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Wauwatosa, WI 53226
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Regulatory Afttairs Manager

GE Healtheare, GE Medical Systems Ultrasound and Primary
Care Diagnostics, LLC.]

T:(414)72)-4214

F(414)918-8275

Jim Tumer

Regulatory Affairs Manager America’s Service

GE Healthcare. GE Medical Systems Ultrasound and Primary
Care Diagnosties, LLC ’
T{(262) 544-3359

F:(414)908-9225

LOGIQ P6/T6 Pro BT'11 Ultraseund System

LOGIQ P6/P6 Pro BT11

Class Il

Ultragonic Pulsed Doppler Imaging System. 21CFR 892,1550 90-1YN

Ultrasonic Pulsed Echo Imaging Systemn, 21CFR 892.1560, 90-IYO
Diagnostic Ulirasound Transducer, 24 CFR 892.1370, 90-ITX

K073297 GE LOGIQ P6 Ultrasound System
K09221 GE LOGIQ E9 Diagnastic Ultrasound System

The subject device consists of a mobile console with keyboard,
specialized controls, a color video LCD display with electronic-
armay transduccrs. It has the same general appearance. dimensions
and weight as the unmodified device, it is a Track )} general-
purpose imaging and analysis system providing real-time digital
acquisition, processing and display capability intended for
weneral mdiology imaging and evaluation with some cardiology
and vascular applications.

The device is & general-purpose ulrasound system. Specific
¢linical applications and exatn types include:  Fetal, Alxlominal
(renal & GYN/pelvic); Pediatric; Small Organ (breast, testes.
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Technology:

Determination of

GE Healthcare
510{k) Premarket Notification Submission

thyroid), Neonatal Cephalic; Adult Ccphalic; Cardiac (adult and
pediainc).  Peripheral  Vascular  (PV);  Musculo-skeletal
Conventional and Superficial; Urology (including prostate);
Trunsesophagea! (TE); Transrectal (TR); Transvaginal (TV); and
Iniraoperative tabdominal, thoracic, vascular and neuro.

The LOGIQ P6 BT1i employs the same {undamental scientific
technology as its predicate deviccs.

Sumnry of Nop-Clinica| Tests:

Suhstantial Equivalence:

Cunclusion:

The deviee bas been evaluated for acoustic output,
biocompatibility, cleaning and disintection effcctivencss as well
as thermal, electrival, electromagnetic, and mechanical safcty,
and has becn found to conform with applicable medical device
safety standards. The LOGIQ P6/P6 Pro and its applications
cumply with voluntary standards as detailed in Section 9, 11 and
17 of this premarket submission. The following quality assurance
measures were applied to the development of the system:

. Risk Analysis
Requirements Revicws
Design Reviews
Testing on unit level (Module verification)
integration testing (System verification)
Final Acceptance Testing { Validation)
Perfarmance testng (Verifieation)

. Safety testing (Verification)
Tronsducer materials and other patient contact materials are
biocompatible.

Summary of Clinical Tests:
The subject of this premarket submission. LOGIQ P6/P6 Pro, did
not rcquire clnjcal studies to suppornt subsiantial equivalence.

GGE Healthcare considers the LOGIQ P6/P6 Pro to be as safe, as
effective, and performance is substantially equivalent to the
predicate device(s).
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Food and Drug Administration
10903 New Hampshire Avenue
Document Mail Center - W066-G609
Silver Spring, MD 20993-0002

Mr. Bryan Behn onT -5 M0
Regulatory Affairs Manager

GE Healthcare ,

GE Medical Systems Ultrasound and Primary Care Diagnostics, LLC

9900 Innovation Dr.

WAUWATOSA WI 53226

Re: K101874

Trade/Device Name: LOGIQ P6/P6 Pro BT11 Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system

" Repgulatory Class: 1II
Product Code: TYN, IYO, and ITX
Dated: July 26,2010
Received: September 10, 2010

Dear Mr. Behn:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we 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). 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.

This determination of substantial equivalence applies to the following transducers intended for
use with the LOGIQ P6/P6 Pro BT11 Ultrasound, System as described in your premarket
notification:

Transducer Model Number
i12 38p
ML6-15 5Sp
4D8C 6Tc
4D5C-L 11L
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If your device is classified (see above) into either class 11 (Special Controls) or class 111 (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your dev1cc in the Federal Register.

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); 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. -

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

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/CODRH/CDRHOQfices/ucm 115809.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 reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Lauren Hefner at
(301) 796-6881.

