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January 19, 2022

Solohealth, Inc.

% Jeff Rongero

Third Party Official

Underwriters Laboratories, Inc.

12 Laboratory Dr.

Research Triangle, North Carolina 27709

Re: K113402
Trade/Device Name: Solohealth Station
Regulation Number: 21 CFR 870.1130
Regulation Name: Noninvasive blood pressure measurement system
Regulatory Class: Class II
Product Code: DXN, HOX

Dear Jeff Rongero:

The Food and Drug Administration (FDA) is sending this letter to notify you of an administrative change
related to your previous substantial equivalence (SE) determination letter dated May 30, 2012. Specifically,
FDA is updating this letter to reflect the correct product code.

Please note that the 510(k) submission was not re-reviewed. For questions regarding this letter please contact
Jennifer Shih Kozen, OHT2: Office of Cardiovascular Devices, 301-796-5813, Jennifer.Shih@fda.hhs.gov.

Sincerely,

Jennifer W. Shih -S

Jennifer Shih Kozen

Assistant Director

Division of Cardiac Electrophysiology,
Diagnostics and Monitoring Devices

Office of Cardiovascular Devices

Office of Product Evaluation and Quality

Center for Devices and Radiological Health

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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SoloHealth, Inc. MAY 3 0 2012
c¢/o Mr. Jeff . Rongero :
Senior Project Engineer

Underwriters Laboratories, Inc.

12 Laboratory Drive

Research Triangle Park, NC 27709

Re: K113402
Trade Name: SoloHealth Station
Regulation Number: 21 CFR 870.1130
Regulation Name: Non-invasive Blood Pressure Measurement System
Regulatory Class: Class II (two) ‘
Product Codes: DRG, HOX -
Dated: May 24, 2012
Received: May 25, 2012

Dear Mr. Rongero:

" We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act {Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class Il (Special Controls) or class ITI (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.




Page 2 — Mr. Jeff D. Rongero

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
. that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical -
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reportlng of adverse events under the MDR regulation (21
CFR Part 803}, please go to

http://www.fda. gov/Med1ca1Dev1ces/Safety/ReportaProblem/default htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www_fda.gov/MedicalDevices/Resourcesfor You/Industry/default.htm.

Sincerely yours

. Zuckerman, M.D,
Director _
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure




Indications for Use Statement

510{k) Number (if known): K113402

Device Name: SoloHealth Station

Indications for Use:

The SoloHealth Station is intended to be used by the general public so that a user can measure
his/her own blood pressure and pulse rate and his/her own weight. Additionally, the
SoloHealth Station is intended to screen adults for clarity of central vision. SoloHealth Station
does not provide a general screening of visual function and does not provide a diagnosis of eye
health or other disease. The SoloHealth Station only screens clarity of central vision. Users

~ should consult their personal physicians if they have concerns regarding their eyesight.

Prescription Use__No AND/OR | Over-The-Counter Use__ Yes

(Part 21 CFR 801 Subpart D) {21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation

510(k) Number__/C /13 ¢0>
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Company:

Establishment
Registration:

Primary Contact:

Company Contact:

Trade Name:
Common Name:
Classification:
Regulation Number:
Panel:

Product Code:

Device Description:

The SoloHealth Station is an automated system for measuring blood pressure and pulse rate

SoloHealth Station

510(K) Summary
SoloHealth Station K113402
May 18, 2012

SoloHealth, Inc.

