server, etc.)
and organized in hospital queues.” Id. § 27. More
particularly:

Orders from hospitals are transmitted to a
site for centralized order queue management.
Each order is identified and added to a queue
for the originating hospital. Orders are re-
viewed and authorized at remote order pro-
cessing centers by licensed pharmacy person-
nel. Computers at the remote order pro-
cessing centers are linked to hospital phar-
macy information systems. A pharmacist at a
remote order processing center selects a hos-
pital, reviews orders from the queue for the se-
lected hospital, and enters them directly into
the hospital’s pharmacy information system.
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Id. at Abstract.

Morrison defines an “order server” as “any single
software server or combination of software servers
(e.g., fax server, email server, or other order receiving
server and document management server) that pro-
vide features and functionality for receiving orders,
digitizing or producing images of orders, and organiz-
ing orders in queues.” Id. 4 29. Morrison further
teaches that:

The remote order processing centers provide
seamless order processing service by linking
their computers directly to pharmacy infor-
mation systems at hospitals and emulating
those systems. Using technology such as a
virtual private network, dial up connections,
high-resolution fax servers with archiving ca-
pability, scanners and other technologies, the
pharmacy orders are transmitted (via fax,
email, or scanner) for centralized queue man-
agement, and then are accessed via a secure
connection at the remote order processing cen-
ters for processing by pharmacists.

1d. 9 7.

Morrison’s system includes an order view display
that “displays the electronic image of the order in ad-
dition to the following annotated fields: patient iden-
tifier, total orders on sheet, total orders completed . . .
comment fields are also included as well as buttons to
indicate the next screen that should appear once the
order image is completed.” Id. 9 70. Morrison further
teaches a “master hospital queue,” which displays
“the total number of orders in the hospital queue and
the time of the oldest order in the queue.” Id. 4 55. In
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some embodiments, “hospital service level tracking . .
. alerts for aging orders and provides operational and
clinical metrics related to order volume, processing
time and clinical consultation activity.” Id. 9§ 9.

2. Motivation to Combine Alexander and Liff with
Morrison

Petitioner asserts that one of ordinary skill in the
art would have been motivated to combine Alexander,
Liff, and Morrison for essentially the same reasons as
discussed for Alexander and Liff in section II(C)(4),
above. See Pet. 48—49 (citing Ex. 1003 9 85-87). Re-
lying on the testimony of Dr. Young, Petitioner addi-
tionally argues that “a person of ordinary skill in the
art would have found it obvious to use Morrison’s serv-
ers to communicate between remote pharmacy per-
sonnel and systems to achieve the objectives of Alex-
ander and Liff.” Id. (citing Ex. 1003 9 88).

Patent Owner argues that “Morrison is directed to
interfacing with a cabinet dispensing system like Liff,
so there would be no need to use the system in Morri-
son with the system in Alexander wherein a remote
pharmacist is already involved.” Sur-reply 18 (em-
phasis omitted). Relying on the testimony of Dr. Brit-
tain, Patent Owner concludes that “[a]s with Liff,
there is no reason to believe that one skilled in the art
would have combined the teachings of Morrison with
those of Alexander.” PO Resp. 46 (citing Ex. 2008
19 92-94). But Dr. Brittain’s opinions on this matter
are conclusory and we accord them little weight. At
best, Dr. Brittain states:

Morrison describes how a remote pharma-
cist 1s used to dispense drugs to supplement
efforts of the on-site hospital and pharmacy
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staff. There is no teaching in Morrison that
1ts system could be use to oversee and monitor
sterile compounding. Therefore, a person of
skill in the art would not have looked to a sys-
tem like Alexander to further supplement the
efforts described by Morrison.

Ex. 2008 9 93. Neither Dr. Brittain nor Patent Owner
address, for example,

Dr. Young’s opinion that:

Morrison provides details on the use of serv-
ers to transfer data between systems and us-
ers. A person of ordinary skill in the art would
have found it obvious to use Morrison’s serv-
ers to communicate data between different
pharmacy personnel and pharmacy systems.
Given Alexander and Liff’s disclosure of data-
bases and remote workstations, a person of or-
dinary skill in the art would have looked to
Morrison’s servers to achieve the objectives of
the verification system of Alexander and the
dispensing system of Liff. Such a combination
would have combined prior art elements ac-
cording to known methods to yield predictable
results in filling a prescription order.

