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EXHIBIT 2
510(k) Summary

Pishon High Tech Co., Ltd
2nd Floor, Moeller building 403-1, Daebang-dong, Dongjak-gu,
Seoul, 156-020, Korea
Phone: 82-2-826-1750
Fax: 82-2-826-1724

July 12, 2006
Contact: Y.Y. Park, Managing Director

1. Identification of the Device:
Proprietary-Trade Name: SERENO Electronic Stethoscope
Classification Name: Electronic Stethoscope, Product code DQD
Common/Usual Name: Electronic Stethoscope

2. Equivalent legally marketed devices 3M™ Littmann™ Electronic Stethoscope (K003723),
JABES Electronic stethoscope (k031446)

3. Indications for Use (intended use) The SERENO Electronic Stethoscope is intended for
medical diagnostic purposes only. It can be used for the amplification of heart, lung and other
body sounds with the use of selective frequency and can be used on any patient undergoing a
physical assessment.

4. Description of the Device: The SERENO electronic stethoscope is intended for use as a
diagnostic aid in patient diagnosis and monitoring, The SERENO electronic stethoscope
amplifies sounds up to 20 times bigger than ordinary acoustic stethoscope in a broad
frequency range including a range higher than the traditional diaphragm mode. It looks
similar to the traditional stethoscope including parts like a probe head, binaural pipes and ear
tips. It has four (4) buttons on the top of the chest set (opposite to the probe). Each of the
buttons has a function of controlling the modes, volume up/down and power on/off. As an
electronic stethoscope, it needs two (2) batteries (AAA type, 1.5V) to operate. The
stethoscope has automatic power off function for longer battery life and has a LCD display to
show volume level, frequency mode and low battery indicator. With the enclosed audio cable,
utilizing a personal computer, the user can store sound signals in the PC and transmit
diagnosis data via e-mail. 'This stethoscope is a stand-alone unit, has no software and
operates using an analog audio system with a digital timer for power saving and a digital
control for the volume and the filter mode selection. It can be connected to audio input of a
sound card in a computer to use the PC software functions. However, the software does not
operate nor control the stethoscope in any manner. In fact, the stethoscope's audio output can
be connected to any ordinary audio equipment such as a cassette recorder, a hi-fi audio
component and portable audio..

5. Safety and Effectiveness, comparison to predicate device. The results of bench and user
testing indicates that the new device is as safe and effective as the predicate devices.
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6. Substantial Equivalence Chart

Device name

Predicate Devices

New Device

3M Littmann Electronic
stethoscope,
Model 4000(K003723)

JABES electronic
stethoscope (K031446)

SERENO electronic
stethoscope

Classification

Electronic Stethoscope

Blectronic Stethoscope

Electronic Stethoscope

Name
Applicant 3M GS Technology Co,, Lig | 70" FIgh fech <o
Bell{20-200Hz), Bell{20-500Hz), Bell(20-450Hz), _
Frequency Diaphragm|(100-500Hz) Diaphragm(200-800Hz) Diaphragmi{200-1,200Hz)
Response Mode Extended range: Extended range: Extended range:
(20-1,000Hz) {20-1.00CHz {20-1,500Hz)
Up to 18fimes Up to 18times Up to 20 times

Amplification

amplification

amplification

amplification

Display heart rate Yes No No
Permits data
transfer of stored Yes No NG

digital signal to
BM-Compatible PC

Volume control

8 Steps Volume conirol

12 Steps Volume control

12 Steps Volume confrol

Energy source

Two(2) AAA alkaline
batteries

Two(2) AAA alkaline
batteries

Two(2) AAA alkaline
batteries

Manual

On/Off button
Automatic shut-off
by elactronics

Yes

Yes

Yes

Low Battery
indicator

Yes

Yes

Yes

7. Conclusion

After analyzing bench, electrical safety, EMC, and user testing data, it is the conclusion of
Pishon High Tech Co., Ltd., that the SERENO Electronic is as safe and effective as the
predicate device, has few technological differences, and has no new indications for use, thus
rendering if substantially equivalent to the predicate device.

Page 2 5.5
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

' 06
Pishon High Tech Co., LTD 0CT 16 20

¢/o Mr. Daniel Kamm, P.E.
Regulatory Engineer

PO Box 70(07

Deerfield, IL 60015

Re: K062481
Trade Name: Sereno Electronic Stethoscope
Regulation Number: 21 CFR 870.1875
Regulation Name: Stethoscope
Regulatory Class: Class 11
Product Code: DQD
Dated: August 22, 2006
Recetved: August 24, 2006

Dear Mr. Kamm:

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 II (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 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 - Mr. Daniel Kamm |

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 Section 510(k)
premarket notification. The FDA finding of substantial cquivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
“Misbranding by reference to premarket notification” (21CFR Part 807.97). 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
(240) 276-3150 or at its Internet address http://www.fda.govicdrh/industry/support/index.html.

Sincerely yours,

Bram D. Zuckerman, MD

Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use

510(k) Number (if known): LOlr 245G (
Device Name: Electronic stethoscope (Model: SERENO)
Indications for Use: The SERENO Electronic Stethoscope is intended for medical diagnostic

purposes only. It can be used for the amplification of heart, lung and other body sounds with the use
of selective frequency and can be used on any patient undergoing a physical assessment.

Prescription Use_ X ‘ AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

r

(Divisi% Sign-0f)

Division of Cardiovaseular Davices

510(k} Number,__ L 04 f [

Page 7 of 168
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Food and Drug Administration
9200 Corporate Boulevard
Rockvill: MD 20850
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Pishon High Tech Co., LTD OCT 16 20

¢/o Mr. Daniel Kamm, P E.
Regulatory Engineer

PO Box 7007

Deerfield, IL 60015

Re: K062481
Trade Name: Sereno Electronic Stethoscope
Regulation Number: 21 CFR 870.1875
Regulation Name: Stethoscope
Regulatory Class: Class 11
Product Code: DQD
Dated: August 22, 2006
Received: August 24, 2006

Dear Mr. Kamm:

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 pfior to May 28, 1976, the enactiment 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 11 (Special Controls) or class [11 (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 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 — Mr. Daniel Kamm

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 Section 510(k)
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 the market.

If you desire specific advice for your device on our labeling regulation (21 CER Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
“Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Smali
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda. gov/edrh/industry/support/index.html,

Sincerely yours,

Bram D. Zuckerman, MD

Director

Division of Cardiovascular Devices
Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use

510(k) Number (if known): KO&;‘#?/
Device Name: Electronic stethoscope (Model: SERENO)
Indications for Use: The SERENO Electronic Stethoscope 15 intended for medical diagnostic

purposes only. Tt can be used for the amplification of heart, lung and other body scunds with the use
of selective frequency and can be used on any patient undergoing a physical assessment.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart )

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

T

(O Zisi% Sign-Ot)

Division of Cardiovaseular Devices
510(k} Number_ ,)‘ 0L4E].

Page 7 of 168

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-7.96-8118 }
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Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd,.

August 30, 2006 Rockville, Maryland 20850
FPISHON HIGH TECH CO., LTD. 510(k) Number: K062481

C/0 KAMM & ASSOCIATES Received: 29-AUG-2006

P.O. BOX 7007 Product; SERENC ELECTRONIC
DEERFIELD, IL 60015 STETHOSCOPE

ATTN: DANIEL KAMM

The Food and Drug Administration (FDA), Center for Devices and
Radiological Health (CDRH), has received the Premarket Notification,

{510(k)}, you submitted in accordance with Section 510(k) of the Federal
Food, Drug, and Cosmetic Act(Act) for the above referenced product and
for the above referenced 510{(k}) submitter. Please note, if the 510(k)

submitter is incorrect, please notify the 510(k) Staff immediately. We
have assigned your submission a unique 510(k) number that is cited above.
Please refer prominently to this 510(k) number in all future
correspondence that relates to this submission. We will notify you when
the processing of your 510(k) has been completed or if any additional
information is required. YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL
DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA ALLOWING YQOU TO DO SO.

Please remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (DMC) (HFZ-401) at the above
letterhead address. Correspondence sent to any address ofther than the
one above will not be considered as part of your official 510 (k)
submission.

Please note the following documents as they relate to 510(k) review:
1)Guidance for Industry and FDA Staff entitled, "FDA and Industry Actions
on Premarket Notification (510(k))Submissions: Effect on FDA Review
Clock and Performance Assessment". The purpose of this document is to
assist agency staff and the device industry in understanding how various
FDA and industry actions that may be taken on 510(k})s should affect the
review clock for purposes of meeting the Medical Device User Fee and
‘Modernization Act (MDUFMA), Please review this document at

www, fda.gov/cdrh/mdufma/guidance/1219.htnrl. 2)Guidance for Industry and
FDA Staff entitled, "Format for Traditional and Abbreviated 510(k)s",.
This guidance can be found at www.fda.gov/cdrh/ode/guidance/1567.html,
Please refer to this guidance for assistance on how to format an original
submission for a Traditional or Abbreviated 510(k). 3)Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail
Communication with Industry about Premarket Files Under Review", Please
refer to this guidance for information on current fax and e-mail
practices at www.fda.gov/cdrh/ode/a02-01.html.

In all future premarket submissions, we encourage you to provide an
electronic copy of your submission. By doing so, you will save FDA
resources and may help reviewers navigate through longer documents more
easily. Under CDRHs e-Copy Program, you may replace one paper copy of an
premarket submission {e.g., 510(k), IDE, PMA, HDE} with an electronic
copy. For more information about the program, including the formatting
requirements, please visit our web site at
www, fda.gov/cdrh/elecsub.html.

I/
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Lastly, you should be familiar with the regulatory requirements for
medical devices available at Device Advice www,fda.gov/cdrh/devadvice/".
If you have questions on the status of your submission, please contact
DSMICA at (240) 276-3150 or the toll-free number (800) 633-2041, or at
their Internet address http://www,fda.gov/cdrh/dsma/dsmastaf.html, If
you have policy or procedural questions, please contact anyone on the
510(k} Staff at (301)594-1190.

Sincerely yours,
Marjorie Shulman
Supervisory Consumer Safety Officer

Office of Device Evaluation
Center for Devices and Radiological Health

94
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 /
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Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

August 25, 2006 Rockville, Maryland 20850
PISHON HIGH TECH CO., LTD. 510(k) Number: K062481

C/O KAMM & ASSOCIATES Received: 24-AUG-2006

P.O. BOX 7007 Product: SERENC ELECTRONIC
DEERFIELD, IL 60015 User Fee ID Number: 6027040

ATTN: DANIEL KAMM

The Food and Drug Administration (FDA)} Center for Devices and
Radiological Health (CDRH), has received the Premarket Notification you
submitted in accordance with Section 510(k) of the Federal Food, Drug,
and Cosmetic Act (Act) for the above referenced product. We have
assigned your submission a unique 510(k) number that is cited above.
Please refer prominently to this 510(k) number in all future
correspondence that relates to this submission. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO0.