11555 Medlock Bridge, Suite 190
Duluth, GA 30097

Phone: (770) 622-4158

Fax: (770)622-4122

3007156596
Kimberly Strohkirch
Memphis Regulatory Consulting, LLC

Phone: (901) 361-2037

Stephen Kendig
Chief Operating Officer

SoloHealth Station

Automated Blood Pressure Monitor

Class I

870.1130 — Non-invasive blood pressure measurement system
Cardiovascular

DXN

designed to be used by the general public in indoor high-traffic commercial areas. It is

completely automatic, and measures blood pressure by the oscillometric method. The user is
guided by a series for interactive screen and voice instructions. Additionally, the SoloHealth

HAY 3.0 201

Station measures weight, screens clarity of central vision, and does a risk factor analysis. Users
are advised to consult a physician. Upon completion, data may be stored by the user and

accessed via a website or sent via electronic mail to the user.
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K113402 SoloHealth Station

Indications for use: ]
The SoloHealth Station is intended to he used by the general public so that a user can measure

his/her own blood pressure and pulse rate and his/her own weight. Additianally, the SoloHealth
Station is intended to screen adults for clarity of central vision. SoloHealth Station does not
provide a general screening of visual function and does not provide a diagnosis of eye health or
other disease. The SoloHealth Station only screens clarity of central vision. Users should consult
their personal physicians if they have concerns regarding their eyesight.

Substantial Equivalence:
The SoloHealth Station is substantially similar to predicate devices currently on the market.

These devices are the LifeClinic® 2400 (K040562), Computerized Screening, Inc CSI Model 5k
Managed Health System Kiosk (K093389) and Xperex Health Check Kiosk (K063008) as shown in
Table 1. The central vision screening of the SoloHealth Station is similar to Accutome Eye Charts,
Vimetrics Central Vision Analyzer 1000, and Optec 5000 Series Vision Tester shown in Table 2.
The SoloHealth Station has the following main components: Blood Pressure Application, Weight
Measuring Application, Vision Test, and Test Results. Biocompatibility for the blood pressure
cuff is established utilizing Xperex’'s Health Check Kiosk (K063008).
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K113402

Table 1. Detailed comparison of the subject and predicate devices.

SoloHealth Station

SoloHealth
Station

LifeClinic® 2400
(K040562)

Computerized
Screening, Inc
CS! Model 5k
Managed
Health System
Kiosk
{K093389)

Xperex Inc.
Health Check
Kiosk
(K063008)

Comparison

Intended Use

General public to
measure blood
pressure and

General public to
measure blood
pressure and

General public
to measure
blood pressure

General public to
measure blood
pressure and

Similar to LifeClinic
2400, CSI Model 5k
and Xperex Health

pulse rate; puise rate; Not a | and pulse rate; | pulserate; Nota | Check Kiosk
Weight diagnostic device | Not a diagnostic device
measurerment diagnostic
and screen device
clarity of central
viston .
Indications The SoloHealth The Lifeclinic The CSI Model The Health Similar to LifeClinic
for Use Station is 240015 intended | 5K Managed Check Kiosk is 2400, €51 Model Sk
intended to be to be used by Health System intended to he and Xperex Health
used by the the general Kiosk is used by the Check Kiosk
general public so | public sothat a intended for general public so
that a user can user can use by the that a user can
measure his/her | measure his/her | general public measure health
own blood own blood to measure parameters such
pressure and pressure and blood pressure, | as weight, body
pulse rate and pulse rate. Itis pulse and fat, blood
his/her own not a diagnostic | weight. Itis not | pressure and
weight. device, andonly | intendedto be | pulseratein
Additionally, the | furnished data a diagnostic public places
SoloHealth so that the users | device; it anly and/or
Station is can consult their | provides data corporate
intended to personal on blood environments. It
screen adults for | physician. pressure, heart

clarity of central
vision.
SoloHealth
Station does not
provide a
general
screening of
visual function
and does not
provide a
diagnosis of eye
health or other
disease. The
SoloHealth
Station only

rate and weight
and users are
advised to
consult a
physician.

