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EXEMPLARY CLAIMS OF U.S. PATENT NO. 10,517,484 

1. A system for measuring one or more physiological parameters and for use 
with a smart phone or tablet, the system comprising: 

a wearable device adapted to be placed on a wrist or an ear of a user, including 
a light source comprising a plurality of semiconductor sources that are light emitting 
diodes, each of the light emitting diodes configured to generate an output optical 
light having one or more optical wavelengths; 

the wearable device comprising one or more lenses configured to receive a 
portion of at least one of the output optical lights and to direct a lens output light to 
tissue; 

the wearable device further comprising a detection system configured to 
receive at least a portion of the lens output light reflected from the tissue and to 
generate an output signal having a signal-to-noise ratio, wherein the detection system 
is configured to be synchronized to the light source; 

wherein the detection system comprises a plurality of spatially separated 
detectors, and wherein at least one analog to digital converter is coupled to at least 
one of the spatially separated detectors; 

wherein a detector output from the at least one of the plurality of spatially 
separated detectors is coupled to an amplifier having a gain configured to improve 
detection sensitivity; 

the smart phone or tablet comprising a wireless receiver, a wireless 
transmitter, a display, a speaker, a voice input module, one or more buttons or knobs, 
a microprocessor and a touch screen, the smart phone or tablet configured to receive 
and process at least a portion of the output signal, wherein the smart phone or tablet 
is configured to store and display the processed output signal, and wherein at least a 
portion of the processed output signal is configured to be transmitted over a wireless 
transmission link; 

a cloud configured to receive over the wireless transmission link an output 
status comprising the at least a portion of the processed output signal, to process the 
received output status to generate processed data, and to store the processed data; 
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wherein the output signal is indicative of one or more of the physiological 
parameters, and the cloud is configured to store a history of at least a portion of the 
one or more physiological parameters over a specified period of time; 

the wearable device configured to increase the signal-to-noise ratio by 
increasing light intensity of at least one of the plurality of semiconductor sources 
from an initial light intensity and by increasing a pulse rate of at least one of the 
plurality of semiconductor sources from an initial pulse rate; and 

the detection system further configured to: 

generate a first signal responsive to light received while the light emitting 
diodes are off, 

generate a second signal responsive to light received while at least one of the 
light emitting diodes is on, and 

increase the signal-to-noise ratio by comparing the first signal and the second 
signal. 

 

2. The system of claim 1, wherein the wearable device is configured to use 
artificial intelligence in making decisions associated with at least a portion of the 
output signal. 

 

3. The system of claim 2, wherein the wearable device is at least in part 
configured to identify an object, and to compare a property of at least some of the 
output signal to a threshold. 

 

4. The system of claim 3, wherein the wearable device is configured to 
perform pattern identification or classification based on at least a part of the output 
signal. 
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5. The system of claim 4, wherein at least one of the spatially separated 
detectors is located at a first distance from at least one of the light emitting diodes 
and at least another of the spatially separated detectors is located at a second distance 
from the at least one of the light emitting diodes, and the at least one of the spatially 
separated detectors is configured to generate a third signal responsive to light from 
the at least one light emitting diode and the at least another of the spatially separated 
detectors is configured to generate a fourth signal responsive to the light from the at 
least one of the light emitting diodes; and 

wherein at least one of the spatially separated detectors is located at a third 
distance from a first one of the light emitting diodes and at a fourth distance from a 
second one of the light emitting diodes, and is configured to generate a fifth signal 
responsive to light from the first light emitting diode and a sixth signal responsive 
to light from the second light emitting diode, and wherein the first distance is 
different from the second distance, and the third distance is different from the fourth 
distance. 

Appx15-81 at Appx79-80 (36:46-38:3). 
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STATEMENT OF RELATED CASES 

The following earlier appeal from Patent Trial and Appeal Board (“Board”) 

proceedings between Apple Inc. (“Apple”) and Omni regarding U.S. 10,517,484 (the 

“’484 Patent”) (Case No. IPR2021-00453) was before this Court: 

• Apple Inc. v. Omni MedSci, Inc., Case No. 23-1034 

• Decided: June 21, 2024 (nonprecedential) 

• Panel: Circuit Judges Reyna and Cunningham and District Judge 

Albright (from the United States District Court for the Western 

District of Texas, sitting by designation) 

Claims of the ’484 Patent are at issue in the following additional proceedings, 

which thus may be directly affected by the Court’s decision in this appeal: 

• Omni MedSci, Inc. v. Apple Inc., No. 4:20-cv-00563 (N.D. Cal.); 

• Omni MedSci, Inc. v. Samsung Electronics Co., Ltd. et al.,  

No. 2:24-cv-01070 (E.D. Tex.); and 

• Omni MedSci, Inc. v. Whoop, Inc., No. 1:25-cv-00140 (D. Del.). 

Counsel is aware of no other pending case that will affect or be affected 

directly by this Court’s decision. 
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JURISDICTIONAL STATEMENT 

On February 14, 2025, the Board issued a Final Written Decision on Remand 

in IPR2021-00453. Appx1-14. Omni timely appealed on April 16, 2025. Appx716-

719. 

The Board had jurisdiction over IPR2021-00453 under 35 U.S.C. §§ 6(b)(4) 

and 311. This Court has jurisdiction over Omni’s appeal under 28 U.S.C. 

§ 1295(a)(4)(A) and 35 U.S.C. § 141(c). 

STATEMENT OF THE ISSUES 

1. The Board adopted, and this Court affirmed, Omni’s claim construction 

of “identify an object” as “to recognize or establish an object as being a particular 

thing.” On remand, did the Board err in applying that claim construction, and does 

substantial evidence support the Board’s determination on remand that Lisogurski, 

Carlson, and Tran render claims 3 and 8—each reciting a wearable device 

configured to “identify an object”—obvious under § 103? 

2. Was the Board’s conclusion on remand that claims 5 and 13 are 

unpatentable because a person of ordinary skill would have been motivated to 

combine four prior-art references in the manner recited in those claims supported by 

substantial evidence? 
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STATEMENT OF THE CASE 

I. The ’484 Patent 

Cumbersome, disparate, multi-component systems for monitoring a human’s 

physiological parameters have existed for decades but their configurations and use 

were largely confined to controlled, static environments such as doctors’ offices, 

medical care facilities, and laboratories. As of the priority date of the ’484 Patent in 

late 2012, everyday wearable devices configured to measure physiological 

parameters for mainstream consumers were not available. Indeed, Apple did not 

even announce its first Apple Watch to the public until September 2014. See Apple 

Newsroom, Apple Unveils Apple Watch—Apple’s Most Personal Device Ever, 

(Sept. 9, 2014), https://www.apple.com/newsroom/2014/09/09Apple-Unveils-

Apple-Watch-Apples-Most-Personal-Device-Ever/. “The challenge [had] been that 

a non-invasive system requires adequate sensitivity and selectivity, along with 

repeatability of the results.” Appx62 (2:59-61). So-called spectral systems—i.e., 

systems using light to perform non-invasive measurements—faced additional 

technical challenges in that external factors, including spectral and motion artifacts 

that are introduced when the user moved, greatly impacted the accuracy and 

reliability of measurements, rendering them unsuitable for use in sporting and 

everyday activities. See generally Appx62-63 (2:64-3:30). 
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Dr. Mohammed Islam, a full tenured Professor of Optics and Photonics in the 

Electrical and Computer Engineering department at the University of Michigan and 

the CEO and founder of Omni, solved for these problems and more in 2012, well 

before commercial leaders like Apple. He invented, and described and claimed in 

the ’484 Patent, inter alia, wearable devices incorporating specific hardware 

combinations and sophisticated signal processing techniques to enable measuring 

physiological parameters during everyday and sporting activities. 

The ’484 Patent is generally directed to a “wearable device” that includes 

specific hardware and functionality configured to “measure a physiological 

parameter” of a human user. Appx15 ([57] Abstract). The wearable device measures 

a physiological parameter by emitting light from a light source, such as a set of light 

emitting diodes, which is reflected by the user’s body—for example, the user’s wrist. 

Id. The reflected light is received by a set of spatially separated detectors coupled to 

electrical components, which work collectively to ultimately generate an output 

signal indicative of one or more physiological parameters. Id., Appx79-80 (36:46-

37:39, 38:8-62). The patent describes and claims multiple techniques employed by 

the wearable device that improve a signal-to-noise ratio of the output signal. Id. The 

result is a more accurate reading of the user’s physiological parameters despite 

spectral artifacts, motion artifacts, and other factors that denigrate the output signal. 
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See, e.g., Appx15, Appx69-70, Appx73 ([57] Abstract, 15:53-55, 16:61-17:15, 

24:65-6). 

Of relevance to this appeal, the ’484 Patent specification discusses specific 

functionalities whereby the wearable device can “detect” an object associated with 

a biological characteristic of a human user or “identify” what a particular object is. 

See, e.g., Appx65, Appx67-69 (7:21-24, 8:18-22, 11:22-37, 12:57-60, 13:23-24, 

14:52-63, 15:31-33, 15:45-48). These distinct functionalities were separately 

captured in different claims. Claims 3 and 8 recite that “the wearable device 

is . . . configured to identify an object,” and claim 16 recites that “the wearable 

device is . . . configured to detect an object.” Appx80-81 (37:43-46, 38:63-67, 

40:32-35). In relation to identifying blood constituents, the ’484 Patent discloses 

embodiments that implement “hyper-spectral imaging” techniques involving near-

infrared or SWIR lasers and sensors to generate spectral images. Appx65 (7:31-67). 

The spectral image of a given material acts as its “chemical signature” and the 

generated images may provide spectral information to identify particular blood 

constituents. Id. (7:21-31). 

II. The Board’s Initial Proceedings 

The Court summarized the background of the Board’s initial proceedings in 

Apple Inc. v. Omni MedSci, Inc., No. 2023-1034, 2024 WL 3084509, at *1-*2 (Fed. 
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Cir. June 21, 2024) (“Apple I”). The following supplements that summary of the 

record below. 

A. Apple’s Petition 

After Omni sued for infringement, Apple filed a petition for inter partes 

review (“IPR”) challenging the patentability of claims 1-23 of the ’484 Patent. 

Appx174. The Petition presented four obviousness grounds under § 103. Appx191. 

Each ground focuses on Lisogurski (U.S. Patent No. 9,241,676) combined with one 

or more additional prior art references. Id. 

1. Summary of Prior Art References 

Apple’s primary prior art reference, Lisogurski, discloses a stationary multi-

component doctor’s office medical device. Appx2313-2368 at Appx2313, 

Appx2345-46, Appx2349 ([54] Title, 1:4-6, 3:43-44, 10:39-41). The medical device 

system is illustrated in Figure 3 below. 
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Appx2318. The only wearable portion is sensor unit 312, while the remaining 

components of the system—e.g., monitors 314, 326 and calibration device 380—are 

configured to perform data calculations, display information, and calibrate the 

system, respectively. Appx2353 (17:54-18:15, 18:32-67). Lisogurski describes that 

its system may be implemented as an oximeter, which is a medical device ubiquitous 

in hospitals and medical care facilities for non-invasively measuring oxygen 

saturation of a stationary patient’s blood, as well as perhaps pulse rate and blood 

pressure. See Appx2346, Appx2349, Appx2353 (3:61-4:5, 10:46-47, 17:36-37). 

Lisogurski did not invent a new medical device, or address challenges related to a 

moving patient, but rather focuses on techniques for conserving and optimizing 

power and battery life. Appx2313, Appx2345-2347 ([54] Title, [57] Abstract, 1:1-

18, 4:63-5:12). 

Omni MedSci Ex. 2039 
Samsung Electronics Co. Ltd., et al., v. Omni MedSci - IPR2025-01251



 

8 

Apple proposed combining Lisogurski with Carlson (U.S. Patent Application 

Publication No. 2005/0049468) in each of the four grounds asserted in the Petition. 

Appx191. Carlson discloses an ear-clip oximeter for specific use in telemedicine and 

patient-controlled self-testing environments. Appx2240-2262 at Appx2257-2259 

(¶¶ 0002, 0004, 0032-0033, 0048-0049). Carlson’s ear clip design is shown in 

Figures 1 and 2 below. 

  

Appx2241-2242. 

Carlson seeks to increase signal-to-noise ratio (“SNR”) in its ear-clip pulse 

oximeter device primarily by using a specific “beam-shaping element, such as e.g. 

diffractive or refractive lenses” to direct emitted and reflected light in a particular 

manner “to increase the optical signal power,” which in turn increases SNR. 

Appx2257 (¶ 0014). The Petition relied on Figure 4 of Carlson (shown below), 
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which purportedly depicts beam shaping optics 21 guiding light beams 8 from LEDs 

15 to a portion of a patient’s ear 2. Appx215-217 (citing Appx2244, Appx2259). 

 

In multiple grounds, Apple further relied on Tran (U.S. Patent No. 8,108,036) 

in combination with, at least, Lisogurski and Carlson. Appx191. Tran discloses a 

patient monitoring system geared toward analyzing and processing patient data 

received from external devices, which detects and creates alerts when a patient 

experiences a heart attack or stroke. Appx5160-5231 at Appx5160, Appx5184 ([57] 

Abstract, 3:1-13). Tran does not disclose a new medical device, or improvements for 

existing devices, but instead focuses on a “mesh network” of “appliances,” which 

can include patient monitoring appliances such as a “blood pressure monitor, heart 

rate monitor, weight scale, thermometer, spirometer, . . . electrocardiograph (ECG), 
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a pulse oximeter, a body fat monitor, [and] a cholesterol monitor[,]” to name a few. 

Appx5186 (8:36-44). In the disclosed system, data from one or more such 

“appliances” is wirelessly transmitted via a collection of wireless nodes to a 

“statistical analyzer.” Appx5160, Appx5184, Appx5188 ([57] Abstract, 3:1-47, 

11:1-30). The analyzer is, for example, a computer server executing software 

modules that analyze data from the patient and flag when a dangerous medical 

condition may arise. Appx5160, Appx5188 ([57] Abstract, 11:1-30). 

Two of Apple’s grounds further relied on Isaacson (U.S. Patent No. 

8,725,226) in combination with Lisogurski, Carlson and Tran. Appx191. Isaacson 

discloses a sensor for use in pulse oximetry systems. Appx5148-5159 at Appx5155 

(2:57-58, 2:63-66). The disclosed sensor can make measurements at different layers 

of tissue. Appx5156 (4:35-49). The sensor includes two LED emitters and two 

detectors separated by varying distances. Appx5155-5156 (1:21-40, 3:44-45). 

2. Apple’s Proposed Claim Constructions 

Apple noted that certain claim terms had been earlier disputed by the parties 

in district court litigation involving related patents and urged the Board to apply the 

district court’s constructions of such terms. Appx203. Apple proposed specific claim 

constructions for the following terms: (1) “lens”; (2) “optical light”; (3) “a light 

source comprising a plurality of semiconductor sources . . .”; and (4) “cloud.” 
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Appx204-205. It did not propose a claim construction for “identify an object” 

(claims 3 and 8) or “detect an object” (claim 16). See id. 

3. Apple’s Failed Challenge to Claims 3 and 8 

The system of independent claim 1 includes a “wearable device” comprising 

a light source comprising semiconductor sources, one or more lenses for directing 

output light to tissue, and a detection system configured to receive a portion of lens 

output light reflected from tissue and to generate “an output signal” indicative of one 

or more physiological parameters. Appx79-80 (36:46-37:39). Various details of the 

wearable device and its components are specified, and the system also includes a 

smart phone or tablet configured to process at least a portion of the output signal as 

well as cloud configured to process the output signal and perform other functions. 

Id. Independent claim 7 is similar. See Appx80 (38:8-62). 

Claim 3 depends indirectly from claim 1, and claim 8 depends from claim 7. 

Appx80 (37:43-46, 38:63-67). Claims 3 and 8 each include the “identify an object” 

limitation, shown as follows: 

3. The system of claim 2, wherein the wearable device is at least 
in part configured to identify an object, and to compare a property of at 
least some of the output signal to a threshold.  

8. The system of claim 7, wherein the wearable device is at least 
in part configured to identify an object, and a property of at least some 
of the output signal is compared by at least one of the wearable device, 
the smart phone or tablet to a threshold. 
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Id. (emphases added). Claims 3 and 8 share common structure and substance. They 

each consist of two discrete clauses. The first clause in both claims is directed to the 

wearable device being configured to “identify an object.” Id. The second clause in 

both claims is directed to a different functionality of comparing a property of at least 

some of the output signal to a threshold. Id. Only the “identify an object” clause is 

relevant to this appeal.  

The Petition challenged claims 3 and 8 only based on invalidity ground 2, an 

alleged obviousness combination of Lisogurski, Carlson, and Tran. Appx191. Out 

of the entire Petition, Apple devoted merely two sentences to its purported proof that 

“identify an object” is disclosed in the prior art. Here is Apple’s argument in the 

Petition reproduced in full: 

Lisogurski teaches that its sensor can detect when it has fallen 
off. Ex.1011, 36:66-37:2 (“the system may detect a signal indicative of 
a system error such as… a probe-off signal”). Thus, Lisogurski’s sensor 
can identify when an object (e.g., a wrist or an ear) is in range of the 
sensor (“the wearable device is at least in part configured to identify an 
object”). Ex.1003, ¶221. 

Appx246. The Petition relied on two pieces of evidence to support the argument. 

First, the Petition cited the following single sentence from Lisogurski: “In some 

embodiments, the system may detect a signal indicative of a system error such as a 

physiological impossible value, a probe-off signal, any other suitable signal, or any 

combination thereof.” Id. (citing Appx2362-2363 (36:66-37:2). Second, the Petition 

relied on a single paragraph from the declaration of Apple’s expert, which adds no 
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substantive support for Apple’s argument because the paragraph cited in the expert 

declaration is verbatim the same as the paragraph of Apple’s Petition copied above. 

Id. (citing Appx2137 (¶ 221)). The Petition thus relied on a single embodiment from 

Lisogurski (the “probe-off signal” embodiment) and no meaningful testimony from 

Apple’s expert on the “identify an object” limitation.1 

The Petition lumped claims 3 and 8 together with claim 16. Appx246-247. It 

mistakenly asserted that claim 16 recites, like claims 3 and 8, the “identify an object” 

limitation. Appx246. It does not. Instead, claim 16 recites that the wearable device 

is “configured to detect an object.” Appx81 (40:32-35). But, despite its reliance on 

the plain and ordinary meaning of “identify” and “detect,” the Petition did not 

account for or address the different meanings of those terms. Appx246-247. 

B. Post Institution Briefing and Oral Hearing 

The Board instituted the IPR on all grounds set forth in the Petition. Appx302-

351 at Appx350. The institution decision did not construe “identify an object” or 

“detect an object.” See generally Appx302-351. Pursuant to the typical schedule, the 

parties engaged in briefing—patent owner’s response, petitioner’s reply, and patent 

 
1 The Petition discusses additional disclosures from Lisogurski and Tran in the 
context of claims 3 and 8 but only to support arguments against the second clause in 
those claims (directed to comparing a portion of the output signal to a threshold)—
not to support arguments against the “identify an object” limitation. See Appx247. 
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owner’s sur-reply—and an oral hearing before the Board issued its Final Written 

Decision on the merits. 

1. Omni’s Patent Owner Response 

In its Patent Owner’s Response, Omni highlighted that Apple had incorrectly 

conflated claims 3 and 8 (“identify and object”) with claim 16 (“detect an object”). 

Appx352 at Appx368-371, Appx393-395. To clarify and correct Apple’s mistaken 

conflation of “detect” and “identify,” Omni used a dictionary to articulate the plain 

and ordinary meaning of those terms: 

• “to identify an object” means “to recognize or establish an object as 

being a particular thing”; and  

• “to detect an object” means “to discover or notice the existence or 

presence of something.” 

Appx368-371. Omni argued that the plain language and ordinary meanings of the 

two terms, in and of themselves, created a presumption that the terms could not be 

treated as one, like Apple had done in the Petition. Appx369. Detection requires 

merely noticing that something exists, whereas identification requires establishing 

what that something actually is. Id. 

Omni further argued that Lisogurski fails to disclose any capability to 

“identify an object” because Lisogurski’s “probe-off signal” embodiment does not 

establish an object as being a particular thing. Appx393-395. And because Apple 
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relied exclusively on that single embodiment in Lisogurski, Apple had failed to meet 

its burden of showing claims 3 and 8 are unpatentable. Appx395. 

2. Apple’s Reply 

Apple only meaningfully addressed the distinction between “identify an 

object” and “detect an object” for the first time in its Reply brief. Apple argued that 

“detect an object” and “identify an object” should be construed to mean the same 

thing: “to discover or determine the existence, presence, or fact of an object.” 

Appx424-425.  

Based on its overly broad understanding of “identify,” Apple argued that 

Lisogurski’s “probe-off signal” embodiment teaches a wearable sensor 312 

configured to both “detect an object” and “identify an object”—largely a repeat 

recitation of Apple’s arguments, and conflation of “detect” and “identify,” from the 

Petition. Appx427-428. 

To address Omni’s proposed construction for “identify an object,” which the 

Board ultimately adopted, Apple pivoted to an entirely new theory as to why the 

prior art allegedly discloses a wearable device having this capability. First, Apple 

pointed to passages of the ’484 Patent specification that Omni had cited in support 

of its construction of “identify,” which disclose techniques for “identifying the blood 

constituents of interest.” Appx429 (citing Appx67, Appx69 (12:57 ̶ 60, 15:45 ̶ 48)). 

Those exemplary specification disclosures concern the use of, inter alia, 
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spectroscopy techniques, spectral signatures, and pattern matching to recognize and 

establish the identity of an array of various chemical materials and/or biological 

markers, such as glucose and cholesterol. See Appx67, Appx69 (12:44-64;15:31-

48). They do not relate to oximetry for measuring blood oxygen saturation level and 

do not establish that oximetry involves “identifying” anything. 

Then, Apple cited disclosures of basic oximetry in Lisogurski and Tran. 

Appx429. Apple asserted that oximetry, as described in Lisogurski and Tran, “is the 

same technique disclosed in the ’484 patent” for identifying blood constituents. Id. 

This was incorrect. Indeed, for the “technique disclosed in the ’484 patent,” Apple 

cited only passages concerning spectral imaging techniques for identifying blood 

constituents, which are not oximetry. Id. (citing Appx67 (11:45-53, 11:59-12:3)). 

Apple’s expert did not support Apple’s new arguments and never opined that 

oximetry can “identify an object” such as a particular blood constituent. 

3. Oral Hearing 

At the oral hearing before the Board, Apple doubled down on its Reply 

arguments. Apple’s counsel continued insisting, incorrectly, that Lisogurski’s 

oximetry disclosures describe “the exact same functionality” as the ’484 Patent 

specification disclosures Omni cited to support its proposed construction of “identify 

an object.” Appx528. Apple did not proffer any expert testimony to support its 

argument. Apple’s counsel pointed to a demonstrative slide, which merely 
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reproduced limited excerpts of the ’484 Patent specification and of Lisogurski that 

Apple relied on in its Reply brief. Appx507 at Appx527-528; Appx5277. The 

evidence shown on Apple’s demonstrative slide, for example, juxtaposed 

Lisogurski’s disclosures of measuring oxygen saturation in blood (oximetry) to the 

’484 Patent’s disclosure of using “pattern matching algorithms” on spectral images 

to identify different blood constituents of interest (not oximetry). Appx5277 

(quoting Appx67 (12:57-60)). 

C. The Board’s First Final Written Decision 

The Board issued a split Final Written Decision (“FWD I”), finding claims 1-

2, 7, and 15-23 unpatentable and claims 3-6 and 8-14 patentable. Appx570-571, 

Appx629-630. On claim construction for the “identify an object” term, the Board 

accepted Omni’s position and rejected Apple’s proposal to construe the “identify” 

and “detect” terms to have the same meaning. Appx577-579. The Board agreed that 

“identify” and “detect” have different dictionary definitions and are thus presumed 

to have different meanings. Id. It concluded that Apple had failed to rebut that 

presumption. Appx578-579.  

The Board applied Omni’s construction of the “identifying” term to analyze 

Apple’s invalidity ground against claims 3 and 8. Appx618-Appx621. The Board 

observed that both claims recite that the wearable device is configured to identify an 

object. Appx618. The Board acknowledged (1) Apple’s Petition arguments about 
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Lisogurski’s “probe-off error” embodiment; (2) Apple’s Petition arguments that 

Lisogurski allegedly discloses comparing blood oxygen saturation measurements to 

a threshold or target value; and (3) Apple’s Reply argument that the prior art 

discloses the “identify” limitation based on Lisogurski’s and Tran’s teachings of 

techniques for measuring blood oxygen saturation. Appx619-621. Having weighed 

all of that, the Board correctly concluded that “the Petition does not sufficiently 

articulate support for [Apple’s] assertions” that the combination of Lisogurski, 

Carlson, and Tran discloses “identify an object” in claims 3 and 8. Appx620. 