The Act, as amended by the Medical Device User Fee and Modernization Act
of 2002 (MDUFMA)} (Public Law 107-250), specifies that a submission shall
be considered incomplete and shall not be accepted for filing until fees
have been paid (Section 738(f)). Our records indicate that you have not
submitted the user fee payment information and therefore your 510 (k)
cannot be filed and has been placed on hold. Please send a check to one
of the addresses listed below:

By Regular Mail By Private Courier(e.qg.,Fed Ex, UPS, etc.)
Food and Drug Administration U.5. Bank

P.O. Box 956733 956733

St. Louis, MO 63195-6733. 1005 Convention Plaza

St. Loulis, MO 63101
(314) 418-4983

The check should be made out to the Food and Drug Administration
referencing the payment identification number, and a copy of the User Fee
Cover sheet should be included with the check. A copy of the Medical
Device User Fee Cover Sheet should be faxed to CDRH at (301) 594-2977
referencing the 510(k) number if you have not already sent it in with
your 510 (k) submission. After the FDA has been notified of the receipt
of your user fee payment, your 510(k) will be filed and the review will
begin. If payment has not been received within 30 days, your 510(k) will
be deleted from the system. Additional information on user fees and how
to submit your user fee payment may be found at www,.fda.gov/oc/mdufma.

77

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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In all future premarket submissions, we encourage you to provide an
electronic copy of your submission. By doing so, you will save FDA
resources and may help reviewers navigate through longer documents more
easily. Under CDRH’s e-Copy Program, you may replace one paper copy of
any premarket submission (e.g., 510(k), IDE, PMA, or HDE) with an
electronic copy. For more information about the program, including the
formatting requirements, please visit our web site at
www,.fda.gov/cdrh/elecsub.html.

Please note that since your 510(k) has not been reviewed, additional
information may be required during the review process and the file may be
placed on hold once again. If you are unsure as to whether or not you
need to file a 510k Submission with FDA or what type of submission to
submit, you should first telephone the Division of Small Manufacturers,
International and Consumer Assistance (DSMICA), for guidance at

(240) 276-3150 or its toll-fee number (800)638-2041, or contact them at
their Internet address www.fda.gov/cdrh/dsma/dsmastaf.html, or you may
submit a 513(g) request for information regarding classification to the
Document Mail Center at the address above. If you have any questions
concerning receipt of your payment, please contact Christina Zeender at
301-827-2860. 1If you have questions regarding the status of your 510 (k)
Submission, please contact DSMICA at the numbers or address above.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer
Office of Device Evaluation
Center for Devices and
Radiological Health

75
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(06248

Form Appessed: OMB Mo TG-S Expiration B Angust 3, 2005, See tastuctions ior OMIE Staemenl
DEPARTMENT OF HEAL'TH AND HUMAN
SERVICES

FOOD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER
SHEET

A completed Cover Sheet must accompany cach original application or supplement subject to lees.
The following actions must be taken to properly submit your application and fee payment:

dentiiication number on your

check.

I. Electronically submits the completed Cover Sheet to the Food and Drug Administration (FDA)
before payment is sent.

2. Include printed copy of this completed Cover Sheet with a check made payable to the Food and
Drug Administration. Remember that the Payment Identification Number must be written on the
check,

3. Mail Check and Cover Sheet to the US Bank Lock Box, FDA Account, P.0O). Box 956733, St.
Louis, MO 63195-6733. (Note: In no case should payment be submitted with the application.)

4. It you prefer to send a check by a courier, the courier may deliver the check and Cover Sheet (o
US Bank, Attn: Government Lockbox 956733, 1005 Convention Plaza, St. Louis, MO 63101.
(Note: This address is for courier delivery only. Contact the US Bank at 314-418-4821 if you have
any questions concerning courier delivery.)

5. For Wire Transfer Payment Proccdures, please refer to the MDUFMA Fee Payment Instructions at
the following URL: http://www fda.gov/cdrh/mdutima/fags. html#3a. You are responsible for
paying all tees associated with wire transfer.

0. Include a copy of the complete Cover Shect in volume one of the application when submitting to
the IF'DA at cither the CBER or CDRH Document Mail Center.

- 2. CONTACT NAME
[. COMPANY NAME AND ADDRLSS Daniel Kamm
(111cludp name, street address, city statc, country, 21 E-MAIL ADDRESS
and post office code)

dkamm@icee.org

22 TELE TN R (includ e
PISHON 1IGH TECH €O L'TD 2 TELEPHONE NUMBER (include Area code)

PO Box 7007 847-374-1727
Deerfield TL 60015 21 FACSIMILE (FAX) NUMBER (Include Area
JS  code)
Ll LMPLOYER IDENTIFICATION NUMBER NO DATA
“{EIN)
NO DATA

3. TYPE OF PREMARKET APPLICATION (Sclect one of the following in cach column; if you arc
unsure, please refer to the application descriptions at the following web site:
http://www. fda.gov/de/mdufma

S

Sclect an application tvpe: 3.1 S¢lect one of the types below
[X] Premarket notification(510(k)); except for third party  [X] Original Application

77
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[ ] Biologics License Application (BLA) Supplement Types:

[ ] Premarket Approval Application (PMA) [ ] Efficacy (BLA)

[ ] Modular PMA [ ] Panel Track (PMA, PMR, PDP)
[ ] Product Development Protocol (PDP) [ ] Real-Time (PMA, PMR, PDP)
[ ] Premarket Report (PMR) [ ] 180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (Sce the instructions for morc information on determining this
status)

[ ] YLS, I'meet the small business criteria and have [X] NO, I am not a small business
submitted the required qualitying documents to FDA

4.1 I Yes, please enter vour Small Business Decision Number:

5. ISTTHS PREMARKET APPLICATION COVERED BY ANY OF TIE FOLLOWING USER
FEE EXCEPTIONS? IF SO, CHECK THE APPLICABLE LXCEPTION.
[ ] This application is the first PMA submitted by a [ ] The sole purpose of the application is to

qualified small business, including any affiliates, support condittons of usc for a pediatric
parents, and partner firms population

[ ] This biologics application is submitted under secion [ ] The application is submitted by a state or
351 of the Public Health Scrvice Act for a product federal government entity [or a device that is
licensed for further manufacturing use only not to be distributed commercially

0. ISTHIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE
WAIVED DUL TO SOLE USE IN A PEDIATRIC POPULATION THAT NOW PROPOSES
CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is subject to the
fee that applies for an original premarket approval application (PMA).)

[ ] YES [X] NO
7. USER IF'EE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET

APPLICATION (FOR FISCAL YEAR 2005)

Favin FI Sels ] os: 2613y

50

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT Of HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval

OMB No. 9010-0120

Expiration Date: May 31, 2007.
See OMB Stalement on page 5.

Date of Submission
8/22/2000

SECTION A
PMA

D Onginal Submission
E] Premarket Report
D Maodular Submission
[ ] Amendment

D Repaort

D Report Amendment
D Licensing Agreement

User Fee Payment ID Number

PMA & HDE Supplement
[ ] Regular (180 day}
D Special
L] Panel Track (PMA Only)
D 30-day Supplement
[ ] 30-day Notice
D 135-day Supplement
[:l Real-ime Review

[:| Amendmeni to PMA
&HDE Supplement

El Other

TYPE OF SUBMISSIO

PDP
(] original PDP

D Notice of Completion
[_—_| Amendment to POP

FDA Submission Document Number {if known

510{k)
|Z| Criginal Submission:
& Traditicnal
D Special
D Abbreviated (Complete
section |, Page 5)
I:l Additional Information

Meeting
[] Pre-510(K) Meeting
[ ] pre-IDE Meeting
D Pre-PMA Meeting
El Pre-PDP Meeting
‘ [:, Day 100 Meeting

[] Third Party

i [ Agreament Meeting
D Determinalion Meeting
D Other {specify);

IDE

D Original Submission
D Amendment
D Supplement

Humanitarian Device
Exemption {(HDE)
D Original Submission
D Amendment
] supplement
[ ] Repart

] Report Amendment

Class Il Exemption Petition

D Criginal Submission
(] additional information

Evaluation of Automatic
Class lll Designation
(De Novo}

D Original Submission
D Additional Information

Other Submission

] s13(0)
D Other

{describe subnNssion);

SECTION B

Company / Institution Name

Have you used or cited Standards in your submission?

D Yes D No

SUBMITTER, APPLICANT OR SPONSOR

Pishon High Tech Co., Ltd

(If Yes, please complete Section i, Page 5)

Establishment Registration Number (if known)
Will register

Division Name (if applicable)

Phone Mumber {including area code)

82-2-826-1750

Street Address

2nd Floor, Moeller Building 403-1. Daebang-dong. Dongjak-gu,

FAX Number (including area code)

82-2-8206-1724

City
Seoul

State / Province

ZIF/Poslal Code

156-020

: Country
Korea

Contact Name

Y.Y. Park

“Contact Title
Managing Dircetor

SECTIONC

Company / Institution Name
Kamm & Associates

Contact E-maii Address

APPLICATION CORRESPONDENT (e.g., consultant, if different from above)

Division Name (if applicable)

FPhone Number fincluding area colfe)

Y]

847-374-8854 /(L S 9-37//72
Streel Address FAX Number (incfuding area’code) ]
PO Box 7007 206-260-4162

i
Deerficld

State / Province

. onag 13

ZIP/Postal Code

Country
USA

- Coniact Name
PDaniel Kamm

Contact Title
Principal Consultant

Coract E-mail Address
d.kammdzisheglobal.net

FORM FDA 3514 (6/05)
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SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE

D Withdrawal D Change in design. component, or [:l Location change:
D Additional or Expanded Indications specification: D Manufacturer
[] Request for Extension [ Software / Hardware ] stenizer
[ rost-approval Study Protocal : [ Color Additive [] Packager
] Request for Applicant Hold | Matenal
DRequest for Removal of Applicant Hold D Specifications
D Request to Remave or Add Manufacturing Site D Other (specify betow)
[:I Process change: |:| Labeling change: D Repont Submission;
D Manufacturing D Indications D Annual or Periodic
D Sterilization D Instructions |:| Post-approvat Study
D Packaging D Performance D Adverse Reaction
D Other (specify below) D Shalf Life i:} Device Defect
D Trade Name D Amendment ]
D Cther (specify below)
D Response to FDA correspondence |:| Change in Ownership
[:I Change in Correspondent
D Change of Applicant Address

D Other Reason {specify).