is not for

diagnostic use.
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K113402 SoloHealth Station
SoloHealth LifeClinic® 2400 | Computerized Xperex Inc. Comparison
Station (K040562) Screening, Inc Health Check
C51 Model 5k Kiosk
Managed (K063008)
Health System
Kiosk
{K093389)
screens clarity of
central vision.
Users should
consult their
personal
physicians if they
have concerns
regarding their
eyesight.
Intended General Public General Public General Public General Public Identical
Population
Human Shock Hazard Blood Pressure Blood Pressure | Not available Risks addressed
Factors tested per IEC Risks tested per | Risks tested per per current
60601-1:1988 AAMISP10 AAMI SP10 industry standards
and |EC 60601-2-
30:1999; Blood
Pressure Risks
tested per AAMI
SP10
Hardware LCD Interfaceto | Start/stop LCD Interface to | Start/stop SoloHealth Kiosk
Design control blood button to control | control blood button to control | uses an LCD screen
pressure and blood pressure pressure and blood pressure as opposed to
pulserate and pulse rate pulse rate and pulse rate directions on the
measuring measuring measuring measuring device for the user
device. A stop device device device to control the
button stops the device. Astop
blood pressure button stops the
rate and blood pressure
measuring rate and measuring
device. device. No
additional risks for
control method.
Software The SoloHealth The Lifeciinic The CSI 5k Xperex Health The software
Design Station uses 2400 uses Kiosk uses Check Kiosk uses | program used by
software as an software as an software as an | software as an the predicate is not
automated automated automated automated available for direct
system for system for systemn for system for comparison,
measuring measuring measuring measuring However, both

blood pressure
and pulse rate.
It is completely
automatic, and
measures blood
pressure by the

blood pressure
and pulse rate.
It is completely
automatic, and
measures blood
pressure by the

blood pressure
and pulse rate,
It is completely
automatic, and
measures

blood pressure

blood pressure
and pulse rate.
It is completely
automatic, and
measures blood
pressure by the

systems provide
blood pressure
measurements in
an automatic way
using software,
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K113402 SoloHealth Station
SoloHealth LifeClinic® 2400 | Computerized Xperex Inc. Comparison
Station (K040562} Screening, Inc Health Check
CS1 Model 5k Kiosk
Managed {(K063008)
Health System
Kiosk
{K093389})
oscillometric oscillometric by the oscillometric
method. The method. The oscillometric method. The
user is guided user is guided by | method. The user is guided by
by aseries of a series of user completes | aseries of
interactive interactive functions by interactive
screens and screens and pushing tabeled | screens and
voice voice buttons. voice
instructions. instructions. instructions.
Dimensions 2 ft wide x 3 ft Not available Not available Not available Dimensions of
and Weight deep x 5 feet tall ‘ predicate devices
are not available
for comparison.
Performance | AAMI Standards | AAMI Standards | AAMI Standard | AAMI Standards | Identical AAMI
Standards IEC Standards IEC Standards Standards.
Met SoloHealth Kiosk
also meets
Electrical Safety
Standards.
Materials Commercially Not available Not available Latex-free Materials of
available polyester thread | predicate not
materials for cuff. The rest | available for
including soda of the material is | comparison.
lime glass for not available. Materials of
touchscreen, SoloHealth Station
metal housing, currently
and latex-free commercially
polyester thread available.
for cuff
Cleaning/Disi | Non-sterite Non-sterile Non-sterile Non-sterile Identical
nfection/Ster
ilization
Biocompatibi | Commercially None listed in None listed in None listed in Materials of

lity

available
materials
including soda
lime glass for
touchscreen,
metal housing,
and latex-free
polyester thread
for cuff. Blood
pressure cuff is
identical to cuff
used in Xperex

510(k} Summary

510(k)
Summary

510(k) Summary

SoloHealth are
widely availzble
commercially and
do not necessitate
hiocompatibility
testing.
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K113402