III. Apple I  

Apple appealed the FWD I on two issues, one substantive and one procedural. 

Apple I at *1. Apple’s substantive argument was that the Board erred in adopting 

Omni’s proposed construction for “identify an object.” Id. Apple’s procedural 

argument was that the Board erred in not addressing Apple’s Reply brief arguments 

about the “identify” term under Omni’s proposed construction. Id.  

This Court rejected Apple’s substantive argument and affirmed the Board’s 

construction of the “identifying” term. Id. at *3-*5. After briefing in Apple I was 

completed but before a decision was issued, this Court decided Axonics, Inc. v. 

Medtronic, Inc., 75 F.4th 1374 (Fed. Cir. 2023) regarding the PTAB’s obligation to 

provide a petitioner the opportunity in reply to argue and present evidence under 

new claim constructions proposed in a patent owner response. Id. at *5. Following 
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the rule articulated in Axonics, this Court determined that the Board should have 

addressed Apple’s reply invalidity argument under Omni’s proposed construction of 

the “identifying” term. Id. at *5-*6. This Court did not address the merit of Apple’s 

reply argument and remanded to the Board for further proceedings. Id. at *6-*7. 

Omni filed a combined petition for panel rehearing and rehearing en banc to 

seek clarity on the scope and applicability of Axonics on the present case. The 

petition was denied. Apple Inc. v. Omni MedSci, No. 2023-1034, slip op. at 2 (Fed. 

Cir. Sept. 6, 2024). 

IV. The Board’s Proceedings on Remand 

On remand, the parties jointly requested limited additional briefing on the 

narrow remand issue to allow the parties to focus the Board on the relevant 

arguments and evidence in the record. Appx1-Appx14 at Appx2-Appx4. The Board 

declined the parties’ request for additional briefing and issued a second Final Written 

Decision (“FWD II”). Id. 

FWD II first analyzed Apple’s Reply brief arguments that Lisogurski’s and 

Tran’s disclosures of oximetry and “techniques for measuring blood oxygen 

saturation” teach a wearable devices configured to “identify an object” under the 

construction affirmed by this Court: “to recognize or establish and object as being a 

particular thing.” Appx4-7. The Board stated that it reviewed “the references 

cited . . . in the Petitioner Reply, the portions of the Petition referenced in the 
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Petitioner Reply, and the testimonial evidence provided by Petitioner’s expert.” 

Appx6. The Board concluded that “at least because Lisogurski discloses calculating 

an amount of a blood constituent, e.g., oxyhemoglobin, the limitations of claim 3 are 

taught by the proposed combination of references.” Id.  

The Board emphasized the two paragraphs of the declaration of Apple’s 

expert, Dr. Anthony, that Apple had cited in its Reply. Id. In those paragraphs, Dr. 

Anthony described oximetry as involving measuring the absorption of two distinct 

wavelengths of light which correlates to “the ratio of oxygenated to deoxygenated 

hemoglobin (oxygen saturation).” Id. (citing Appx2047 (¶¶ 38-39)). He did not 

opine that oximetry can recognize or establish an object as being a particular thing 

or that Lisogurski or Tran disclose the “identify an object” limitation under the 

affirmed claim construction. The Board nevertheless found claims 3 and 8 to be 

unpatentable, based on its conclusion that: “As Lisogurski discloses a method of 

measuring oxygen saturation that uses different wavelengths to distinguish 

hemoglobin from oxygen carrying hemoglobin, i.e., oxyhemoglobin, Lisogurski 

teaches identifying an object, i.e., the blood constituent oxyhemoglobin.” Appx7.  

Having reversed its view on the patentability of claims 3 and 8, the Board then 

analyzed for the first time claims 4-6 and 9-14, which depend directly or indirectly 

from on claims 3 and 8. See Appx7-12. FWD II was the first time the Board 
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addressed the grounds in the Petition directed to those claims. The Board concluded 

that those claims are unpatentable as well. See id.  

SUMMARY OF THE ARGUMENT 

The Board on remand erred in two fundamental ways that require reversal. 

First, it lacked substantial evidence to determine that Apple had, in a single 

paragraph of its Reply brief devoid of supporting expert testimony, shown that 

Lisogurski discloses the capability to “identify an object” under the construction for 

that term that this Court earlier affirmed. Second, the Board lacked substantial 

evidence to determine there was an adequate motivation to combine disparate 

teachings from four prior art references to render claims 5 and 13 obvious. 

This Court in Apple I affirmed that “identify an object” means “to recognize 

or establish an object as being a particular thing” and explicitly distinguished 

“identifying” from merely “detecting” the presence of something in the context of 

the ’484 Patent. Apple I at *3-*5. The Board was charged on remand with evaluating 

a narrow, single-paragraph argument Apple made in its Reply brief applying the 

affirmed construction of the “identify” term. Id. at *6-*7. Apple’s Reply on this issue 

sharply pivoted from its Petition to a completely new theory, which was centrally 

based on attorney argument, a collection of misconstrued passages from the ’484 

Patent, and a critical false equivalence that oximetry—an old medical technique 
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using light to measure one’s blood oxygen saturation level—is what the ’484 Patent 

discloses and claims as “identifying” an object. 

Apple’s Reply argument relied on merely two isolated paragraphs from the 

“Technical Background” section of Dr. Anthony’s declaration describing oximetry. 

Appx429. And Dr. Anthony’s limited “background” testimony relied on a 

Biomedical Engineering Handbook. Appx2047 (¶¶ 38-39) (citing Appx2646, 

Appx2648). Neither Dr. Anthony’s testimony nor the Handbook support Apple’s 

attorney argument that oximetry teaches “identifying” an object. The evidence 

actually shows that oximetry exclusively focuses on one blood constituent, 

hemoglobin, and measuring the ratio of oxygenated and deoxygenated hemoglobin, 

without discriminating hemoglobin from other blood constituents. The technique 

also applies pre-established assumptions that oxygenated and deoxygenated 

hemoglobin is inherently present in blood and the absorbance of specific colors of 

light have a mathematical correlation to blood oxygen saturation. An oximeter 

device is therefore configured to know what blood constituent it is measuring and 

does not recognize or establish the object it is measuring as being a particular thing; 

it already knows it is measuring hemoglobin. 

Apple’s Reply argument was conspicuously unsupported by expert testimony. 

Dr. Anthony never testified about (i) the correct claim construction, (ii) the 

substantive difference in the ’484 Patent between “identifying” and “detecting” 
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objects, and (iii) whether cited prior art oximetry disclosures taught “identify an 

object” under the correct claim construction. Apple could have had Dr. Anthony 

submit a supplemental declaration with its Reply to address these issues. It did not. 

The Board lacked substantial evidence to adopt Apple’s Reply argument. 

The Board also erred in analyzing dependent claims 5 and 13 on remand. The 

Board had initially determined claims 5 and 13 to be patentable based on their 

dependencies on claims 3 and 8, respectively. Appx623-624. The Board therefore 

did not analyze in detail the Petition’s ground 3 challenging claims 5 and 13 until, 

on remand, it reversed its determination on claims 3 and 8. Apple failed to provide 

substantial evidence to support its ground 3 challenge of claims 5 and 13 for the 

fundamental reason that the Petition fails to articulate an adequate motivation to 

combine disparate teachings from four prior art references precisely as recited in the 

challenged claims. 

The Petition’s ground 3 motivation-to-combine rationale erroneously focuses 

on combining only two references even though the ground is based on a four-

reference combination. The Petition argues that a POSITA would have been 

motivated to modify Lisogurski by implementing a specific sensor arrangement of 

Isaacson but fails to consider Lisogurski’s disclosures that would deter a POSITA 

from making such modification and fails to explain a motivation for making the 

Isaacson modification along with further modifications based on Carlson and Tran. 
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In describing all four references under ground 3, Apple merely argued that they are 

analogous. Being analogous, without further explanation, is not sufficient under the 

law. Apple’s ground 3 motivation-to-combine rationale is fraught with hindsight 

bias and not supported by substantial evidence. 

STANDARDS OF REVIEW 

This Court reviews “the Board’s compliance with governing legal standards 

de novo and its underlying factual determinations for substantial evidence.” Randall 

Mfg. v. Rea, 733 F.3d 1355, 1362 (Fed. Cir. 2013). Substantial evidence “means 

such relevant evidence as a reasonable mind might accept as adequate to support a 

conclusion.” In re Gartside, 203 F.3d 1305, 1312 (Fed. Cir. 2000). Obviousness is a 

question of law reviewed de novo, based on underlying facts reviewed for substantial 

evidence. Id. at 1316. The presence or absence of a motivation to combine references 

and of a reasonable expectation of success in an obviousness determination are 

questions of fact. Par Pharm., Inc. v. TWI Pharms., Inc., 773 F.3d 1186, 1196 (Fed. 

Cir.2014). 
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ARGUMENT 

I. The Board Erred in Holding Claims 3-6 And 8-14 Unpatentable For 
Obviousness Withhout Substantial Evidence 

A. The Board’s Finding that Lisogurski’s Oximetry Disclosures 
Teach a Wearable Device Configured to “Identify an Object,” as 
Recited in Claims 3 and 8, is Not Supported by Substantial 
Evidence 

The Board’s decision on remand that claims 3 and 8 are unpatentable hinges 

on incorrectly accepting a false equivalency created by Apple in its Reply brief. 

Apple argued that pulse oximetry “is the same technique” as the spectral 

identification techniques disclosed in the ’484 Patent and that oximetry “identif[ies] 

an object.” Appx429; see also Appx528. Substantial evidence shows that is wrong 

and that pulse oximetry, in fact, does not involve “recogniz[ing] or establish[ing] an 

object as being a particular thing.”  

Lisogurski discloses that oximetry is a way to “non-invasively measure the 

oxygen saturation of a patient’s blood (as opposed to measuring oxygen saturation 

directly by analyzing a blood sample taken from the patient).” Appx2346 (3:63-66). 

Apple and the Board relied on two paragraphs from Apple’s expert’s declaration for 

technical background. Appx6. In those paragraphs, Apple’s expert, Dr. Anthony, 

relied on “The Biomedical Engineering Handbook” (“BE Handbook”) to explain 

fundamental principles of oximetry. Appx2047 (¶¶ 38-39). Notably, Dr. Anthony 

never testified about the correct claim construction for “identify an object” or 
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whether Lisogurski or any other prior art discloses the limitation under that 

construction. See generally Appx2028-2165. The conclusion of the Board that 

Lisogurski teaches “identify an object” is derived from Apple’s attorney argument; 

it is belied by the record evidence, including Apple’s own expert testimony.  

Oxygen saturation is the “ratio of oxygenated to deoxygenated hemoglobin.” 

Appx2047 (¶ 39). Hemoglobin is a single blood constituent—a “protein molecule in 

blood that carries oxygen to cells.” Id. Hemoglobin can be either oxygenated or 

deoxygenated. Id. Dr. Anthony explained that oximetry uses an optical technique 

called photoplethysmography (“PPG”), which “works by directing light into a 

person’s tissue and measuring the light that is reflected back from or transmitted 

through the tissue.” Id. (¶ 38). Hemoglobin “reflects more red light when it is more 

oxygenated than when it is deoxygenated; it absorbs more red [sic] light when it is 

deoxygenated.”2 Id. (¶ 39). Thus, “[b]y measuring how much light is absorbed by 

the tissue,” an oximeter can “calculate” a person’s blood oxygen saturation—i.e., by 

ratioing oxygenated and deoxygenated hemoglobin. Id. The calculation is performed 

by following a simple formula, in which two key variables are an absorption 

measurement for a first color and an absorption measurement for a second color. Id.; 

Appx2646-2647. 

 
2 According to page 769 of the BE Handbook, which Dr. Anthony cites, it appears 
Dr. Anthony may have intended to say hemoglobin “absorbs more infrared light 
when it is deoxygenated.” See Appx2646. 
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According to Apple’s own expert, oximetry focuses on a single blood 

constituent, hemoglobin, that is known to be inherently present in blood. An 

oximeter does not identify one unknown substance as being oxygenated hemoglobin 

and identify another unknown substance as being deoxygenated hemoglobin because 

such identification is unnecessary to its functionality. The Biomedical Engineering 

Handbook discussed by Dr. Anthony confirms that an oximeter is designed to use 

specific colors of light (e.g., red and infrared), having specific wavelengths, which 

have been lab tested and confirmed to correlate with the ratio of the two forms of 

hemoglobin—oxygenated and deoxygenated. See Appx2047 (¶ 39); Appx2646. It 

explains that oximetry is focused on just the ratio of the two forms of hemoglobin 

and does not discriminate hemoglobin from anything else. Oximetry merely applies 

the scientifically established understanding that two specific colors of light are 

absorbed by the mixture of the two forms of hemoglobin, and the amount absorbed 

correlates mathematically to the percentage of oxygen saturation of one’s blood. 

Appx2646-2647. An oximeter is thus configured to know from the outset precisely 

what it measuring (i.e., color absorption by hemoglobin) and the very technique is 

based on known absorbance properties of hemoglobin. Therefore, it does not 

“recognize or establish an object as being a particular thing” because there is no 

need; it is purpose-built for measuring one thing.  
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Apple presented a critical, incorrect argument in its Reply that the Board 

accepted, agreed with, and relied on in its FWD II. As discussed above, Apple argued 

that measuring blood oxygen saturation, as disclosed in Lisogurski, “is the same 

technique disclosed in the ’484 Patent” for “identification.” Appx429. Apple 

reiterated the argument at the oral hearing in front of the Board. Appx528 (insisting 

that Lisogurski’s oximetry disclosures describe “the exact same functionality” as the 

’484 Patent). 

As is common, Omni cited several portions of the ’484 Patent specification 

discussing various embodiments of its “identification” functionality as intrinsic 

evidence supporting its proposed claim construction. Appx369-370. Apple latched 

onto two of Omni’s citations in its Reply. Apple argued that Lisogurski’s oximetry 

disclosures were the same as the ’484 Patent’s identification functionality based on 

two of the disclosures that Omni had cited. Appx429. Apple is wrong and 

misconstrued the disclosures in the ’484 Patent. 

The ’484 Patent discusses, inter alia, spectral techniques that “identify and 

distinguish between spectrally similar materials.” Appx65 (7:21-23). The ’484 

Patent explains that this exemplary identification techniques provide “the ability to 

make proper distinctions among materials with only subtle signature differences.” 

Id. (7:23-24). For example, the patent lists a multitude of blood constituents such as 

glucose, triacetin, ascorbate, lactate, alanine, and urea—far more than just 
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hemoglobin—to illustrate the importance of its identification functionalities. 

Appx67 (12:49-60). When considering a sample with an array of unidentified 

constituents, the ’484 Patent suggests in this example advantageously using 

mathematical methods, pattern matching algorithms, and spectral signature libraries, 

among other tools, to “identify” the various constituents in the sample. Id.; see also 

Appx69 (15:31-48). Contrary to Apple’s argument and the Board’s conclusion, 

Lisogurski’s oximetry disclosures are not the “same technique[s] [as] disclosed in 

the ’484 Patent” for identifying blood constituents. See Appx429; Appx6-7. 

The false equivalence drawn by Apple between spectral component 

identification techniques disclosed in the ’484 patent and oxygenated hemoglobin 

measurement techniques disclosed in Lisogurski led the Board to wrongly conclude 

that oximetry involves the identification of an unknown constituent. It plainly does 

not, and Apple provided no evidence that it does. It bears repeating that when Apple 

raised this argument for the first time in its Reply, it relied solely on attorney 

argument to characterize oximetry as a blood constituent identification technique. 

Apple’s technical expert offered no opinion that oximetry involves “recogniz[ing] 

or establish[ing] an object as being a particular thing,” as required by the properly 

construed claims 3 and 8. 

As Omni explained in the proceeding below, “measuring” is not “identifying.” 

One can measure an object without identifying it. For example, a scale measures the 
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weight of an object without identifying what the object is. Appx434-468 at Appx466. 

As another example, pH meters measure the pH (acidity) of a liquid without 

identifying the liquid or which specific acids or bases are present in the liquid.  

The Board’s finding that the wearable device configured to “identify an 

object” as recited in claims 3 and 8 is disclosed by Lisogurski’s description of 

oximetry measurement techniques is not supported by substantial evidence. 

Therefore, the conclusion of obviousness as to claims 3 and 8—and as to claims 5-

6 and 9-14, which are dependent on 3 and 8—is not supported by substantial 

evidence and should be reversed. 

B. The Board Failed to Identify Substantial Evidence of a Motivation 
to Combine the Four References in Ground 3 in the Manner 
Recited in Claims 5 and 13 

Claims 5 and 13 indirectly depend from claims 3 and 8, respectively, and 

recite specific spacing requirements between spatially separated detectors and light 

source LEDs. Appx80-81 (37:50-38:3, 39:13-34). Ground 3 in the Petition asserts 

that a skilled person would have modified the combined system of Lisogurski, 

Carlson, and Tran based on a fourth reference, Isaacson, to provide a measurement 

system that includes the additional limitations of claims 5 and 13. Appx250-

Appx256. Thus, Apple’s challenge to claim 5 assumes that a skilled person, without 

the benefit of the ‘484 Patent, would have first combined teachings of Lisogurski 

and Carlson to arrive at the physiological measuring system of claim 1, then would 
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have modified the system’s wearable device based on Tran to use artificial 

intelligence in making decisions associated with at least a portion of the output signal 

(per dependent claim 2) and to incorporate pattern identification or classification 

(per claim 4), and would have further modified the device based on Isaacson to 

arrange the detectors and light source LEDs in the manner recited in claim 5. Apple’s 

challenge to claim 13 similarly assumes that a skilled person would have plucked 

those discrete teachings from the four references and combined them in the same 

way as claim 13 does. 

Apple failed to provide substantial evidence to support its ground 3 challenge 

for the fundamental reason that the Petition does not describe a motivation to 

combine all four references. While it did attempt to describe a purported motivation 

to combine two of those references, Isaacson and Lisogurski (which was insufficient 

as described below), for all four references, Apple merely asserted, “Lisogurski, 

Carlson, Tran, and Isaacson are analogous references[.]” Appx252-254. But merely 

being analogous is not sufficient. Whether references are analogous, and whether a 

motivation to combine exists, are separate inquiries. In re Kahn, 441 F.3d 977, 986-

87 (Fed. Cir. 2006). 

In Kahn, this Court explained that the “analogous art” test is just the first step, 

which must be followed by proof of motivation to combine the references: 

The analogous-art test requires that the Board show that a 
reference is either in the field of the applicant’s endeavor 
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or is reasonably pertinent to the problem with which the 
inventor was concerned in order to rely on that reference 
as a basis for rejection. … [T]his test begins the inquiry 
into whether a skilled artisan would have been motivated 
to combine references by defining the prior art relevant for 
the obviousness determination, and that it is meant to 
defend against hindsight. … The motivation-suggestion-
teaching test picks up where the analogous art test leaves 
off and informs the Graham analysis. 

441 F.3d at 986-87 (emphasis added). 

By failing to present evidence of any motivation to combine all four 

references, Apple failed to make even a prima facie case under the Graham factors. 

This Court has held that ‘[o]ne cannot use hindsight reconstruction to pick and 

choose among isolated disclosures in the prior art to deprecate the claimed 

invention.” In re Fritch, 972 F.2d 1260, 1266 (Fed. Cir. 1992) (footnoted citations 

omitted). But Apple did just that, picking and choosing among isolated disclosures 

in the prior art with no reason to combine all four references. In other words, it failed 

to prove a “plausible rational[e] as to why the prior art references would have worked 

together.” Power-One, Inc. v. Artesyn Techs., Inc., 599 F.3d 1343, 1352 (Fed. Cir. 

2010). 

Having originally concluded that Apple had not shown unpatentability of 

claims 3 and 8, the Board did not initially address the substance of Apple’s additional 

challenge to claims 5 and 13. Appx623-624. On remand, the Board turned a blind 

eye to Apple’s failure to provide explanation and evidence of motivation to combine 
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particular teachings cherry-picked from all four references. The Board stated that 

“Petitioner was not required to show why a person of ordinary skill would have 

considered every permutation of the references.” Appx10. Apple’s challenge to 

claims 5 and 13, however, was not deficient for failing to address every possible way 

of combining Lisogurski, Carlson, Tran, and Isaacson. Rather, it was deficient 

because Apple failed to establish why a skilled person would have been motivated 

to combine all four of those references in the particular manner argued in its ground 

3 challenge to claims 5 and 13. Nor did Apple attempt to establish why the teachings 

of Isaacson were compatible with the teachings of the other three prior art references, 

or why the skilled person would have had a reasonable expectation of success.  

Apple’s arguments relating to claims 5 and 13 pluck disparate teachings from 

four references using hindsight. The fact that the references each relate to the same 

general field is not sufficient to demonstrate that four references would have been 

combined or that the specific modifications proposed would have been made. In re 

Clay, F.2d 656, 659 (Fed. Cir. 1992); see also In re Natural Alternatives, LLC, 659 

F. App’x 608, 614 (Fed. Cir. 2016). “By requiring [Apple] to explain the motivation, 

suggestion, or teaching as part of its prima facie case, the law guards against 

hindsight in all cases[.]” Kahn, 441 F.3d at 986; accord Plantronics, Inc. v. Aliph, 

Inc., 724 F.3d 1343, 1354 (Fed. Cir. 2013) (“Where, as here, the necessary 

[motivation-to-combine] reasoning is absent, we cannot simply assume that ‘an 
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ordinary artisan would be awakened to modify prior art in such a way as to lead to 

an obviousness rejection.’”). 

Not only did Apple fail to provide motivation to combine all four references, 

but even the assertions that Apple made regarding the motivation to modify 

Lisogurski based on Isaacson were insufficient to carry its burden to prove 

obviousness. According to Apple’s conclusory analysis, Lisogurski identifies 

potential problems associated with skin pigmentation and states that any suitable 

configuration of light source and detector may be used. Appx253, Appx430. Apple 

reasoned that a skilled person would have considered other references relating to 

optical sensing systems, including Isaacson’s disclosed arrangement of multiple 

light sources and multiple detectors in pulse oximetry devices. Appx252-253. Apple 

also asserted that because Isaacson describes reducing skin interference by focusing 

oxygen saturation measurements on deeper layers of tissue and using detectors 

spaced different distances from an emitter, a skilled person would have deployed 

Isaacson’s LED and detector arrangement. Id. Beyond that, the Petition merely 

characterized Lisogurski and Isaacson (as well as Carlson and Tran) as being 

“analogous references” describing improvements to optical sensing devices, and 

asserted that “[t]he skilled person would have considered the references together 

when implementing a system based on Lisogurski’s teachings.” Appx254. 
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That reasoning is insufficient. Proving obviousness requires more than 

showing that a skilled artisan could have made the proposed combination. Apple 

was required to prove that a skilled artisan would have been motivated to do so and 

would have had a reasonable expectation of success. Polaris Industries, Inc. v. Arctic 

Cat, Inc., 882 F.3d 1056, 1067–70 (Fed. Cir. 2018) (error for the Board to focus “on 

what a skilled artisan would have been able to do, rather than what a skilled artisan 

would have been motivated to do at the time of the invention”); InTouch Techs., Inc. 

v. VGO Commc’ns, Inc., 751 F.3d 1327, 1352 (Fed. Cir. 2014) (conclusory argument 

that “that one of ordinary skill in the art could combine these references, not that 

they would have been motivated to do so” does not support obviousness); 

ActiveVideo Networks, Inc. v. Verizon Commc’ns, Inc., 694 F.3d 1312, 1327 

(Fed.Cir.2012) (“[T]he expert’s testimony on obviousness was essentially a 

conclusory statement that a person of ordinary skill in the art would have known, 

based on the ‘modular’ nature of the claimed components, how to combine any of a 

number of references to achieve the claimed inventions. This is not sufficient and is 

fraught with hindsight bias.”). 

Based on Apple’s arguments for why a person of ordinary skill would have 

had reason to incorporate Isaacson’s arrangement of LEDs and detectors into 

Lisogurski’s device, the Board concluded that Apple had demonstrated that “a 

person of ordinary skill would have recognized that Isaacson is particularly relevant 
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to the wearable devices described by Lisogurski” and found claims 5 and 13 to be 

unpatentable for obviousness. Appx9-10.  