Sincerely yours,

Idd D EHo Lo
David G. Brown, Ph.D.

Acting Director |

Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)
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510(k) Number (if known): KI10(874

Device Name: LOGIQ P6/P6 Pro BT11
Indications for Use:

The device is a general-purpose ultrasound system. Specific elinical applications and
exam types include: Fetal; Abdominal (renal & GYN/pelvic); Pediatric; Small Organ
{breast, testes, thyroid): Neonatal Cephalic; Adult Cephalic; Cardiac (adult and pediatric):
Peripheral Vascular (PV); Musculo-skeletal Conventional and Superficial; Urology
{including prostate); Transesophageal (TE); Transrectal (TRY; Transvaginal {TV); and
Intraoperative (abdominal, thoracie, vascrlar and neuro),

Prescription Use ¥_ AND/OR Over-The-Counter Use Na_
(Part 21 CFR 801 Subpart D) . {Part 2] CFR 801 Subpart C)

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

Coneurrence of CDRH, Office of In Vitro Daagnostic Devices (OIVD}

{
ﬁ L) At 4/ é B‘b LI
(Division Sign-Off)
Division of Radiological Devices
Office of In ¥itre Diagnestic Device Evalnation and Safety

510(k) Number Alol g jC,/

Page 1 of 1

iy 7‘/
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Diagnostic Ultrasound Indications for Use Form
GE LOGIQ PE/PS Pro Ultrasound Sysiem

Inlended Use: Diagnostic ultrasound imaging or Ruid flow analysis of the human body as folows:

Chrical Application Moge of Jperazon ]
AnstonyRegion of glyg PW CW | Calor | ColorM | Power
inferest * | Doppler ! Doppler | Coppler | Doppler | Doppler
| Ophthaimic )
Fala! | Obsletrcs
Abgominall!l
|_Pediairic
| Small Grgan™

Neonalal Gaphalg
Adul Cephatic
Cardiac*
_Peripheral vacaular
Muscuk-skelela|
Conventional
Muscufo-skeletal PIP]P P
Superficial
Olhertt PiP|P P P 3 P 3 P P P
Exam Tyoe, Means of Accnas
| Transescphagesl PiP|P P P M P P i

)

bined| Hamwric] Coded | Other
Imaging | Pulse -

]

P |6}
P.l6)
{6]

6]
16l

T O 9 VO T VDO
| w| 0l vl v w W W D
W B} O D] V| O] O] T, 0

U YU T TV D Y DDV
OV T U TV V| V] 9|0
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!
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Transractd
Transvagingt PiP]|P P P P P P P

Transurethera)

Iniraoperativetl
¥ goperative PIP[P P P P P [ 2] 16]
| Hauological
Iniravascirar
|_Laparoscopic
N = ngw indication, P = proviously cleared by FDA E= = atided under Appendix E
Notes' (1} Abdominal iniyges renal, GYN/Pelvic
[2] Small organ incluces breast, tesles. and thyoid.
[} Cartiac is Adwit and Pediatic
[4] Ciher use includes Urology/Prastate
[5]triraoperative indudes abdominal, thoracic (cardiac), ana vascular FV).
[€] Elastography Imaging
[ Combined moges are Bikd, BXCalor M, BiPYWO or CWD, BiColorPw or CWD, BiPowerP Wi,
("} Othier mode is 4D 1 Realime 3D
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Concurrance of CORH, Offica of Device Evaluation (ODE)

Prescription User (Per 21 CCR RO1.109)

DI bor David & Brawse

(Dmsnon Sign- Oi"f]D
Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

ALO1 54
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Diagnostic Uitrasound Indications for Use Form
GELG

ucer

Intended Lise: Diagnoslic ultrasound imaging of fluid fow analysis of the human body as follows:

510(k) Premarket Notification Submission

Chincal Apiication

Andtomy/Region of
interest

Irade of Operation

PW

Dopplet

Cw
Doppler

Doppier

Dopplar

Color | Color M | Power (Combined]ifamoric| Coded

Doppler| Modes™ | Imaging | Pulse

Other

-

Ophthalmec

Felal/ Dbslatrics

Abdominalt!i

imlmm

Small Organkl

| Neonatal Cephaic

Adult Cephalic

CavdiacH!

Paripheral Vascular

Musculo-skeletal
Cunventonal

Musculo-skeketal
Superficial

Otheri!