SoloHealth Station

SoloHealth LifeClinic® 2400 | Computerized Xperex Inc. Comparison
Station (K040562) Screening, Inc Health Check
CSI Model 5k Kiosk
Managed (K063008)
Health System
Kiosk
(K093389)
Corp’s Health
Check Kiosk.
Electromagne | Meets IEC None listed in Meets [EC Nonelistedin [ The SoloHealth
tic 60601-1-2:2001 | 510(k) Summary | 60601-1-2 510(k) Summary | Station is tested to
Compatibility meet
electromagnetic
compatibility
requirements.
Components | Blood Pressure Blood Pressure Blood Pressure | Blood Pressure The SoloHealth
and Pulse Rate; and Pulse Rate and Pulse Rate; | and Pulse Rate Station has
Weight; Vision Weight additional
functionality of
vision screening via
standard eye chart,
which is not a
medical device.
User Interactive Interactive Push buttons Interactive Identical to
Interaction screens and screens and screens and LifeClinic 2400
voice voice . voice

instructions

instructions

instructions

Page 6 of 11




TT J0 ¢ aded

8ujuaauds Joj UonEIIpU) 3Y) duilage| oN Papuaiul 51 000T-YAOQ 3yt SuijaqeioN | uoneis YyeaHo|os 3yl suonesipuj
'u0MP3LI0Y |eaindo
INOYUM 10 YUM ‘SOA3 yioq Jo
U0 Ul uoJIEXl
B UOQISIA JO lu2WaJlnseaw UDISIA
Aunoe ! 5IA 4O Anoe .
ayj ul 1sulawoldo [enuad Jo AIe)d uddIIs asn papualy|
. [ENSIA 159) O] Jensia 1593 0]
UoIsIA [el1uD3 Jo AJe)D 10 15180/0weyIydo ue jo pue juawaInseaw

10} U33125 01 papuUlU; St pue
S3DIA3P JBJILUIS {|€ O3 JejluuIs
51 LUOIRIG YHESHO|0S 3Y]

ualsiARdns
12211p Y1 J3pun 3sn
10§ papualul st gO0T-VAD 941

1Y81aan ‘2184 asnd pue
ainssaid poo|q sinseaw
01 21qnd |essu3n

‘I SSEP) 3Je 184l 0005

391d() pue “19zAjBUY UDISIA
|RIIUID ‘UeyD 2A7 2u) 0}
IEjlWIs 5E UOIIBLS YIEIHO|OS

uDiIedYII0U

ay) 4o Jusuodwod Juiuaalns 1duiax3 | ssep) =dewsad Buanbal ‘| ssep 1dwaxg | ssep 115580 UORENSSED
uoIsiA 2yl asueseld? (§)oTs
0] 123lgns S| pue [| 55B|D
SI UONE]S Y)|eaH0|0S 3]
'000¢ 291d0
pue 1azA|euy UOISIA {E1IUID) 10[03 UOISIA Aunoy
"HeY 343 3y 40 ey ‘191531 ‘1|H ‘Apnoy Aunay |ensip ‘weyd XOH Alnay ensip |ensia “peyd XOoH Junsn
AUNOE |ENSIA 34} 03 JE|IUIS . N ) : ‘ueyd ‘XOH ) adnag Aewng
S BUIUBIIS UOISIA |BJ1U3D |ENSIA LD “XOH o ‘_8__._0_\“ E:mmm&
UONEeLS YB3 0|05 BYyL PoOIE PRIEWONY 'NXa
9ZZ6TPT 95EqEelep Y (14 Ul punoy aucn LL8TTSE 965951.00¢ uohe.sizay
: juawiysijqels3
jeandgQ oasRs Y VR ENTY awenday | | Yyl eaHo|os Jainpeinuety
"a|qednjdde 10u uosiiedwo) pa1ed0| AuoN S6000TA SUoN [ ZOPETTX 92naq 123(gng (¥}ots
493531 UCISIA (000T-VAD) 0OOT 12zAjeUY
uosliedwo) pajielag sa118g goos 223do UOISIA [2JIUDD SIIFIWIA ey aA3 uoniels yijeaHojos