The Board’s conclusion of unpatentability is not supported by substantial 

evidence. Isaacson’s purported relevance to Lisogurski’s wearable devices only 

establishes (if anything) that the two references may be analogous, which is 

insufficient to prove the required motivation to combine. Kahn, 441 F.3d 977, 986-

87 (Fed. Cir. 2006). Isaacson’s general relevance to Lisogurski does not establish 

that a skilled artisan would have specifically incorporated Isaacson’s LED and 

detector arrangement into Lisogurski’s wearable device. The Board did not conduct 

the “thorough and searching” factual inquiry of whether to combine references 

required to show that its conclusion of obviousness is supported by substantial 

evidence. In re NuVasive, Inc., 842 F.3d 1376, 1382 (Fed. Cir. 2016) (quoting In re 

Lee, 277 F.3d 1338, 1343 (Fed. Cir. 2002)).  

Apple’s reasoning and theory are illogical and unpersuasive. Apple presumed 

that the skilled person would have looked to Isaacson for a solution “to potential 

problems identified in Lisogurski (e.g., with skin pigmentation).” Appx430. But 

Lisogurski neither characterizes skin pigmentation as presenting a problem nor 

leaves the skilled person in search of a solution. The Petition cites a Lisogurski 

passage teaching that the emitted light signal may interact with the subject causing 

the light signal received by the detector to become attenuated, and a related passage 
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mentioning potential reduced signal quality resulting from dark skin pigmentation. 

Appx253 (citing Appx2354, Appx2366 (19:42-50, 44:43-48)). Apple and the Board 

ignored, however, Lisogurski’s directly related teaching that “the system may 

amplify the received signal using the front end processor circuitry” and that “the 

gain of the amplifier may be adjusted based on the . . . brightness of the prior received 

attenuated signals” to increase resolution and address skin pigmentation. Appx2354, 

Appx2357 (19:52-61, 26:26-45).  

A proper inquiry would have recognized that Lisogurski’s amplification 

teaching obviates any need to address the so-called “skin pigmentation problem” 

that underlies Apple’s purported motivation to combine Lisogurski with Isaacson. 

See Virtek Vision Int’l ULC v. Assembly Guidance Sys., Inc., 97 F.4th 882, 886-88 

(Fed. Cir. 2024) (substantial evidence did not support motivation for POSITA to 

choose one proposed system over the other); see also In re Anova Hearing Labs, 

Inc., 809 F. App’x 840, 842-43 (Fed. Cir. 2020) (Patent Trial and Appeal Board 

failed to explain why primary prior art reference would need to be modified when 

reference already provides solution). Indeed, the Petition relied on Lisogurski’s 

disclosed amplifier in relation to limitations of other claims.3 The Board was well-

 
3 Claim 1 of the ’484 Patent recites “a detector output from the at least one of the 
plurality of spatially separated detectors is coupled to an amplifier having a gain 
configured to improve detection sensitivity,” as does claim 9 from which claim 13 
indirectly depends. Appx79, Appx81. The Petition relied on Lisogurski’s disclosed 
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aware of those disclosures. It nonetheless accepted Apple’s arguments for claims 5 

and 13 without considering the effect of Lisogurski’s amplifier disclosures on 

Apple’s alleged motivation-to-combine rationale.  

Each reference must be evaluated in its entirety. In re Evanega, 829 F.2d 

1110, 1112 (Fed. Cir. 1987). A reference must be considered for all that it teaches, 

including disclosures that teach away from the invention at hand. In re Dow Chem. 

Co., 837 F.2d 469, 473 (Fed. Cir. 1988). By failing to address any motivation to 

modify the actual system disclosed in Lisogurski, which accounts for signal 

attenuation caused by skin interference by using an amplifier, with another system 

that also addresses skin interference attenuation, Apple failed to establish why signal 

attenuation concerns would have led a skilled artisan to modify Lisogurski to 

incorporate the sensor and detector arrangement of Isaacson. Likewise, the Board’s 

conclusory analysis, which merely summarized Apple’s deficient arguments and 

concluded that Isaacson is “particularly relevant” to Lisogurski, is not supported by 

substantial evidence of unpatentability of claims 5 and 13. 

Apple did not meet its burden of proof for ground 3 directed to claims 5 and 

13, and the Board’s conclusion of unpatentability of those claims is not supported 

by substantial evidence, requiring reversal. 

 
amplifier in relation to the amplifier element of those claims. Appx223-224, 
Appx247-248. The Board agreed. Appx594, Appx621. 
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CONCLUSION 

The Board’s decision finding claims 3-6 and 8-14 of the ’484 Patent 

unpatentable on remand should be reversed. 
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I. BACKGROUND 

Apple Inc. (“Petitioner”) filed a Petition challenging the patentability 

of claims 1–23 of U.S. Patent No. 10, 517,484 B2 (“the ’484 patent”).  

Paper 1 (“Petition” or “Pet.”).  On August 6, 2021, we instituted an inter 

partes review of all claims on all challenge grounds.  Paper 7.  Omni 

MedSci, Inc. (“Patent Owner”) filed a Patent Owner Response (Paper 10, 

“PO Resp.”), Petitioner filed a Petitioner Reply (Paper 11, “Pet. Reply”) and 

Patent Owner filed a Sur-reply (Paper 13, “PO Sur-reply”).  A transcript of 

an oral hearing held on May 5, 2022 (Paper 20, “Hr’g. Tr.”) was entered into 

the record.   

On August 3, 2022, we entered a Final Written Decision (Paper 22, 

“Final Decision” or “Final Dec.”) determining that Petitioner had 

demonstrated that claims 1, 2, 7, and 15–23 were unpatentable and had not 

demonstrated that claims 3–6 and 8–14 were unpatentable.  Petitioner 

appealed our determination concerning claims 3–6 and 8–14 to U.S. Court of 

Appeals for the Federal Circuit.  See Paper 23, Notice of Appeal.  On 

September 13, 2024, the Federal Circuit affirmed-in-part on claim 

construction issues, but vacated-in-part and remanded the case to us for 

further proceedings and consideration of an alternative argument properly 

raised in Petitioner’s Reply under the affirmed construction.  See Paper 24 

(“Mandate”); Paper 25 (“Fed. Cir. Dec.”).  

On October 29, 2024, we conducted a telephonic hearing with the 

parties to address their request for additional briefing and to discuss whether 

additional briefing was appropriate in this case.  A transcript of the hearing 

was entered into the record.  Ex. 1068 (“Briefing H’rg. Tr.”).   

No appeal was taken as to claims 1, 2, 7, and 15–23.  Consistent with 

the Federal Circuit’s Mandate, we have reviewed the merits and determine 
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that claims 3–6 and 8–14 are unpatentable.  Having determined that claims 

3–6 and 8–14 are unpatentable, and recognizing that all other claims have 

previously been determined to be unpatentable, we determine that 

claims 1–23 are unpatentable. 

II. THE FEDERAL CIRCUIT DECISION 

Claim 3 depends from claim 1 and recites that the wearable device of 

claim 1 “is at least in part configured to identify an object, and to compare a 

property of at least some of the output signal to a threshold.”  Ex. 1001, 

37:43–46.  In relevant part, claim 8 similarly recites that the wearable device 

is at least in part configured to identify an object.  Id. at 38:63–67.   

In our Final Decision, we determined that the term “identify an 

object” in claims 3 and 8 is distinguished from the term “detect an object,” 

e.g. as in claim 1.  Final Dec. 8–10.  The Court affirmed our construction of 

“identify an object” to mean “to recognize or establish an object as being a 

particular thing.”  Fed. Cir. Dec. 10.  The Court remanded, however, for 

further consideration of a “properly raised” argument Petitioner advanced in 

the Petitioner Reply with respect to our construction, referred to by the 

Federal Circuit as “the alternative argument.”.  Id. at 2, 13.  

III. ADDITIONAL BRIEFING 

During the telephonic hearing on additional briefing, Petitioner 

acknowledged that during the course of the proceeding Petitioner “had 

raised the alternative reading or basis for why the claims were obvious under 

the construction that was advanced by [Patent Owner] in the proceeding.”  

Briefing Hr’g Tr. 9:10–13.  Petitioner also acknowledged that “it really is 

the discretion of the Board here to decide how much of a focus they want to 

get out of the parties on their positions relating to the issue that’s disputed.”  

Id. at 9:20–23.  Petitioner further stated, “we presented our arguments why[,] 
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in this alternative claim construction[,] the evidence did show that the claims 

were obvious and one of the variables was how the devices identify 

constituents, specific things in the blood.  We believe that was the basis of 

our position.”  Id. at 16:1–6.  As to the subject matter of any additional 

briefing, Petitioner also stated “it’s the same evidence, the same rationale for 

the argument, the same basis.”  Id. at 16:13–14.   

Patent Owner also acknowledged, at least implicitly, that it was 

provided an opportunity to address the claim construction adopted in our 

Final Decision and affirmed by the Federal Circuit.  Id. at 8:16–25 (asking 

Petitioner “what would necessitate further briefing as to” the remaining 

arguments to be addressed); 12:10–16 (posing same question to Patent 

Owner); 12:21–13:7 (Patent Owner’s counsel acknowledging that both claim 

constructions had been “at issue at the time [Patent Owner] filed [its] briefs 

in the IPR” and requesting briefing only to provide “focused argument” as 

opposed to the “diluted arguments” in the current record); 14:24–15:11 

(Patent Owner’s counsel acknowledging that the record did address the 

claim construction). 

Our mandate is to consider the argument the Court determined we did 

not consider in the Petitioner Reply, which argument, as each party 

acknowledges, both parties had the opportunity to discuss in the briefs that 

are in our current record.  Under the circumstances, we determine that no 

additional briefing is required to carry out that mandate. 

IV. ANALYSIS 

A. Claims 3 and 8 

We begin our analysis with claims 3 and 8, as claims 4–6 depend from 

directly or indirectly from claim 3 and claims 9–14 depend directly or 

indirectly from claim 8. 
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The arguments in the Petitioner Reply relating to the construction of 

the claim term “identify an object” as meaning “to recognize or establish an 

object as being a particular thing” apply equally to claims 3 and 8 and are 

reproduced below in their entirety. 

Even if [Patent Owner’s] construction were accepted, the 
“identify[ing]” element is taught by both Lisogurski and Tran. 
Lisogurski and Tran each teach techniques for measuring blood 
oxygen saturation and other blood constituents.  Pet., 58 (stating 
Tran’s monitored information “includes pulse oximetry 
measurements”), 63 (discussing Lisogurski’s “blood oxygen 
saturation”); Ex.1011, 4:36-41 (describing “calculat[ing]… an 
amount of a blood constituent (e.g., oxyhemoglobin)”); Ex.1064, 
9:38-42, 37:2-12.  Measuring blood oxygen saturation requires 
identifying and quantifying both the oxygenated and 
deoxygenated hemoglobin in the blood, which Lisogurski and 
Tran do by measuring reflected light at particular wavelengths 
known to be associated with each substance.  Ex.1003, ¶¶38-39; 
Ex.1011, 4:42-51; Ex.1064, 37:2-12, 50:10-15.  That is the same 
technique disclosed in the ’484 patent. Ex.1001, 11:45-53, 
11:59-12:3.  Thus, Lisogurski and Tran both teach detecting and 
identifying blood constituents—oxygenated and deoxygenated 
hemoglobin—which satisfies Omni’s construction. 

Pet. Reply 24.  At the oral hearing, Petitioner argued that Lisogurski teaches 

identifying blood constituents.  Hr’g. Tr. 21:19–22:21. 

The Final Decision states “[a]lthough blood constituents would appear 

to be objects in the context of claims 3 and 8, . . . it is not clear how one 

could measure such constituents without identifying them.”  Final Dec. 51.  

We determined that “the Petition does not sufficiently articulate support for 

Petitioner’s assertions” and that  

Petitioner’s arguments, which concern comparing detected 
signals to a variety of thresholds and providing parameters for 
alert generation, are insufficient to support Petitioner’s 
contention that Lisogurski, Carlson, and Tran disclose the 
limitation in claims 3 and 8 that the wearable device (claim 3) or 
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the wearable device, smartphone or tablet (claim 8) is configured 
to ‘identify an object’ i.e., ‘to recognize or establish an object as 
being a particular thing.’   

Id. at 52 (after discussing arguments found at Pet. 58, 63). 

A detailed review of the references cited (if not extensively discussed) 

in the Petitioner Reply, the portions of the Petition referenced in the 

Petitioner Reply, and the testimonial evidence provided by Petitioner’s 

expert, Dr. Brian W. Anthony, indicates that Petitioner is correct in its 

assertion that, at least because Lisogurski discloses calculating an amount of 

a blood constituent, e.g., oxyhemoglobin, the limitations of claim 3 are 

taught by the proposed combination of references.  In particular, Petitioner 

notes that Lisogurski and Tran measure deoxygenated hemoglobin by 

measuring reflected light at particular wavelengths associated with each 

substance.  Pet. Reply 24 (citing Ex.1003 (Anthony Decl.) ¶¶ 38–39; 

Ex. 1011, 4:42–51; Ex. 1064, 37:2–12, 50:10–15). 

Dr. Anthony testifies that, “[b]y measuring how much light is 

absorbed by the tissue and how the absorption changes over time, a device 

can calculate parameters that are related to the properties of the tissue and 

blood.”  Ex. 1003 ¶ 38.  Noting that hemoglobin reflects more red light 

when oxygenated than when deoxygenated, but reflects the same amount of 

infrared (IR) light when oxygenated and deoxygenated, Dr. Anthony further 

testifies that a device that “measures the absorbed red and IR light multiple 

times per second can determine: (i) the ratio of oxygenated to deoxygenated 

hemoglobin (oxygen saturation) and (ii) how the volume of blood in the 

tissue changes, allowing detection of a person’s pulse.”  Id. ¶ 39 (citing 

Ex. 1019 at 769, 771). 
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Lisogurski discloses a similar approach to determining blood 

saturation stating “[t]he light intensity or the amount of light absorbed may 

then be used to calculate any of a number of physiological parameters, 

including an amount of a blood constituent (e.g., oxyhemoglobin) being 

measured as well as pulse rate and when each individual pulse occurs.”  See 

Ex. 1011, 4:36–62.  As Lisogurski discloses a method of measuring oxygen 

saturation that uses different wavelengths to distinguish hemoglobin from 

oxygen carrying hemoglobin, i.e., oxyhemoglobin, Lisogurski teaches 

identifying an object, i.e., the blood constituent oxyhemoglobin. 

Based on the foregoing, we determine that Petitioner demonstrates by 

a preponderance of the evidence that claims 3 and 8 are unpatentable. 

B. Claims 4–6 and 9–14 

We structure this Decision to address remaining appealed claims 4–6 

and 9–14 based on their dependencies and the challenges asserted in the 

Petition. 

 Claims 5 and 13 

The Petition includes a ground asserting that claims 5 and 13 would 

have been obvious over a combination of Lisogurski, Carlson, Tran, and 

Isaacson.  Pet. 66–72. 

Based on our conclusions concerning claims 3 and 8, the substance of 

Petitioner’s additional arguments relating to claims 5 and 13 was not 

addressed in the Final Decision.  Final Dec. 54–55.  Similarly, we did not 

address the substance of Petitioner’s additional arguments relating to 

claims 6 and 14 over a combination including Isaacson, which depend 
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respectively from claims 5 and 13.1  Id. at 59.  Therefore, to the extent not 

addressed in the Final Decision, we address the contentions relating to 

claims 5 and 13 here, and contentions relating to claims 6 and 14 in the next 

section of this Decision.  

Claim 5, which depends indirectly from claim 3, and claim 13, which 

depends indirectly from claim 8, both recite details of the location of 

spatially separated detectors.  Petitioner cites Isaacson as disclosing a pulse 

oximetry system sensor for use on a patient’s arm that has two emitters and 

two detectors separated by varying distances.  Pet. 66 (citing Ex. 1063, 

1:21–40, 2:57–58, 2:63–66, 3:66–4:3, 3:44–54, 6:32–34).  Petitioner notes 

that Isaacson teaches selecting the distances between the emitters and 

detectors to allow measuring light that has penetrated different depths of 

tissue, with greater spacing allowing measuring of greater depth.  Id. (citing 

Ex. 1063, 1:41–45, 5:10–15; Ex. 1003 ¶¶ 234–235). 

The Patent Owner Response does not address the substance of 

Isaacson, arguing only that Petitioner fails to show evidence of a motivation 

to combine the references in the manner claimed.  PO Resp. 38–40 (arguing 

Petitioner applied impermissible hindsight to pick and choose from the 

references without articulating a reason for the combination).  Our analysis 

of Petitioner’s challenge to claims 1–4, 7–12, and 15–22 as unpatentable 

over Lisogurski, Carlson, and Tran, determined that Petitioner had 

demonstrated that a person of ordinary skill would have had reason to 

 
1 Although Petitioner’s challenge to claim 23 also ostensibly relied on a 
combination including Isaacson, because Petitioner’s contentions for claim 
23 were asserted without reference to Isaacson, our Final Decision 
determination concerning claim 23, which was not appealed, did not require 
an analysis of Isaacson or of the propriety of combinations including 
Isaacson.  Final Dec. 59–60. 
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combine the teachings of Lisogurski, Carlson, and Tran.  Final Dec. 46–48.  

As claims 1–2, 7, and 15–22 were found unpatentable and were not the 

subject of an appeal, we do not revisit the conclusion that a person of 

ordinary skill would have had reason to combine the teachings of 

Lisogurski, Tran, and Carlson.  See generally Final Dec., Fed. Cir. Dec.   

As to the further combination with Isaacson, Patent Owner contends 

only that Petitioner failed to describe a purported motivation to combine the 

teachings of Isaacson and Lisogurski.  PO Resp. 38; Pet. Sur-reply 24–25 

(arguing that Petitioner asserted only a motivation to combine each reference 

with Lisogurski). 

Petitioner counterargues that it is not required to show why a person 

of ordinary skill would have considered every permutation of these 

references together and that it provided specific reasons for including 

features of Isaacson into Lisogurski’s device.  Pet. Sur-reply 24–25.   

According to Petitioner, a person of ordinary skill would have had reason to 

incorporate Isaacson’s sensor (an arrangement of LEDs and detectors) into 

Lisogurski’s device, which taught that any known sensor layout could be 

used.  Id. (citing Ex.1011, 17:39–45; Ex.1003 ¶¶ 239–240).  Petitioner 

further argues that the ordinarily skilled artisan would have looked to 

Isaacson because it discloses a known arrangement for that the sensor 

component of Lisogurski’s device, and because it also taught solutions to 

potential problems identified in Lisogurski (e.g., with skin pigmentation).  

Id.  (citing Pet. 68–69; Ex.1003 ¶ 243; Ex.1063, 7:59–62, Fig. 1).  

In response to similar arguments Patent Owner raised in the context of 

claim 23 concerning the motivation to combine the teachings of Valencell-

093 with those of Lisogurski, Tran, and Carlson, we determined that 
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Petitioner was not required to show why a person of ordinary skill would 

have considered every permutation of the references.  Final Dec. 59. 

Based on the arguments and evidence of record, we similarly 

determine that Petitioner has demonstrated a person of ordinary skill would 

have recognized that Isaacson is particularly relevant to the wearable devices 

described by Lisogurski.  Having considered the arguments and evidence of 

record, we determine that Petitioner has demonstrated by a preponderance of 

the evidence that claims 5 and 13 are unpatentable as obvious in view of the 

combined teachings of Lisogurski, Tran, Carlson, and Isaacson. 

 Claims 6 and 14 

Petitioner challenges claims 6 and 14 as unpatentable over the 

combined teachings of Lisogurski, Carlson, Tran, Isaacson, and Valencell-

093.  Pet. 72–77.  Claim 23, which we found to be unpatentable in a portion 

of the Final Decision that was not the subject of any appeal, was also 

challenged on that basis.  Final Dec. 59–60 (finding claim 23 unpatentable 

over the combined teachings of Lisogurski, Carlson, Tran, and Valencell-

093, without Isaacson).  Patent Owner’s counterarguments are limited to 

contending that Petitioner has not demonstrated adequately a reason to 

combine the references in the manner claimed.  PO Resp. 40–42. 

As discussed above, we determine that Petitioner has demonstrated a 

person of ordinary skill would have had reason to combine the teachings of 

Isaacson with those of Lisogurski, Tran, and Carlson, for reasons similar to 

those applicable to the combination of Lisogurski, Carlson, and Tran with 

the teachings of Valencell-093.  Again, we rely on the same reasoning to 

determine that Petitioner has demonstrated that a person of ordinary skill in 

the art would have had reason to combine the teachings of Isaacson with 

those of Lisogurski, Tran, Carlson, and Valencell-093. 

Appx10 Omni MedSci Ex. 2039 
Samsung Electronics Co. Ltd., et al., v. Omni MedSci - IPR2025-01251



IPR2021-00453 
Patent 10,517,484 B2 

11 

Like claim 23, claims 6 and 14 recite that the wearable device further 

comprises a reflective surface positioned to reflect at least a portion of the 

lens output light reflected from the tissue.  Ex. 1001, 38:4–7, 39:34–37, 

40:53–55.  Having determined elsewhere in this Decision that claims 3–5 

and 8–13 from which claims 6 and 14 depend are unpatentable, we 

determine that Petitioner has demonstrated by a preponderance of the 

evidence that claims 6 and 14 are unpatentable for the same reasons claim 23 

is unpatentable.  See Final Dec. 59–60. 

 Claims 4 and 9–12 

Claim 9 depends from claim 8 and recites limitations similar to those 

of claim 17 that recite coupling spatially separated detectors to an amplifier 

having a gain adjusted to improve detection sensitivity.  Claim 17 was found 

unpatentable and was not the subject of an appeal.  See Final Dec. 45, 54.  

Having determined that claim 8 and claim 17 are unpatentable, we determine 

for the same reasons that Petitioner has demonstrated claim 9 is 

unpatentable.   

Claim 10 depends from claim 9 and recites limitations similar to the 

artificial intelligence limitations recited in claim 18.  Claim 18 was found 

unpatentable and was not the subject of an appeal.  See Final Dec. 48–49. 

Having determined that claims 9 and 18 are unpatentable, we determine for 

the same reasons that Petitioner has demonstrated claim 10, which depends 

from claim 9, is unpatentable.   

Claims 4 and 11 depend from claims 3 and 10, respectively, and recite 

limitations similar to the pattern matching limitations of claim 19, which 

was found unpatentable and was not the subject of an appeal.  See Final 

Dec. 53.  Having determined that claims 3, 10, and 19 are unpatentable, we 
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determine for the same reasons that Petitioner has demonstrated claims 4 and 

11 are unpatentable.   

Claim 12 depends from claim 10 and recites limitations similar to the 

pattern identification and classification limitations of claim 21.  Claim 21 

was found unpatentable and was not the subject of an appeal.  See Final 

Dec. 53.  Having determined that claims 10 and 21 are unpatentable, we 

determine for the same reasons that Petitioner has demonstrated claim 12 is 

unpatentable. 

   

V. CONCLUSION 

As a result of the above determinations, we modify our Final Decision 

to determine that all challenged claims are unpatentable. 

 

In summary: 

 

  

Claim(s) 35 
U.S.C. § 

Basis/ 
Reference(s) 

Claim(s) 
Shown 

Unpatentable 

Claim(s) 
Not shown 

Unpatentable 
1, 7, 15, 17 103 Lisogurski, 

Carlson 
1, 7, 15, 17  

1–4, 7–12, 
15–22 

103 Lisogurski, 
Carlson, Tran 

1–4, 7–12, 
15–22 

 

5, 13 103 Lisogurski, 
Carlson, Tran, 
Isaacson 

5, 13  

6, 14, 23 103 Lisogurski, 
Carlson, Tran, 
Isaacson, 
Valencell-093 

6, 14, 23  

Overall 
Outcome 

  1–23  

Appx12 Omni MedSci Ex. 2039 
Samsung Electronics Co. Ltd., et al., v. Omni MedSci - IPR2025-01251



IPR2021-00453 
Patent 10,517,484 B2 

13 

VI. ORDER 

In consideration of the above it is: 

ORDERED that no additional briefing is authorized; and 

FURTHER ORDERED that claims 1–23 are unpatentable. 
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Caries; U.S. application Ser. No. 14/108,995 filed Dec. 17, 
2013 entitled Focused Near-Infrared Lasers For Non-Inva­
sive Vasectomy And Other Thermal Coagulation Or Occlu­
sion Procedures (U.S. Pat. App. Pub. No. US2014/ 
0188092Al); International Application PCT/US2013/ 
075767 entitled Short-Wave Infrared Super-Continuum 
Lasers For Natural Gas Leak Detection, Exploration, And 
Other Active Remote Sensing Applications; U.S. application 
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974 filed Dec. 17, 2013 entitled Non-Invasive Treatment Of 
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BACKGROUND 

With the growing obesity epidemic, the number of indi­
viduals with diabetes is also increasing dramatically. For 
example, there are over 200 million people who have 
diabetes. Diabetes control requires monitoring of the glu­
cose level, and most glucose measuring systems available 
commercially require drawing of blood. Depending on the 
severity of the diabetes, a patient may have to draw blood 
and measure glucose four to six times a day. This may be 
extremely painful and inconvenient for many people. In 
addition, for some groups, such as soldiers in the battlefield, 
it may be dangerous to have to measure periodically their 
glucose level with finger pricks. 

