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DEPARTMENT OFHEALTH & HUMAN SERVICES . ' Public Health Service -

o A Food and Drug Administr_,atioﬁ ’
--9200 Corporate Boulevard -

DEC.}-1 1 2002 o ~* Rockville MD 20850

Dr. Martin E. Wendelken
Hudson Diagnostic Imaging, LLC
610 Boulevard -

ELMWOOD PARK NJ

Re: K022928 ' 2 S - .
Trade Name: Hudson2020/2040/2060 Ultrasound Scanners
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: 11
Product Code: 90 IYO and I'TX
Dated: November 6. 2002
Received: November 12. 2002

Dear Dr. Wendelken:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device 1s 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 Hudson 2020/2040/2060 Ultrasound Scanners, as described in your premarket

notification:

Transducer Model Number

402198 (Hudson 2020/2040 Scanners)
410054 (Hudson 2020/2040 Scanners)
410503 (Hudson 2060 Scanners)

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



~ Page 2 -Dr. Wendclken. -

If your-deviee is classified (see above) into either class II (Special Controls) or class III (PMA),

it may be-subject to such additional controls. Existing major regulations affecting your device
¢an be found in the Code of Federal Regulatlons Title 21, Parts 800 to 898. In addition, ]FDA
may publish further announcements concerning your dev1ce in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a deternjination that your device complies with other requirements of the Act
or any Federal statutes and regulationis 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 manutacturing 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 determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information. including acoustic output measurements based on production line devices, requested
in Appendix ‘G, (enclosed) of the Center’s September 30, 1997 “Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.” If the special
report is incomplete or contains unacceptable values (e.¢.. acoustic output greater than approved
levels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer’s 510(k) number. It should be clearly and
prominently marked “ADD-TO-FILE” and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

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.

[f you desire specific advice for your device on our labeling regulation (21 CFR Part 801, please
contact the Office of Compliance at (301) 594-4591. Additionally, for questions on the
promotion and advertising of your device, please contact the Office of Compliance at (301) 594-
4639. Also, please note the regulation entitled, “Misbranding by reference to premarket
notification™ (21 CFR Part 807.97). Other general information on your responsibilities under the
Act may be obtained from the Division of Small Manutacturers, International and Consumer
Assistance at its toll-free number (800) 638-2041 or at (301) 443-6597 or at its Internet address
“hitp://www.fda.gov/cdrh/dsmamain.html™.
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If you have any questlons 1egard1ng the content of thlS letter please contact Rodrlgo C Perez at ’
(301) 594-1212. : : :

Smcerely yours,

//M/ﬂ

Nancy C. Brogdon : .
~ Director, Division of Reproductive,
Abdominal and Radiological Dev1ces
~ Office of Device Evaluation o
Center for Devices and Radiological Health

Enclosure(s)
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- 51000) Number (if known): ,Q/Déiﬁf 937

Device Name: Hudson 2020 Ultra_soun_d Scariner"

Indications For Use:
High resolutioh ultrasound imaging of wounds such as:

o Clean, closed surgical incisions

~o - Skin graft donor sites :
« Superficial wounds such as abrasmn skin tears, and blisters
« Chafed skin or irritated skin

« Ulcers—cavernous and non-cavernous

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

P

C(LA L’W o

(Division Sign- Off)

Division of Reproducnve Abdominal,
and Radiological Devices

y 510(k) Number ﬁ/f

Prescription Use__ OR Over-The-Counter Usé__
(Per 21 CFR 801.109)

(Optional Format 1-2-96)

43
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5'1.‘0(1:() Number (if 1.(n0wn).:. _ wﬂ’g‘ 7%

‘Device Name: Hudson'z'(-)4“0 Ultrésoun’d Scanner

Indiéations For Use:
High resolution ultrasound imaging of wounds such as:

« Clean, closed surgical incisions

« - Skin graft donor sites :

« Superficial wounds such as abrasion, skin tears, and blisters
« Chafed skin or irritated skin

« Ulcers—cavernous and non-cavernous

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

/W/ ﬂﬂmm—»

mw o Sign-Off)
Thvision of Reproductive, Ahdomlnal
and Radiclogical Devices/g .
p o / SRS Numbgs e COHR g2d
rescription Use ver-The-Counter Use
(Per 21 CFR 801.109)

(Optional Format 1-2-96)

14
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'Deviqe- Name: . Hudson 2060 Ultrasound Scanner

Indications For Use:

High resolution ultrasound imaging of wounds such as:

. Clean, closed surgical incisions
« Skin graft donor sites

- Superficial wounds such as abrasion, skin tears, and blisters

o Chafed skin or irritated skin

« Ulcers—cavernous and non-cavernous

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

IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

. - /
Prescription Use

(Per 21 CFR 801.109)