Ex. 1003 9 88.

Considering the record before us, Petitioner has es-
tablished that one of ordinary skill in the art would
have been motivated to further combine Alexander
and Liff with Morrison.

3. Contested Claim Elements

a) Element [8j]: “wherein each of the steps
must be verified as being properly
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completed before the operator can con-
tinue with the other steps of the drug
preparation steps”

With respect to element [8)j], both parties refer to
their arguments made in Ground 1. As set forth in
section II(C)(6)(a), above, Petitioner has not made the
requisite showing that claim 8, and its dependent
claims 9-13, are obvious.

b) Elements [8e]/[8g]: “a protocol associated
with each received drug order and specify-
ing a set of drug preparation steps to fill

the drug order . . . the dose preparation
station being configured to present the
protocol”

In Ground 2, Petitioner further relies on Morrison
with respect to element [8e]. Pet. 56-57. Patent
Owner reasonably asserts that “the cited portion of
Morrison is actually referring to general hospital and
pharmacy policies, not protocols that specify a set of
drug preparation steps.” PO Resp. 47-48 (citations
omitted). As noted in section II(C)(6)(c), above, how-
ever, Petitioner has satisfied its burden with respect
to this element based on Alexander and Liff.

¢) Element [8f]/[1d]: “an interactive screen
that includes prompts that can be high-
lighted by an operator to receive addi-
tional information relative to one particu-
lar step”

As noted in section II(C)(6)(d), above, Petitioner has
not satisfied its burden with respect to Ground 1, be-
cause it does not explain adequately why highlighting
a patient’s allergies in the context of filling a prescrip-
tion renders obvious “prompts that can be highlighted
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by an operator to receive additional information rela-
tive to one particular [drug formulation] step,” as re-
quired by element [8f]/[1d]. For Ground 2, Petitioner
further supports its contention with reference to Mor-
rison. Pet. 50-52 (citing Ex. 1007 99 46, 70, 76, Fig.
14; Ex. 1003 99 36, 72, 74).

Patent Owner opposes on the grounds that the cited
passages “say nothing about prompts or highlighting,
let alone highlightable prompts ‘to receive additional
information relative to one particular step.” PO Resp.
49. We agree. Petitioner’s arguments with respect to
Morrison do not address the deficiency in its position
based on Alexander and Liff. Accordingly, Petitioner
has failed to establish that the combination of Alexan-
der, Liff, and Morrison discloses or renders obvious el-
ement [8f]/[1d].

d) Element [8]]: “a display communicatively
coupled to the order processing server . . .
outputting the dose order queue and met-
rics concerning activity at the dose prepa-
ration station”

As discussed in section II(C)(5)(e), Petitioner has es-
tablished sufficiently that element [8]] is obvious over
the combination of Alexander and Liff.

In Ground 2, Petitioner further relies on Morrison
with respect to this element. Pet. 49. Morrison dis-
closes a “master hospital queue” that displays “the to-
tal number of orders in the hospital queue and the
time of the oldest order in the queue” and “hospital
service level tracking[, which] alerts for aging orders
and provides operational and clinical metrics related
to order volume, processing time and clinical
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consultation activity.” Ex. 1007 49 9, 55; see also sec-
tion II(D)(1), above.