Thus, there is an unmet need for non-invasive glucose 
monitoring ( e.g., monitoring glucose without drawing 
blood). The challenge has been that a non-invasive system 
requires adequate sensitivity and selectivity, along with 
repeatability of the results. Yet, this is a very large market, 
with an estimated annual market of over $10B in 2011 for 
self-monitoring of glucose levels. 

One approach to non-invasive monitoring of blood con­
stituents or blood analytes is to use near-infrared spectros­
copy, such as absorption spectroscopy or near-infrared dif­
fuse reflection or transmission spectroscopy. Some attempts 
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the at least one of the one or more laser diodes reflected from 
the tissue, or at least a part of the portion of the light from 
the array of laser diodes reflected from the tissue. The smart 
phone or tablet is configured to generate a two-dimensional 
or three-dimensional image using a difference between the 
first signal and the second signal, and using at least part of 
the data or at least part of the additional data from the 
infrared camera. The smart phone or tablet further comprises 
a wireless receiver, a wireless transmitter, a display, a voice 
input module, and a speaker. 

Embodiments may include a smart phone or tablet com­
prising one or more laser diodes configured to be pulsed and 
to generate light having one or more optical wavelengths, 
wherein at least a portion of the one or more optical 

have been made to use broadband light sources, such as 
tungsten lamps, to perform the spectroscopy. However, 
several challenges have arisen in these efforts. First, many 
other constituents in the blood also have signatures in the 
near-infrared, so spectroscopy and pattern matching, often 5 

called spectral fingerprinting, is required to distinguish the 
glucose with sufficient confidence. Second, the non-invasive 
procedures have often transmitted or reflected light through 
the skin, but skin has many spectral artifacts in the near­
infrared that may mask the glucose signatures. Moreover, 10 

the skin may have significant water and blood content. These 
difficulties become particularly complicated when a weak 
light source is used, such as a lamp. More light intensity can 
help to increase the signal levels, and, hence, the signal-to­
noise ratio. 15 wavelengths is a near-infrared wavelength between 700 

nanometers and 2500 nanometers. A first one or more lenses 
is configured to receive a portion of the light from the one 
or more laser diodes and to direct at least some portion of the 
received light to tissue. An array of laser diodes is config-

As described in this disclosure, by using brighter light 
sources, such as fiber-based supercontinuum lasers, super­
luminescent laser diodes, light-emitting diodes or a number 
of laser diodes, the near-infrared signal level from blood 
constituents may be increased. By shining light through the 
teeth, which have fewer spectral artifacts than skin in the 
near-infrared, the blood constituents may be measured with 
less interfering artifacts. Also, by using pattern matching in 
spectral fingerprinting and various software techniques, the 
signatures from different constituents in the blood may be 25 

identified. Moreover, value-add services may be provided by 
wirelessly communicating the monitored data to a handheld 
device such as a smart phone, and then wirelessly commu­
nicating the processed data to the cloud for storing, process­
ing, and transmitting to several locations. 

SUMMARY OF EXAMPLE EMBODIMENTS 

In one embodiment, a smart phone or tablet comprises one 
or more laser diodes configured to be pulsed and to generate 
light having one or more optical wavelengths, wherein at 
least a portion of the one or more optical wavelengths is a 
near-infrared wavelength between 700 nanometers and 2500 
nanometers. A first one or more lenses is configured to 
receive a portion of the light from the one or more laser 
diodes and to direct at least some portion of the received 
light to tissue. An array of laser diodes is configured to be 
pulsed and to generate light having one or more optical 
wavelengths, wherein at least a portion of the one or more 
optical wavelengths is a near-infrared wavelength between 
700 nanometers and 2500 nanometers. A second one or more 
lenses is configured to receive a portion of the light from the 
array oflaser diodes, the array oflaser diodes and the second 
one or more lenses configured to form the light into a 
plurality of spots and to direct at least some of the spots to 
tissue. An infrared camera is configured to be synchronized 
to the at least one of the one or more laser diodes to receive 
at least a portion of light reflected from the tissue from at 
least one of the one or more laser diodes, wherein the 
infrared camera generates data based at least in part on the 
received light. The infrared camera is further configured to 

20 ured to be pulsed and to generate light having one or more 
optical wavelengths, wherein at least a portion of the one or 
more optical wavelengths is a near-infrared wavelength 
between 700 nanometers and 2500 nanometers. A second 
one or more lenses is configured to receive a portion of the 
light from the array of laser diodes, the array of laser diodes 
and the second one or more lenses configured to form the 
light into a plurality of spots and to direct at least some of 
the spots to tissue. An infrared camera is configured to be 
synchronized to the at least one of the one or more laser 

30 diodes to receive at least a portion oflight reflected from the 
tissue from at least one of the one or more laser diodes, and 
wherein the infrared camera generates data based at least in 
part on the received light. The infrared camera is further 
configured to be synchronized to the array oflaser diodes to 

35 receive light from at least a portion of the plurality of spots 
reflected from the tissue, wherein the infrared camera gen­
erates additional data based at least in part on the received 
light. The smart phone or tablet is configured to generate a 
two-dimensional or three-dimensional image using at least 

40 part of the data or part of the additional data from the 
infrared camera. The smart phone or tablet further comprises 
a wireless receiver, a wireless transmitter, a display, a voice 
input module, and a speaker. 

In one embodiment, a smart phone or tablet comprises one 
45 or more laser diodes configured to be pulsed and to generate 

light having one or more optical wavelengths, wherein at 
least a portion of the one or more optical wavelengths is a 
near-infrared wavelength between 700 nanometers and 2500 
nanometers. A first one or more lenses is configured to 

50 receive a portion of the light from the one or more laser 
diodes and to direct at least some portion of the received 
light to tissue. An array of laser diodes is configured to be 
pulsed and to generate light having one or more optical 
wavelengths, wherein at least a portion of the one or more 

55 optical wavelengths is a near-infrared wavelength between 
700 nanometers and 2500 nanometers. A second one or more 

be synchronized to the array of laser diodes to receive light 
from at least a portion of the plurality of spots reflected from 
the tissue, and wherein the infrared camera generates addi­
tional data based at least in part on the received light. The 60 

infrared camera is further configured to: receive light while 
the one or more laser diodes and the array oflaser diodes are 
off and convert the received light into a first signal; and 
receive light while at least some of the one or more laser 
diodes or some of the array of laser diodes are on, and 65 

convert the received light into a second signal, the received 
light including at least a part of the portion of the light from 

lenses is configured to receive a portion of the light from the 
array oflaser diodes, the array oflaser diodes and the second 
one or more lenses configured to form the light into a 
plurality of spots and to direct at least some of the spots to 
tissue, wherein the plurality of spots are also formed at least 
in part by using an assembly in front of the array of laser 
diodes. An infrared camera is configured to be synchronized 
to the at least one of the one or more laser diodes to receive 
at least a portion of light reflected from the tissue from at 
least one of the one or more laser diodes, wherein the 
infrared camera generates data based at least in part on the 

Petitioner Apple Inc. – Ex. 1001, p. 49
Appx63 Omni MedSci Ex. 2039 

Samsung Electronics Co. Ltd., et al., v. Omni MedSci - IPR2025-01251



US 10,517,484 B2 
5 6 

received light. The infrared camera is further configured to 
be synchronized to the array of laser diodes to receive light 
from at least a portion of the plurality of spots reflected from 
the tissue, wherein the infrared camera generates additional 
data based at least in part on the received light. The smart 5 

phone or tablet is configured to generate a two-dimensional 

FIG. 11 shows the dorsal of the hand, where a differential 
measurement may be made to at least partially compensate 
for or subtract out the skin interference. 

FIG. 12 shows the dorsal of the foot, where a differential 
measurement may be made to at least partially compensate 
for or subtract out the skin interference. 

FIG. 13A shows an embodiment that may comprise 
multiple collimated or focused light beams. 

or three-dimensional image using at least part of the data or 
part of the additional data from the infrared camera. The 
smart phone or tablet further comprises a wireless receiver, 
a wireless transmitter, a display, a voice input module, and 10 

a speaker. 

FIG. 13B illustrates a typical human nail tissue structure 
and the capillary vessels below it. 

FIG. 14 shows the attenuation coefficient for seven nail 
samples that are allowed to stand in an environment with a 
humidity level of 14%. These coefficients are measured 
using an FTIR spectrometer over the near-infrared wave-

BRIEF DESCRIPTION OF THE DRAWINGS 

For a more complete understanding of the present disclo­
sure, and for further features and advantages thereof, refer­
ence is now made to the following description taken in 
conjunction with the accompanying drawings, in which: 

FIG. 1 plots the transmittance versus wavenumber for 
glucose in the mid-wave and long-wave infrared wave­
lengths between approximately 2.7 to 12 microns. 

FIG. 2 illustrates measurements of the absorbance of 
different blood constituents, such as glucose, hemoglobin, 
and hemoglobin Ale. The measurements are done using an 
FTIR spectrometer in samples with a 1 mm path length. 

FIG. 3A shows the normalized absorbance of water and 
glucose (not drawn to scale). Water shows transmission 
windows between about 1500-1850 nm and 2050-2500 nm. 

15 length range of approximately 1 to 2.5 microns. Below is 
also included the spectrum of glucose. 

FIG. 15 illustrates the structure of a tooth. 
FIG. 16A shows the attenuation coefficient for dental 

enamel and water versus wavelength from approximately 
20 600 nm to 2600 nm. 

FIG. 16B illustrates the absorption spectrum of intact 
enamel and dentine in the wavelength range of approxi­
mately 1.2 to 2.4 microns. 

FIG. 17 shows the near infrared spectral reflectance over 
25 the wavelength range of approximately 800 nm to 2500 nm 

from an occlusal tooth surface. The black diamonds corre­
spond to the reflectance from a sound, intact tooth section. 
The asterisks correspond to a tooth section with an enamel 

FIG. 3B illustrates the absorbance of hemoglobin and 30 

oxygenated hemoglobin overlapped with water. 

lesion. The circles correspond to a tooth section with a 
dentine lesion. 

FIG. lSA illustrates a clamp design of a human interface 
to cap over one or more teeth and perform a non-invasive 
measurement of blood constituents. 

FIG. 4A shows measured absorbance in different concen­
trations of glucose solution over the wavelength range of 
about 2000 to 2400 nm. This data is collected using a SWIR 
super-continuum laser with the sample path length of about 
1.1 mm. 

FIG. 4B illustrates measured absorbance in different con­
centrations of glucose solution over the wavelength range of 
about 1550 to 1800 nm. The data is collected using a SWIR 
super-continuum laser with a sample path length of about 10 
mm. 

FIG. 5 illustrates the spectrum for different blood con­
stituents in the wavelength range of about 2 to 2.45 microns 
(2000 to 2450 nm). 

FIG. 6 shows the transmittance versus wavelength in 
microns for the ketone 3-hydroxybutyrate. The wavelength 
range is approximately 2 to 16 microns. 

FIG. lSB shows a mouth guard design of a human 
35 interface to perform a non-invasive measurement of blood 

constituents. 
FIG. 19 illustrates a block diagram or building blocks for 

constructing high power laser diode assemblies. 
FIG. 20 shows a platform architecture for different wave-

40 length ranges for an all-fiber-integrated, high powered, 
super-continuum light source. 

FIG. 21 illustrates one embodiment of a short-wave 
infrared (SWIR) super-continuum (SC) light source. 

FIG. 22 shows the output spectrum from the SWIR SC 
45 laser of FIG. 21 when about 10 m length of fiber for SC 

generation is used. This fiber is a single-mode, non-disper­
sion shifted fiber that is optimized for operation near 1550 
nm. 

FIG. 7 illustrates the optical absorbance for ketones as 
well as some other blood constituents in the wavelength 50 

range of about 2100 to 2400 nm. 

FIG. 23 illustrates high power SWIR-SC lasers that may 
generate light between approximately 1.4-1.8 microns (top) 
or approximately 2-2.5 microns (bottom). 

FIG. SA shows the first derivative spectra of ketone and 
protein at concentrations of 10 g/L (left). In addition, the first 
derivative spectra of urea, creatinine, and glucose are shown 
on the right at concentrations of 10 g/L. 

FIG. SB illustrates the near infrared absorbance for tri­
glyceride. 

FIG. SC shows the near-infrared reflectance spectrum for 
cholesterol. 

FIG. 24 schematically shows that the medical measure­
ment device can be part of a personal or body area network 
that communicates with another device (e.g., smart phone or 

55 tablet) that communicates with the cloud. The cloud may in 
turn communicate information with the user, healthcare 
providers, or other designated recipients. 

FIG. 25 shows the experimental set-up for a reflection­
spectroscopy based stand-off detection system. 

FIG. SD illustrates the near-infrared reflectance versus 60 FIG. 26 shows what might be an eventual flow-chart of a 
smart manufacturing process. wavelength for various blood constituents, including cho­

lesterol, glucose, albumin, uric acid, and urea. 
FIG. 9 shows a schematic of the human skin. In particular, 

the dermis may comprise significant amounts of collagen, 
elastin, lipids, and water. 

FIG. 10 illustrates the absorption coefficients for water 
(including scattering), adipose, collagen, and elastin. 

65 

DETAILED DESCRIPTION 

As required, detailed embodiments of the present disclo­
sure are disclosed herein; however, it is to be understood that 
the disclosed embodiments are merely exemplary of the 
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disclosure that may be embodied in various and alternative 
forms. The figures are not necessarily to scale; some features 
may be exaggerated or minimized to show details of par­
ticular components. Therefore, specific structural and func­
tional details disclosed herein are not to be interpreted as 
limiting, but merely as a representative basis for teaching 
one skilled in the art to variously employ the present 
disclosure. 

Various ailments or diseases may require measurement of 
the concentration of one or more blood constituents. For 
example, diabetes may require measurement of the blood 
glucose and HbAlc levels. On the other hand, diseases or 
disorders characterized by impaired glucose metabolism 
may require the measurement of ketone bodies in the blood. 
Examples of impaired glucose metabolism diseases include 
Alzheimer's, Parkinson's, Huntington's, and Lou Gehrig's 
or amyotrophic lateral sclerosis (ALS). Techniques related 
to near-infrared spectroscopy or hyper-spectral imaging may 
be particularly advantageous for non-invasive monitoring of 
some of these blood constituents. 

Hyper-spectral images may provide spectral information 
to identify and distinguish between spectrally similar mate­
rials, providing the ability to make proper distinctions 
among materials with only subtle signature differences. In 
the SWIR wavelength range, numerous gases, liquids and 
solids have unique chemical signatures, particularly mate­
rials comprising hydro-carbon bonds, O-H bonds, N-H 
bonds, etc. Therefore, spectroscopy in the SWIR may be 
attractive for stand-off or remote sensing of materials based 
on their chemical signature, which may complement other 
imaging information. 

One embodiment of remote sensing that is used to identify 
and classify various materials is so-called "hyper-spectral 
imaging." Hyper-spectral sensors may collect information as 
a set of images, where each image represents a range of 
wavelengths over a spectral band. Hyper-spectral imaging 
may deal with imaging narrow spectral bands over an 
approximately continuous spectral range. As an example, in 
hyper-spectral imaging the sun may be used as the illumi­
nation source, and the daytime illumination may comprise 
direct solar illumination as well as scattered solar (skylight), 
which is caused by the presence of the atmosphere. How­
ever, the sun illumination changes with time of day, clouds 
or inclement weather may block the sun light, and the sun 
light is not accessible in the night time. Therefore, it would 
be advantageous to have a broadband light source covering 
the SWIR that may be used in place of the sun to identify or 
classify materials in remote sensing or stand-off detection 
applications. 

8 
spectroscopy and identification procedures can use the near­
infrared or SWIR light consistent with this disclosure and 
are intended to be covered by the disclosure. As one 
example, the fiber-based super-continuum lasers may have a 

5 pulsed output with pulse durations of approximately 0.5-2 
nsec and pulse repetition rates of several Megahertz. There­
fore, the active remote sensing or hyper-spectral imaging 
applications may also be combined with LIDAR-type appli­
cations. Namely, the distance or time axis can be added to 

10 the information based on time-of-flight measurements. For 
this type of information to be used, the detection system 
would also have to be time-gated to be able to measure the 
time difference between the pulses sent and the pulses 
received. By calculating the round-trip time for the signal, 

15 the distance of the object may be judged. In another embodi­
ment, GPS (global positioning system) information may be 
added, so the active remote sensing or hyper-spectral imag­
ery would also have a location tag on the data. Moreover, the 
active remote sensing or hyper-spectral imaging information 

20 could also be combined with two-dimensional or three-
dimensional images to provide a physical picture as well as 
a chemical composition identification of the materials. 
These are just some modifications of the active remote 
sensing or hyper-spectral imaging system described in this 

25 disclosure, but other techniques may also be added or 
combinations of these techniques may be added, and these 
are also intended to be covered by this disclosure. 

Described herein are just some examples of the beneficial 
use of near-infrared or SWIR lasers for active remote 

30 sensing or hyper-spectral imaging. However, many other 
spectroscopy and identification procedures can use the near­
infrared or SWIR light consistent with this disclosure and 
are intended to be covered by the disclosure. As one 
example, the fiber-based super-continuum lasers may have a 

35 pulsed output with pulse durations of approximately 0.5-2 
nsec and pulse repetition rates of several Megahertz. There­
fore, the active remote sensing or hyper-spectral imaging 
applications may also be combined with LIDAR-type appli­
cations. Namely, the distance or time axis can be added to 

40 the information based on time-of-flight measurements. For 
this type of information to be used, the detection system 
would also have to be time-gated to be able to measure the 
time difference between the pulses sent and the pulses 
received. By calculating the round-trip time for the signal, 

45 the distance of the object may be judged. In another embodi­
ment, GPS (global positioning system) information may be 
added, so the active remote sensing or hyper-spectral imag­
ery would also have a location tag on the data. Moreover, the 
active remote sensing or hyper-spectral imaging information 

50 could also be combined with two-dimensional or three-In one embodiment, a SWIR camera or infrared camera 
system may be used to capture the images. The camera may 
include one or more lenses on the input, which may be 
adjustable. The focal plane assemblies may be made from 
mercury cadmium telluride material (HgCdTe ), and the 
detectors may also include thermo-electric coolers. Alter- 55 

nately, the image sensors may be made from indium gallium 
arsenide (InGaAs ), and CMOS transistors may be connected 

dimensional images to provide a physical picture as well as 
a chemical composition identification of the materials. 
These are just some modifications of the active remote 
sensing or hyper-spectral imaging system described in this 
disclosure, but other techniques may also be added or 
combinations of these techniques may be added, and these 
are also intended to be covered by this disclosure. 

to each pixel of the InGaAs photodiode array. The camera 
may interface wirelessly or with a cable ( e.g., USB, Ethernet 
cable, or fiber optics cable) to a computer or tablet or smart 60 

phone, where the images may be captured and processed. 
These are a few examples of infrared cameras, but other 
SWIR or infrared cameras may be used and are intended to 
be covered by this disclosure. 

Described herein are just some examples of the beneficial 65 

use of near-infrared or SWIR lasers for active remote 
sensing or hyper-spectral imaging. However, many other 

In some instances, it may be desirable to create multiple 
locations of focused light on the varicose vein. For example, 
the speed of the treatment may be increased by causing 
thermal coagulation or occlusion at multiple locations. Mul­
tiple collimated or focused light beams may be created in 
one assembly. In this embodiment, optionally a surface 
cooling apparatus may be used, where a cooling fluid may 
be flowed either touching or in close proximity to the skin. 
Also, in this particular embodiment a cylindrical assembly 
may optionally be used, where the cylindrical length may be 
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several millimeters in length and defined by a clamp or 
mount placed on or near the leg. In one embodiment, a 
window and/or lenslet array is also shown on the cylindrical 
surface for permitting the light to be incident on the skin and 
varicose vein at multiple spots. The lenslet array may 5 

comprise circular, spherical or cylindrical lenses, depending 
on the type of spots desired. As before, one advantage of 
placing the lenslet array in close proximity to the skin and 
varicose vein may be that a high NA, lens may be used. Also, 
the input from the lens and/or mirror assembly to the lenslet 10 

array may be single large beam, or a plurality of smaller 
beams. In one embodiment, a plurality of spots may be 
created by the lenslet array to cause a plurality of locations 
of thermal coagulation in the varicose vein. Any number of 
spots may be used and are intended to be covered by this 15 

disclosure. 
In a non-limiting example, a plurality of spots may be 

used, or what might be called a fractionated beam. The 
fractionated laser beam may be added to the laser delivery 
assembly or delivery head in a number of ways. In one 20 

embodiment, a screen-like spatial filter may be placed in the 
pathway of the beam to be delivered to the biological tissue. 
The screen-like spatial filter can have opaque regions to 
block the light and holes or transparent regions, through 
which the laser beam may pass to the tissue sample. The 25 

ratio of opaque to transparent regions may be varied, 
depending on the application of the laser. In another embodi­
ment, a lenslet array can be used at or near the output 
interface where the light emerges. In yet another embodi­
ment, at least a part of the delivery fiber from the infrared 30 

laser system to the delivery head may be a bundle of fibers, 
which may comprise a plurality of fiber cores surrounded by 
cladding regions. The fiber cores can then correspond to the 
exposed regions, and the cladding areas can approximate the 
opaque areas not to be exposed to the laser light. As an 35 

example, a bundle of fibers may be excited by at least a part 
of the laser system output, and then the fiber bundle can be 
fused together and perhaps pulled down to a desired diam­
eter to expose to the tissue sample near the delivery head. In 
yet another embodiment, a photonic crystal fiber may be 40 

used to create the fractionated laser beam. In one non­
limiting example, the photonic crystal fiber can be coupled 
to at least a part of the laser system output at one end, and 
the other end can be coupled to the delivery head. In a 
further example, the fractionated laser beam may be gener- 45 

ated by a heavily multi-mode fiber, where the speckle pattern 
at the output may create the high intensity and low intensity 
spatial pattern at the output. Although several exemplary 
techniques are provided for creating a fractionated laser 
beam, other techniques that can be compatible with optical 50 

fibers are also intended to be included by this disclosure. 
Although the output from a fiber laser may be from a 

single or multi-mode fiber, different spatial spot sizes or 
spatial profiles may be beneficial for different applications. 
For example, in some instances it may be desirable to have 55 

a series of spots or a fractionated beam with a grid of spots. 
In one embodiment, a bundle of fibers or a light pipe with 
a plurality of guiding cores may be used. In another embodi­
ment, one or more fiber cores may be followed by a lenslet 
array to create a plurality of collimated or focused beams. In 60 

yet another embodiment, a delivery light pipe may be 
followed by a grid-like structure to divide up the beam into 

10 
between two or more elements, whether or not those ele­
ments are physically connected to one another. As used 
throughout this disclosure, the term "spectroscopy" means 
that a tissue or sample is inspected by comparing different 
features, such as wavelength ( or frequency), spatial location, 
transmission, absorption, reflectivity, scattering, refractive 
index, or opacity. In one embodiment, "spectroscopy" may 
mean that the wavelength of the light source is varied, and 
the transmission, absorption or reflectivity of the tissue or 
sample is measured as a function of wavelength. In another 
embodiment, "spectroscopy" may mean that the wavelength 
dependence of the transmission, absorption or reflectivity is 
compared between different spatial locations on a tissue or 
sample. As an illustration, the "spectroscopy" may be per­
formed by varying the wavelength of the light source, or by 
using a broadband light source and analyzing the signal 
using a spectrometer, wavemeter, or optical spectrum ana­
lyzer. 

As used throughout this document, the term. "fiber laser" 
refers to a laser or oscillator that has as an output light or an 
optical beam, wherein at least a part of the laser comprises 
an optical fiber. For instance, the fiber in the "fiber laser" 
may comprise one of or a combination of a single mode 
fiber, a multi-mode fiber, a mid-infrared fiber, a photonic 
crystal fiber, a doped fiber, a gain fiber, or, more generally, 
an approximately cylindrically shaped waveguide or light­
pipe. In one embodiment, the gain fiber may be doped with 
rare earth material, such as ytterbium, erbium, and/or thu­
lium. In another embodiment, the mid-infrared fiber may 
comprise one or a combination of fluoride fiber, ZBLAN 
fiber, chalcogenide fiber, tellurite fiber, or germanium doped 
fiber. In yet another embodiment, the single mode fiber may 
include standard single-mode fiber, dispersion shifted fiber, 
non-zero dispersion shifted fiber, high-nonlinearity fiber, 
and small core size fibers. 