Etam Typo, Maans of Access

Transesophageal

Transieclal

Transvaginal

Transuretheral

Iniragperativel®l

Intraoperainve
Neurgipgical

Intravascular

L aparoscopte

N = uew indication: P = previousty deared by FDA (Loyig @ K0I0SMY;

Notes.  [1] Abdeminal includes renal, GYN/Pelvic

[2) Smail ergan includes breas, esles, and thyroid,
[9) Cardiac is Adull and Pediatric

14} Other use mchudes UrclogyProstate

E - added under Appeedix B

5] intraoperative includes abderninal, thoracic {cardiac), and vascular {PV}
i) Combined modes are &/M, B/Color M, BIPWD or CWO. BiCalorPWD or CWD, BPowerPWD.
11 Other made is 4D / Realime J0 ’

Concurrence of CORH, Office of Davice Evaluation (ODE)
Prexcription User {Per 21 CTFR R01.109)

M@ﬁ% Qf ﬂ;u)/é@»faww

{Oivision Sign-Off)

Division of Radiological Devices

Office of In Vitro' Diagnostic Device Evaluation and Safety

sk JAIOI 5 X/




(E Healthcare

510(k} Premarket Notification Submission

Dingnostic Ultrasound Indications for Use Form

Gl

LOGIQ PG wit

5Tr ucar

Intended Use: Diagnostic ultrasound imaging or fiuid fow aralysis of the human body as follows:

Clinca! Applization

Anatomy/Region of
inferas!

Mode cf Operation

PW
Doppler

cw
Doppler

Colot
Dopglar

Color M
Dappler

Power
Doppiet

Modes'

Combined

Hamnonic
Imaging

Coded
Puksa

Other

| Opthaine

Fetal 7 Dbstetrics

Abdomunall

Hed.atric

v

[6)

| 5mad Organt

6]

Neongtal Cephalic

Aduft Cephac

Cardiackl

Peiipherat Vascular ©

[6]

Muscule-sketetal
| Conventenal

Muscuia-shelelal
Superkcal

Qthest4

Exam Typa, Means of Access

Transesophageal

Transrectal

Transvayinagl

| Transuretheral

Intraoperative™!

Inkaoperative
Neurckaical

Intravaseutar

|_Lapavoscopi

Nor new indicahon: ¥ = previously cleared by FOA (LOGIQ EY KOWZ2T71): E - added under Appendin €

Noles:

{1} Atndorminal includes ranal. GYNPevc

[7! Smadl orpan inchutes. bsas), testes, and ryroid
{2} Cardizc|s Adutt and Pediaine

[d] Cther usa induses Liriogy/Progiste

[5] inraopet atve incudes abdamna, thoracic (cariac), ard vastelar PV}
6] Etaslograpny uneging
1 Corened modes ae 8. B/Color M, B/PWD o CWD, B/ColorPWD o CWD. BrPowts!MWD.
{7} ¥ner mode ks 4D / Raalime JD

Cancumence of CORM, Offlce of Device Evalustion (ODE]
Prescription User (Per 21 CFR %01.109)

M/ﬁm A jpwi/ 68@\6\);\;

Division of Radiological Devices
Offica of In Vitro Diagnastic Device

Al 574

Evaluation and Satety

510K
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510(k) Premarker Nutification Submission

Diagnostic Ultrasound Indications for Use Form
GE PG wl Tran r
Intended Use: Diagnoslic ultrascund imaging or fluid flow analysis of Ihe human body as follows:
Cinical Apphation | Node of Opesation
AnatomyRegion of g |m] Pw | oW [ Color [ Coor Power [Comeined|Hamenic] Coded | Othe:
Inferest Doppler | Doppler | Doppler | Doppler | Doppler] Modes” | Imaging | Pulse -
Optthalmc ] . B
Felal / Obstelrics
Jmmnd'l
Pedialne PP [P [ P P P P P e
| Small Organk!
Neonalal Cephalic
Adult Cephalic
Cardag
Periphetal Vascutar
Musculo-skeletal
| Conventianal
Muscubo-skeletar
Supestical
QOtherl
|_Exam Type Msans of Agress
| Transesophageal
Transrectal

Transvaqingl |
Transuretheral
Infragpesativell
Intraoperative
| Neurological
Intravascuar
| Lapasoscopic _ — !
N = new indication; F —proviously clearod by FDA (LOGIQ 2 Kb 1129); E = added under Appendix F
Netes (1] Abxiominal incluces renal, GYNPelvi

12| Small argan nGiuges bieast, festes, and thyro

[B] Cardiar s Adult and Pegiatre.