SECTION D2 REASON FOR APPLICATION - IDE

D New Device |:| Change in- [:] Repose to FDA Letter Concerning;
D New Indication D Corrgspondent ¢ Applicant |:| Conditicnal Approval

[:] Addition of Institution D Pesign / Device |:| Deemed Approved

D Expansion / Extension of Study D Informed Consent |:| Deticient Final Report

L—_I IRB Cerlification D Manufacturer |:| Deficient Progress Report

D Tarmination of Study D Wanufacturing Process |:| Deficient Investigator Report
[:I Withdrawal of Application D Protocal - Feasibility |:| Disapprovai

D Unanticipated Adverse Effect D Protocol - Other D Reguest Extension of

[:’ Notification of Emergency Use D Sponsor ) Time 1o Respond to FDA

Compassionate Use Reqguest D Request Meeting
D Treatment IDE |:| Repart suomission: |:| Reguest Hearing
D Continued Access D Current Investigator
D Annual Progress Report
D Site Waiver Repont

] Finay

[:] Other Reason (specify):

SECTION D3 REASON FOR SUBMISSION - 510(k)

& New Device i D Additional or Expanded Indications D Change in Technology

F

D Other Reason (specify).

FORM FDA 3514 (6/05) PAGE 2 of 5 PAGES
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS
Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,
I safety and effectiveness information
11 DQD 2 3 43
<] 510 tkj summary attached

5 6 7 8 D 510 {k) statement
Information on devices to which substantial equivalence is claimed (if known) o

5107k} Number [ Trade or Proprietary or Model Narme Manufacturer
1 KO03723 1 3IMTM Litmann™ 1 3M
2| KO31440 2| Jabes 2| Jabes
3 3 3
4 4 4
5 5 5
6 6 6

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common ar usual name or classification

Trade or Proprietary or Model Name for This Device Model Number
i SERENO 1
2 ?
3 3
4 4
5 5
FDA document numbers of all prior related submissions (regardiess of cutcome)
1 2 3 4 L 3 &
7 8 9 10 ] 12

;
Brata Included in Submission
{ 1 Laboratory Testing (] arimal Trials L] Human Trials

SECTION G
Product Code

DOD

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
C.F R. Section {if apphicable)

i Device Class

70,1875 ; DC\assl @C\assﬂ

—
F O crass (] Unclassified
I
|

The SERENO Electronic Stethoscope is intended for medical diagnostic purposes only. [t can be used for the amplification
of heart. lung and other body sounds with the use of selective frequency and can be used on any patient undergoing a
phivsical assessment.

Classification Panel
Cardiovascular

Indications (from labeling)

FORM FDA 3514 {6/05} PAGE 3 of 5 PAGES
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Mote: Submission of this information does not affect the need to submit a 2691
or 2891a Device Establishment Regsstration form

SECTION H

[E Onginal
[ add  []peste

F DA Establishment Registration Number
Will regster

FOA Document Number {if known}

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

D Contract Sterilizer
D Repackager / Relabeler

& Manufacturer
D Caontract Manufacturer

Company / Institution Name
Pishon High Tech Co., Lid

Establishment Registration Mumber
Will register

Division Name (if applicable)

Fhone Numt;é_rm('i;mc'ludmg area code)

$2-2-826-1750

Street Address
2nd Floor. Moeller Building 403-1, Dacbang-dong. Dongjak-gu.

FAX Number {inciuding area code)

82-2-826-1724

City
Scoul

State / Province ZIP/Pestal Code Country

156-020 Korea

Contact Name Caontact Titie

Y.Y. Park

FDA Establishment Registration Number

[:] Qriginal
LHaga [ oekte

Managing Dircctor

Contact E-mail Address

D Contract Sterilizer
D Repackager / Relabeler

D Manufacturer
D Contract Manufacturer

Company / Institution Name

Establishment Registration Number

Divisian Name (if applicable)

Phone Number (including area code)

{ )

| Street Address

FAX Mumber {including area code)

{ )

Cily

State / Province ZIP/Postal Code Country

Contact Name Contact Title

1
!
i
I

FDA Establishment Registration Number

D Onginal
[Tadd [ Delete

Contact E-maii Address

D Cantract Sterilizer
D Repackager / Relabeler

D Manufacturer
D Contract Manufacturer

Company / Institution Name

Estabhshment Registration Number

Division Name [if applicabie}

Phone Mumber (including area cooe)

{ )

Street Address

FaxX Number {(including area code)

{ )

City

State / Province ZiP/Postal Code Country

Contact Name Contact Title

Contact E-mail Address

FORM FDA 3514 (6/05) PAGE 4 of 5 PAGES

59

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request #2014-5942; Released by CDRH on 12-8-2015

SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard”
slatement.

. Standards No. Standards Standards Title Yersion Date
: COrganization
IEC 60601-1 IEC Safety of Medical Elcctrical Equipment, Part 1, Current
1 ¢ General Requirements lor Safoty
¥
|
Standards No Standards Standards Title Version I Date W
Organization ‘; :
IFC 60601-1-2 IEC Standard for Electromagncetic Compatibility. Current ! !
‘ : i
i
Standards Mo, Standards Standards Title Version Date
Organization
3
!
"Standards No. Standards | Standards Title Version Date
Organization H
4
!
Standards No. Standards i Slandards Tille Version Date
Organization '
5
]
1
|
Standards No. Standards Standards Title Version Date
Organization
8
i %
| Standards No. : Standards Standards Title Version Date 7
| Organization
1 ;
7 :
: i
: |

Please include any additional standards to be cited on a separate page.

Public reporting burden for this collection of infermation ic estimated 10 averuge 0.3 howr per response, including the time [ar reviewing instructions, searching
cxisting data sources, gathering and mainining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
ustimate or any other aspect of this collection oUintformation, including suggestions for reducing this burden o

Food and Drug Administration
CDRIFTI/-342)

9200 Corporate Blvd
Rockville, MDY 20850

A agency may not conduct or sponsar, and a person is pot vequived fo respond 1o, o collection of information wmless it displays a carrently valid OMR control

FORM FDA 3514 (6/05) PAGE 5 of 5 PAGES
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Pishon High Tech Co., Ltd
2nd Floor, Moeller Building 403-1, Daebang-dong, Dongjak-gu,
Seoul, 156-020, Korea
Phone: 82-2-826-1750
Fax: 82-2-826-1724
This submission was prepared by:

Daniel Kamm, P.E.

Kamm & Associates

PO Box 7007

Deerfield IL 60015 USA

Phone 1-847-374-8854

Fax 1-206-260-4162

email dkamm{@fda-consultant.com

Please fax or email questions or requests for additional information to
Mr. Kamm, who will expedite a reply.

August 22, 2006

Document Mail Center

Food and Drug Administration

Center for Devices and Radiological Health
9200 Corporate Blvd. (HFZ-401)
Rockville, Maryland 20850

Attention: Document Mail Clerk

Re: Traditional 510(k) Notification: SERENO Electronic Stethoscope.
Purpose of submission: This is to notify you of the intention by Pishon High TechGo., Ltd. to
market a new but substantially equivalent to a legally marketed device: SERENO Fiectronié
Stethoscope. There have been no changes to the indications for use and many other essential

characteristics as compared to the predicate device.

Conlfidentiality: Pishon High Tech Co., Ltd. considers the information contained in this submission
to be confidential in nature (except for Exhibit 2 as required by the SMDA)

Fax and Email communications specifically authorized: Requests for additional information are
hereby authorized and may be emailed to dkammieida-consultant.com or faxed to 847-384-1728.

510(k) Summary In response to the requirements addressed by the SMDA of 1990, [ am enclosing a
summary of the safety and effectiveness information upon which the substantial equivalence
determination is based. (Exhibit 2)

W2

Page 1 of 168
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Sincerely yours,

i R A
Y.Y. Park, Managing Director

‘?ﬁ%ﬂ{] ﬁ/ G-

Daniel Kamm
(Regulatory Engineer)

Enclosures

Page 2 of 168
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EXHIBIT 1

General Information

a) Trade name /Proprietary Name: SERENO Electronic Stethoscope
b) Common name /Usual Name: Electronic Stethoscope
c) Establishment registration number and address:

Pishon High Tech Co., Ltd
2nd Floor, Moeller building 403-1, Daebang-dong, Dongjak-gu,
Seoul, 156-020, Korea
Phone: 82-2-826-1750
Fax: 82-2-826-1724

Firm will register upon receipt of 510(k) clearance.
d) Device class: Class Il per regulation 870.1875
e) Classification Name/Product Code: DQD
f) New or Modification: This notification is for a new device for the US market.

g) Predicate Device (Substantial Equivalence): 3M™ Littmann™ Electronic Stethoscope
(K003723), JABES Electronic stethoscope (K031446)

h) 513/514 Compliance (Performance Standard): None established. Complies with voluntary
standards:

1. TEC 60601-1, Safety of Medical Electrical Equipment, Part 1, General Requirements for Safety,
including Amendment 1 and 2.
2. [EC 60601-1-2 first edition, Standard for Electromagnetic Compatibility.

Page 5 of 168
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i) Truth and Accuracy Certification

I certify that, in my capacity as Managing Director of Pishon High Tech Co., Ltd.. I believe, to
the best of my knowledge, that all data and information submitted in this premarket
notification are truthful and accurate, and that no material fact has been omitted.

A xR

Y.Y. Park, Managing Director
July 12, 2006

Page 6 of 168
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Indications for Use

510(k) Number (if known): £O(r24G /
Device Name: Electronic stethoscope (Model: SERENO)
Indications for Use: The SERENO Electronic Stethoscope is intended for medical diagnostic

purposes only. It can be used for the amplification of heart, lung and other body sounds with the use
of selective frequency and can be used on any patient undergoing a physical assessment.

Prescription Use_ X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1
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K 05

EXHIBIT 2
510(k) Summary

Pishon High Tech Co., Litd
2nd Floor, Moeller building 403-1, Dacbang-dong, Dongjak-gu,
Seoul, 156-020, Korea
Phone: 82-2-826-1750
Fax: 82-2-826-1724

July 12, 20006
Contact: Y.Y. Park, Managing Director

1. Identification of the Device:
Proprietary-Trade Name: SERENO Electronic Stethoscope
Classification Name: Electronic Stethoscope, Product code DQD
Common/Usual Name: Electronic Stethoscope

2. Equivalent legally marketed devices 3M™ Littmann™ Electronic Stethoscope {K003723),
JABES Electronic stethoscope (k03 1446)

3. Indications for Use (intended use) The SERENQO Electronic Stethoscope 1s intended for
medical diagnostic purposes only. It can be used for the amplification of heart, lung and other
body sounds with the use of selective frequency and can be used on any patient undergoing a
physical assessment.