As used throughout this disclosure, the term "pump laser" 
refers to a laser or oscillator that has as an output light or an 
optical beam, wherein the output light or optical beam is 
coupled to a gain medium to excite the gain medium, which 
in turn may amplify another input optical signal or beam. In 
one particular example, the gain medium may be a doped 
fiber, such as a fiber doped with ytterbium, erbium or 
thulium. In one embodiment, the "pump laser" may be a 
fiber laser, a solid state laser, a laser involving a nonlinear 
crystal, an optical parametric oscillator, a semiconductor 
laser, or a plurality of semiconductor lasers that may be 
multiplexed together. In another embodiment, the "pump 
laser" may be coupled to the gain medium by using a fiber 
coupler, a dichroic mirror, a multiplexer, a wavelength 
division multiplexer, a grating, or a fused fiber coupler. 

As used throughout this document, the term "super­
continuum" and or "supercontinuum" and or "SC" refers to 
a broadband light beam or output that comprises a plurality 
of wavelengths. In a particular example, the plurality of 
wavelengths may be adjacent to one-another, so that the 
spectrum of the light beam or output appears as a continuous 
band when measured with a spectrometer. In one embodi­
ment, the broadband light beam may have a bandwidth of at 
least 10 nm. In another embodiment, the "super-continuum" 
may be generated through nonlinear optical interactions in a 
medium, such as an optical fiber or nonlinear crystal. For 
example, the "super-continuum" may be generated through 
one or a combination of nonlinear activities such as four-a plurality of spots. These are specific examples of beam 

shaping, and other apparatuses and methods may also be 
used and are consistent with this disclosure. 

wave mixing, the Raman effect, modulational instability, 
65 and self-phase modulation. 

As used throughout this document, the term "couple" and 
or "coupled" refers to any direct or indirect communication 

As used throughout this disclosure, the terms "optical 
light" and or "optical beam" and or "light beam" refer to 
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These are exemplary wavelength ranges, and other ranges 
can be used that would still fall within the scope of this 
disclosure. 

One further consideration in choosing the laser wave­
length is known as the "eye safe" window for wavelengths 
longer than about 1400 nm. In particular, wavelengths in the 
eye safe window may not transmit down to the retina of the 
eye, and therefore, these wavelengths may be less likely to 
create permanent eye damage. The near-infrared wave-
lengths have the potential to be dangerous, because the eye 
camiot see the wavelengths ( as it can in the visible), yet they 
can penetrate and cause damage to the eye. Even if a 
practitioner is not looking directly at the laser beam, the 
practitioner's eyes may receive stray light from a reflection 
or scattering from some surface. Hence, it can always be a 
good practice to use eye protection when working around 
lasers. Since wavelengths longer than about 1400 nm are 
substantially not transmitted to the retina or substantially 

photons or light transmitted to a particular location in space. 
The "optical light" and or "optical beam" and or "light 
beam" may be modulated or unmodulated. In one embodi­
ment, the "optical light" and or "optical beam" and or "light 
beam" may originate from a fiber, a fiber laser, a laser, a light 5 

emitting diode, a lamp, a pump laser, or a light source. In 
general, the "near-infrared (NIR)" region of the electromag­
netic spectrum covers between approximately 0.7 microns 
(700 nm) to about 2.5 microns (2500 nm). However, it may 
also be advantageous to use just the short-wave infrared 10 

between approximately 1.4 microns (1400 nm) and about 
2.5 microns (2500 nm). One reason for preferring the SWIR 
over the entire NIR may be to operate in the so-called 
"eye-safe" window, which corresponds to wavelengths Ion-

15 
ger than about 1400 nm. Therefore, for the remainder of the 
disclosure the SWIR will be used for illustrative purposes. 
However, it should be clear that the discussion that follows 
could also apply to using the NIR wavelength range, or other 
wavelength bands. 20 absorbed in the retina, this wavelength range is known as the 

eye safe window. For wavelengths longer than 1400 nm, in 
general only the cornea of the eye may receive or absorb the 
light radiation. 

Spectrum for Glucose 
One molecule of interest is glucose. The glucose molecule 

has the chemical formula C6H12O6 , so it has a number of 
hydro-carbon bonds. An example of the infrared transmit­
tance of glucose 100 is illustrated in FIG. 1. The vibrational 25 

spectroscopy shows that the strongest lines for bending and 
stretching modes of C-H and O-H bonds lie in the 
wavelength range of approximately 6-12 microns. However, 
light sources and detectors are more difficult in the mid­
wave infrared and long-wave infrared, and there is also 30 

strongly increasing water absorption in the human body 
beyond about 2.5 microns. Although weaker, there are also 
non-linear combinations of stretching and bending modes 
between about 2 to 2.5 microns, and first overtone of C-H 
stretching modes between approximately 1.5-1.8 microns. 35 

These signatures may fall in valleys of water absorption, 
permitting non-invasive detection through the body. In addi­
tion, there are yet weaker features from the second overtones 
and higher-order combinations between about 0.8-1.2 
microns; in addition to being weaker, these features may also 40 

be masked by absorption in the hemoglobin. Hence, the 
short-wave infrared (SWIR) wavelength range of approxi­
mately 1.4 to 2.5 microns may be an attractive window for 
near-infrared spectroscopy of blood constituents. 

Beyond measuring blood constituents such as glucose 
using FTIR spectrometers, measurements have also been 
conducted in another embodiment using super-continuum 
lasers, which will be described later in this disclosure. In this 
particular embodiment, some of the exemplary preliminary 
data for glucose absorbance are illustrated in FIGS. 4A and 
4B. The optical spectra 401 in FIG. 4A for different levels 
of glucose concentration in the wavelength range between 
2000 and 2400 nm show the three absorption peaks near 
2120 nm (2.12 µm), 2270 nm (2.27 µm) and 2320 nm (2.32 
µm). Moreover, the optical spectra 402 in FIG. 4B for 
different levels of glucose concentration in the wavelength 
range between 1500 and 1800 nm show the two broader 
absorption peaks near 1587 nm and 1750 nm. It should be 
appreciated that although data measured with FTIR spec­
trometers or super-continuum lasers have been illustrated, 
other light sources can also be used to obtain the data, such 
as super-luminescent laser diodes, light emitting diodes, a 
plurality of laser diodes, or even bright lamp sources that 
generate adequate light in the SWIR. 

As an example, measurements of the optical absorbance 45 

200 of hemoglobin, glucose and HbAlc have been per­
formed using a Fourier-Transform Infrared Spectrometer­
FTIR. As FIG. 2 shows, in the SWIR wavelength range 
hemoglobin is nearly flat in spectrum 201 (the noise at the 
edges is due to the weaker light signal in the measurements). 50 

On the other hand, the glucose absorbance 202 has at least 
five distinct peaks near 1587 nm, 1750 nm, 2120 nm, 2270 
nm and 2320 nm. 

Although glucose has a distinctive signature in the SWIR 
wavelength range, one problem of non-invasive glucose 
monitoring is that many other blood constituents also have 
hydro-carbon bonds. Consequently, there can be interfering 
signals from other constituents in the blood. As an example, 
FIG. 5 illustrates the spectrum 500 for different blood 
constituents in the wavelength range of 2 to 2.45 microns. 
The glucose absorption spectrum 501 can be unique with its 
three peaks in this wavelength range. However, other blood 
constituents such as triacetin 502, ascorbate 503, lactate 504, 
alanine 505, urea 506, and BSA 507 also have spectral FIG. 3A overlaps 300 the normalized absorbance of 

glucose 301 with the absorbance of water 302 (not drawn to 
scale). It may be seen that water has an absorbance feature 
between approximately 1850 nm and 2050 nm, but water 
302 also has a nice transmission window between approxi­
mately 1500-1850 nm and 2050 to 2500 nm. For wave­
lengths less than about 1100 nm, the absorption of hemo­
globin 351 and oxygenated hemoglobin 352 in FIG. 3B has 
a number of features 350, which may make it more difficult 
to measure blood constituents. Also, beyond 2500 nm the 
water absorption becomes considerably stronger over a wide 
wavelength range. Therefore, an advantageous window for 
measuring glucose and other blood constituents may be in 
the SWIR between 1500 and 1850 nm and 2050 to 2500 nm. 

55 features in this wavelength range. To distinguish the glucose 
501 from these overlapping spectra, it may be advantageous 
to have information at multiple wavelengths. In addition, it 
may be advantageous to use pattern matching algorithms 
and other software and mathematical methods to identify the 

60 blood constituents of interest. In one embodiment, the 
spectrum may be correlated with a library of known spectra 
to determine the overlap integrals, and a threshold function 
may be used to quantify the concentration of different 
constituents. This is just one way to perform the signal 

65 processing, and many other techniques, algorithms, and 
software may be used and would fall within the scope of this 
disclosure. 
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Ketone Bodies Monitoring 
Beyond glucose, there are many other blood constituents 

that may also be of interest for health or disease monitoring. 
In another embodiment, it may be desirous to monitor the 
level of ketone bodies in the blood stream. Ketone bodies are 5 

three water-soluble compounds that are produced as by­
products when fatty acids are broken down for energy in the 
liver. Two of the three are used as a source of energy in the 
heart and brain, while the third is a waste product excreted 
from the body. In particular, the three endogenous ketone 10 

bodies are acetone, acetoacetic acid, and beta-hydroxybu­
tyrate or 3-hydroxybutyrate, and the waste product ketone 
body is acetone. 

Ketone bodies may be used for energy, where they are 
15 

transported from the liver to other tissues. The brain may 
utilize ketone bodies when sufficient glucose is not available 
for energy. For instance, this may occur during fasting, 
strenuous exercise, low carbohydrate, ketogenic diet and in 
neonates. Unlike most other tissues that have additional 20 

energy sources such as fatty acids during periods of low 
blood glucose, the brain cannot break down fatty acids and 
relies instead on ketones. In one embodiment, these ketone 
bodies are detected. 

14 
nitrite 706. In this wavelength range of 2100 to 2400 nm, the 
features for ketone 701 seem more spectrally pronounced 
than even glucose. 

Different signal processing techniques can be used to 
enhance the spectral differences between different constitu­
ents. In one embodiment, the first or second derivatives of 
the spectra may enable better discrimination between sub­
stances. The first derivative may help remove any flat offset 
or background, while the second derivative may help to 
remove any sloped offset or background. In some instances, 
the first or second derivative may be applied after curve 
fitting or smoothing the reflectance, transmittance, or absor­
bance. For example, FIG. SA illustrates the derivative spec­
tra for ketone 801 and glucose 802, which can be distin­
guished from the derivative spectra for protein 803, urea 804 
and creatinine 805. Based on FIG. SA, it appears that 
ketones 801 may have a more pronounced difference than 
even glucose 802 in the wavelength range between 2100 and 
2400 nm. Therefore, ketone bodies should also be capable of 
being monitored using a non-invasive optical technique in 
the SWIR, and a different pattern matching library could be 
used for glucose and ketones. 
Hemoglobin Ale Monitoring 

Another blood constituent that may be of interest for 
25 monitoring of health or diseases is hemoglobin Ale, also 

known as HbAle or glycated hemoglobin (glycol-hemoglo­
bin or glycosylated hemoglobin). HbAle is a form of 
hemoglobin that is measured primarily to identify the aver­
age plasma glucose concentration over prolonged periods of 

Ketone bodies may also be used for reducing or elimi­
nating symptoms of diseases or disorders characterized by 
impaired glucose metabolism. For example, diseases asso­
ciated with reduced neuronal metabolism of glucose include 
Parkinson's disease, Alzheimer's disease, amyotrophic lat­
eral sclerosis (ALS, also called Lou Gehrig's disease), 
Huntington's disease and epilepsy. In one embodiment, 
monitoring of alternate sources of ketone bodies that may be 
administered orally as a dietary supplement or in a nutri­
tional composition to counteract some of the glucose 

35 
metabolism impairments is performed. However, if ketone 
bodies supplements are provided, there is also a need to 
monitor the ketone level in the blood stream. For instance, 

30 time. Thus, HbAle may serve as a marker for average blood 
glucose levels over the previous months prior to the mea-

if elevated levels of ketone bodies are present in the body, 
this may lead to ketosis; hyperketonemia is also an elevated 40 

level of ketone bodies in the blood. In addition, both 
acetoacetic acid and beta-hydroxybutyric acid are acidic, 
and, if levels of these ketone bodies are too high, the pH of 
the blood may drop, resulting in ketoacidosis. 

The general formula for ketones is CnH2no· In organic 45 

chemistry, a ketone is an organic compound with the struc­
ture RC(=O)R', where R and R' can be a variety of 
carbon-containing substituents. It features a carbonyl group 
(C=O) bonded to two other carbon atoms. Because the 
ketones contain the hydrocarbon bonds, there might be 50 

expected to be features in the SWIR, similar in structure to 
those found for glucose. 

surements. 
In one embodiment, when a physician suspects that a 

patient may be diabetic, the measurement of HbAle may be 
one of the first tests that are conducted. An HbAle level less 
than approximately 6% may be considered normal. On the 
other hand, an HbAle level greater than approximately 6.5% 
may be considered to be diabetic. In diabetes mellitus, 
higher amounts of HbAle indicate poorer control of blood 
glucose levels. Thus, monitoring the HbAle in diabetic 
patients may improve treatment. Current techniques for 
measuring HbAle require drawing blood, which may be 
inconvenient and painful. The point-of-care devices use 
immunoassay or boronate affinity chromatography, as an 
example. Thus, there is also an unmet need for non-invasive 
monitoring of HbAle. 

FIG. 2 illustrates the FTIR measurements of HbAle 
absorbance 203 over the wavelength range between 1500 
and 2400 nm for a concentration of approximately 1 mg/ml. 
Whereas the absorbance of hemoglobin 201 over this wave­
length range is approximately flat, the HbAle absorbance 
203 shows broad features and distinct curvature. Although 
the HbAle absorbance 203 does not appear to exhibit as 
pronounced features as glucose 202, the non-invasive SWIR 
measurement should be able to detect HbAle with appro­
priate pattern matching algorithms. Moreover, the spectrum 
for HbAle may be further enhanced by using first or second 
derivative data, as seen for ketones in FIG. SA. Beyond 
absorption, reflectance, or transmission spectroscopy, it may 

The infrared spectrum 600 for the ketone 3-hydroxybu­
tyrate is illustrated in FIG. 6. Just as in glucose, there are 
significant features in the mid- and long-wave infrared 55 

between 6 to 12 microns, but these may be difficult to 
observe non-invasively. On the other hand, there are some 
features in the SWIR that may be weaker, but they could 
potentially be observed non-invasively, perhaps through 
blood and water. 60 also be possible to detect blood constituents such as HbAle 

using Raman spectroscopy or surface-enhanced Raman 
spectroscopy. In general, Raman spectroscopy may require 
higher optical power levels. 

The optical spectra 700 for ketones as well as some other 
blood constituents are exemplified in FIG. 7 in the wave­
length range of 2100 nm to 2400 nm. In this embodiment, 
the absorbance for ketones is 701, while the absorbance for 
glucose is 702. However, there are also features in this 
wavelength range for other blood constituents, such as urea 
703, albumin or blood protein 704, creatinine 705, and 

As an illustration, non-invasive measurement of blood 
65 constituents such as glucose, ketone bodies, and HbAle has 

been discussed thus far. However, other blood constituents 
can also be measured using similar techniques, and these are 
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also intended to be covered by this disclosure. In other 
embodiments, blood constituents such as proteins, albumin, 
urea, creatinine or nitrites could also be measured. For 
instance, the same type ofSWIR optical techniques might be 
used, but the pattern matching algorithms and software 5 

could use different library features or functions for the 
different constituents. 

In yet another embodiment, the optical techniques 
described in this disclosure could also be used to measure 
levels of triglycerides. Triglycerides are bundles of fats that 10 

may be found in the blood stream, particularly after ingest­
ing meals. The body manufactures triglycerides from car­
bohydrates and fatty foods that are eaten. In other words, 
triglycerides are the body's storage form of fat. Triglycer­
ides are comprised of three fatty acids attached to a glycerol 15 

molecule, and measuring the level of triglycerides may be 
important for diabetics. The triglyceride levels or concen­
trations in blood may be rated as follows: desirable or 
normal may be less than 150 mg/di; borderline high may be 
150-199 mg/di; high may be 200-499 mg/di; and very high 20 

may be 500 mg/di or greater. FIG. SB illustrates one 
example of the near-infrared absorbance 825 for triglycer­
ides. There are distinct absorbance peaks in the spectrum 
that should be measurable. The characteristic absorption 
bands may be assigned as follows: (a) the first overtones of 25 

C-H stretching vibrations (1600-1900 nm); (b) the region 

16 
a particular pulse width and pulse repetition rate, and then 
the detection system can measure the pulsed light returned 
from or transmitted through the tissue. Using a lock-in type 
technique ( e.g., detecting at the same frequency as the 
pulsed light source and also possibly phase locked to the 
same signal), the detection system may be able to reject 
background or spurious signals and increase the signal-to­
noise ratio of the measurement. In one particular embodi­
ment, high signal-to-noise ratio may be achieved using a 
fiber-based super-continuum (SC) light source ( described 
further herein). Other light sources may also be used, 
including a plurality oflaser diodes, super-luminescent laser 
diodes, or fiber lasers. In one embodiment, an all-fiber­
integrated, high-powered SC light source may be elegant for 
its simplicity. The light may be first generated from a seed 
laser diode (LD). For example, the seed LD may be a 
distributed feedback (DFB) laser diode with a wavelength 
near 1542 nm or 1550 nm, with approximately 0.5-2.0 ns 
pulsed output, and with a pulse repetition rate between one 
kilohertz and about 100 MHz or more. 

Beyond having a pulse width, the laser output can also 
have a preferred repetition rate. For pulse repetition rates 
above around 10 MHz, where multiple pulses fall within a 
thermal diffusion time, the tissue response may be more 
related to the energy deposited or the fluence of the laser 
beam. The separation between pulses or a sub-group of 
pulses may also be selected so that the tissue sample can 
reach thermal equilibrium between pulses. Also, the pulse 
pattern may or may not be periodic. In one embodiment, 

of second overtones of C-H stretching vibrations (1100-
1250 nm); and, (c) two regions (2000-2200 nm and 1350-
1500 nm) that comprise bands due to combinations of C-H 
stretching vibrations and other vibrational modes. 30 there may be several pulses used per spot, where the pulse 

pattern is selected to obtain a desired thermal profile. The 
laser beam may then be moved to a new spot and then 
another pulse train delivered to that spot. In one embodi-

A further example of blood compositions that can be 
detected or measured using near-infrared light includes 
cholesterol monitoring. For example, FIG. SC shows the 
near-infrared reflectance spectrum for cholesterol 850 with 
wavelength in microns (µm). Distinct absorption peaks are 35 

observable near 1210 nm (1.21 µm), 1720 nm (1.72 µm), and 
between 2300-2500 nm (2.3-2.5 µm). Also, there are other 
features near 1450 nm (1 .45 µm) and 2050 nm (2.05 µm). In 
FIG. SD the near-infrared reflectances 875 are displayed 
versus wavelength (nm) for various blood constituents. The 40 

spectrum for cholesterol 876 is overlaid with glucose 877, 
albumin 878, uric acid 879, and urea 880. As may be noted 
from FIG. SD, at about 1720 nm and 2300 nm, cholesterol 
876 reaches approximate reflectance peaks, while some of 
the other analytes are in a more gradual mode. Various signal 45 

processing methods may be used to identify and quantify the 
concentration of cholesterol 876 and/or glucose 877, or 
some of the other blood constituents. 

As illustrated by FIGS. 5 and 7, one of the issues in 
measuring a particular blood constituent is the interfering 50 

and overlapping signal from other blood constituents. The 
selection of the constituent of interest may be improved 
using a number of techniques. For example, a higher light 
level or intensity may improve the signal-to-noise ratio for 
the measurement. Second, mathematical modeling and sig- 55 

nal processing methodologies may help to reduce the inter­
ference, such as multivariate techniques, multiple linear 
regression, and factor-based algorithms, for example. For 
instance, a number of mathematical approaches include 
multiple linear regression, partial least squares, and principal 60 

component regression (PCR). Also, as illustrated in FIG. SA, 
various mathematical derivatives, including the first and 
second derivatives, may help to accentuate differences 
between spectra. In addition, by using a wider wavelength 
range and using more sampling wavelengths may improve 65 

the ability to discriminate one signal from another. More­
over, it may be advantageous to pulse the light source with 

ment, there can be several seconds of pre-cooling, the laser 
can be exposed on the tissue for several seconds, and then 
there may also be post-cooling. Although particular 
examples of laser duration and repetition rate are described, 
other values may also be used consistent with this disclo­
sure. For example, depending on the application and mecha­
nisms, the pulse rate could range all the way from continu­
ous wave to l00's of Megahertz. 

The above are just examples of some of the methods of 
improving the ability to discriminate between different con­
stituents, but other techniques may also be used and are 
intended to be covered by this disclosure. 

In one embodiment, a SWIR camera or infrared camera 
system may be used to capture the images. The camera may 
include one or more lenses on the input, which may be 
adjustable. The focal plane assemblies may be made from 
mercury cadmium telluride material (HgCdTe ), and the 
detectors may also include thermo-electric coolers. Alter-
nately, the image sensors may be made from indium gallium 
arsenide (InGaAs ), and CMOS transistors may be connected 
to each pixel of the InGaAs photodiode array. The camera 
may interface wirelessly or with a cable ( e.g., USB, Ethernet 
cable, or fiber optics cable) to a computer or tablet or smart 
phone, where the images may be captured and processed. 
These are a few examples of infrared cameras, but other 
SWIR or infrared cameras may be used and are intended to 
be covered by this disclosure. 

By use of an active illuminator, a number of advantages 
may be achieved. First, the variations due to sunlight and 
time-of-day may be factored out. The effects of the weather, 
such as clouds and rain, might also be reduced. Also, higher 
signal-to-noise ratios may be achieved. For example, one 
way to improve the signal-to-noise ratio would be to use 
modulation and lock-in techniques. In one embodiment, the 
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light source may be modulated, and then the detection 
system would be synchronized with the light source. In a 
particular embodiment, the techniques from lock-in detec­
tion may be used, where narrow band filtering around the 
modulation frequency may be used to reject noise outside 5 

the modulation, frequency. In an alternate embodiment, 
change detection schemes may be used, where the detection 
system captures the signal with the light source on and with 
the light source off. Again, for this system the light source 
may be modulated. Then, the signal with and without the 10 

light source is differenced. This may enable the sun light 
changes to be subtracted out. In addition, change detection 
may help to identify objects that change in the field of view. 

relative sizes of the fluid compartments, the distribution of 
capillaries, the perfusion of blood, the glucose uptake of 
cells, the concentration of glucose in blood, and the driving 
forces ( e.g., osmotic pressure) behind diffusion. 

To better understand the interference that the skin intro­
duces when attempting to measure glucose, the absorption 
coefficient for the various skin constituents should be exam­
ined. For example, FIG. 10 illustrates 1000 the absorption 
coefficients for water (including scattering) 1001, adipose 
1002, collagen 1003 and elastin 1004. Note that the absorp­
tion curves for water 1001 and adipose 1002 are calibrated, 
whereas the absorption curves for collagen 1003 and elastin 
1004 are in arbitrary units. Also shown are vertical lines 
demarcating the wavelengths near 1210 nm 1005 and 1 720 In the following some exemplary detection systems are 

described. 
Interference from Skin 

15 nm 1006. In general, the water absorption increases with 
increasing wavelength. With the increasing absorption 
beyond about 2000 nm, it may be difficult to achieve deeper 
penetration into biological tissue in the infrared wavelengths 

Several proposed non-invasive glucose monitoring tech­
niques rely on transmission, absorption, and/or diffuse 
reflection through the skin to measure blood constituents or 
blood analytes in veins, arteries, capillaries or in the tissue 20 

itself. However, on top of the interference from other blood 
constituents or analytes, the skin also introduces significant 
interference. For example, chemical, structural, and physi­
ological variations occur that may produce relatively large 
and nonlinear changes in the optical properties of the tissue 
sample. In one embodiment, the near-infrared reflectance or 
absorbance spectrum may be a complex combination of the 
tissue scattering properties that result from the concentration 
and characteristics of a multiplicity of tissue components 
including water, fat, protein, collagen, elastin, and/or glu­
cose. Moreover, the optical properties of the skin may also 
change with environmental factors such as humidity, tem­
perature and pressure. Physiological variation may also 
cause changes in the tissue measurement over time and may 
vary based on lifestyle, health, aging, etc. The structure and 
composition of skin may also vary widely among individu­
als, between different sites within an individual, and over 
time on the same individual. Thus, the skin introduces a 
dynamic interference signal that may have a wide variation 
due to a number of parameters. 

beyond approximately 2500 nm. 
Although the absorption coefficient may be useful for 

determining the material in which light of a certain infrared 
wavelength will be absorbed, to determine the penetration 
depth of the light of a certain wavelength may also require 
the addition of scattering loss to the curves. For example, the 

25 water curve 1001 includes the scattering loss curve in 
addition to the water absorption. In particular, the scattering 
loss can be significantly higher at shorter wavelengths. In 
one embodiment, near the wavelength of 1720 nm (vertical 
line 1006 shown in FIG. 10) the adipose absorption 1002 can 

30 still be higher than the water plus scattering loss 1001. For 
tissue that contains adipose, collagen and elastin, such as the 
dermis of the skin, the total absorption can exceed the light 
energy lost to water absorption and light scattering at 1 720 
nm. On the other hand, at 1210 nm the adipose absorption 

35 1002 can be considerably lower than the water plus scatter­
ing loss 1001, particularly since the scattering loss can be 
dominant at these shorter wavelengths. 