5321A8Q SuIuaaIa§ UCISIA JEJIWLIS

a3aq 123lqnsg

uonels yijeaHojos

'$321A9G SUIUI19S UOISIA JEILIIS T Biqel

ZOVETIN




1T jo 8 aded

JensiA 1531 01 uon2lodsues]
10 juaedap Ag pasn s

jsujswoido Jo

0005 333dp 3y) “3sn 3ygnd JMqnd |esauan | 1s18ojow eyiydo jo uoisialadns 211qnd jesausg Aqng [BIIUILD) uoneindod
|edauad ay) Joj papuaiul papusiu)
; Yim igng |eiausn
Stuonels yieaqojos ayy )
‘0005 231dQ ay1 03 JeiuIg
‘ydisaAa
n1ay1 Buipie8dal
SUI3UGI 3ney Aayl
J1 suepisAyd (euosiad
11341 1yNsucd pjnoys
S13S[] "UOISIA [BJIUSD
40 Alepd susals
; Aluo uoniels yieaHolos
aty) 'Iseasip
Jaylo 1o yyeay aAa
0 sisoudeip e apinoid
10U 520p pue uoiuny
|ensia Jo Buluaads
|esauaB e apiacid J0u
§30p UOLEIS Y1 BIHO[OS
"J19ZA|BUY UOISIA [EIIUDD "UOISIA [BJIUSD
a1eaipard ay) ssop se Jo Alued oy synpe
UOISIA [EJ1UDD Ul UOI1I3II0D 193435 0] papuaju| §i
jeanndo Inoyum JO yum sala ‘uol323.402 uol1e1S YUeIHO0J0S AY)
y10q JO SU0 Ul uoIIexy 1e [e213d0 “INOYUM JO yIM ‘Alleuoippy ‘1ydiam
UQISIA 3INSEILU SIOP UoNEIS ‘s2As Y104 JO BUO U UO[IEX) umo Jay/siy pue
Y1 e3Ho|0s 3y razAjeuy 1B UOISIA JO JUIWIINSEIW 91es as|nd pue aunssaud
uoIsSIA [eJ3uad Ag Jusawslels 2y} w suRwoydo poojq uUmo 13Y/siy
SUQIIBIIPUL 341 01 Jepiwis 10 1s180jowjeyiydo 2UNSEaW UeD 135N € eyl
SI pue JuUajll swes ayj ue Jo uoisiaadns 0s nignd |esauad ays Ag
5] UOISIA [BAIUSD JO ATLIEPD Oy a/qepeae 184p 3yl 1apun asn 1oy s|gejieae pash 2q 03 papusjul si
. 133153} Uolsip (000T-¥AJ) 000T JazAjeuy
uosiiedwo?) pajielaq 531435 Q00S 1934 UOISIA [£43U3D SAIIRIA ey aky uonels yijeaqolos
S1ADQ BUIUIIIS UOISIA Je[lus annaqg palgns
uolle1s Yyljeaqo|os ZOPETIN




1t jo 6 adeq

“1azh|euy UOIS|A [BIILUTD) JO
Q1ed|paJd ayl 03 juleainba oued |2uBd UOISIA
Ajjenueisgns st yaym |pued BAIUS) BAIIRID
JIERUEISGRS SELIIUM | swy pasi an UOCISIA |BJ3U3T 3AIIIRIDIU pue ey anse|d (€A3U3) BADEIEIUI Adojouyray fAedsig
UOISIA |BIIUBD BAIIERIBIUI pUB § 05609 1N
Jonuow Jandwod g1 ‘saA
Jouuow Jandwod g1 ue Jo3uow 1aindwos g7
$35N UOIRIG Yl|eaHOo|os Yy
a9 alenwis ) 39 e pale|nus Juiuaas
"Suluaaias asuelsip 193} 0z p3iey — sap sap 1994 TT 1e paie| it ! S
’ Burtuaauag isap Sujuaalas ‘sap aJuelsig Jeq
e} 10} PasN AJE SAJNAIP ||V
“Buiuaalos aduelsip ‘Ul 9T PalRInUIS s s SBYJUI /T 1B paje|nuwiis Suiuaansg
JB3U 10} PISN JIE SIDINIP ||V Buluaauas ‘sap A A Juiuaalag isap aueys|q JeaN
1gnd
|edauas 3y} Joj papuaiul
os|e aJe sajeaipaJd ysony ay|
Jgnd jessuas ayl Ag Aunoe
13153 UOISIA (000T-¥AD) 000T JazAjeuy
uvosuedwo) pajielaq 533§ 000S 293dO UODISIA |BJIUIY) SILIISUNA Hey) 3Al uoneis yjjeaqo|os
S2IAIC SUIUIDAIS UDISIA JEJILIS anaag palgng