4. Description of the Device: The SERENO electronic stethoscope is intended for use as a
diagnostic aid in patient diagnosis and monitoring. The SERENO electronic stethoscope
amplifies sounds up to 20 times bigger than ordinary acoustic stethoscope in a broad
frequency range including a range higher than the traditional diaphragm mode. It looks
similar to the traditional stethoscope including parts like a probe head, binaural pipes and ear
tips. 1t has four (4) buttons on the top of the chest set (opposite to the probe). Each of the
buttons has a function of controlling the modes, volume up/down and power on/off. As an
electronic stethoscope, it needs two (2) batteries (AAA type, 1.5V) to operate. The
stethoscope has automatic power off function for longer battery life and has a LCD display to
show volume level, frequency mode and low battery indicator. With the enclosed audio cable,
utilizing a personal computer, the user can store sound signals in the PC and transmit
diagnosis data via e-mail. This stethoscope is a stand-alone unit, has no software and
operates using an analog audio system with a digital timer for power saving and a digital
control for the volume and the filter mode selection. [t can be connected to audio input of a
sound card in a computer to use the PC software functions. However, the sottware does not
operate nor control the stethoscope in any manner. In fact, the stethoscope's audio output can
be connected to any ordinary audio equipment such as a cassette recorder, a hi-fi audio
component and portable audio..

5. Safety and Effectiveness, comparison to predicate device. The results of bench and user
testing indicates that the new device is as safe and effective as the predicate devices.

Page 8 of 168
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6. Substantial Equivalence Chart

Predicate Devices New Device
Device name | M “;Ig}ﬂg’s‘ci'zgmn'c JABES electronic SERENO electronic
Model 4000(K003723) stethoscope (K0314446) stethoscope

Sfr;sglcohon Electronic Stethoscope | Electronic Stethoscope | Electronic Stethoscope

Applicant 3IM GS Technology Co., Ltd Pishon ng[]_?dTech co.
Bell{20-200Hz), Beil{20-500Hz), Bell{20-450Hz),

Frequency Diaphragm(100-500Hz) Diaphragm{200-800Hz) Diaphragm{200-1,200Hz)

Response Mode Extended range: Extended range: Extended range:
(20-1,000Hz) {20-1,000Hz (20-1,500Hz)

Amplification Up 10. ?STlmes Up to. }8hrpes Up 10. 20 hmes
amplification amplification amplification

Display heart rate Yes No No

Permits data

Tr_or_wfer.of stored Yes No No

digital signal to

BM-Compatible PC

Volume control 8 Steps Volume control 12 Steps Volume control | 12 Steps Volume control

Eneray source Two(2} AAA alkaline Two{2) AAA alkaline Two(2) AAA alkaline

& batteries batteries batteries

Manual

On/Off button

Automatic shut-off Yes ves ves

by electronics

Low Battery

Indicator Yes Yes Yes

7. Conclusion
After analyzing bench, electrical safety, EMC, and user testing data, it is the conclusion of
Pishon High Tech Co., Ltd., that the SERENO Electronic is as safe and effective as the
predicate device, has few technological differences, and has no new indications for use, thus
rendering it substantially equivalent to the predicate device.

Page 9 of 168
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EXHIBIT 3: Labeling
Predicate Device Brochure, JABES electronic stethoscope (K031446

~ hm* P lE;lH"i
il
1HIE T R

Page 10 of 168
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

,



ed under FOIA Request #2014-5942; Released by CDRH on 12-8-2015

rds process

Reco

4 B0 saoed apne
Ii!lll!llllll"!il.!

tallnllil i

sbungp nod dyy sng suoaen S0 Auana

‘tlilll]nl..}l,'.l :
saflumg apow addy uar g g «

rLSlUUTL RD ASTE B 104 3 i 0BTG TED T 4
PR U0 TTARUE ‘000 D036 WOOT LED apey =
e uo punon ll’il‘u:!h
PUnos Apog pmoe ay) SOV UBD NDL .

301-796-8118

? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or

tions

Ques



Records processed under FOIA Request #2014-5942; Released by CDRH on 12-8-2015

SERENO Brochure
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Operating Manual
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- Do not touch signal input. signal output or other connectors, and the patient simultanecusly.

i g

- Follow local governing ordinances and recycling plans regarding disposal or recycling of device components.
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lﬂ Y
wipe the stethoscope

i
/i

be used for a long fime, remove

harsh.

= Make sure of the right + - direction = Whenever the stethoscope will not
for insert.

1.5V batteries, and do not

= Electronic stethoscope is a sensitive instrument. = Do not let it vent or shocked »

On use, too big sounds such
t:h:-m-wm-

= Use two AAA
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Device Labels

Control Pancl
? 0 0:00:

Battery Case Cover ﬂ f

Side of Handle
Pishon SERENO® ﬁ é
Electronic Stethoscope

Head Top

Probe

Speaker Part
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Carton Label
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EXHIBIT 4
Description of Device

Description

Photo

FEngineering Drawing
Bill of Matenals
Inspection: Recelving
Inspection: In Process
Inspection: Final

Description

The SERENO electronic stethoscope is intended for use as a diagnostic aid in
patient diagnosis and monitoring. The SERENO  electronic  stethoscope
amplifies sounds up to 20 times bigger than ordinary acoustic stethoscope in a
broad frequency range including a range higher than the fraditional
diaphragm mode. It looks similar to the traditional stethoscope including parts
like a probe head, binaural pipes and ear tfips. It has four (4] butions on the
top of the chest set (opposite to the probe). Fach of the buttons has @
function of contrelling the modes, volume up/down and power on/off,

As an electronic stethoscope, it needs two (2] batteries (AAA type, 1.5V] 1o
operate. The stethoscope has automatic power off function for longer battery
life and has a LCD display to show volume level, freguency mode and low
battery indicator. With the enclosed audio cable, utilizing a personai
computer, the user can store sound signals in the PC and transmit diagnosis
data via e-mail.

This stethoscope s a stand-alone unit, has no software and operates using an
analog audio system with ¢ digital timer for power saving and a digital control
for the volume and the filter mode selection. It can be connected to audio
input of a sound card in ¢ computer to use the PC software functions,
However, the software does not operate nor contfrol the stethoscope in any
manner. In fact, the stethoscope's audio outout can be connected to any
ordinary audio equipment such <5 a cassette recorder, a hi-fi audio
component and portable audio.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Device Photo
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Bill of Materials
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Inspection: Receiving
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Inspection: In Process
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Inspection: Final
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EXHIBIT 5
Detailed Comparison Information

The SERENQ electronic stethoscope is comparable in 1ts intended use to other electronic
stethoscopes currently on the market in the ULS. The SERENQ clectronie stethoscope is identical in
use and product claims to 3M Littmann clectronic stethoscope(K003723) of 3M and JABES
cleetronic stethoscope (KO3 1446 as shown on the table below.,

Prediqgt_g__ Device -

New Device

Response Mode

Extended range:
(20-1,000Hz)

- M Littmann JABES electronic
Device name Electronic SERENO electronic
stethoscope
stethoscope, : (K031446) stethoscope
Model 4000(K003723) -
Classification Electronic Electronic Electronic
Name Stethoscope Stethoscope | Stethoscope
. GS Technology Co., Pishon High Tech
Apploant | M __Lu Co., Lig
Bell(20-200Hz), Bell(20-500Hz), Bell(20-450Hz),
Frequency Diaphragm(100- Diaphragm(200- Diaphragm{200-
500Hz) 800Hz) Extended 1,200Hz) Extended

range:

Up to 18times

Up to 18times

L range:
(20-1,000Hz |

(20-1,500Hz)

Up to 20 times

Amplification amplification amplification amplification ,
Display heart rate ! Yes No No

. Permits data

" transfer of stored
digital signal to Yes No No

IBM-Compatible
PC

Volume control

8 Steps Volume
control

12 Steps Volume
control

‘nlmé_'Steps Volume
control

Energy source

Two(2) AAA alkaline
batteries

Two(2) AAA alkaline

batteries

Two(2) AAA alkaline
batteries

Manual

On/Off button
Automatic shut-
off

by electronics

Yes

Yes

Yes

Low Battery
Indicator

Yes

Yes

Yes

Page 57 of 168
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EXHIBIT 6
Patient and doctor contact materials
I'he sensor of the stethoscope is the only patient contacting material, and the contact time is brief,
typically less that a minute.
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MSDS: Enclosure and sensor head Material
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EXHIBIT 7
Software Development Information

1. Level of Concern

2. Software Description

3. Computer and Software Requirements Specification
4. Tunctional Software Requirements Specification

5. Architecture Design Chart

6. Dcevice Risk Analysis

7. Software validation and verification: summary result
8. Softwarce validation report

9. Software functional test report

10. Release Version Number
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service -
Food and Drug Administration

Memorandum
; /
From: Reviewer(s) - Name(s) ﬂmP //4(,/47/‘/ C0 /l/
Subject:  510(k) Number ( O é z‘ S/ g/
To: The Record - It is my recommendation that the subject 510(k)-Notification:
[dRefused to accept.
[1Requires additional information (other than refuse to accept).
[Als substantially equivalent to marketed devices.
[INOT substantially equivalent to marketed devices.
ClOther (e.g., exempt by regulation, nota device, duplicate, etc.)
Is this device subject to Section 522 Postmarket Surveillance? CIvEs AZ/ NO
[s this device subject to the Tracking Regulation? LIvYEs ZE/N O
Was clinical data necessary to support the review of this 510(k)? OvEs 4ANo
Is this a prescription device? JAYES O ~o
Was this 510(k) reviewed by a Third Party? Lvyes AT NO
Special 510(k)? Clyes  “EnNoO
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers OYES 0[’:1/ NO

;E]%M and Accurate Statement DRequestedrEl/Enclosed

A 510(k) summary O

[ E The indication for use form

Combination Product Category (Please se¢ algorithm on H drive 5 IOk/Buaileré) /‘/

Animal Tissue Source L1 YES _,VLZ/NO Material of Biological Origin L1 YES ~ JANO

The submitter requests under 21 CER 807.95 (doesn’t apply for SEs):

o Sanfidentralily tali t 90 days Continued Conﬁdmﬂé

Predicate Product Code with class: Additional Product Code(s) with pane! (optional):
24 /ad J7 F /82

Review: C)E'Y}.B iohale €

(Branch Chief) (Branch Code) (Date)

FFinal Rcmw:W /ﬁ/,/l ’/ﬁé
(Division Direstor) (Date)

Rcvisca:ﬁlflx’m . t/
uestions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Ryl &

& %, Public Health Service
= = DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug Administration
EN o Memorandum
Date: October 10, 2006
From: Sharon K. Lappalainen, MT (ASCP), Scientific Reviewer, Cardiac
Electrophysiology & Monitoring Branch, DCD (HFZ-450)
Subject: Substantial Equivalence (SE) Decision-Making Documentation
To: The Record of K062481
Device: SERENO Electronic Stethoscope

Sponsor: Pishon High Tech Co., Ltd.
2™ Floor Building 403-1
Daebang-dong, Dongjak-gu,
Seoul, 156-020, Korea

Contact: Daniel Kamm, PE
Kamm & Associates.