The interference for glucose lines observed through skin 
may be illustrated by overlaying the glucose lines over the 

40 absorption curves 1000 for the skin constituents. For 
example, FIG. 2 illustrated that the glucose absorption 202 
included features centered around 1587 nm, 1750 nm, 2120 
nm, 2270 nm and 2320 nm. On FIG. 10 vertical lines have 
been drawn at the glucose line wavelengths of 1587 nm 

FIG. 9 shows a schematic cross-section of human skin 
900, 901. The top layer of the skin is epidermis 902, 
followed by a layer of dermis 903 and then subcutaneous fat 
904 below the dermis. The epidermis 902, with a thickness 
of approximately 10-150 microns, may provide a barrier to 
infection and loss of moisture and other body constituents. 
The dermis 903 ranges in thickness from approximately 0.5 
mm to 4 mm ( averages approximately 1.2 mm over most of 
the body) and may provide the mechanical strength and 
elasticity of skin. 

In the dermis 903, water may account for approximately 
70% of the volume. The next most abundant constituent in 
the dermis 903 may be collagen 905, a fibrous protein 
comprising 70-75% of the dry weight of the dermis 903. 
Elastin fibers 906, also a protein, may also be plentiful in the 
dermis 903, although they constitute a smaller portion of the 
bulk. In addition, the dermis 903 may contain a variety of 
structures ( e.g., sweat glands, hair follicles with adipose rich 
sebaceous glands 907 near their roots, and blood vessels) 
and other cellular constituents. 

Below the dermis 903 lies the subcutaneous layer 904 
comprising mostly adipose tissue. The subcutaneous layer 
904 may be by volume approximately 10% water and may 
be comprised primarily of cells rich in triglycerides or fat. 
With this complicated structure of the skin 900, 901, the 
concentration of glucose may vary in each layer according 
to a variety of factors including the water content, the 

45 1007, 1750 nm 1008, 2120 nm 1009, 2270 nm 1010 and 
2320 nm 1011. In one embodiment, it may be difficult to 
detect the glucose lines near 1750 nm 1008, 2270 nm 1010 
and 2320 nm 1011 due to significant spectral interference 
from other skin constituents. On the other hand, the glucose 

50 line near 1587 m 1007 may be more easily detected because 
it peaks while most of the other skin constituents are sloped 
downward toward an absorption valley. Moreover, the glu­
cose line near 2120 nm 1009 may also be detectable for 
similar reasons, although adipose may have conflicting 

55 behavior due to local absorption minimum and maximum 
nearby in wavelength. 

Thus, beyond the problem of other blood constituents or 
analytes having overlapping spectral features (e.g., FIG. 5), 
it may be difficult to observe glucose spectral signatures 

60 through the skin and its constituents of water, adipose, 
collagen and elastin. One approach to overcoming this 
difficulty may be to try to measure the blood constituents in 
veins that are located at relatively shallow distances below 
the skin. Veins may be more beneficial for the measurement 

65 than arteries, since arteries tend to be located at deeper levels 
below the skin. Also, in one embodiment it may be advan­
tageous to use a differential measurement to subtract out 
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some of the interfering absorption lines from the skin. For 
example, an instrument head may be designed to place one 
probe above a region of skin over a blood vein, while a 
second probe may be placed at a region of the skin without 
a noticeable blood vein below it. Then, by differencing the 
signals from the two probes, at least part of the skin 
interference may be cancelled out. 

Two representative embodiments for performing such a 
differential measurement are illustrated in FIG. 11 and FIG. 
12, In one embodiment shown in FIG. 11, the dorsal of the 
hand 1100 may be used for measuring blood constituents or 
analytes. The dorsal of the hand 1100 may have regions that 
have distinct veins 1101 as well as regions where the veins 
are not as shallow or pronounced 1102. By stretching the 
hand and leaning it backwards, the veins 1101 may be 
accentuated in some cases. A near-infrared diffuse reflec­
tance measurement may be performed by placing one probe 
1103 above the vein-rich region 1101. To turn this into a 
differential measurement, a second probe 1104 may be 
placed above a region without distinct veins 1102. Then, the 
outputs from the two probes may be subtracted 1105 to at 
least partially cancel out the features from the skin. The 
subtraction may be done preferably in the electrical domain, 
although it can also be performed in the optical domain or 
digitally/mathematically using sampled data based on the 
electrical and/or optical signals. Although one example of 
using the dorsal of the hand 1100 is shown, many other parts 
of the hand can be used within the scope of this disclosure. 
For example, alternate methods may use transmission 
through the webbing between the thumb and the fingers 
1106, or transmission or diffuse reflection through the tips of 
the fingers 1107. 

In another embodiment, the dorsal of the foot 1200 may 
be used instead of the hand. One advantage of such a 
configuration may be that for self-testing by a user, the foot 
may be easier to position the instrument using both hands. 
One probe 1203 may be placed over regions where there are 
more distinct veins 1201, and a near-infrared diffuse reflec­
tance measurement may be made. For a differential mea­
surement, a second probe 1204 may be placed over a region 
with less prominent veins 1202, and then the two probe 
signals may be subtracted, either electronically or optically, 
or may be digitized/sampled and processed mathematically 
depending on the particular application and implementation. 
As with the hand, the differential measurements may be 
intended to compensate for or subtract out (at least in part) 
the interference from the skin. Since two regions are used in 
close proximity on the same body part, this may also aid in 
removing some variability in the skin from environmental 
effects such as temperature, humidity, or pressure. In addi­
tion, it may be advantageous to first treat the skin before the 
measurement, by perhaps wiping with a cloth or treated 
cotton ball, applying some sort of cream, or placing an ice 
cube or chilled bag over the region of interest. 

Although two embodiments have been described, many 
other locations on the body may be used using a single or 
differential probe within the scope of this disclosure. In yet 
another embodiment, the wrist may be advantageously used, 
particularly where a pulse rate is typically monitored. Since 
the pulse may be easily felt on the wrist, there is underlying 
the region a distinct blood flow. Other embodiments may use 
other parts of the body, such as the ear lobes, the tongue, the 
inner lip, the nails, the eye, or the teeth. Some of these 
embodiments will be further described below. The ear lobes 
or the tip of the tongue may be advantageous because they 
are thinner skin regions, thus permitting transmission rather 
than diffuse reflection. However, the interference from the 

20 
skin is still a problem in these embodiments. Other regions 
such as the inner lip or the bottom of the tongue may be 
contemplated because distinct veins are observable, but still 
the interference from the skin may be problematic in these 

5 embodiments. The eye may seem as a viable alternative 
because it is more transparent than skin. However, there are 
still issues with scattering in the eye. For example, the 
anterior chamber of the eye (the space between the cornea 
and the iris) comprises a fluid known as aqueous humor. 

10 However, the glucose level in the eye chamber may have a 
significant temporal lag on changes in the glucose level 
compared to the blood glucose level. 

In some instances, it may be desirable to create multiple 

15 
locations of focused light. One way to accomplish this may 
be to slide the assemblies and/or the light source. In yet 
another embodiment shown in FIG. 13A, multiple colli­
mated or focused light beams may be created in one assem­
bly 1320. In this embodiment, optionally a surface cooling 

20 apparatus 1324 may be used, where a cooling fluid may be 
flowed either touching or in close proximity to the skin 
1321. Also, in this particular embodiment a cylindrical 
assembly may optionally be used, where the cylindrical 
length may be several millimeters in length and defined by 

25 a clamp or mount 1323 placed on or near the leg. The light 
input 1327 may be received from a light source, which may 
use a fiber or fiber bundles to couple the light to the 
lens/mirror assembly 1326. A lens and/or mirror assembly 
1326 may be used to couple the light input 1327 to the 

30 lenslet array or window 1325, either directly or indirectly. 
The lens and/or mirror assembly 1326 may also be coupled 
to the clamp or mount assembly 1323. 

In the embodiment of FIG. 13A, a window and/or lenslet 
array 1325 is also shown on the cylindrical surface for 

35 permitting the light to be incident on the skin 1321 and 
varicose vein 1322 at multiple spots. The lenslet array 1325 
may comprise circular, spherical or cylindrical lenses, 
depending on the type of spots desired. As before, one 
advantage of placing the lenslet array 1325 in close prox-

40 imity to the skin 1321 may be that a high NA lens may be 
used. Also, the input from the lens and/or mirror assembly 
to the lenslet array 1325 may be a single large beam, or a 
plurality of smaller beams. In one embodiment, a plurality of 
spots may be created by the lenslet array 1325. Although 

45 four spots are shown in FIG. 13A, any number of spots may 
be used and are intended to be covered by this disclosure. 

Different combinations of these techniques may be 
employed, and other techniques may also be used and are 
intended to be covered by this disclosure. For example, in 

50 some instances only focused light may be used, in other 
instances only surface cooling or cryogenic sprays may be 
used, and in yet other embodiments a combination of the two 
may be used. Moreover, the clamps, mounts and holders are 
shown in simple design for illustrative purposes, but human 

55 factors engineering may be used to make these more user 
friendly or ergonomic design. These and other variations are 
also intended to be covered by this disclosure. 

The lens and/or mirror assemblies may comprise one or 
more lenses, microscope objectives, curved or flat mirrors, 

60 lens tipped fibers, or some combination of these elements. 
As an example, the optics such as used in a camera may be 
employed in this arrangement, provided that the optics are 
substantially transparent at the light wavelengths being used. 
Moreover, reflections and losses through the optics may be 

65 reduced by applying anti-reflection coatings, and chromatic 
dispersion may be reduced by using reflective optics rather 
than refractive optics. Although a particular method of 

Petitioner Apple Inc. – Ex. 1001, p. 57
Appx71 Omni MedSci Ex. 2039 

Samsung Electronics Co. Ltd., et al., v. Omni MedSci - IPR2025-01251



US 10,517,484 B2 
21 

focusing the light has been described, other methods may 
also be used and are intended to be covered by this disclo­
sure. 

22 
through the blood vessels in the dental pulp 1505. While it 
may be true that the amount of blood flow in the dental pulp 
1505 may be less since it comprises capillaries, the smaller 
blood flow could still be advantageous if there is less Because of the complexity of the interference from skin in 

non-invasive glucose monitoring (e.g., FIG. 10), other parts 5 interfering spectral features from the tooth. 
The transmission, absorption and reflection from teeth has 

been studied in the near infrared, and, although there are 
some features, the enamel and dentine appear to be fairly 
transparent in the near infrared (particularly wavelengths 

10 between 1500 and 2500 nm). For example, the absorption or 
extinction ratio for light transmission has been studied. FIG. 
16A illustrates the attenuation coefficient 1600 for dental 
enamel 1601 (filled circles) and the absorption coefficient of 

of the body without skin above blood vessels or capillaries 
may be alternative candidates for measuring blood constitu­
ents. One embodiment may involve transmission or reflec­
tion through human nails. As an example, FIG. 13B illus­
trates a typical human nail tissue structure 1300 and the 
capillary vessels below it. The fingernail 1301 is approxi­
mately 1 mm thick, and below this resides a layer of 
epidermis 1302 with a thickness of approximately 1 mm. 
The dermis 1304 is also shown, and within particularly the 
top about 0.5 mm of dermis are a significant number of 15 

capillary vessels. To measure the blood constituents, the 
light exposed on the top of the fingernail must penetrate 
about 2-2.5 mm or more, and the reflected light (round trip 
passage) should be sufficiently strong to measure. In one 
embodiment, the distance required to penetrate could be 20 

reduced by drilling a hole in the fingernail 1301. 
In this alternative embodiment using the fingernail, there 

may still be interference from the nail's spectral features. 
For example, FIG. 14 illustrates the attenuation coefficient 
1400 for seven nail samples that are allowed to stand in an 25 

environment with a humidity level of 14%. These coeffi­
cients are measured using an FTIR spectrometer over the 
near-infrared wavelength range of approximately 1 to 2.5 
microns. These spectra are believed to correspond to the 
spectra of keratin contained in the nail plate. The base lines 30 

for the different samples are believed to differ because of the 
influence of scattering. Several of the absorption peaks 
observed correspond to peaks of keratin absorption, while 
other features may appear from the underlying epidermis 
and dermis. It should also be noted that the attenuation 35 

water 1602 (open circles) versus wavelength. Near-infrared 
light may penetrate much further without scattering through 
all the tooth enamel, due to the reduced scattering coefficient 
in normal enamel. Scattering in enamel may be fairly strong 
in the visible, but decreases as approximately 1/wavelength3 

(i.e., inverse of the wavelength cubed) with increasing 
wavelength to a value of only 2-3 cm- 1 at 1310nm and 1550 
nm in the near infrared. Therefore, enamel may be virtually 
transparent in the near infrared with optical attenuation 1-2 
orders of magnitude less than in the visible range. 

As another example, FIG. 16B illustrates the absorption 
spectrum 1650 of intact enamel 1651 (dashed line) and 
dentine 1652 (solid line) in the wavelength range of approxi­
mately 1.2 to 2.4 microns. In the near infrared there are two 
absorption bands around 1.5 and 2 microns. The band with 
a peak around 1.57 microns may be attributed to the over-
tone ofvalent vibration of water present in both enamel and 
dentine. In this band, the absorption is greater for dentine 
than for enamel, which may be related to the large water 
content in this tissue. In the region of 2 microns, dentine may 
have two absorption bands, and enamel one. The band with 
a maximum near 2.1 microns may belong to the overtone of 
vibration of PO hydroxyapatite groups, which is the main 
substance of both enamel and dentine. Moreover, the band 
with a peak near 1.96 microns in dentine may correspond to 
water absorption ( dentine may contain substantially higher 

coefficients 1400 also vary considerably depending on 
humidity level or water content as well as temperature and 
other environmental factors. Moreover, the attenuation coef­
ficient may also change in the presence of nail polish of 
various sorts. 40 water than enamel). 

Similar to skin, the large variations in attenuation coef­
ficient for fingernails also may interfere with the absorption 
peaks of glucose. As an example, in FIG. 14 below the 
fingernail spectrum is also shown the glucose spectrum 1401 

In addition to the absorption coefficient, the reflectance 
from intact teeth and teeth with dental caries (e.g., cavities) 
has been studied. In one embodiment, FIG. 17 shows the 
near infrared spectral reflectance 1700 over the wavelength 

45 range of approximately 800 nm to 2500 nm from an occlusal 
(e.g., top/bottom) tooth surface 1704. The curve with black 
diamonds 1701 corresponds to the reflectance from a sound, 
intact tooth section. The curve with asterisks * 1702 corre-

for two different glucose concentrations. The vertical lines 
1402, 1403, 1404, 1405 and 1406 are drawn to illustrate the 
glucose absorption peaks and where they lie on the finger­
nail spectra 1400. As is apparent, the nail has interfering 
features that may be similar to skin, particularly since both 
have spectra that vary not only in wavelength but also with 50 

environmental factors. In one embodiment, it may be pos­
sible to see the glucose peaks 1402 and 1404 through the 
fingernail, but it may be much more difficult to observe the 
glucose peaks near 1403, 1405 and 1406. 

sponds to a tooth section with an enamel lesion. The curve 
with circles 1703 corresponds to a tooth section with a 
dentine lesion. Thus, when there is a lesion, more scattering 
occurs and there may be an increase in the reflected light. 

For wavelengths shorter than approximately 1400 nm, the 
shapes of the spectra remain similar, but the amplitude of the 

Transmission or Reflection Through Teeth 
Yet another embodiment may observe the transmittance 

55 reflection changes with lesions. Between approximately 
1 .400 nm and 2500 nm, an intact tooth 1701 has low 
reflectance (e.g., high transmission), and the reflectance 
appears to be more or less independent of wavelength. On 

or reflectance through teeth to measure blood constituents or 
analytes. FIG. 15 illustrates an exemplary structure of a 
tooth 1500. The tooth 1500 has a top layer called the crown 
1501 and below that a root 1502 that reaches well into the 60 

gum 1506 and bone 1508 of the mouth. The exterior of the 
crown 1501 is an enamel layer 1503, and below the enamel 
is a layer of dentine 1504 that sits atop a layer of cementum 
1507. Below the dentine 1504 is a pulp region 1505, which 
comprises within it blood vessels 1509 and nerves 1510. If 65 

the light can penetrate the enamel 1503 and dentine 1504, 
then the blood flow and blood constituents can be measured 

the other hand, in the presence of lesions 1702 and 1703, 
there is increased scattering, and the scattering loss may be 
wavelength dependent. For example, the scattering loss may 
decrease as 1/(wavelength)3 -so, the scattering loss 
decreases with longer wavelengths. When there is a lesion in 
the dentine 1703, more water can accumulate in the area, so 
there is also increased water absorption. For example, the 
dips near 1450 nm and 1900 nm correspond to water 
absorption, and the reflectance dips are particularly pro-
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clamp-type design is illustrated in FIG. 18A for a molar 
tooth 1808. The C-clamp 1801 may be made of a plastic or 
rubber material, and it may comprise a light source input 
1802 and a detector output 1803 on the front or back of the 

nounced in the dentine lesion 1703. One other benefit of the 
absorption, transmission or reflectance in the near infrared 
may be that stains and non-calcified plaque are not visible in 
this wavelength range, enabling better discrimination of 
defects, cracks, and demineralized areas. 5 tooth. 

Compared with the interference from skin 1000 in FIG. 10 The light source input 1802 may comprise a light source 
directly, or it may have light guided to it from an external 
light source. Also, the light source input 1802 may comprise 
a lens system to collimate or focus the light across the tooth. 
The detector output 1803 may comprise a detector directly, 
or it may have a light guide to transport the signal to an 
external detector element. The light source input 1802 may 
be coupled electrically or optically through 1804 to a light 
input 1806. For example, if the light source is external in 

or fingernails 1400 in FIG. 14, the teeth appear to introduce 
much less interference for non-invasive monitoring of blood 
constituents. The few features in FIG. 16B or 17 may be 
calibrated out of the measurement. Also, using an intact 10 

tooth 1701 may further minimize any interfering signals. 
Furthermore, since the tooth comprises relatively hard tis­
sue, higher power from the light sources in the near infrared 
may be used without damaging the tissue, such as with skin. 
Human Interface for Measurement System 15 1806, then the coupling element 1804 may be a light guide, 

such as a fiber optic. Alternately, if the light source is 
contained in 1802, then the coupling element 1804 may be 
electrical wires connecting to a power supply in 1806. 

A number of different types of measurements may be used 
to sample the blood in the dental pulp. The basic feature of 
the measurements should be that the optical properties are 
measured as a function of wavelength at a plurality of 
wavelengths. As further described below, the light source 20 

may output a plurality of wavelengths, or a continuous 
spectrum over a range of wavelengths. In a preferred 
embodiment, the light source may cover some or all of the 
wavelength range between approximately 1400 nm and 
2500 nm. The signal may be received at a receiver, which 25 

may also comprise a spectrometer or filters to discriminate 
between different wavelengths. The signal may also be 
received at a camera, which may also comprise filters or a 
spectrometer. In an alternate embodiment, the spectral dis­
crimination using filters or a spectrometer may be placed 30 

after the light source rather than at the receiver. The receiver 
usually comprises one or more detectors (optical-to-electri-

Similarly, the detector output 1803 may be coupled to a 
detector output unit 1807 with a coupling element 1805, 
which may be one or more electrical wires or a light guide, 
such as a fiber optic. This is just one example of a clamp over 
one or more teeth, but other embodiments may also be used 
and are intended to be covered by this disclosure. 

In yet another embodiment, one or more light source ports 
and sensor ports may be used in a mouth-guard type design. 
For example, one embodiment of a dental mouth guard 1850 
is illustrated in FIG. 18B. The structure of the mouth guard 
1851 may be similar to mouth guards used in sports (e.g., 
when playing football or boxing) or in dental trays used for 
applying fluoride treatment, and the mouth guard may be 
made from plastic or rubber materials, for example. As an 
example, the mouth guard may have one or more light 
source input ports 1852, 1853 and one or more detector 

cal conversion element) and electrical circuitry. The receiver 
may also be coupled to analog to digital converters, particu­
larly if the signal is to be fed to a digital device. 

Referring to FIG. 15, one or more light sources 1511 may 
35 output ports 1854, 1855. Although six input and output ports 

are illustrated, any number of ports may be used. 
be used for illumination. In one embodiment, a transmission 
measurement may be performed by directing the light source 
output 1511 to the region near the interface between the gum 
1506 and dentine 1504. In one embodiment, the light may be 40 

directed using a light guide or a fiber optic. The light may 
then propagate through the dental pulp 1505 to the other 
side, where the light may be incident on one or more 
detectors or another light guide to transport the signal to a 
spectrometer, receiver or camera 1512. In another embodi- 45 

ment, the light source may be directed to one or more 
locations near the interface between the gum 1506 and 
dentine 1504 (in one example, could be from the two sides 
of the tooth). The transmitted light may then be detected in 
the occlusal surface above the tooth using a spectrometer, 50 

receiver, or camera 1512. In yet another embodiment, a 
reflectance measurement may be conducted by directing the 
light source output 1511 to, for example, the occlusal surface 
of the tooth, and then detecting the reflectance at a spec­
trometer, receiver or camera 1513. Although a few embodi- 55 

ments for measuring the blood constituents through a tooth 
are described, other embodiments and techniques may also 
be used and are intended to be covered by this disclosure. 

The human interface for the non-invasive measurement of 
blood constituents may be of various forms. In one embodi- 60 

ment, a "clamp" design 1800 may be used cap over one or 
more teeth, as illustrated in FIG. 18A. The clamp design may 
be different for different types of teeth, or it may be flexible 
enough to fit over different types of teeth. For example, 
different types of teeth include the molars (toward the back 65 

of the mouth), the premolars, the canine, and the incisors 
(toward the front of the mouth). One embodiment of the 

Similar to the clamp design described above, the light 
source inputs 1852, 1853 may comprise one or more light 
sources directly, or they may have light guided to them from 
an external light source. Also, the light source inputs 1852, 
1853 may comprise lens systems to collimate or focus the 
light across the teeth. The detector outputs 1854, 1855 may 
comprise one or more detectors directly, or they may have 
one or more light guides to transport the signals to an 
external detector element. The light source inputs 1852, 
1853 may be coupled electrically or optically through 1856 
to a light input 1857. For example, if the light source is 
external in 1857, then the one or more coupling elements 
1856 may be one or more light guides, such as a fiber optic. 
Alternately, if the light sources are contained in 1852, 1853, 
then the coupling element 1856 may be one or more elec-
trical wires connecting to a power supply in 1857. Similarly, 
the detector outputs 1854, 1855 may be coupled to a detector 
output unit 1859 with one or more coupling elements 1858, 
which may be one or more electrical wires or one or more 
light guides, such as a fiber optic. This is just one example 
of a mouth guard design covering a plurality of teeth, but 
other embodiments may also be used and are intended to be 
covered by this disclosure. For instance, the position of the 
light source inputs and detector output ports could be 
exchanged, or some mixture of locations of light source 
inputs and detector output ports could be used. 

Also, if reflectance from the teeth is to be measured, then 
the light sources and detectors may be on the same side of 
the tooth. Moreover, it may be advantageous to pulse the 
light source with a particular pulse width and pulse repeti-
tion rate, and then the detection system can measure the 
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intensity, wavelength range or bandwidth, spatial or tempo­
ral coherence, spatial beam quality for focusing or trans­
mission over long distance, and pulse width or pulse rep­
etition rate. Depending on the application, lamps, light 

pulsed light returned from or transmitted through the tooth. 
Using a lock-in type technique (e.g., detecting at the same 
frequency as the pulsed light source and also possibly phase 
locked to the same signal), the detection system may be able 
to reject background or spurious signals and increase the 
signal-to-noise ratio of the measurement. 