[4] Other use includes UrlogyProsiate

[5] invacperatve ncudes abdominal, thoracic cardiac), and vascular PV).

{1] Combinad modes are &M, B/IColor M, BIPWD or CWD, BTolaPWD or CWD, BPower/PWD
1™10thar mode is 40/ Reallime 30

[PLEASE DO NQT - 1
Concurrence of CORH, OMce of Device Evaluation (ODE)

Prescription Uiser {(Per 21 UFR 801.109)

{DiviskoR, Sign-Oft)

4(-\ D¢ dc(/ 6 &() IATY)
Divigion of Radiological Devices
Office of n Vitro Diagnostic Device Evaluation and Satety

w1101 Y74
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510(k) Premarket Notification Subunission

Diagnostic Ultrasound Indications for Use Farm

GE LOGIQ P8 with 4D5C-1 Transdyger

Intended Use: Diagnoslic ultrasound imaging or Nuid flow analysis of e human bady as follows:

Chmcal Application Mode of Operation
AnatomyRegion of B lwm| PV | OW | Coor | ColrM | Power [Comtnes|Hamoric| Ceded | Othen
Interest Doppler | Doppler | Doppler| Doppler | Doppler] Moces' | Imaging | Pulse -
Qphthalmic
Fetai/ Chstetries
| Abdominal
FPediatnc
Small Omanit
Naonatal Cephaiic
Acul vephake
Candiachi
Petipheral Vasculd
Musculo-skeletal

Conwenlional

Musculo-skeletal
Superficial
Oihed?! EJE|E E E E E E E E

Zxon Type. Means of Accoss
Tr h 1

Transsecial
Transvaginal
Transwetheral
|_ntracperatvesl
Inlraoperatve
| Neurological
Intravaseular
Laparoscogic |
N = new ndication, P - previously clearcd by FDA: E - added under Appendix E
Noles'  [1]) Abdominal includes renal, GYNIPehic
[2] Smatl ergan includes breasl, Iesles, aad tyroid.
13] Cardiat: s Adedt and Pediatric,
[4] Other 12 includes Urology/Prostate
15| intraoperalve Includes abdominal, thorse {eardiac). and vaseular [PY).
|} Cembined modes are B/M, S:Cokrs, BIPWD or CWD. B/CowPWD or CWD, BFPower WD
[*) Other mode is 40 { Realtime 30

mjm
m
m
m
m
m
m
m

m
m
m
m,
m
m
m|
m
m
m

Concurmence of CORH, OfMice of Dyvice Evaluation (ODE)
Prescription Liser (Per 21 CVR 801.109)

21

M@%Mﬁ Davicd G B

Division of Radiclogical Devi
_ Divisic evices
Office of In Vitro Diagnostic Device Evaluation

510K rl/\ [0y ?7C/

and Safety




GE Healthcare
51¢k) Premarket Notification Submission

Diagnostic Ultrasound Indicatipns for Use Form
GE 1Q P6 CRF ucer
Interded Use: Diagnostc ulirasound imaging or fluid flow analysis of the human hady as follows:
Cinical Aplication | Moda of Operation

AnatomyRegron of Blwm| PW CW | Cofor | CoiorM | Powar (Combined|Hammenic| Coded | Other
Interest Dopnler| Ooppler | Dappler| Doppler | Dopplet) Modes® | Imaging | Pusse b
Ophthalme
Felal{ Obsleres pir|P PP P_IF P P

Abdominall!l P PP e ] P P P P
Pediatric

Smad Organ2!

Neonatal Cephalic

Adutt Cephalic
CardiacP!
Petipheral Vascular

Musculo-she'elal
Conventional

Musculo-skelatal
Superficial

Otherhl PIP]|P P P P P P P

Exam Type, Mears of Access

Transesophageal

Trangrectal

Transvaginal

Transuretheral

Intraopetativet)

Irfraoperalive
Neurglogical

Intavastuly

| Laparoscopic

N =npew indicanon; @ - previnusly cleared by FDA(LOGIQ £9 Ku92271); E = udded under Appendin
Nates:  [1] Abdominal inchudes rengl, GYN/Pelve

[?] Small organ includes breasl, lesles, and fyroid.