According to Patent Owner, Petitioner does not ex-
plain how Morrison’s “master hospital queue’ trans-
lates into a metric concerning activity at a dose prep-
aration station, i.e., a single station within a hospital.”
PO Resp. 49-50. We do not find Patent Owner’s argu-
ment persuasive in light of Dr. Young’s well-reasoned
testimony regarding industry standards for security
at the relevant time. See Ex. 1003 99 56-58. Dr.
Young notes, for example, that Alexander discloses a
requirement for “secure login credentials, such as a
username and password.” Id. § 57 (citing Ex. 1005,
5:43—-45). “A person of ordinary skill art would have
understood that the login credentials would identify a
specific user and that such credentials could be ac-
quired by prompting the user to input their creden-
tials into a user interface.” Id. “It was also an indus-
try standard that any access to the system be rec-
orded, for example in a records database, that main-
tained a history of which users accessed the system.”
Id. § 56. “At a minimum, i1t would have been obvious
to a person of ordinary skill in the art to prompt the
operator to provide his or her initials or signature as
part of the record in preparing the dose order.” Id.
9 58. Accordingly, Morrison further teaches or ren-
ders obvious “outputting the dose order queue and
metrics concerning activity at the dose preparation
station,” as recited in element [8]].

e) Element [1f]: “wherein one input com-
prises an input that is prompted by the
performance of the drug preparation
steps”



8la

In support of its arguments for the unpatentability
of element [1f] under Ground 2, Petitioner refers to its
prior arguments under Ground 1. Pet. 52. Patent
Owner similarly refers to its arguments “with regard
to the first challenged ground.” PO Resp. 50. For the
reasons set forth in section II(C)(6)(f), above, Peti-
tioner has established sufficiently element [1f] is ob-
vious under Ground 2.

f) Conclusion as to Ground 2

Petitioner has failed to establish that the combina-
tion of Alexander, Liff, and Morrison discloses or ren-
ders obvious elements [8j] and [8f]/[1d]. Petitioner
has, therefore, not made the requisite showing that
claim 8, and its dependent claims 9-13, or claim 1, and
1ts dependent claims 2—7 and 22, would have been ob-
vious under Ground 2.

E. Obviousness in view of Alexander, Liff, Morrison,
and Peoples (Ground 3)

1. Overview of Peoples (Ex. 1008)

Peoples 1s directed to a “device and method . . . for
converting products specific identification numbers
associated with bar code indicia on pharmaceutical
products to an industry standard identification num-
ber.” Ex. 1008, Abstract. According to Peoples:

The National Drug Code (NDC) was developed
as a universal identification system for phar-
maceutical products distributed in the U.S. ..
. The NDC for prescription pharmaceuticals is
the single basic identifier for all forms of phar-
maceutical products in the health industry.
Pharmacy computer systems, third-party pre-
scription claims processing, and sale tracking,
reporting and industry support services
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typically use the NDC to identify, describe and
pay for pharmaceutical services. For phar-
macy providers, legislation now mandates the
use of the NDC for all Medicaid claims.

Id. at 2:20—-39; see id. at 3:18-24.

According to Peoples, an NDC number may be pre-
sented in multiple formats and “[p]roblems have
arisen in the various bar code types have different
character lengths which do not correspond to the ten-
digit NDC number.” Id. at 3:1-39. To address this
problem, Peoples teaches a system and method for
converting various NDC formats into standard bar
code formats. See, e.g., id. at 3:39-55.

2. Motivation to Combine Alexander, Liff, and
Morrison with Peoples

According to Petitioner, one of ordinary skill in the
art would have been motivated to further combine Al-
exander, Liff, and Morrison with Peoples

[b]lecause the use of NDCs to identify drugs
was mandatory (and ubiquitous) well before
the 2005 time frame, a POSITA would have
been motivated to implement the methods
taught by Peoples in order to read NDCs with
the bar code readers disclosed in Alexander,
Liff, and Morrison and to utilize those NDCs
to identify and track the medications prepared
and dispensed using the Alexander, Liff, and
Morrison systems.

Pet. 62 (citing Ex. 1003 q 89).

Further to its arguments regarding motivation to
combine Alexander, Liff, and Morrison (discussed in
section II(D)(2), above), Patent Owner argues that
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“[t]here also would not have been a reason to use a bar
code scanner, such as disclosed in Peoples, with the
automated dispensing system disclosed by Liff, or
with the order processing system of Morrison because
the pharmaceuticals being dispensed are already in
an automated medication dispensing system, so no
scanning would be necessary. PO Resp. 51 (citing Ex.
2008, 9 5657, 97-98, 100).