uollels YI[eaHojos TOPETTA




K113402 SoloHealth 5tation

Performance Testing:
Performance testing of the SoloHealth Station consists of performance testing, safety testing,
electromagnetic testing, and software validations.

Software validation has been satisfactorily completed according to “Guidance for the Content of
Premarket Submissions for Software Contained in Medical Devices” (May 11, 2005) and “Non-invasive
Blood Pressure {NIBP) Monitor Guidance” (March 10, 1997) for a device of moderate concern.
Hardware of the SoloHealth Station includes a computer with Microsoft Windows 7 Operating system
with 4 GB RAM, Intel i5 650 Processor, and a 20 GB Hard Drive. Software requires the following
applications: .Net frameweork v4.0, Logmein Pro2 v4.1 or higher, ELO Touch screen drivers, Apache
Server, MySql, and Firefox portable. Device Risk Hazards Analysis, Software Requirements Specification
Architecture Design Chart, Software Design Specifications, Traceability Analysis, Software Development
Environment Description, and Revision History were completed in accordance with the guidance
documents.

+

Electromagnetic compatibility testing was completed and passed in accordance with IEC 60601-1-
2:2001. Electrical safety testing was completed in accordance with IEC 60601-1:1988 and IEC60601-2-
30:1999. Several clauses indicated failures initially. These clauses were re-tested resulting in
satisfactory results or justification that the clauses were not applicable to the SoloHealth Station, which
is located in an indoor enviranment.

Electromagnetic testing was performed on the SoloHealth Station and passed per the following
standards:
s |EC 60601-1-2:2001, 2" Ed Medical Electrical Equipment Part 1-2: General
Requirements for Basic Safety and Essential Performance, Collateral Standard:
Electromagnetic Compatibility

Safety testing was performed on the SoloHealth Station and passed per the following standards:
e [EC60601-1:1988+A1:1991+ A2:1995 Medical Electrical Equipment Part 1-2: General
Requirements for Safety
¢ [EC60601-2-30:1999, Particular Requirements for Safety, including essential
performance, of automatic cycling non-invasive blood pressure measuring equipment

Performance testing was performed on the SoloHealth station and passed per the following standards:
e AAMI/ANSI SP10:2002/(R) 2008 & ANSI/AAMI SP10:2002/A1:2003/{ Manual, efectronic
or automated sphygmomanometers

Bench testing for AAMI $P10 was completed separately by the supplier of the blood pressure module.

Verification testing performed by the supplier ensures compliance with AAMI 5P10 for the blood
pressure cuff. Both of these components are not altered when assembled in the SoloHealth Station.
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K113402 SoloHealth Station

Clinical testing according to AAMI 5P10 was completed by the supplier of the blood pressure module on
the module itself. The module is not altered when assembled in the SoloHealth Station. Full AAML SP10
testing protocol was executed in Duluth, GA on the final device design and has shown that the
SoloHealth Station kiosk demonstrates compliance to AAMI SP10. Additionally, confirmatory testing
was completed with the ScloHealth Station on a limited number of subjects to ensure that the use of an
alternate cuff does not affect the results as compared to the AAMI SP10 testing on the module.

Vision Screening Validation of the SoloHealth Station demonstrates that the screenings of the
SoloHealth Station are similar to a licensed Optometrist.

In conclusion, the performance testing, safety testing, electromagnetic testing, and software validations
according to the industry standard shows that the SoloHealth Station is substantial equivalent to the
predicate devices and assures that the SoloHealth Station is as safe and effective as the predicate
devices.
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