[3) Cordiag is Adull and Pediatre

{4] Other use includes Urolegy/Prostate

[] Intracperatve wdudes abdoming. thorgcic (cardiac), and vascular (PY)

['} Combined modes ara B/, RiColor M, BPWD or CWD, B/CoioriPWD or CWD, B/Power/PWD.

1™ Qther mode is 40 / Reatime 3D

Concurrgnce of CORM, Office of Device Evaluation (ODE)
Preseription User (Per 2) CFR 801.109)

22

‘ L6 2
4ﬂM// @ @%\m 467 @aur & Frown
i (Division Sign-Cff)
Division of Radiclogical Devices
Office of In Vitro Diagnestic Device Evaluation and Safety

510K K ln[?’)c;/
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Diagnostic Ultrasound Indications for Use Form
E P8 with 3Sp Transd

Intended Use: Diagnestic ultrascund imaging or fluid fow analysis of (he human body as loows:

Chnical Application Mode of Dperation
Angtomy/Region of alw| PW Cw [Color Color M [ Power (Combired| Harmonie) Coded | Other
Interast Dopofer | Doppler | Doppler| Doppler | Dappler| Modes' | hinaging | Pusa i
Cphthalmic
Fetal ! Qbstetrics
I abcerminallt E[EJE |E E |E E [E E E
| Padiame '
Small Crganl?! .
| Neonatal Cephalic
Adult Cephaic E|EVE E E E [ E E E
Cardiac E|E|E E E E 3 E E E
Peripheral Vascurar
Musculo-skeletal
Cooventional
Musculo-skelatal
| Superficial
Qthert
Exam Type. Means of Arpess
Transesophageal
Transrectal

| Transvaginal
Transuretherd
Intraaperatrve™
Inlraoperative
|_Neurofogicat
Infravascular
| Laparoscopic ;
N = new indication; P previousty cleared by FDA; £ - added under Appendix £
Notes: (1] Abdominal ichudes renal, GYNPelvic

|2] Small oeqan includes breast, testes, and (hyroid

[3] Cardiag is Adull and Pediainc.

[4] Other use icudes UrologyProstate

[5] Invaaparative includes abdamina!, thoraci: (cardiac), and vascular {PV),

[ Combined modes are 8. BICclor M, B/PWD o CWD, B/ColoPWD or CWD, B/PowerPWD

™ Olhes made i 4D f Realtme 30

{PLEASE BO ¥, .
Concumenca of CDRM, Office of Device Evaiustion {QDE)

Praxcription User (Per 21 CFR 801.109)

14
M%._ - )awr‘/ 6 5/&&35;
{Division Sign-Cffy

Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

v L4181 5/




GE Healthcare
510(k) Premarket Notification Submission
Diagnostic Ultrasound Indications for Use Form

GE LOGIQ P with 5Sp Transducer
Intenced Use: Diagnastic uitrasound iraging o fluid flow analysis of the human body as follows:
Ciimeal Apphcabion Mode of Dperation

Analomy/Region of Blmi PW cw Color © ColorM | Power [Combined| Harmonc| Coded | Cthar
Intgrest Doppler | Dopples | Doppler| Doppler | Coppler[ Mades™ | Imaging | Pulse -

Ophthatmic __{

Fetal I Obstedrics

Abdominalty : 4
| Padiatn E|E|E E E E E E E E

Smak Grgankt

Naonatal Cephaie
aduf Cephaic E[E|E E_ |E € E E E E
| cadiac® E|E[E E E E E E E

Penpheral Vascuar

Musgulo-sketetal
Cenventionsl

Musculo-skeletal
Superficial

Othert¥

Exam Type. Means of Access

Fransesophagenl_

Trangredlal

Transvaginal

Transurelhierah

Intraoperative™

Inraoperative
Neutologcal

| Infravastutar )

Eaparoscopic

N = pew indicalion; P - previowsly clearad By FDAL E = added under Appendix E
Notes.  {1] Abdominal incluaes renal. GYN/Pelvic
{2] Small organ includes treast. tEsles, and thyrcid.
{31 Carchac is Adult and Padiatic
[4] Other wse nciudes UrologyiProstate
(5] 'ntracperative wdwdes abdomind, Iharacig {cardiac), ano vescuar (PV).
11 Combined modes are B/M, B/Colot M. BFWD or CWD, B/ColonPWD o CWD, BPoweliPWD.
{*) Cher mode 1s 4D / Reatme 3D

_Mmamwmmmﬁwmm

Concurrence of CORH, Office of Device Evaluation (ODE)}
Prescription User (Per 21 CFR 801.109)