Review History/Background

Pishon High Tech, Co., Ltd presents a Traditional 510(k) for the SERENO Electrornic
Stethoscope. Electronic stethoscopes are Class 11 devices, regulated under Stethoscope (21 CFR
§ 870.1875) with a product code of 74 DQD.

Intended Use (From the Indications for Use Form)
The SERENO Electronic Stethoscope is intended for medical diagnostic purposes only. It canbe
used for the amplification of heart, lung, and other body sounds with the use of selective
frequency and can be used on any patient undergoing a physical assessment.

Yes No
Is the device life supporting or life sustaining?
Is the device implanted (short-term or long-term)?
Does the device design use software? \
Is the device sterile?
Is the device single-use?
Is the device for home use?
Or for prescription use? y
Does the device contain drug or biological product as a component?
Is this device a kit?

e & ¢ & & & & & &

L L 2L 2 2

Device Description

The proposed device is a compact, portable, electronic stethoscope that amplifies sounds up to 20
times in a broad frequency range. The device is composed of a probe head, binaura! pipes and
ear tips. It incorporates 4 buttons on the top of the chest set which control/select mode, volume
(up/down), and power (on/off). Sound amplification and frequency ranges for this device are

Page 1
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from 20 — 1,500 Hz. The device incorporates 3-step filtering circuitry in 3 modes: bell (low),
diaphragm (high), and wide. The device also includes an LCD that displays volume level,
frequency mode, and low battery indicator. The device supports connection for data share and
transfer of audio sounds to audio equipment (cassette recorder, hi-fi audio component, or PC
with sound card).

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The differences between the devices do not raise new issues of safety or effectiveness; therefore,
I recommend the device be found substantially equivalent

Substantial Equivalence (SE) Decision Making Documentation

YES NO
1. Is Product A Device 4 1f No = Stop
2. 1s Device Subject To 510(k)? 4 If NO = Stop
3. Same Indication Statement? 4 HYES=GoTo5
4, Do Differences Alier The Effect Or Raise New Issues of If YES = Stop NE
Safety Or Effectivencss?
5. Same Technological Characteristics? 4 IfFYES=GoTo7
6. Could The New Characteristics Affect Safety Or HFYES=GoTo8
Effectiveness?
7. Descriptive Characteristics Precise Enough? 4 | IfNO=GoTo10
If YES = Stop SE
8. New Types Of Safety Or Effectiveness Questions? If YES = Siop NE
9. Accepted Scientific Methods Exist? If NO = Stop NE
10. Performance Data Available? 4 If NO = Request Data
11. Data Demonstrate Equivalence? 4 Final Decision: SE
7. Descriptive Characteristics are not sufficient. Explain.

Performance characteristics including information about biocompatibility, electrical safety,
software, and performance information are needed to determine substantial equivalence.

Page 4
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10.  Performance Characteristics demonstrate SE. Explain.

Data provided by the sponsor (e.g., biocompatibility, software documentation, and conformance
to IEC/EN standards) indicate that the device will adequately perform to its intended use and
indication for use.

Administrative Requirements
The sponsor has provided the Truthful and Accurate Statement, 510(k) Summary, and Indication
for Use Statement. Administrative requirements are met.

Recommendation

Substantially Equivalent to devices regulated under:
CFR Section: 21 CFR § 870.1875

Panel: 74

Product code: DQD,

Class: Class II

Sharon K. Lappalainén MT (ASCP)
Scientific Reviewer, Cardiac Electrophysiology & Monitoring Branch, DCD

MY\@ itslog A Coneur

Elias Mallis,
Chief, Cardiac Eledtrophysiology & Monitoring Branch, DCD 0 Do Not Concur

Comments:

Attachments (2).

Attachment A: PishonWave Ver. 1.1 Instruction Manual
Attachment B: 3M Littman Model 4000 Package Insert

Page 5
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How to use

~ PishonWave ver1.1

PISHON
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BASIC INFORMATION

R A R e e RIS

What is the PishonWave?

I ”-
b

PishonWave is a PC-based analysis software to save and analyze diagnosis records from
the Pishon Sereno Electronic Stethoscope.

This program supports below functions;

« Record & Visuglize the sound signals into the wave data
* Playback the recorded dala

« Save & Read the wave data and diagnosis records

+ Calgulate the pulse raie and Display its spectrum

+ Send mail and Print wave or text

You may easily manage a patient's diagnosis records with this software,

Where can you find the PishonWave?

You may get access to Pishon High Tech's website v oot nonn to download the
software.

How to install the PishonWave?

« Get gecess o v oo, oo and download the [PishonWave.exe] file fo your RC.

« Double-click on the downloaded [PishonWave.exe] file, and the installation will start
automatically.

« After the installation finishes, Activate the [PishonWave] on desktop.
» select [Directory] in the [Option] menu or click on of the toclbar.
« Set a directory for the diagnosis and wave data,

PISHON -

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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BASIC INFORMATION

How to connect the stethoscope to your PC?

PC connecting cable is enclosed in the Sereno Electronic Stethoscope package.

« Insert the [™] plug of the cable into the phone jack and [—] plug into mic-in terminal of
your PC.

~ plug into the phone jack — plug into mic-in terminal

PISHON HIGHTEC!

/>3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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. BASIC INFORMATION

Volume Control

Enter the Start -> Program -> Sub-Program -> Entertainment -> Volume Control menu of
your Windows and adjust the Mic Volume properly.

You must not set the Mute mode in order to enter the sound signals into your PC
NOTE through the mic input.

s4E) ERE) : 2 __ ‘
ao W coso  Boee o2

sapes s 2
BEA | maa B | A | EEA: s
-4 8- 900 400 4i0-J 40> 4
8 Bl | B8 am B
1} e s LAl 2
Dessine | OsS  |O8a%09 | 8o

Realtek ACST Audio

Recommended PC specification

OS : Windows 98 or higher

/Y

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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HOW TO USE THE PISHONWA

Window Composition

PishonWave is composed of 4 data windows;

« Upper window -~ Wave Window, Visualizes the sound signals into the wave data.
« Right lower sided window - Diagnosis Record Window, Write the diagnosis records.

« Left mid sided window — Summary Window, Shows the summarized information of the
recorded file, patient' name/ birth date / pulse rate per min. & data directory. .

« Left lower sided window — History Window, Shows patient's diagnosis history as a list of the
wave file.

You can adjust the window size by adjusting splitters.

[T T e 1 L -

(B pn et

Pt Pdn Fute =}

PISHON HICG

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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HOW TO USE THE PISHONWAVE

Toolbar

There are 14 icons on the toolbar for the direct access to the menu.

TR TeE o sl A St it S LA B S ettt S kd

New - Enters the patient’s name and birth date.

£
i o

Save - Saves the wave data and diagnosis records on the current window.
Record : Records the sound signals into the wave data.
Play : Playbacks the recorded sound signals.
Stop : Stops recording or playing back.
ZoomIn :Zooms in the wave data.
 Zeom Out; Zooms out the wave data.
Print Wave : Prints the wave data.
Print Text : Prints the diagnosis records text {*.pis) file.

send Mail : Sends the diagnosis records or the wave data by e-mail.

‘_.1.
-

Il B PP EED E

"
o

Mail Option : Sels the SMTP server and your mail address.

Directory Setfing : Sets a directory for the diagnosis and wave data.
Parial Pulse : Calculates a partial pulse rate for only one pulse cycle.

Spectrum : Dispiays a spectrum of the wave data.

(& (&

PISHON

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MAIN MENU
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I New

New Client Window

You can enter a patient's name and birth date or search for the recorded data of other

patients.
Click on "'3 or Select [New Client] in the [File] menu, and the New Client window will
appeqr. e

This menu is composed as below;

« Data Location — shows the directory to enter the patient’s information or to search for the
recorded data.

You can just see the directory but, can not modify the directory. If you want to
NOTE modify the directory setting, go to [Directory] in the {Option} menu or click on

of the toolbar.
i

« Name - Enter the patient’s name.

« Birth Date - Enter the patient's birth date. You should enter the birth date in the
infegrated format, yymmdd (6 digits. Year-Month-Date].

Ex) If the birth date is March 9, 2001, you should enter 010307.
+ Lower blank window — Shows the searched data for the patient you entered.

A drintele Waen v b 3L

[ENDBEmcats bl Feilingaiis e st ] 5 BTN agte

Dt
Lecallen

Home |
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MAIN MENU
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How to use the New Client menu?

Yqu can search for the patient's data by 4 ways below,

+ Name : Blank / Birth date : Blank — Shows all patient’s list in the current directory

+ Namse : John / Birth date : Blank — Shows all patient's list whose name starts with John in
the current directory.

« Name : Blank / Birth date : 010203 — Shows all patient's list whose birth date is February 3.
2001 in the current directory.

« Name : John Smith / Birth date : 010203 - Shows all patient's fist whose name is John Smith
and his birth date Is February 3, 2001 in the current directory.

How to select the patient’s list?

If you select o patient in the searched patient’s list, the selected patient's nome and birth
date will be displayed on the window.

You may enter the patient’s name and birth date by manual without selecting the patient
in the searched list.

Click on [OK] after selecting the patient, and the Summary Window will show the selected
patient's name, birth date and pulse rate.

« If the selected patient has previous diagnosis histories, the Basic Window shows a fist of
the wave data file.

« If you double-click on the wave data file which you want to see, the wave ddta wilt be
displayed on the Wave Window.

Click on to record a new diagnosis data, and the current diagnosis data will be
recorded.

PISHON &
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LSove

You can save the wave data and diagnasis records on the current window.

Click on r" or select [Save Wave Text] in the [File] menu, and the Save window will
appear.

This menu is composed as below;

« Data Location - shows the directory to save the current diagnosis data.