But as Petitioner points out, Liff teaches that such
scanning is needed “to verify that the correct pharma-
ceutical has been dispensed.” Reply 15 (citing Ex.
1006, 7:28-32; Ex. 1011, 43:16—44:2). Petitioner sim-
ilarly points to evidence that one of ordinary skill in
the art reading Alexander “would have understood
that the label for a vial of medication or diluent such
as a vial of sterile water would allow a pharmacist, or
other medical professional, to verify the contents of
the drug product or diluent.” Id. at 15-16 (citing Ex.
1005, 10:3-14, Ex. 1003 q 47). Accordingly, and in
light of the evidence of record, we find that Petitioner
has established that one of ordinary skill in the art
would have been motivated to combine Alexander,
Liff, and Morrison, with Peoples.

3. Element [3c]: “scanning a label on the diluent
that is to be combined with the drug product;
and capturing an image of the diluent”

With respect to Ground 3, Petitioner relies on the
teachings Alexander and Liff as teaching or rendering
obvious this element. See e.g., Pet. 63—64. For
Ground 3, Patent Owner revisits its arguments, dis-
cussed above, that there is no need to scan compo-
nents used to prepare a dose in Alexander, Liff, or
Morrison. PO Resp. 52-53. As set forth in section
II(C)(6)(f), Petitioner has established that element
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[3c] is rendered obvious by Alexander alone. In par-
ticular, we find persuasive Petitioner’s argument,
supported by the testimony of Dr. Young that, one of
ordinary skill in the art reading Alexander “would
have understood that the label for a vial of medication
or diluent such as a vial of sterile water would allow a
pharmacist, or other medical professional, to verify
the contents of the drug product or diluent” and that
“the use of such label for a vial of medication/diluent
1s precisely for identification and tracking purposes.”
Reply 15-16 (citing Ex. 1005, 10:3—-14; Ex. 1003 Y9 47,
89).

4. Elements of Independent Claims 1 and 8.

In Ground 3, Petitioner raises no additional argu-
ments with respect to element [8j] or element [8f]/[1d].
See Pet. 62—-67. Claims 3-6 and 11-13 challenged un-
der this ground all depend on independent claims 1 or
8 and, thus, incorporate all elements of the respective
independent claims. Petitioner has not established
that elements [8)] or [8f]/[1d] are rendered obvious by
the combination of Alexander, Liff, and Morrison, and
has provided no evidence that Peoples fills these gaps.
Accordingly, Petitioner has not made the requisite
showing that the claims challenged under Ground 3,
claims 3-6 and 11-13, are obvious under Ground 3.

5. Conclusion as to Ground 3

Petitioner has failed to establish that the combina-
tion of Alexander, Liff, Morrison, and Peoples dis-
closes or renders obvious elements [8)] and [8f]/[1d].
Petitioner has, therefore, not made the requisite
showing that claim 8, and its dependent claims 9-13,
or claim 1, and its dependent claims 2—7 and 22 would
have been obvious under Ground 3.
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F. Motion to Exclude

Petitioner moved to exclude “Exhibits 2025 and
2030 in their entirety, and any reference to or reliance
on them.” Mot. Excl. 1. Patent Owner opposed the
motion (Resp. Mot. Excl.) and Petitioner filed a Reply
(Reply Mot. Excl.).

Exhibit 2030 appears to be a blog article discussing
two Board rulings on design choice. As we do not rely
on Exhibit 2030, we dismiss Petitioner’s motion as
moot with respect to this exhibit.

Patent Owner submitted Exhibit 2025 in connection
with its Sur-reply to buttress its arguments that
claim 8 requires a “hard stop.” Sur-reply 3—4. Patent
Owner’s argument concerning Exhibit 2025 directly
addresses Petitioner’s arguments in the Reply regard-
ing the meaning of element [8j]. See id. Although the
Panel considered Patent Owner’s argument, we did
not find it particularly informative, and accept Patent
Owner’s explanation that “hard stop” is merely a short
hand designation for the words of element [8j], which
we construe according to its plain and ordinary mean-
ing without reference to Exhibit 2025. See section
II(B)(3), above.