24

it gJ 6, B’OOJ@
(Division Sign-Cif)
Division of Radiclogical Devices

Office of In Vitro Diagnostic Device Evatuation and Safety

810K /{/0/5’-75/




GE Healithcare

510(k) Premarket Nolification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOG[Q P8 with 8Tc Transducer

Intended Use: Diagnostic ullrasound imaging or fluid fow analysis of the human bady as follows:

CincalAppbcavon | Mode of Uperation ]
AnataimyiRegion of R (M Pw | cW | Caor | CoiorM | Power [Combined|Hamonic] Coded | Other
Intates! Doppler | Doppler | Doppler | Doppler | Doppler| Modes' | tmiaging | Pulse b
| Optthalmic
| Felal / Obsleines
Abdarmuralll
Pediatric

Smal Organk!
heonata Cephakic
Aduk Cephalic
Cardiag PlPIP P P P P P P P
Peripheral Vascula

Musaso-sheletal
Conventienal

Musculo-skelata:
Superficial
Othertd

Exam Type. Means of Access
Transesophagedt i i P e P il P il il
Transseclal
| _Transvaginal
Transuretherai
Intragperatre

Intraoperative
Neuralogical
Intravascular

N = uew indication; P = previous!y cleared by FDA{LOGIO) B K092271): E ~ added under Appendix E
Nates: 1) Abcdommal includes renal, GYNPelde

[2) Smakamgan includes vesst, tesles. and thyred

Bl Cardac 15 Adult and Pediatic

[4) Qther use incluces Urology/Prosiate

5] ‘miraoperalive includes abdoininal, thorace (cardiac), and vascular (PV).

[ Coinbined mades ara BrM. BiColor M, BIPWD or CWD, BiColorP W0 ar CWE, BrPowerPWD,

[ Other niede 1 4D ¢ Reattime 3D

¥l -
Concumence of CORH, Office of Davice Evalustion (ODE)
Prescriplion User (Per 21 CFR 801.10M)

25

Tl DK 8. D 6 Bross,

Divie (Di;rision 8ign-0ff)
HISIon of Radiological Devices
Office of in Vitrg nostic Davice Evaluation and Safety
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Diagnostic Ultrasound Indications for Use Form

GE LOGIQ P6 with 111 Transducer
Intendeqd Uise: Diagnostic ulirasound imaging of fluid Now analysis of the human body a8 follows:

GE Healthcare

510{k) Premarket Notification Submission

Cinical Application Mode ol Operation
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| Adu Cephalic
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Musculo-skeletdl
Coaventional

Muscuo-skelelal
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Exam T‘vE Means of Accass . J

Transesophageal

Trarsrectal

Trangvaginal

Transyretheral

| Intranperatvel™

Intraoperative
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Inlravassufar

Laparoscopic

N = pew indication; P = pmiouslf\ae—artd by FDA(LOGIQ ES KO922713; E = added under Append:x E
Notes:  [1] Abdominal includes renal, GYN/®eic

12) Small prgan includes braast, testes, and thyrald

[3] Cardiac is Adull aid Pediatrc.

(4] Otner use includes Uiningy/Prostale .

5] iniraaperative inckedes abdominal, thatacic {cardiac). and vascdlar (PV)

[8] Elaslogaphy Imaging

[ Combined modes are B/M. BIColor M, B/FWD or CWD, B/CalanPWD o CWD, B/Power[PWD,

{j Cthes mode is 401/ Reatime 1D .
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Diagnostic Ultrasound Indications for Use Form

GE LOGIQ P6 with BE9CS Transdiicer
Inlended Use: Diagnostic ullzasound imaging or Auid llow analysis of lhe human body as lollows:

Clnical Appiication

Mode of Operation
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{3] Carchac 15 Adull and Pediainc.

14] Other use inzludes Uiology/Prostate

15] Intraoperative indudes abdominal, Ivuracic {cardiac), and vascutar (PY).

|6] Elaslography Inaging
"] Combined (modes are BiM, iColor M, BIPWO o CWD), BICoiorPWO or CWD, BPower™ WD
[™] Other muode is 40  Reathme I -

Presciption User (Per 21 CFR 801,109}
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:
N uew indication; P = previously cleared by FDAgminor modification o BESC): E = added under Appendix E
{1] Abdomingt incluces renal, GYNiPehic

12) Small organ ncludes breasl, lestes, and Lhyroid,