You can just see the directory but, can not modify the directory. if you wani to
NOTE modify the directory setting, go to [Directory] in the [Option] menu or click cn

of the toolbar.
o

« Client Name / Birth Date / Today / Sequence — Enter the patient’s name, his birth date,
Today's date and Sequential No.

« Fle Name - shows the file name to save. The file name is automatically formed
according to the of the patient's name, his birth date, Today's date and Sequential No.

in order o edit the file name, you should modify one among Client Name / Birth Date /
Today / Sequence.

+ The same file name exists — This window shows whether the same file with the current file
name to save exists in the fixed directory.

If the same file exists in the directory, you should modify the sequential no. among Client
Name / Birth Date / Today / Sequence.

PISHON +

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request #2014-5942; Released by CDRH on 12-8-2015

MAIN MENU

D B & e At e A T

Cliewt Nawee  Bieth Date foday
bF-27] eIy sen

FinMame [ZI 5T 910397 268331 9

Thae aame Bl naie exlan’

Wame : = ! -
Gimth Dt :

Prilnn Coon \
Dhtis Kiicr: Y i

Plesso Change 'CHost Mume* o« ‘Uirdiete” o ‘Today’ or Sequence'it

Bt e
AEEm . Cascei

Eu_ RS SN b Py Pyise Rawe = D

I Record a

You can record the sound signats info the wave data.
Click on or select [Record] in the [Sound] menu, and the recording wil start.

You can record the sound signals up to 20 sec.
If you want to stop recording. click on or select {Stop] in the [Sound] menu.

During the recording. the sound signals will be transformed into the wave data on the
Wave Window. When the recording time exceeds 20 sec. or you stop recording. the pulse
rate per min. will be automatically calculated based upon the recorded wave data and it
will be displayed on the Summary Window.

In case of law quality of the recording or lack of the recording time (less tharn é

NOTE seconds), it may not calculate the pulse rate.

PISHON

Al
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MAIN MENU

I Play

You can ﬁioiback the recorded sound signals of the current wave data.

Click on or selec! [Play] in the [Sound] menu, and the playback will start.

if you want to stop playing back, click on or select [Stop] in the [Sound] menu.

I Stop

You can siop recording or playing back the sound signals.
Click on ﬁ or select [Stop] in the [Sound] menu, and the recording or playback will stop.

lZoom In Q

You can zoom in the wave data on the current Wave Window.
Click on Qor select [Zoom Inj in the [View] menu.

I Zoom Out Q

You can &n out the wave data on the curent Wave Window.

Click on or select [Zoom Cut] in the [View] menu.

PISHON H-
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MAIN MENU
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l Print Wave E

You can print the wave data on the current Wave Window.
Click on Eor select [Print Wavel] in the [File] menu.

As the PishonWave supports the horizontal print of the wave dataq, it is desirable
NOTE to set ihe paper direction as Horizontal in the printer setup menu.

| rint rexi B

You can print the texi data on the Diagnosis Record Window.
Click on Eor select [Print Text] in the [File] menu.

lSend Mail

You can send the diagnosis records or the wave data by e-mail.
Click on |Seggor select [Send Mail] in the [Options] menu.

Enter the e-mail addresses, subject, texi and attach data files then, Click on {Send].

You may add the attachment files up to 5 and remove a selecled file from the
attachment file list.

PISHON i+
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MAIN MENU
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I Mail Option

You can set the SMPT server and your e-mail address.
Click on or select [Mail Option] in the [Options] menu.

SMTP server is a sort of stopover.

Once you sent an e-mail, the mail will collect to the SMTP sever and it will be sent to a
recipient again through the SMPT server.

» As almost ISPs (infernet Service Provider) provide the use of the SMIP server to their
account users, the users can  use the SMTP server from their mail account.

» In case you don't use the 1SP server and have your own internet server, you can use the
SMTP server from your own internet server.

» If you use neither the ISP server nor your own internet server, confact your leased line
provider and you can get information of the SMTP server.

I Directory Sefting

You can set a directory for the diagnosis text file and the wave data file to be recorded.
Click on or seiect [Directory] in the [Options] menu.

select a disk volume and set the directory for data. You may input the directery by
manuat or select the directory among the folder free of the selecied disk by pressing the

icon.

PISHON .
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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I Partial Pulse

You can calculate a partial pulse rate for only one pulse cycle.

In general, a pulse rate is automatically calculated when the recording is finished or you
select a wave data file. But in case there are a lot of noises or there is no consistency in the
recorded file, it may not calculate the pulse rate. In this case, you can calculate the
partial pulse rate for only one pulse cycle with this menu.

iR
Drag an area for only one pulse cycle and click on or select [Partial Pulse] in the
[Sound] menu. Then, a new window for the partial pulse will appear and the pulse rate per
min. will be automatically calculated.

[ o ] concet| vensmyn| Puisrate| pyse ST BukT [
'smm:l-u.m:-unw-umtu.u:ma-r.m::-:
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I Spectrum

You can analyze a frequency of the wave data.

Click on or Select [Spectrum] in the [Sound] menu in order to see the spectrum of the
wave data.

i Plnbion Wave Ver, 1.0

History of the PishonWave Ver.1.1

PishonWave Ver.1.1 released in Mar. 31, 2006 is a revised version of the PishonWave Ver.1.0
released in Nov., 2005.

The amendments from the Ver.1.0 are as below;
+The file I/O structure was modified.
«The partial pulse function and the Spectrum analysis function were added.

PISHON HIX
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ’25
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If you have any Inquiry about PishonWave Ver.l.1,
please contact us by using Call Center (82-2-826-1750)
or Q/A board on our web slte www.e -pishon.com.

PISHON +
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3M™ Ljttmann® Electronic
Stethoscope Model 4000

Congratulations on the purchase of your new Littmann
Flectronic Stethoscape Mode! 4000, the next genieration
electranic stethoscope that offers the very latest in advanced
auscultation technology.

This powerful, state-of-the-art electranic stethoscope provides
supesior apoustics. With amplification up to 18 times preater
than the best conventional stethoscopes, the Model 4000 is
specially designed to pick up difficuli-to-hear beart and other
bady sounds. Three frequency modes are availsble for
optimal heart and bong auscultation: Bell, Diaphragm and
Extended Range.

The Littmenn Electronic Stethoscope Model 4000 offers
recoding, storage and playback capabilities on six different
soundiracks, nstant playback is available at normal and baif
speed

Additionalty, the Mode] 4000 provides infrared data
ransmission of recorded sounds to either znother Mode] 4000
or zn [BM-compatible PC, giving you the optien of sharing or
storing the sounds.

Other features inchude digital signal processing over the entire
acoustic range, buil-in display for easy viewing of the heart
tate, patient-friendly nonchill rim, and patented IM™
Littmano® Snap Tight Soft-Sealing Bartips for excellent
acoustic seal and comfortable fit. Phs, the Mode! 4000
operates on just (wo AAA alkaline batteries.

Most of all, know that the Mode] 4000 carmes the Fittmann
brand name, the ramne known worldwide for inswpassed
quality. As a trsted leader in auscukation technology, the
Ljttmansn beand of stethascopes i your assurance of acoustic
stperiority, innovative design and exceptional performance.

The foilowing symbels are applicable to this device:
A « Attention, see instructions for use.
» Indicates Type B Equipment: The equipment

b rovidesprotecion sganst el shock ad
tlectrical cumrent leakage.

IPX4 * Avoid penetration of fluids into the eartip openings.
The remainder of stethoscape is protected against
splashinp, liquid

@-Ihispmd&ﬂmdpmhgednmtcmlzinmml
nabber latex.

Each Littmann Electronic Stethoscope Model 4000 hes a

serial number begimming with "SN P*.

Tudications

The Littnsann Electronic Stethoscope Mode] 4000 is infended

for medical diagnostic purposes only, It can be used for the

amphification of heart, hmg end other body sounds with
selective frequency filtering, The Model 4000 can also be
1sed for recording, playback and transmittingfreceiving of
heart, Tomg, and other body sounds. This prodnct is aot
dmigmd,sold,nrimend:dforuseexccptumdicaled.

A Cantion

Faihare to follow directions, general use, and matntegance

recommendations could result in damage to the device or

passible injury to the vser. Damage could case
malfimetion of the product, ranging from a slight decrease
in amditory response o complete failure of the product.

Half speed playback is for teference and should pot be the

ety basis for dingnosis.

Tt s the responsibility of the clinician to assure that al

tecordings and data transmissions camespond to the

appropriate patient data.

+ Transmissions of soundiracks o & oomputer are for storage

purposcs ooly. Soundiracks should not be listened to from 8
compiier for diagnostic purposes.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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+ The Littmam Electronic Stethoscope Mode] 4000 bas Tasert batteries a1 shown
been tested o be resistant o both electromagnetic fields
{EME} and electrostatic discharge {ESD), Howeve, it may
be susceptible to very strong radio frequency signals.
When using the stethoscope, if sudden or mexpected
sounde are heard, the Mode! 4000 may be in close
proximity to a strorg radie trensmitter, [f this should
occur, move away from the radio’s transmitting antenm

Battary
+ Use only AAA slkaline batteries. Con
+ The Model 4000 will not fimction if the batteries are Elecironic Contrels
depleted. The chestpiece of the Littmann Electronic Stethoscope Modet

« Do not immerse the stethoscope in any Jiquid or subject # 4000 contains $ix buttons:
10 any sterilization processes. The entire Model 4000 can
be wiped clean with alcohol.

« At the end of this device's nseful life, dispose or recycle in
accordance with your local, state, and governmenital
regulations,

If you have any problemhs with the Model 4000, do not
attempt 1o repair it yourself, Refer o the Service and
Wamranty section of this manual.

Instructions For Use

Battery .
When used in a typical setting, the Littmwan Electronic buttons and the infrared port
Stethoscope Model 4000 will operate for sbout one menth on
two AAA alkafine batieries. Using the recording options or
infrared data tramsfer will reduce the average battery life.
When the batteries are close to depletion, the LOW
BATTERY indictor, located on the dispiay, will blink. When
this oceus, the batteries should be replaced within two hours
of contimuous use.

When the batteties are na longer able to power the Madel
4000 stethoscope, the stethascope will automatically furn off.
All recorded sounds and seftings ave saved. The Mode! 4000
will not fumetion if the hateries are depleted.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 2 ?
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Flectronic Control Quick Refevence
(Refer to Operation section for complete instructions}

000

Sevadtrack

Volume Decrease

Volume Increase

Frequency Mode
Selector

Receive

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Press the ON/OFF tratton to tu the
stethoscope on.

Press the ON/OFF titton for
approximately two seconds to tumn the
stethoscope off.

Pressing the ON/OFF button cancels
the current action, for example, to
stop & playback, transmission, or
reception of & somdirack.