Other elements may be added to the human interface 
designs of FIG. 18 and are also intended to be covered by 
this disclosure. For instance, in one embodiment it may be 
desirable to have replaceable inserts that may be disposable. 
Particularly in a doctor's office or hospital setting, the same 
instrument may be used with a plurality of patients. Rather 
than disinfecting the human interface after each use, it may 

5 emitting diodes (LEDs), laser diodes (LD's), tunable LD's, 
super-luminescent laser diodes (SLDs ), fiber lasers or super­
continuum sources (SC) may be advantageously used. Also, 
different fibers may be used for transporting the light, such 
as fused silica fibers, plastic fibers, mid-infrared fibers ( e.g., 

10 tellurite, chalcogenides, fluorides, ZBLAN, etc), or a hybrid 
of these fibers. 

be preferable to have disposable inserts that can be thrown 
away after each use. In one embodiment, a thin plastic 15 

coating material may enclose the clamp design of FIG. 18A 
or mouth guard design of FIG. 18B. The coating material 
may be inserted before each use, and then after the mea­
surement is exercised the coating material may be peeled off 
and replaced. Such a design may save the physician or user 20 

considerable time, while at the same time provide the 
business venture with a recurring cost revenue source. Any 
coating material or other disposable device may be con­
structed of a material having suitable optical properties that 
may be considered during processing of the signals used to 25 

detect any anomalies in the teeth. 
Light Sources for Near Infrared 

In general, the near-infrared (NIR) region of the electro­
magnetic spectrum covers between approximately 0.7 
microns (700 nm) to about 2.5 microns (2500 nm). However, 30 

it may also be advantageous to use just the short-wave 
infrared between approximately 1.4 microns (1400 nm) and 
about 2.5 microns (2500 nm). One reason for preferring the 
SWIR over the entire NIR may be to operate in the so-called 
"eye-safe" window, which corresponds to wavelengths Ion- 35 

ger than about 1400 nm. While the SWIR is used for 
illustrative purposes, it should be clear that the discussion 
that follows could also apply to using the NIR wavelength 
range, or other wavelength bands. There are a number of 
light sources that may be used in the near infrared. To be 40 

more specific, the discussion below will consider light 
sources operating in the so-called short wave infrared 
(SWIR), which may cover the wavelength range of approxi­
mately 1400 nm to 2500 nm. Other wavelength ranges may 
also be used for the applications described in this disclosure, 45 

so the discussion below is merely provided for exemplary 
types of light sources. The SWIR wavelength range may be 
valuable for a number of reasons. First, the SWIR corre­
sponds to a transmission window through water and the 
atmosphere. For example, 302 in FIG. 3A and 1602 in FIG. 50 

16A illustrate the water transmission windows. Also, 
through the atmosphere, wavelengths in the SWIR have 
similar transmission windows due to water vapor in the 
atmosphere. Second, the so-called "eye-safe" wavelengths 
are wavelengths longer than approximately 1400 nm. Third, 55 

the SWIR covers the wavelength range for nonlinear com­
binations of stretching and bending modes as well as the first 
overtone of C-H stretching modes. Thus, for example, 
glucose and ketones among other substances may have 
unique signatures in the SWIR. Moreover, many solids have 60 

distinct spectral signatures in the SWIR, so particular solids 
may be identified using stand-off detection or remote sens­
ing. For instance, many explosives have unique signatures in 
the SWIR. 

Lamps may be used if low power or intensity of light is 
required in the SWIR, and if an incoherent beam is suitable. 
In one embodiment, in the SWIR an incandescent lamp that 
can be used is based on tungsten and halogen, which have 
an emission wavelength between approximately 500 nm to 
2500 nm. For low intensity applications, it may also be 
possible to use thermal sources, where the SWIR radiation 
is based on the black body radiation from the hot object. 
Although the thermal and lamp based sources are broadband 
and have low intensity fluctuations, it may be difficult to 
achieve a high signal-to-noise ratio in a non-invasive blood 
constituent measurement due to the low power levels. Also, 
the lamp based sources tend to be energy inefficient. 

In another embodiment, LED's can be used that have a 
higher power level in the SWIR wavelength range. LED's 
also produce an incoherent beam, but the power level can be 
higher than a lamp and with higher energy efficiency. Also, 
the LED output may more easily be modulated, and the LED 
provides the option of continuous wave or pulsed mode of 
operation. LED's are solid state components that emit a 
wavelength band that is of moderate width, typically 
between about 20 nm to 40 nm. There are also so-called 
super-luminescent LEDs that may even emit over a much 
wider wavelength range. In another embodiment, a wide 
band light source may be constructed by combining different 
LEDs that emit in different wavelength bands, some of 
which could preferably overlap in spectrum. One advantage 
of LEDs as well as other solid state components is the 
compact size that they may be packaged into. 

In yet another embodiment, various types of laser diodes 
may be used in the SWIR wavelength range. Just as LEDs 
may be higher in power but narrower in wavelength emis­
sion than lamps and thermal sources, the LDs may be yet 
higher in power but yet narrower in wavelength emission 
than LEDs. Different kinds of LDs may be used, including 
Fabry-Perot LDs, distributed feedback (DFB) LDs, distrib­
uted Bragg reflector (DBR) LDs. Since the LDs have 
relatively narrow wavelength range (typically under 10 nm), 
in one embodiment a plurality of LDs may be used that are 
at different wavelengths in the SWIR. For example, in a 
preferred embodiment for non-invasive glucose monitoring, 
it may be advantageous to use LDs having emission spectra 
near some or all of the glucose spectral peaks ( e.g., near 
1587 nm, 1750 nm, 2120 nm, 2270 nm, and 2320 nm). The 
various LDs may be spatially multiplexed, polarization 
multiplexed, wavelength multiplexed, or a combination of 
these multiplexing methods. Also, the LDs may be fiber 
pig-tailed or have one or more lenses on the output to 
collimate or focus the light Another advantage ofLDs is that 
they may be packaged compactly and may have a spatially 
coherent beam output. Moreover, tunable LDs that can tune 
over a range of wavelengths are also available. The tuning 

Different light sources may be selected for the SWIR 
based on the needs of the application. Some of the features 
for selecting a particular light source include power or 

65 may be done by varying the temperature, or electrical 
current may be used in particular structures, such as distrib­
uted Bragg reflector LDs. In another embodiment, external 
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cavity LDs may be used that have a tuning element, such as 
a fiber grating or a bulk grating, in the external cavity. 

In another embodiment, super-luminescent laser diodes 
may provide higher power as well as broad bandwidth. An 
SLD is typically an edge emitting semiconductor light 
source based on super-luminescence (e.g., this could be 
amplified spontaneous emission). SLDs combine the higher 
power and brightness of LDs with the low coherence of 
conventional LEDs, and the emission band for SLD's may 
be 5 to 100 nm wide, preferably in the 60 to 100 nm range. 
Although currently SLDs are commercially available in the 
wavelength range of approximately 400 nm to 1700 nm, 
SLDs could and may in the future be made to cover a 
broader region of the SWIR. 

In yet another embodiment, high power LDs for either 
direct excitation or to pump fiber lasers and SC light sources 
may be constructed using one or more laser diode bar stacks. 
As an example, FIG. 19 shows an example of the block 
diagram 1900 or building blocks for constructing the high 
power LDs. In this embodiment, one or more diode bar 
stacks 1901 may be used, where the diode bar stack may be 
an array of several single emitter LDs. Since the fast axis 
(e.g., vertical direction) may be nearly diffraction limited 
while the slow-axis (e.g., horizontal axis) may be far from 
diffraction limited, different collimators 1902 may be used 
for the two axes. 

Then, the brightness may be increased by spatially com­
bining the beams from multiple stacks 1903, The combiner 
may include spatial interleaving, it may include wavelength 
multiplexing, or it may involve a combination of the two. 
Different spatial interleaving schemes may be used, such as 
using an array of prisms or mirrors with spacers to bend one 
array of beams into the beam path of the other. In another 
embodiment, segmented mirrors with alternate high-reflec­
tion and anti-reflection coatings may be used. Moreover, the 
brightness may be increased by polarization beam combin­
ing 1904 the two orthogonal polarizations, such as by using 
a polarization beam splitter. In one embodiment, the output 
may then be focused or coupled into a large diameter core 
fiber. As an example, typical dimensions for the large 
diameter core fiber range from approximately 100 microns 
in diameter to 400 microns or more. Alternatively or in 
addition, a custom beam shaping module 1905 may be used, 
depending on the particular application. For example, the 
output of the high power LD may be used directly 1906, or 
it may be fiber coupled 1907 to combine, integrate, or 
transport the high power LD energy. These high power LDs 
may grow in importance because the LD powers can rapidly 
scale up. For example, instead of the power being limited by 
the power available from a single emitter, the power may 
increase in multiples depending on the number of diodes 
multiplexed and the size of the large diameter fiber. 
Although FIG. 19 is shown as one embodiment, some or all 
of the elements may be used in a high power LD, or 
additional elements may also be used. 
SWIR Super-Continuum Lasers 

Each of the light sources described above have particular 
strengths, but they also may have limitations. For example, 
there is typically a trade-off between wavelength range and 
power output. Also, sources such as lamps, thermal sources, 
and LEDs produce incoherent beams that may be difficult to 
focus to a small area and may have difficulty propagating for 
long distances. An alternative source that may overcome 
some of these limitations is an SC light source. Some of the 
advantages of the SC source may include high power and 
intensity, wide bandwidth, spatially coherent beam that can 

28 
propagate nearly transform limited over long distances, and 
easy compatibility with fiber delivery. 

Supercontinuum lasers may combine the broadband attri­
butes of lamps with the spatial coherence and high bright-

s ness of lasers. By exploiting a modulational instability 
initiated supercontinuum (SC) mechanism, an all-fiber-in­
tegrated SC laser with no moving parts may be built using 
commercial-off-the-shelf (COTS) components. Moreover, 
the fiber laser architecture may be a platform where SC in 

10 the visible, near-infrared/SWIR, or mid-JR can be generated 
by appropriate selection of the amplifier technology and the 
SC generation fiber. But until now, SC lasers were used 
primarily in laboratory settings since typically large, table­
top, mode-locked lasers were used to pump nonlinear media 

15 such as optical fibers to generate SC light. However, those 
large pump lasers may now be replaced with diode lasers 
and fiber amplifiers that gained maturity in the telecommu­
nications industry. 

In one embodiment, an all-fiber-integrated, high-powered 
20 SC light source 2000 may be elegant for its simplicity (FIG. 

20). The light may be first generated from a seed laser diode 
2001. For example, the seed LD 2001 may be a distributed 
feedback laser diode with a wavelength near 1542 or 1550 
nm, with approximately 0.5-2.0 ns pulsed output, and with 

25 a pulse repetition rate between a kilohertz to about 100 MHz 
or more. The output from the seed laser diode may then be 
amplified in a multiple-stage fiber amplifier 2002 compris­
ing one or more gain fiber segments. In one embodiment, the 
first stage pre-amplifier 2003 may be designed for optimal 

30 noise performance. For example, the pre-amplifier 2003 may 
be a standard erbium-doped fiber amplifier or an erbium/ 
ytterbium doped cladding pumped fiber amplifier. Between 
amplifier stages 2003 and 2006, it may be advantageous to 
use band-pass filters 2004 to block amplified spontaneous 

35 emission and isolators 2005 to prevent spurious reflections. 
Then, the power amplifier stage 2006 may use a cladding­
pumped fiber amplifier that may be optimized to minimize 
nonlinear distortion. The power amplifier fiber 2006 may 
also be an erbium-doped fiber amplifier, if only low or 

40 moderate power levels are to be generated. 
The SC generation 2007 may occur in the relatively short 

lengths of fiber that follow the pump laser. In one exemplary 
embodiment, the SC fiber length may range from a few 
millimeters to 100 m or more. In one embodiment, the SC 

45 generation may occur in a first fiber 2008 where the modu­
lational-instability initiated pulse break-up primarily occurs, 
followed by a second fiber 2009 where the SC generation 
and spectral broadening primarily occurs. 

In one embodiment, one or two meters of standard single-
so mode fiber (SMF) after the power amplifier stage may be 

followed by several meters of SC generation fiber. For this 
example, in the SMF the peak power may be several 
kilowatts and the pump light may fall in the anomalous 
group-velocity dispersion regime----often called the soliton 

55 regime. For high peak powers in the dispersion regime, the 
nanosecond pulses may be unstable due to a phenomenon 
known as modulational instability, which is basically para­
metric amplification in which the fiber nonlinearity helps to 
phase match the pulses. As a consequence, the nanosecond 

60 pump pulses may be broken into many shorter pulses as the 
modulational instability tries to form soliton pulses from the 
quasi-continuous-wave background. Although the laser 
diode and amplification process starts with approximately 
nanosecond-long pulses, modulational instability in the 

65 short length of SMF fiber may form approximately 0.5 ps to 
several-picosecond-long pulses with high intensity. Thus, 
the few meters of SMF fiber may result in an output similar 
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to that produced by mode-locked lasers, except in a much 
simpler and cost-effective manner. 

The short pulses created through modulational instability 
may then be coupled into a nonlinear fiber for SC genera­
tion. The nonlinear mechanisms leading to broadband SC 5 

may include four-wave mixing or self-phase modulation 
along with the optical Raman effect. Since the Raman effect 
is self-phase-matched and shifts light to longer wavelengths 
by emission of optical photons, the SC may spread to longer 
wavelengths very efficiently. The short-wavelength edge 10 

may arise from four-wave mixing, and often times the short 
wavelength edge may be limited by increasing group-veloc-
ity dispersion in the fiber. In many instances, if the particular 
fiber used has sufficient peak power and SC fiber length, the 
SC generation process may fill the long-wavelength edge up 15 

to the transmission window. 
Mature fiber amplifiers for the power amplifier stage 2006 

include ytterbium-doped fibers (near 1060 nm), erbium­
doped fibers (near 1550 nm), erbium/ytterbium-doped fibers 
(near 1550 nm), or thulium-doped fibers (near 2000 nm). In 20 

various embodiments, candidates for SC fiber 2009 include 
fused silica fibers (for generating SC between 0.8-2.7 µm), 
mid-IR fibers such as fluorides, chalcogenides, or tellurites 
(for generating SC out to 4.5 µm or longer), photonic crystal 
fibers (for generating SC between 0.4 and 1.7 µm), or 25 

combinations of these fibers. Therefore, by selecting the 
appropriate fiber-amplifier doping for 2006 and nonlinear 
fiber 2009, SC may be generated in the visible, near-IR/ 
SWIR, or mid-IR wavelength region. 

The configuration 2000 of FIG. 20 is just one particular 30 

example, and other configurations can be used and are 
intended to be covered by this disclosure. For example, 
further gain stages may be used, and different types of lossy 
elements or fiber taps may be used between the amplifier 
stages. In another embodiment, the SC generation may occur 35 

partially in the amplifier fiber and in the pig-tails from the 
pump combiner or other elements. In yet another embodi­
ment, polarization maintaining fibers may be used, and a 
polarizer may also be used to enhance the polarization 
contrast between amplifier stages. Also, not discussed in 40 

detail are many accessories that may accompany this set-up, 
such as driver electronics, pump laser diodes, safety shut­
offs, and thermal management and packaging. 

One example of an SC laser that operates in the SWIR 
used in one embodiment is illustrated in FIG. 21. This SWIR 45 

30 
PM-1550 fiber 2115 (polarization maintaining, single-mode, 
fused silica fiber optimized for 1550 nm) is spliced 2114 to 
the combiner output. 

If an output fiber of about 10 m in length is used, then the 
resulting output spectrum 2200 is shown in FIG. 22. The 
details of the output spectrum 2200 depend on the peak 
power into the fiber, the fiber length, and properties of the 
fiber such as length and core size, as well as the zero 
dispersion wavelength and the dispersion properties. For 
example, if a shorter length of fiber is used, then the 
spectrum actually reaches to longer wavelengths ( e.g., a 2 m 
length of SC fiber broadens the spectrum to -2500 nm). 
Also, if extra-dry fibers are used with less O-H content, 
then the wavelength edge may also reach to a longer 
wavelength. To generate more spectrum toward the shorter 
wavelengths, the pump wavelength (in this case .about.1542 
nm) should be close to the zero dispersion wavelength in the 
fiber. For example, by using a dispersion shifted fiber or 
so-called non-zero dispersion shifted fiber, the short wave­
length edge may shift to shorter wavelengths. 

Although one particular example of a 5 W SWIR-SC has 
been described, different components, different fibers, and 
different configurations may also be used consistent with 
this disclosure. For instance, another embodiment of the 
similar configuration 2100 in FIG. 21 may be used to 
generate high powered SC between approximately 1060 and 
1800 nm. For this embodiment, the seed laser 2101 may be 
a 1064 nm distributed feedback (DFB) laser diode, the 
pre-amplifier gain fiber 2103 may be a ytterbium-doped fiber 
amplifier with 10/125 microns dimensions, and the pump 
laser 2105 may be a 10 W 915 nm laser diode. In the 
mid-stage, a mode field adapter may be included in addition 
to the isolator 2107, band pass filter 2108, polarizer 2109 
and tap 2110. The gain fiber 2111 in the power amplifier may 
be a 20 m length of ytterbium-doped fiber with 25/400 
microns dimension for example. The pump 2112 for the 
power amplifier may be up to six pump diodes providing 30 
W each near 915 nm, for example. For this much pump 
power, the output power in the SC may be as high as 50 W 
or more. 

In another embodiment, it may be desirous to generate 
high power SWIR SC over 1.4-1.8 microns and separately 
2-2.5 microns (the window between 1.8 and 2 microns may 
be less important due to the strong water and atmospheric 
absorption). For example, the top SC source of FIG. 23 can 
lead to bandwidths ranging from about 1400 nm to 1800 nm 
or broader, while the lower SC source of FIG. 23 can lead 
to bandwidths ranging from about 1900 nm to 2500 nm or 
broader. Since these wavelength ranges are shorter than 

SC source 2100 produces an output ofup to approximately 
SW over a spectral range of about 1.5 to 2.4 microns, and 
this particular laser is made out of polarization maintaining 
components. The seed laser 2101 is a distributed feedback 
(DFB) laser operating near 1542 nm producing approxi­
mately 0.5 nanosecond (ns) pulses at an about 8 MHz 
repetition rate. The pre-amplifier 2102 is forward pumped 
and uses about 2 m length of erbium/ytterbium cladding 
pumped fiber 2103 ( often also called dual-core fiber) with an 
inner core diameter of 12 microns and outer core diameter 
of 130 microns. The pre-amplifier gain fiber 2103 is pumped 
using a 10 W 940 nm laser diode 2105 that is coupled in 
using a fiber combiner 2104. 

50 about 2500 nm, the SC fiber can be based on fused silica 
fiber, Exemplary SC fibers include standard single-mode 
fiber SMF, high-nonlinearity fiber, high-NA fiber, dispersion 
shifted fiber, dispersion compensating fiber, and photonic 
crystal fibers. Non-fused-silica fibers can also be used for SC 

In this particular SW unit, the mid-stage between ampli­
fier stages 2102 and 2106 comprises an isolator 2107, a 
band-pass filter 2108, a polarizer 2109 and a fiber tap 2110. 
The power amplifier 2106 uses a 4 m length of the 12/130 
micron erbium/ytterbium doped fiber 2111 that is counter­
propagating pumped using one or more 30 W 940 nm laser 
diodes 2112 coupled in through a combiner 2113. An 
approximately 1-2 meter length of the combiner pig-tail 
helps to initiate the SC process, and then a length of 

55 generation, including chalcogenides, fluorides, ZBLAN, tel­
lurites, and germanium oxide fibers. 

In one embodiment, the top of FIG. 23 illustrates a block 
diagram for an SC source 2300 capable of generating light 
between approximately 1400 and 1800 nm or broader. As an 

60 example, a pump fiber laser similar to FIG. 21 can be used 
as the input to a SC fiber 2309. The seed laser diode 2301 
can comprise a DFB laser that generates, for example, 
several milliwatts of power around 1542 or 1553 nm. The 
fiber pre-amplifier 2302 can comprise an erbium-doped fiber 

65 amplifier or an erbium/ytterbium doped double clad fiber. In 
this example a mid-stage amplifier 2303 can be used, which 
can comprise an erbium/ytterbium doped double-clad fiber. 

Petitioner Apple Inc. – Ex. 1001, p. 62
Appx76 Omni MedSci Ex. 2039 

Samsung Electronics Co. Ltd., et al., v. Omni MedSci - IPR2025-01251



US 10,517,484 B2 
31 32 

mid-stage elements. In yet another embodiment, the gain 
fiber could be double passed to emulate a two stage ampli­
fier. In this example, the pre-amplifier stage 2102 might be 
removed, and perhaps also some of the mid-stage elements. 

A bandpass filter 2305 and isolator 2306 may be used 
between the pre-amplifier 2302 and mid-stage amplifier 
2303. The power amplifier stage 2304 can comprise a larger 
core size erbium/ytterbium doped double-clad fiber, and 
another bandpass filter 2307 and isolator 2308 can be used 
before the power amplifier 2304. The output of the power 
amplifier can be coupled to the SC fiber 2309 to generate the 
SC output 2310. This is just one exemplary configuration for 
an SC source, and other configurations or elements may be 
used consistent with this disclosure. 

5 A mirror or fiber grating reflector could be placed after the 
power amplifier stage 2106 that may preferentially reflect 
light near the wavelength of the seed laser 2101. If the mirror 
or fiber grating reflector can transmit the pump light near 
940 nm, then this could also be used instead of the pump 

In yet another embodiment, the bottom of FIG. 23 illus­
trates a block diagram for an SC source 2350 capable of 
generating light between approximately 1900 and 2500 nm 
or broader. As an example, the seed laser diode 2351 can 
comprise a DFB or DBR laser that generates, for example, 
several milliwatts of power around 1542 or 1553 nm. The 
fiber pre-amplifier 2352 can comprise an erbium-doped fiber 
amplifier or an erbium/ytterbium doped double-clad fiber. In 
this example a mid-stage amplifier 2353 can be used, which 
can comprise an erbium/ytterbium doped double-clad fiber. 

10 combiner 2113 to bring in the pump light 2112. The SC fiber 
2115 could be placed between the seed laser 2101 and the 
power amplifier stage 2106 (SC is only generated after the 
second pass through the amplifier, since the power level may 
be sufficiently high at that time). In addition, an output 

15 coupler may be placed between the seed laser diode 2101 
and the SC fiber, which now may be in front of the power 
amplifier 2106. In a particular embodiment, the output 
coupler could be a power coupler or divider, a dichroic 
coupler ( e.g., passing seed laser wavelength but outputting 

20 the SC wavelengths), or a wavelength division multiplexer 
coupler. This is just one further example, but a myriad of 
other combinations of components and architectures could 
also be used for SC light sources to generate SWIR light that 
are intended to be covered by this disclosure. 

A bandpass filter 2355 and isolator 2356 may be used 
between the pre-amplifier 2352 and mid-stage amplifier 
2353. The power amplifier stage 2354 can comprise a 
thulium doped double-clad fiber, and another isolator 2357 
can be used before the power amplifier 2354. Note that the 
output of the mid-stage amplifier 2353 can be approximately 
near 1550 nm, while the thulium-doped fiber amplifier 2354 
can amplify wavelengths longer than approximately 1900 
nm and out to about 2100 nm. Therefore, for this configu­
ration wavelength shifting may be required between 2353 30 

and 2354. In one embodiment, the wavelength shifting can 

25 Wireless Link to the Cloud 

be accomplished using a length of standard single-mode 
fiber 2358, which can have a length between approximately 

The non-invasive blood constituent or analytes measure­
ment device may also benefit from communicating the data 
output to the "cloud" ( e.g., data servers and processors in the 
web remotely connected) via wired and/or wireless commu­
nication strategies. The non-invasive devices may be part of 
a series ofbiosensors applied to the patient, and collectively 
these devices form what might be called a body area network 
or a personal area network. The biosensors and non-invasive 
devices may communicate to a smart phone, tablet, personal 
data assistant, computer, and/or other microprocessor-based 
device, which may in turn wirelessly or over wire and/or 
fiber optically transmit some or all of the signal or processed 
data to the internet or cloud. The cloud or internet may in 
turn send the data to doctors or health care providers as well 

5 and 50 meters, for example. The output of the power 
amplifier 2354 can be coupled to the SC fiber 2359 to 35 

generate the SC output 2360. This is just one exemplary 
configuration for an SC source, and other configurations or 
elements can be used consistent with this disclosure. For 
example, the various amplifier stages can comprise different 
amplifier types, such as erbium doped fibers, ytterbium 
doped fibers, erbium/ytterbium co-doped fibers and thulium 
doped fibers. One advantage of the SC lasers illustrated in 
FIGS. 20-23 are that they may use all-fiber components, so 
that the SC laser can be all-fiber, monolithically integrated 
with no moving parts. The all-integrated configuration can 45 

consequently be robust and reliable. 