Y —

(Dnasan Sign-Of) o
Dision of Reproductive, Abdominal,

and Radiological Devices /'z;;zob
1 0k) Number 4 2=

OR Over-The-Counter Use L

(Optional Format 1-2-96)

45



Hudsoh 2020 Ultrasound System

, Diagnostic Uttrasaund Indications for Use Form
. Flloutoneformforeachultrasoundsystemandeachmducer
. lntended Use. Dlagnostxc ultrasound lmagmg or fuid flow analysis of the human body as follows

Clinical Application

Mode of Operaion

PWD

Color
Doppler

| Amphitude

Othec
(spacify) | (spedfy)

Felal

Abdominal

Intraoperative (specify)

Inkaaperative Newrological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Aduit Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

tntravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficiat

Other (specifyy Wounds

N

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments:
In conjunction with Wendelken / Pope scanning method and contact media.

(PLEASE OO NOT WRITE BEL OW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Prescription Use (Per 21 CFR 801.109)

Concurrence of CORH, Office of Device Evaluation (ODE)

St & Ly

Y6

(Division Sign-Off) 4

Division of Reproductive, Abdominal,

and Radiological Devices

QL)L 2

LA AT A0

O1Uk) Number /K




Hudson 2040 Ultrasound System

Diagriostic Uttrasound Indications for Use Form '
S Fill out one form for each ultrasound system and each transducer. :
Intanded Use: Diagnostic ultrasound imaging or fiuid flow analysis of the human body as follows:

Clinical A i"

Mode of Operation

Al B | m|PwD|cwD| Cokr

Ampiitude Color | Combined

.  Other
Doppler | Velocty | (spacify) | (specify)

i

Ophthalmic
Fetal

Abdominal

Intraoperative (specify)

Padiatric

Small Organ (specify)

Neonatal Cephalic

Aduit Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

fntravascutar

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Other (specify}  Wounds

N

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments:
In conjunction with Wendelken / Pope scanning method and contact media.

{PLEASE 00 NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE F NEEDED)

Prescription Use (Per

Concurrence of CORH, Office of Device

21 CFR 801.109)

41

/“::)/ & MM

(Division Sign-Off) 7
Division of Reproductive, Abdominal,

and Radiological Devicas 4
510(k) Number ___ o022 5 25




" Hudson 2060 Ultrasound System

' ‘Diagnostlc Ultrasound Indications for Use Form
‘ . Fill out ona form for each ultrasound _systém and each transduoer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

" Mode of Operation
Clinical Application Al gl mlipwolowp| cor | Ampituds | Color | Combined Other .
Doppler | Doppler | Vewocky | (speciy) | (specty)

Fetal

Abdominal

Intraoperative (specify)

hiaopetaﬁveNguobglcd

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Muscula-skeletal Superficial

Other (specifyy Wounds N

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments:
In conjunction with Wendelken / Pope scanning method and contact media.

(PLEASE 0 NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE F NEEDED)

ConwmofCDR!i,OﬂlecofDevlceM:ZﬂmE) v
4

Prescription Use (Per 21 CFR 801.109) Division of Reproductive, Abdominal,

and Radiological Devices :
§g 510K Number ) /@’ﬂg AT o




HudSon 2020 —# 402198 Transducér
8.0 Mhz Linear Array 40 mm

Duagnostlc Uttrasound Indlmtlons for Use Form ~
Fill out one form for each ultrasound systemandeachtmwducor 7
- Intended Use: D;agnosuc ultrasound imaglng or ﬂmd ﬂow analysus of the human body as. follows:

Mode of Operation

Clinical Application Al e | m|pwolowp| coor | Ampitude | Color | Combines | Othec
. : | Dopeler. |- Doppler | Velocky | (spacify) .| (spacty)

Fetal

Abdominal

Intracperative {specify)

insacpecative Neurglogical
Pediatric

Smafl Organ (specify)

Neonatal Caphalic

Aduit Cephalic

Cardiac

Transesophageal

Transcectal

Transvaginal

Transurethral

Intravascular

Pertiphesal Vascular
Laparoscopic

Muscuto-skeletal
Conventional

Musculo-skeletal Superficial

Other (specify) Wounds N

N= new indication; P= previously deared by FDA; E= added under Appendix E
Additional Comments:
In conjunction with Wendelken / Pope scanning method and contact media.