There are six somdiracks

available on (e Model 4000. Press
the SOUNDTRACK SELECTOR
button once to display somdimack one,
press again o advance to the next
sound trck.

Press the VOLUME DECREASE
button to decrexse the sound level.

Press the VOLUME INCREASE
button to imcrease the sound kevel.

Press the RECORD huttar for one
second to record sound onto the
selected somndirack. Press again to
stop recordig,

Press the FREQUENCY MODE
SELECTOR butien to select Bell,
Diaphragm o7 Extended Range.
Press the RECEIVE buttom to recefve a
soumdtrack fiom another Mode] 4600 or
OIS,

Trausmit Press the TRANSMIT button to
tramsmit the displayed soundirack
another Model 4000 or computer

Play Press the PLAY button to bear the
selected soundtrack. The display
pane] will indicate that the playback
is at noemal speed. Press and hold
the PLAY button for two seconds to
phay back in half speed. The display
panel wil indicate that the playback
18 at half speed. To retum to normat
speed, press the PLAY button again.
Stop playback by pressing the
ON/OFF buttan,

Display Panel

— @ P
-2-188

-=neniil #

The sbove picture demanstrates the praphics that are used on
the Mode] 4000 display panel. As a finctional test, when the
‘Model 4000 is tumed on, 2 the graphic indicators 4 shewn
shove will be tiefly displayed. After this brief test, the display
will then indicate the current bistening mode and the volume
setting. The faciory setting for Tistening mode is Bell mode and
a2 volume setting of leve] three.

i Er is shown on the display, refer to the Emor Message
section

Jo
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When the dispiay
panel shows:

(-

s =]p

eV V

Tt means:

Blinking means the two batteries are
glmost depleted.

The sound volune hes eight levels.
The bar shows the current sound kevel,
increasing from the left. The more
hars visible, the higher the sound
level, When one element is displayed
the sound level is similar to a typical
acoustic stethoscope.

This 35 alkso used to indicate
soundirack eception of transmission
progress during data iransmission.

Bell mode.

Dispheagm mode.

Fxtended range mode. The extended
range amplifies sound from a broader
range of frequencies than the bell ar
diapbragm mode.

Playing & recorded sound af normal
speed.

Playing a recorded sovnd at half
speed.

Recording a sound.

Tramsmitiing a recording, The amow
will blink sl the infrared connection
is made. After corection & made, the
arrow will 1o langer blink.

-

199
Er

Operation

Pewer On

Receiving a recording, The armow will
blink until the infrared conpection is

made. Afer connection is made, the

amow will no longer blick,

“Ihe mumiber disphryed indicates the
soundirack crently selected,

The symbol & indicates that the
soundtrack is occupied by a previous
reconding, I W is ot displayed, the
soupdirack is vacant. When the L is
motating, 2 sound transmission is in
peogress.

3 is located below the number of
the soundirack you have selected.

Amumber displayed is the heart rate.
If two dashed fimes are digpleyed, refex
to the heart mate section.

If the display is blinking 7%, the
heart e is above T bpm and
cannot be displayed.

Error Message. See Error Message
section of this noapual

Press the ON/OFF button on the
Litemenn Electrosic Stethoscope
Mode] 4000, The factory of
personalized setting will be in
operation.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Automatic
Power O

Change Sound
Volume Level

Change
Frequency
Mode

Persenalized
Setup

Heart Rase

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

The Mode! 4000 antomatically

turns off three minuites affer the last
actuation of any button. Press the
ON/OFF button within 10 seconds of
automatic power off znd the same
settings will be restared. [f fonger
than 10 seconds have transpired, the
Model 4000 wili power up at your -
personalized setting or factory setting,

Note, the stethoscope witl not power
off antomatically during 2 daia
transmission.

Press the VOLUME INCREASE

o VOLUME DECREASE button.
The sound vohrme bar displays

the change.

Press the FREQUENCY MODE
SELECTOR button to select one

of the frequency ranges

(Bell, Diaphragm of Extended).

The selection is indicated on the
display pancl.

The Model 4000 is factory set in

bell mode and sound level 3. To
perscnalize setp, select the desired
frequency mode and volume Jevel, and
then press and hold the FREQUENCY
MODE SELECTOR bution for two
seconds. The Made! 400 wili now
fimotion with these seftings on staytup.
The Mode] 4000 detects and displays
an acoustic-hased heart rate. It tkes
five seconds to comprrte the niffal beart
rate and is updated every two seounds.
For heart raies below 30 bpm o before
the itial reading, the display shows
two dashes {~). Heant rates above 199
bpm will flash the mumber 199. Heart

5

Select Sounderack

Recording

rate is not displayed during recording
or playback.

The acoustic-based heart rate display
fumctions best when the Mode] 4000 is
Placed near the apex of the patient’s
heatt. If the heart rate changes from
consistent to incopsistent o if there is
excessive ambient noise, patient
movement of hing smmds duting
auscultation, the beart rate display
number will flash or display wo
dashes (~). The flashing heart rate
will change to two dashes () afier 10
seconds of nconsistent sommds of o
heart rate detection

Select any one of the six soundiracks
by pressing he SOUNDTRACK
SELECTOR button one or more
times. The sefected soundirack s
displayed. A sumber shawn by itself
imdicates an emply track. A number
shown with the WP indicates
recarded soumdirack. Recording ona
soundtrack that displays the W will
erase the currently stored soumd.

Press the ON/OFF button to retam to
the heart rate display.

Press and hold the RECORD button
for one second, The record synibo] will
flash in the display. Press the record
bution agsin to stop recording. Wait for
appraximalely two - three seconds
after an auscultation event hefore
pressing the RECORD button o stop
recarding, Fach soumdtrack has a
recording duration of eight seconds.
Each recarding mst be at least two
secands in duration.

A
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Playback

Half Speed
Playback

Ersse Single
Seundiracks

Erase All Sound
Tracks
{use with cantion)

Data transmission
to another Littmann
Electrenic
Stethoscope

Model 4600

The recording process captwes the fiall
vange and stores it on the
soundtrack. This allows the abiity to
change the frequency mode from bell,
dizphragm or extended rapge during
playback. To ensure that clear
auscultuticn scunds are caphured, do not
adjust volume o frequency mode
To play back a reconding, select the
desired soundirack and press the
PLAY button. When the entire
soupdirack has been played, there & &
ane second delay before the
soundirack will play again. To end
playback, press the ON/OFF button.

Press and hold the PLAY button
fox twa seconds, To siop the
contimous half speed and retum to
nomzat playback, press e PLAY
Tratton. To endt playback, press the
ONXOFF button.

Frase sowndiracks by recording
new sounds “onio them. Erased
soundiracks cannot be recovered.

Press and hold the
SOUNDTRACK. SELECTOR
tutton for two seconds. This will

receive the transmission.
2. Position the twa IR poets within
two feet.

Sending a copy of
aseundirack to a
computer using
Microssfi®
Windows®
95/98/2008' with
s infrared (IR)
port

3. Press the RECEIVE button on the
teceiving Madel 4000 then press the
TRANSMIT button on the
transmitting Mode] 4000. The amow
will blink unti! the infrared
4, Transmission % indicated on the

‘Model 4000 display by & roiating # .

5. Progress of the transmission is
shown on the Mode! 4000 display
withthe ~sweaisll symbol, To
slop the transmission, press the

ON/OFE button on either stethoscope.

1. Select the soundtrack o be
transmitted

2. Position the two [R ports within
two feet

3. Press the Model 4000 TRANSMIT
button. The arow will blink until the
infrared connection is made.

4. Transmission i indicated on the

Mode] 4000 display by a rotating b .

The computer datus bar will display
two red lights flashing towards ope
another

5. Progress of the trammission is
shown on the Model 4000 display
with the —ewanié symbol.

6. WINDOWS 9598 - Downloaded
soundiracks ave stored m: C:\My
Received Files.

1. Procpts may Shwern versioms Al Windows sd ez e esponebifiy of fic Vicroaoll.
&an&mﬁwﬂ-mud‘hLﬁmﬂmﬂmmuwm

Tor clarification paly. Pheme coamel yous Vicromdl s mees for yaeeific isuction.
Moo RE wd Windowst are eracis of Mienzsall Doponation,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Receiving 2 copy of
A soyndirack from
& computer using

Windsws®

with sn infraved
{IR) pert

FWINDOWS 1040 - Downloaded
soandtracks are siored In:
€:\Documents and
Settings'username'Desktop and
appear on the desktop.

7. The soundtrack filename format i
"Trk* ¢4k’ (* is the soundirack
nutnber on the siethoscope)
Frxeple: soumdtrack 2 = Tri2.edk’
1f the defimlt soundtrack filenarme
already exists, a new nare, "Capy of
Trk* edk’ or "Copy # of Tek*edK’ is
given, example: somndirack 2 = "Copy
of Trk2.edk” (# is the mumber of
dupicates from the same soundtrack}
[t s advisable to rename the
soundizack files once they are
trazsmitied to aveid confision. It is
1ot pesessary b maintain the file
extension *.edk.

If £r appears in the display of the
stethoscope, refer to the Emor
Messages section of this manual to
determine a possible cause.
WINDOWS 9598 - From the Start
menu select *Start — Programs -
Windows Explorer”. Open the folder
"My Received Files" and locate the
soundirack file to be transmitted.
WINDOWS 2600 - From the deskiop
(o5 within the fokder that conlains the
soundtrack file to be transmitied) locate
the soemdtrack file to be transmitted.
1. Select the Mode! 4000 soundirack
to Teceive the transmitted file
Cautieq; [f the selected soundirack
contains a recording, the transmitted

file will replace it. Erased soundiracks
cannot be recovered.

2. Position the two IR ports within
two feet.

3. Press the Model 4000 RECEIVE
bution. The srsow will bifnkc tndi] the
infrared connection is made.

4. Immediately right elick on the
soundirack file to be transmitted and
select ‘Send To - Infrared Recipient’
5. Transmission  indicated on

the Model 4000 display by a rotating
7 The comyputer status bar will
display two red lights flashing
towards one another.

6. Progress of the transmission is
shown cn the Mode] 4000 display with
the —asnud®ll gymbol

Nate; The soundtrack filename is not
transenitted to the stethoscope. If £r
appears i the display of the
stethoscope, tefer to the Ermor
Messages section of this mamal
determine a passible cause.

Error Messages

If€r shows while transmitting data to another Model 4000

or & comypter:

+ The path of infrared light may be blocked. Position the
infrared ports at each ather and retry the operation.

+ The infrared port may be dirty. Clean both infrared ports.