40 as the patients themselves. Thus, it may be possible to have 
a panoramic, high-definition, relatively comprehensive view 
of a patient that doctors can use to assess and manage 
disease, and that patients can use to help maintain their 
health and direct their own care. 

FIGS. 20-23 are examples of SC light sources that may be 
advantageously used for SWIR light generation in various 
medical diagnostic and therapeutic applications. However, 
many other versions of the SC light sources may also be 50 

made that are intended to also be covered by this disclosure. 
For example, the SC generation fiber could be pumped by a 
mode-locked laser, a gain-switched semiconductor laser, an 
optically pumped semiconductor laser, a solid state laser, 
other fiber lasers, or a combination of these types of lasers. 55 

Also, rather than using a fiber for SC generation, either a 
liquid or a gas cell might be used as the nonlinear medium 
in which the spectrum is to be broadened. 

In a particular embodiment 2400, the physiological mea­
surement device or non-invasive blood constituent measure­
ment device 2401 may comprise a transmitter 2403 to 
communicate over a first communication link 2404 in the 
body area network or personal area network to a receiver in 
a smart phone, tablet cell phone, PDA, or computer 2405. 
For the measurement device 2401, it may also be advanta-
geous to have a processor 2402 to process some of the 
physiological data, since with processing the amount of data 
to transmit may be less (hence, more energy efficient). The 
first communication link 2404 may operate through the use 
of one of many wireless technologies such as Bluetooth, 
Zigbee, WiFi, IrDA (infrared data association), wireless 
USB, or Z-wave, to name a few. Alternatively, the commu­
nication link 2404 may occur in the wireless medical band Even within the all-fiber versions illustrated such as in 

FIG. 21, different configurations could be used consistent 
with the disclosure. In an alternate embodiment, it may be 
desirous to have a lower cost version of the SWIR SC laser 
of FIG. 21. One way to lower the cost could be to use a 
single stage of optical amplification, rather than two stages, 
which may be feasible if lower output power is required or 
the gain fiber is optimized. For example, the pre-amplifier 
stage 2102 might be removed, along with at least some of the 

60 between 2360 and 2390 MHz, which the FCC allocated for 
medical body area network devices, or in other designated 
medical device or WMTS bands. These are examples of 
devices that can be used in the body area network and 
surroundings, but other devices could also be used and are 

65 included in the scope of this disclosure. 
The personal device 2405 may store, process, display, and 

transmit some of the data from the measurement device 
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larly, patients taking ketone bodies supplement for treatment 
of disorders characterized by impaired glucose metabolism 
(e.g., Alzheimer's, Parkinson's, Huntington's or ALS) may 
need to monitor their ketone bodies level. These patients 

2401. The device 2405 may comprise a receiver, transmitter, 
display, voice control and speakers, and one or more control 
buttons or knobs and a touch screen. Examples of the device 
2405 include smart phones such as the Apple iPhones® or 
phones operating on the Android or Microsoft systems. In 
one embodiment, the device 2405 may have an application, 
software program, or firmware to receive and process the 
data from the measurement device 2401. The device 2405 
may then transmit some or all of the data or the processed 
data over a second communication link 2406 to the internet 
or "cloud" 2407. The second communication link 2406 may 
advantageously comprise at least one segment of a wireless 
transmission link, which may operate using WiFi or the 
cellular network. The second communication link 2406 may 
additionally comprise lengths of fiber optic and/or commu­
nication over copper wires or cables. 

5 would also probably be willing to pay a periodic fee for the 
value-add services provided on the cloud 2407. Thus, by 
leveraging the advances in wireless connectivity and the 
widespread use of handheld devices such as smart phones 
that can wirelessly connect to the cloud, businesses can build 

10 a recurring cost business model even using non-invasive 
measurement devices. 

In addition, it may be advantageous to use pattern match­
ing algorithms and other software and mathematical meth­
ods to identify the blood constituents of interest. In one 

The internet or cloud 2407 may add value to the mea­
surement device 2401 by providing services that augment 
the physiological data collected. In a particular embodiment, 
some of the functions performed by the cloud include: (a) 
receive at least a fraction of the data from the device 2405; 

15 embodiment, the spectrum may be correlated with a library 
of known spectra to determine the overlap integrals, and a 
threshold function may be used to quantify the concentration 
of different constituents. This is just one way to perform the 
signal processing, and many other techniques, algorithms, 

20 and software may be used and would fall within the scope 
of this disclosure. 

(b) buffer or store the data received; ( c) process the data 
using software stored on the cloud; ( d) store the resulting 
processed data; and ( e) transmit some or all of the data either 
upon request or based on an alarm. As an example, the data 25 

or processed data may be transmitted 2408 back to the 
originator (e.g., patient or user), it may be transmitted 2409 
to a health care provider or doctor, or it may be transmitted 
2410 to other designated recipients. 

The cloud 2407 may provide a number of value-add 30 

services. For example, the cloud application may store and 
process the physiological data for future reference or during 
a visit with the healthcare provider. If a patient has some sort 
of medical mishap or emergency, the physician can obtain 
the history of the physiological parameters over a specified 35 

period of time. In another embodiment, if the physiological 
parameters fall out of acceptable range, alarms may be 
delivered to the user 2408, the healthcare provider 2409, or 
other designated recipients 2410. These are just some of the 
features that may be offered, but many others may be 40 

possible and are intended to be covered by this disclosure. 
As an example, the device 2405 may also have a GPS sensor, 
so the cloud 2407 may be able to provide time, data and 
position along with the physiological parameters. Thus, if 
there is a medical emergency, the cloud 2407 could provide 45 

the location of the patient to the healthcare provider 2409 or 
other designated recipients 2410. Moreover, the digitized 
data in the cloud 2407 may help to move toward what is 
often called "personalized medicine." Based on the physi­
ological parameter data history, medication or medical 50 

therapies may be prescribed that are customized to the 
particular patient. 

Beyond the above benefits, the cloud application 2407 
and application on the device 2405 may also have financial 
value for companies developing measurement devices 2401 55 

such as a non-invasive blood constituent monitor. In the case 
of glucose monitors, the companies make the majority of 
their revenue on the measurement strips. However, with a 
non-invasive monitor, there is no need for strips, so there is 
less of an opportunity for recurring costs (e.g., the razor/ 60 

razor blade model does not work for non-invasive devices). 
On the other hand, people may be willing to pay a periodic 
fee for the value-add services provided on the cloud 2407. 
Diabetic patients, for example, would probably be willing to 
pay a periodic fee for monitoring their glucose levels, 65 

storing the history of the glucose levels, and having alarm 
warnings when the glucose level falls out of range. Simi-

Described herein are just some examples of the beneficial 
use of near-infrared or SWIR lasers for non-invasive moni­
toring of glucose, ketones, HbAlc and other blood constitu­
ents. However, many other medical procedures can use the 
near-infrared or SWIR light consistent with this disclosure 
and are intended to be covered by the disclosure. 

In another specific embodiment, experiments have been 
performed for stand-off detection of solid targets with dif­
fuse reflection spectroscopy using a fiber-based super-con­
tinuum source (further described herein). In particular, the 
diffuse reflection spectrum of solid samples such as explo­
sives (TNT, RDX, PETN), fertilizers (anrmonium nitrate, 
urea), and paints (automotive and military grade) have been 
measured at stand-off distances of 5 m. Although the mea­
surements were done at 5 m, calculations show that the 
distance could be anywhere from a few meters to over 150 
m. These are specific samples that have been tested, but 
more generally other materials (particularly comprising 
hydro-carbons) could also be tested and identified using 
similar methods. The experimental set-up 2500 for the 
reflection-spectroscopy-based stand-off detection system is 
shown in FIG. 25, while details of the SC source 2501 are 
described in this disclosure in FIGS. 20,21, and 23. First, the 
diverging SC output is collimated to a 1 cm diameter beam 
using a 25 mm focal length, 90 degrees off-axis, gold coated, 
parabolic mirror 2502. To reduce the effects of chromatic 
aberration, refractive optics are avoided in the setup. All 
focusing and collimation is done using metallic mirrors that 
have almost constant reflectivity and focal length over the 
entire SC output spectrum. The sample 2504 is kept at a 
distance of 5 m from the collimating mirror 2502, which 
corresponds to a total round trip path length of 10 m before 
reaching the collection optics 2505. A 12 cm diameter silver 
coated concave mirror 2505 with a 7 5 cm focal length is kept 
20 cm to the side of the collimation mirror 2502. The mirror 
2505 is used to collect a fraction of the diffusely reflected 
light from the sample, and focus it into the input slit of a 
monochromator 2506. Thus, the beam is incident normally 
on the sample 2504, but detected at a reflection angle of 
tan-1(0.2/5) or about 2.3 degrees. Appropriate long wave­
length pass filters mounted in a motorized rotating filter 
wheel are placed in the beam path before the input slit 2506 
to avoid contribution from higher wavelength orders from, 
the grating (300 grooves/mm, 2 µm blaze). The output slit 
width is set to 2 mm corresponding to a spectral resolution 
of 10.8 nm, and the light is detected by a 2 mmx2 mm liquid 
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nitrogen cooled (77K) indium antimonide (InSb) detector 
2507. The detected output is amplified using a trans-imped­
ance pre-amplifier 2507 with a gain of about 105V/A and 
connected to a lock-in amplifier 2508 setup for high sensi­
tivity detection. The chopper frequency is 400 Hz, and the 
lock-in time constant is set to 100 ms corresponding to a 
noise bandwidth of about 1 Hz. These are exemplary ele­
ments and parameter values, but other or different optical 
elements may be used consistent with this disclosure. 

Process Analytical Technology (PAT) 

One definition of process analytical technology, PAT, is "a 
system for designing, analyzing and controlling manufac­
turing through timely evaluations (i.e., during processing) of 
significant quality and performance attributes of raw and 
in-process materials and processes, with the goal of ensuring 
final product quality." Near-infrared or SWIR spectroscopy 
may have applications in the PAT of the pharmaceutical 
industry by providing, for example, quantitative analysis of 
multiple components in a sample and in pack quantification 
of drugs in formulation, as well as quality of a drug and 
quality control of complex excipients used in formulation. 
The PAT process may benefit from near-infrared or SWIR 
spectroscopy for some steps, such as: raw material identi­
fication, active pharmaceutical ingredient applications, dry­
ing, granulation, blend uniformity and content uniformity. 
Some of the strengths of near-infrared or SWIR spectros­
copy include: radiation has good penetration properties, and, 
thus, minimal sample preparation may be required; mea­
surement results may be obtained rapidly, and simultaneous 
measurements may be obtained for several parameters; 
non-destructive methods with little or no chemical waste; 
and organic chemicals that comprise most pharmaceutical 
products have unique spectra in the near-infrared and SWIR 
ranges, for example. 

One goal of the manufacturing process and PAT may be 
the concept of a "smart" manufacturing process, which may 

36 
ceutical process control. Although drugs and pharmaceuti­
cals are one example, many other fields and applications 
may also benefit from the use of near infrared or SWIR 
spectroscopy, and these may also be implemented without 

5 departing from the scope of this disclosure. As just another 
example, near-infrared or SWIR spectroscopy may also be 
used as an analytic tool for food quality and safety control. 
Applications in food safety and quality assessment include 
contaminant detection, defect identification, constituent 

10 analysis, and quality evaluation. The techniques described in 
this disclosure are particularly valuable when non-destruc­
tive testing is desired at stand-off or remote distances. 

Although the present disclosure has been described in 

15 
several embodiments, a myriad of changes, variations, 
alterations, transformations, and modifications may be sug­
gested to one skilled in the art, and it is intended that the 
present disclosure encompass such changes, variations, 
alterations, transformations, and modifications as falling 

20 within the spirit and scope of the appended claims. 
While exemplary embodiments are described above, it is 

not intended that these embodiments describe all possible 
forms of the disclosure. Rather, the words used in the 
specification are words of description rather than limitation, 

25 and it is understood that various changes may be made 
without departing from the spirit and scope of the disclosure. 
Additionally, the features of various implementing embodi­
ments may be combined to form further embodiments of the 
disclosure. While various embodiments may have been 

30 described as providing advantages or being preferred over 
other embodiments with respect to one or more desired 
characteristics, as one skilled in the art is aware, one or more 
characteristics may be compromised to achieve desired 

35 
system attributes, which depend on the specific application 
and implementation. These attributes include, but are not 
limited to: cost, strength, durability, life cycle cost, market­
ability, appearance, packaging, size, serviceability, weight, 
manufacturability, ease of assembly, etc. The embodiments be a system or manufacturing operation responding to 

analytical data generated in real-time. Such a system may 
also have an in-built "artificial intelligence" as decisions 
may be made whether to continue a manufacturing opera­
tion. For example, with respect to the raw materials, inte­
gration of the quality measurement into smart manufacturing 
processes could be used to improve manufacturing opera- 45 

tions by ensuring that the correct materials of the appropriate 
quality are used in the manufacture. Similarly, a smart 
blender would be under software control and would respond 

40 described herein that are described as less desirable than 
other embodiments or prior art implementations with respect 
to one or more characteristics are not outside the scope of the 
disclosure and may be desirable for particular applications. 

What is claimed is: 
1. A system for measuring one or more physiological 

parameters and for use with a smart phone or tablet, the 
system comprising: 

to the real-time spectral data collected. 
FIG. 26 illustrates what might be an eventual flow-chart 50 

2600 of a smart manufacturing process. The manufacturing 
process 2601 may have as input the process feed 2602 and 
result in a process output 2603. A process controller 2604 
may at least partially control the manufacturing process 
2601, and the controller 2604 may receive inputs from the 55 

closed loop control (process parameters) 2605 as well as the 
on-line monitoring of process parameters 2606. The feed­
back loops in the process could refine the manufacturing 
process 2601 and improve the quality of the process output 
2603. These are particular embodiments of the use of 60 

near-infrared or SWIR spectroscopy in the PAT of the 
pharmaceutical industry, but other variations, combinations, 
and methods may also be used and are intended to be 
covered by this disclosure. 

The discussion thus far has included use of near-infrared 65 

or SWIR spectroscopy in applications such as identification 
of counterfeit drugs, detection of illicit drugs, and pharma-

a wearable device adapted to be placed on a wrist or an ear 
of a user, including a light source comprising a plurality 
of semiconductor sources that are light emitting diodes, 
each of the light emitting diodes configured to generate 
an output optical light having one or more optical 
wavelengths; 

the wearable device comprising one or more lenses con­
figured to receive a portion of at least one of the output 
optical lights and to direct a lens output light to tissue; 

the wearable device further comprising a detection system 
configured to receive at least a portion of the lens 
output light reflected from the tissue and to generate an 
output signal having a signal-to-noise ratio, wherein the 
detection system is configured to be synchronized to 
the light source; 

wherein the detection system comprises a plurality of 
spatially separated detectors, and wherein at least one 
analog to digital converter is coupled to at least one of 
the spatially separated detectors; 
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wherein a detector output from the at least one of the 
plurality of spatially separated detectors is coupled to 
an amplifier having a gain configured to improve 
detection sensitivity; 

the smart phone or tablet comprising a wireless receiver, 5 

a wireless transmitter, a display, a speaker, a voice input 
module, one or more buttons or knobs, a microproces­
sor and a touch screen, the smart phone or tablet 
configured to receive and process at least a portion of 
the output signal, wherein the smart phone or tablet is 10 

configured to store and display the processed output 
signal, and wherein at least a portion of the processed 
output signal is configured to be transmitted over a 
wireless transmission link; 

15 
a cloud configured to receive over the wireless transmis­

sion link an output status comprising the at least a 
portion of the processed output signal, to process the 
received output status to generate processed data, and 
to store the processed data; 

wherein the output signal is indicative of one or more of 
the physiological parameters, and the cloud is config­
ured to store a history of at least a portion of the one or 
more physiological parameters over a specified period 
of time; 

the wearable device configured to increase the signal-to­
noise ratio by increasing light intensity of at least one 

20 

25 

of the plurality of semiconductor sources from an initial 
light intensity and by increasing a pulse rate of at least 
one of the plurality of semiconductor sources from an 30 

initial pulse rate; and 
the detection system further configured to: 
generate a first signal responsive to light received while 

the light emitting diodes are off, 
generate a second signal responsive to light received 

while at least one of the light emitting diodes is on, and 
increase the signal-to-noise ratio by comparing the first 

signal and the second signal. 

35 

2. The system of claim 1, wherein the wearable device is 40 

configured to use artificial intelligence in making decisions 
associated with at least a portion of the output signal. 

3. The system of claim 2, wherein the wearable device is 
at least in part configured to identify an object, and to 
compare a property of at least some of the output signal to 45 

a threshold. 
4. The system of claim 3, wherein the wearable device is 

configured to perform pattern identification or classification 
based on at least a part of the output signal. 

5. The system of claim 4, wherein at least one of the 50 

spatially separated detectors is located at a first distance 
from at least one of the light emitting diodes and at least 
another of the spatially separated detectors is located at a 
second distance from the at least one of the light emitting 
diodes, and the at least one of the spatially separated 55 

detectors is configured to generate a third signal responsive 
to light from the at least one light emitting diode and the at 
least another of the spatially separated detectors is config­
ured to generate a fourth signal responsive to the light from 
the at least one of the light emitting diodes; and 60 

wherein at least one of the spatially separated detectors is 
located at a third distance from a first one of the light 
emitting diodes and at a fourth distance from a second 
one of the light emitting diodes, and is configured to 
generate a fifth signal responsive to light from the first 65 

light emitting diode and a sixth signal responsive to 
light from the second light emitting diode, and wherein 

38 
the first distance is different from the second distance, 
and the third distance is different from the fourth 
distance. 

6. The system of claim 5, wherein the wearable device 
further comprises a reflective surface positioned to reflect at 
least a portion of the lens output light reflected from the 
tissue. 

7. A system for measuring one or more physiological 
parameters and for use with a smart phone or tablet, the 
system comprising: 

a wearable device adapted to be placed on a wrist or an ear 
of a user, and including a light source comprising a 
plurality of semiconductor sources, each of the semi­
conductor sources configured to generate an output 
light having one or more optical wavelengths; 

the wearable device comprising one or more lenses con­
figured to receive a portion of at least one of the output 
lights and to deliver a lens output light to tissue; 

the wearable device further comprising a detection system 
configured to receive at least a portion of the lens 
output light reflected from the tissue and to generate an 
output signal having a signal-to-noise ratio, wherein the 
detection system is configured to be synchronized to 
the light source; 

wherein the detection system comprises a plurality of 
spatially separated detectors, and wherein at least one 
analog to digital converter is coupled to at least one of 
the spatially separated detectors; 

the smart phone or tablet comprising a wireless receiver, 
a wireless transmitter, a display, a speaker, a voice input 
module, one or more buttons or knobs, a microproces­
sor and a touch screen, the smart phone or tablet 
configured to receive and process at least a portion of 
the output signal, wherein the smart phone or tablet is 
configured to store and display the processed output 
signal, and wherein at least a portion of the processed 
output signal is configured to be transmitted over a 
wireless transmission link; 

a cloud configured to receive over the wireless transmis­
sion link an output status comprising the at least a 
portion of the processed output signal, to process the 
received output status to generate processed data, and 
to store the processed data; 

wherein the output signal is indicative of one or more of 
the physiological parameters; 

the wearable device configured to increase the signal-to­
noise ratio by increasing light intensity of at least one 
of the semiconductor sources from an initial light 
intensity and by increasing a pulse rate of at least one 
of the semiconductor sources from an initial pulse rate; 
and 

the detection system further configured to: 
generate a first signal responsive to light received while 

the semiconductor sources are off, 
generate a second signal responsive to light received 

while at least one of the semiconductor sources is on, 
and 

increase the signal-to-noise ratio by comparing the first 
signal and the second signal. 

8. The system of claim 7, wherein the wearable device is 
at least in part configured to identify an object, and a 
property of at least some of the output signal is compared by 
at least one of the wearable device, the smart phone or tablet 
to a threshold. 
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9. The system of claim 8, wherein a detector output from 
at least one of the plurality of spatially separated detectors 
is coupled to an amplifier having a gain configured to 
improve detection sensitivity. 

10. The system of claim 9, wherein the wearable device 5 

is configured to use artificial intelligence to process at least 
a portion of the output signal. 

11. The system of claim 10, wherein the artificial intelli­
gence comprises pattern identification or classification. 

12. The system of claim 10, wherein the wearable device 10 

is configured to perform pattern identification or classifica­
tion based on at least a part of the output signal. 

13. The system of claim 12, wherein at least one of the 
spatially separated detectors is located at a first distance 
from at least one of the light emitting diodes and at least 

15 

another of the spatially separated detectors is located at a 
s~cond distance from the at least one of the light emitting 
d10des, and the at least one of the spatially separated 
detectors is configured to generate a third signal responsive 20 
to light from the at least one light emitting diode and the at 
least another of the spatially separated detectors is config­
ured to generate a fourth signal responsive to the light from 
the at least one of the light emitting diodes; and 

wherein at least one of the spatially separated detectors is 25 
located at a third distance from a first one of the light 
emitting diodes and at a fourth distance from a second 
one of the light emitting diodes, and is configured to 
generate a fifth signal responsive to light from the first 
light emitting diode and a sixth signal responsive to 30 
light from the second light emitting diode, and wherein 
the first distance is different from the second distance 
and the third distance is different from the fourth 
distance. 

14. The system of claim 13, wherein the wearable device 
further comprises a reflective surface positioned to reflect at 
least a portion of the lens output light reflected from the 
tissue. 

35 

15. A system for measuring one or more physiological 
parameters and for use with a smart phone or tablet, the 40 
system comprising: 

a wearable device adapted to be placed on a wrist or an ear 
of a user, including a light source comprising a plurality 
of semiconductor sources that are light emitting diodes, 
each of the light emitting diodes configured to generate 45 
an output optical light having one or more optical 
wavelengths; 

the wearable device comprising one or more lenses con­
figured to receive a portion of at least some of the 
output optical light and to deliver a lens output light to 50 
tissue; 

the wearable device further comprising a detection system 
configured to receive at least a portion of the lens 
output light reflected from the tissue and to generate an 
output signal having a signal-to-noise ratio, wherein the 55 
detection system is configured to be synchronized to 
the light source; 

40 
wherei!1 the detection system comprises a plurality of 

spatrnlly separated detectors, and wherein at least one 
analog to digital converter is coupled to at least one of 
the spatially separated detectors; 

the smart phone or tablet comprising a wireless receiver 
a wireless transmitter, a display, a microphone, ~ 
speaker, one or more buttons or knobs, a microproces­
sor and a touch screen, the smart phone or tablet 
configured to receive and process at least a portion of 
the output signal, wherein the smart phone or tablet is 
c?nfigured to store and display the processed output 
signal, and wherein at least a portion of the processed 
output signal is configured to be transmitted over a 
wireless transmission link; 

a cloud configured to receive over the wireless transmis­
sion link an output status comprising the at least a 
portion of the processed output signal, to process the 
received output status to generate processed data, and 
to store the processed data; 

wherein the output signal is indicative of one or more of 
the physiological parameters; 

the wearable device configured to increase the signal-to­
noise ratio by increasing light intensity of at least one 
of the plurality of semiconductor sources from an initial 
light intensity; and 

the detection system further configured to: 
generate a first signal responsive to light received while 

the light emitting diodes are off, 
generate a second signal responsive to light received 

while at least one of the light emitting diodes is on, and 
increase the signal-to-noise ratio by comparing the first 

signal and the second signal. 
16. The system of claim 15, wherein the wearable device 

is at least in part configured to detect an object, and a 
property of at least some of the output signal is compared to 
a threshold. 

17. The system of claim 15, wherein a detector output 
from at least one of the plurality of spatially separated 
detectors is coupled to an amplifier having a gain configured 
to be adjusted to improve detection sensitivity. 

18. The system of claim 15, wherein the wearable device 
is configured to use artificial intelligence in making deci­
sions associated with at least a portion of the output signal. 

19. The system of claim 18 wherein the artificial intelli­
gence comprises a pattern matching algorithm. 

20. The system of claim 18 wherein the artificial intelli­
gence comprises spectral fingerprinting. 

21. The system of claim 15, wherein the wearable device 
is configured to perform pattern identification or classifica­
tion based on at least a part of the output signal. 

22. The system of claim 21, wherein the pattern identi­
~cation or classification comprises a pattern matching algo­
nthm or spectral fingerprinting. 

23. The system of claim 15, wherein the wearable device 
further comprises a reflective surface positioned to reflect at 
least a portion of light reflected from the tissue. 

* * * * * 
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