Patent Owner also relies on Exhibit 2030 in re-
sponse to Petitioner’s contention “that there is not a
nexus between barcode scanning and ‘right drug’ sta-
tistics from DoseEdge.” Sur-reply 20-21. Although
we find Patent Owner’s response justified, we did not
rely on Exhibit 2030 in determining that Petitioner
had not rebutted Patent Owner’s presumption of
nexus. See section II(C)(5)(a), above. In any event, we
afforded Petitioner an opportunity to respond to
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Patent Owner’s Sur-reply exhibits, which it did. See
Suppl. Reply.

For the above reasons, we do not find persuasive Pe-
titioner’s generalized implication that it was preju-
diced by Patent Owner’s submission of the Exhibit
2025 in its Sur-reply for lack of “an opportuning to
cross-examine PO’s expert on the new evidence and
present rebuttal evidence.” See Mot. Excl. 1, 4; Reply
Mot. Excl. 1-3. Accordingly, we deny on the merits,
Petitioner’s motion to exclude Exhibit 2025.

ITI. CONCLUSION

For the foregoing reasons, Petitioner has not shown
by a preponderance of the evidence that any of the
challenged claims of the ’579 Patent are unpatentable,
as summarized in the following table:

References/ Claims Claims Not
Claims |35 U.S.C § Basi Shown Un-| Shown Un-
518 patentable| patentable
1-12, 22| 103(a) |Alexander, Liff] 1-12, 22
1-12, 22| 103(a) Alexander, 1-12, 22
Liff,
Morrison
Alexander,
3-6, 11— Liff,
13 103(a) Morrison, Peo- 3-6, 11-13
ples
Overall 1-13, 22
Outcome
IV. ORDER

In consideration of the foregoing, it is hereby:

ORDERED that claims 1-13, and 22 of the 579 pa-
tent have not been shown to be unpatentable;
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FURTHER ORDERED that Petitioner’s motion to
exclude Exhibit 2030 1s dismissed as moot;

FURTHER ORDERED that Petitioner’s motion to
exclude Exhibit 2025 1s denied,;

FURTHER ORDERED that, because this is a final
written decision, parties to the proceeding seeking ju-
dicial review of the decision must comply with the no-
tice and service requirements of 37 C.F.R. § 90.2.

PETITIONER:

Scott McKeown
Scott.McKeown@ropesgray.com

Kyle Tsui
kyle.tsui@ropesgray.com

PATENT OWNER:

Benjamin Weed
benjamin.weed.ptab@klgates.com

Katherine Hoffee
katy.hoffee@klgates.com
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APPENDIX C
NOTE: This order is nonprecedential.

UNITED STATES COURT OF APPEALS
FOR THE FEDERAL CIRCUIT

BECTON, DICKINSON AND COMPANY,
Appellant

V.

BAXTER CORPORATION ENGLEWOOD,
Appellee

2020-1937

Appeal from the United States Patent and Trade-
mark Office, Patent Trial and Appeal Board in No.
IPR2019-00119.

ON PETITION FOR REHEARING EN BANC

Before NEWMAN, LOURIE, CLEVENGER!, DYK, PROST,
O’MALLEY, REYNA, TARANTO, CHEN, HUGHES, and
STOLL, Circuit Judges*

1 Circuit Judge Raymond C. Clevenger, III, participated only in
the decision on the petition for panel rehearing

* Chief Judge Kimberly A. Moore did not participate.
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PER CURIAM.
ORDER*

Baxter Corporation Englewood filed a petition for
rehearing en banc. A response to the petition was in-
vited by the court and filed by Becton, Dickinson and
Company. The petition was first referred to the panel
that heard the appeal, and thereafter the petition for
rehearing en banc was referred to the circuit judges
who are in regular active service.

Upon consideration thereof,

IT IS ORDERED THAT:

The petition for panel rehearing is denied.
The petition for rehearing en banc is denied.

The mandate of the court will issue on September 8,
2021.

FoRrR THE COURT

September 1, 2021 /s/ Peter R. Marksteiner
Date Peter R. Marksteiner
Clerk of Court

* This order has been corrected: September 2, 2021