(PLEASE 0O NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE ¥ NEEDED)
Concurrence of CORH, Office of Device Evatuation (ODE)

Drid ¢ Ly s

(Division Sign-Off)
Prescription Usa (Per 21 CFR 801.109) Division of Reproductive, Abdominal,

and Radiological Devices Y
Yo 510(k) Number )22




~ Hudson 2040 —# 402198 Transducer
8.0 Mhz Linear Array 40 mm -

Dlagnosuc Lmrasound Indications for Use Form

. Flloutoneformforeach ultrasound system and eachtransducor
| !ntended Use: Dsagnoshc ultrasound imaging or fiuid fiow analysis of the human body as follows:

Clinical Application

ModedOpetaion :

Colar
Doppler

Ampiitude
Doppler

“Valocky

{specify)

: (swi‘v}v

Abdominal

intraoperative (specify)

in¥aapecative Neurclogical -
Pediatric _ :

Small Organ (specify)

Neonatal Cephalic

Aduit Cephalic

Caddiac

Transesophageal

Transcectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascidar

Laparoscopic

Musculo-skeletal
Conventional

Othex (specify) Wounds

N

N= new indication; P= previously deared by FDA; E= added under Appendix E

Additional Comments:

In conjunction with Wendelken / Pope scanning method and contact media.

(PLEASE OO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE ¥ NEEDED)

Concurrence of CORH, Office of Device

Prescription Use (Per 21 CFR 801.109)

50

(Division Sign-Off) 7

Division of Reproductive, Abdominal,

and Radiological Devices
510(k) Number

0225 y




Hudson 2020 —#410054 Transducer. . |
6 0—S8. 0 Mhz Linear Array 60 mm .

Dnagnostlc Ultrasound Indications for Use Fonn
Fill out one form for each ultrasound systemand each transducer.
Intended Use: Diagnostic ultrasound imaging or fluid flow analys;s of the human body as follows:

Glinical Application Aalslm

PWD.|cwD _ C °
- | Doppler Doppler Velocity (spacify)

Mode of Operation

- (specify} -

Fetal

Abdominal

Intraoperative (specify)

hiaopetaﬂveNeuobgy

Pediatric

Smafl Organ (specify)

Neonatal Cephalic

Aduit Cephalic

Candiac

Transesophageal

Transrectal

Transvaginal

Transurethral

intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficiat

| Other (specify)  Wounds N

N= new indication; P= previously deared by FDA; E= added under Appendix E

Additional Comments:

In conjunction with Wendelken / Pope scanning method and contact media.

(PLEASE OO0 NOT WRITE BELOW THIS UINE - CONTINUE ON ANOTHER PAGE ¥ NEEDED)

Concurrence of CORH, Office of Device Evstuation (ODE)

Prescription Use (Per 21 CFR 801.109)

S

o, Am

(Dnasion Sign-Off)
Division of Reproductlve Abdominal,

and Radiological De
510(k) Number vices M«Qﬂ ?ﬂ }?




Hudson 2040 —# 410054 Transducer -
6.0— 8.0 Mhz Linear'Array 60 mm
Diagnostic Uttrasound Indications for Use Form
. Fill outoneformforeach ultrasound systemand each transducer.
Intended Use: Dlagnostic uitrasound Imaglng or fluid flow analys;s of the-human body as fdlows: ’

uod.ofOpemion

Clinical Application AB.MFWDCWDCoberiuIdeCdorCmbhed_()(t\er
. - : : Doppler | Doppler. | Velocky | (specify) | (specify)

Ophthalmic

Fetat

Abdominal

Intraoperative (specify)

inaoperative Neurclogical

Pediatric

Small Organ (specify)

Neonatal Cephalic

Aduit Cephalic

Candiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Infravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Muscukr-skeletal Superficiat

Other (specify) Wounds N

N= new indication; P= previously deared by FDA; E= added under Appendix E
Additional Comments:
In conjunction with Wendelken / Pope scanning method and contact media.

(PLEASE 0O NOT WRITE BELOW THES LINE - CONTINUE ON ANGTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evaluation {ODE)

(?)rvision Sign-Off) %

Prescription Usa (Per 21 CFR 801.109) Division of Reproductive, Abdominal,

SR -l 0




Hudson 2060 —3# 410503 Transducer
S. 0—10 0 Mhz Lmear Array 40 mm

'Diagnostlc Ultrasound I'ndlcatlons for Use Form
Fill out one form for each ultrasound system and each transducer.
lntended Use: Diagnostic ultrasound i lmaglng or fluid flow analysus of the human body as fotlows

llodeofOperaion

Clinical Application Al B vm]lPwo|CoWwD| Colr |. Ampiitude Coloe | Combined | Other
A » Ooppler | Doppler | Velocky | (specily) | (speciy)

Ophthalmic

Fotal

Abdominal

intraoperative (specify)

Inraopecative Newrological

Pediatric

Smal Organ (specify)

Neonatal Cephalic

Aduit Cephalic

Camdiac

Transesaphageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal Superficiat

Other (specifyy Wounds N

N= new indication; P= previously dleared by FDA; E= added under Appendix E
Additional Comments:
In conjunction with Wendelken / Pope scanning method and contact media.

{PLEASE 0O NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE I NEEDED)
Concurrence of CORH, Office of Device Evaluation (OOE)

Evision Sign-Off)
Prescription Use (Per 21 CFR 801.109) Dsion of Reproductive, Abdominal,

S3 owvent L) G4 I4]