+ The Mode] 4000 was removed before the soundirack vas

7. Pt oy vary bibwecn venioms of Winds & of e Vioossl
Telrraces & Wit 21 & poeteins 1o i ot Ui Elcetrouic Sicthoaope Modd 4000w
for clarliesion oaly. Picase commll your Wicruofl usces sumnl for peciflc iestructions.

M Vicsousil Comoniion

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



campletely transferred. Do sot move the stethoscopes untl
the & is finished rotating.
+ The Model 4000 may be exposed to excessive EMURFL
electromagnetic noise, Remove the source of notse.
[f none of these is the cause, refer to the Littmann
Stethoscope Service and Warranty section.
Headset Positioning
The Litimann Flectroni: Stethoscope Model 4000 is designed to
provide a comfortable, acoustically sealed ear fit Natice thet the
earmbes are permanently set a1 an angk by accommodaie the

{ypical anatamy of the ear canal. The eartips should pomt ina
forward direction when inserted mto the ear canaks.

To reduce spring tension in the
headset, hold each eartube at
the bend near the eartip and

grachually pull apart undi fally
extended.

To increase speing tension,
grasp the beadset with ane hend

where the eartubes enler the
plastic tubing and squeeze until
the plastic aubing on one exrtube
touches the other. Repeal as
Recessary.

Records processed under FOIA Request #2014-5942; Released by CDRH on 12-8-2015

For mexinmm acoustic

performance, comfortable paented :tm@
V™ Littenod) Soft-Seakig

Eartips are provided with the

stzthascope. The sietbascope _‘——__@
wiilizes a unique design foe

attaching the eartip 10 the eartube.
The eatips are pushed ook the end of the eartube and snapped
in place. To remove, pull fimmly on the eartip.

Diaphragn: Removal and Replacement

Under nonmal conditions, it is mmecessary to remove the rim
and diaplragm for cleaning, The diaphragm can easity be
cleaned with an alcohol wipe, If, bawever, it is necessary lo
remove the rim and diaphragm, carefully follow instructions:

Rie Removal:
+ With diaplirapm side wp, wsig F
a thrembaail, pry the rim out of
its cesignated groove, and pull ¢
towezds you. If the daphragm

does ot come off along with 4

the rim, remove this separately.

Do not disturt the components located wder the diapbragm
once it is removed

Cleaning of the Rim and Diaphragum:

+ Separgte the diuphragm from the rim, and clean with mild
soapy waler and/or alcoho). The surface of the chestpiece
can #kso be wiped with aicobol, Take care not to sahwsie
the chestpiece. Excess Hiquid used in the cleaning process
can result in moishare getting into the intermal components.

Disphragm and Rim

Reassembly:

« Once the rim and diaphragm
are completely ey, place the
i on a fim surface. Insert the

diaphragm ini the inside

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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groove of the rim, stating st one paint, and ronming your

finger around the inside of the rizo. This technique will

position the diaphragm property in the designated groove.

Place the rim and diaphragm assembly oa the chestpiece

surface, Totally engage the assembly in the groove on

chestpiece at one point and hold in place with thamb.

Slowly roll the rim arousd the chestpiece edge using both

thumbs moving im opposite directions.

General Use and Maintenance

+ The entire stethoscope can be wiped clean with alcohol.

+ Do not immerse the stethoscope I any liquid or subject it
to any sterilization process.

+ Eartips can be removed for a thorough cleaning.

+ Remave the battery whenever the stethoscope is stored or
will not be used for several months.

Avoid extreme beat, cold, solvents and oils. Recommended
storage conditions are from 4F to MOF (-20°C to 60°C),
15 to 95% telative humidity.

Faihure to follow care and maintenance recommendations
could resalt i damage to the internal components of the
Mode} 4000, fnternal damage could cause malfimetion of the
product, ranging from a skight decrease i auditory response
te complete faiture of the produrt.

¥f you experience any problems with the Model 4000 do not
attermpt. 1o repeir il yourself. Please notify the 3M Heaith Care
Service Center for directions on shipping and receiving.
Littmann Stethoscope Service and Warranty
Program

The Littmann Electronic Stethoscope Model 4000 is
wrtanted ageimst any defects in material and memufactre for
a pesiad of one year. If 2 materiat or manufactuing defect
discovered during the warranty period, repairs will be made

-

wiﬂmtchng:mmd:rcﬂmof&eimummnmm,
except in cases of obvious abuse or accidental damage.

For technical questions, call the 3M Health Care Tech Line at
1-800-441-1922.
meajntenmmmpuirserviceshdenitedSwm,scnd
your stethoscope directly to:

M Health Care Service Center

M Building 502-{W-01
1150 Gratach Ave N

Suite 200

Oalkdale, MN 55128
1-800-292-6298

Enclose your name, address, phone mumber and reason for
repair with your stethoscope.

Inn Canada:

M Health Care Service Center
IM Canada fnc.

80 Enterprise Drive South
London, Cntario

Canada N6N1C2
1-519-668-3063

Outside of the United States and Canada, contact your Jocal
IM subsidiary for maintenance and repair mfrmetion.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Littmann

3M Health Care

i 3M Health Care

37
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'

Internal Administrative Form

YES

rd
O

N

Did the firm request expedited review?
Did we grant expedited review?

\

w

Have you verified that the Document is labeled Class Il for GMP
purposes?
If not, has POS been notified?

Nl

ot

C/

A

[s the product a device?
Is the device-exempt from 510(k) by regulation or policy?
Is the device subject to review by CDRH?

o[~ o o

9.

Are you aware that this device has been the subject of a previous NSE
decision?

If yes, does this new 510(k) address the NSE issue(s), (e.g.,
performance data)?

10. Are you aware of the submitter being the subject of an integrity

investigation?

11.1f, yes, consult the ODE Integrity Officer.
12 Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #191-2 and Federal Register SON0332,
September 10, 1991.

NINEER

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SCREENING CHECKLIST
FOR ALL PREMARKET NOTIFICATION [510(k}] SUBMISSIONS

510(k) Number: KO@% 8/

The cover letter cleatly identifies the type of 510(k) submission as (Check the

approptiate box):
U Special 510(k) - Do Sections 1 and 2
U Abbreviated 510(k) - Do Sections 1, 3 and 4
/ Traditional 510(k) or no identification provided - Do Sections 1 and 4

Section 1: Required Elements for All Types of 510(k) submissions:

Present or | Missing or
Adequate | Inadequate

Cover letter, containing the elements listed on page 3-2 of the
Premarket Notification [510)] Manual.

Table of Contents.

]

Truthful and Accurate Statement.

\

Device’s Trade Name, Device’s Classification Name and
Establishment Registration Number.

N

Device Classification Regulation Number and Regulatory Status
(Class 1, Class 11, Class III or Unclassified).

y

Proposed Labeling including the material listed on page 3-4 of the
| Premarket Notification [510)] Manual.

Statement of Indications _for Use that is on a separate page in the
premarket submission.

1

Substantial Equivalence Compatison, including compatrisons of
the new device with the predicate.

b

510(k) Summary or 510(k) Statement.

3\

Description of the device {or modification of the device) including
diagrams, engincering drawings, photographs or service manuals,

Identification of legally marketed predicate device. *
Compliance with performance standards. * {See Section 514 of
the Act and 21 CFR 807.87 (d) |

\

Class [11 Certification and Summary. **
Financial Certification or Disclosure Statement for 510(k)
notifications with a clinical study. * [See 21 CIR 807.87 (1)]

(RETANAS A SVAVA VAN

510(1{) [£it Certification *¥*

* - May not be applicable for Spectal 510(k)s.

*% - Required for Class J11 devices, only.

#k%  _ See pages 3-12 and 3-13 in the Premarket Notification |510)] Manual and the
Convenicnce Kits Interim Regulatory Guidance.

Section 2: Required Elements for a SPECIATL 510(k) submission:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Present Inadequate
/I | ot Missing
Name and 510(k) number of the submitter’s own, unmodified
predicate device. /
A description of the modified device and a compatdson to the /
sponsor’s predicite device.

A staterment that the intended use(s) and indications of the
modified device, as\described in its labeling are the same as the
intended uses and indjcations for the submitter’s unmaodified
predicate device. '
Reviewer's confirmation\that the modification has not altered the
fundamental scientific techgology of the submitter’s predicate
device.
A Design Control Activities Swna[y that includes the followix% o
elements (a-c): :
2. Identification of Risk Analysis method(s) used to assess the
impact of the modification on the ddyice and its componenty, and
the results of the analysis.
b. Based on the Risk Analysis, an identiﬁhgjoi of the r?‘ned
verification and validation activities, includiqg the methofls or
| tests used and the acceptance criteria to be applied.
c. A Declaration of Conformity with design co}u‘iols fat includes
.the following statements:
A statement that, as required by the risk analy

designated individual(s) and the results of
demonstrated that the predctermined acc
met. This statement is signed by the indfridual respondble
for those particular activides.

A statement that the manufacturing fa€ility is n conforma}\i

with the destgn control ptocedure re uirements as specified
in 21 CFR 820.30 and the records afe available for review.
This statement is signed by the 1n vidual responsible for \
those particular actviaes.

Section 3: Required Elements for an ABBREVIATED 510(k)* submjgsion:

{ N

Presen Inadequate
ot Missing

For a submission, which relics 6n a guidance document and/or
special control(s), a summaty feport that describes how the
guidance and/or special confrol(s) was used to address the risks
associated with the particuldr device type. (Ifa manufacturer
clects to use an alternate approach to address a particular risk,
sufficient detail should by provided to justify that approach.,)
For a submission, whichfrelies on a recognized standard, a
declaration of conformify [For a listing of the required elements
of a declaration of conformity, SEE Required Elements fora
Declaration of Conformity to a Recognized Standard, which
is posted with the 510(k) botlers on the H drive.]

. 4
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 /d
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For 2 submission, which relies on a recognized standard without a
declaration of conformity, a statement that the manufacturer

intends to con to a recognized standard and that supporting
data will be availabte before marketing the device. A

For a submission, which relies on a non- -recognized standard that

has been historically accepted by FDA, a statement that the /
manufacturer intends to confoxm to 2 recognized standard and
that supporting data will be availa before marketing the dc%

For a submission, which relies on a no
has nat been historically accepted by FD
manufacturer intends to conform to a reco
that supporting data will be available before
and any additional information requested
to determine substantial equivalence.

Any additional information, which§ not covered by the guidahce
document, special control, recpgnized standard and/or non-

recognized standard, in orges to determine substantial \

equivalence.

* - When gompleting the review of an abbreviated 510(k), please fill out an
AbHfeviated Standards Data Form (located on the H drive) and list all the ghidance
Hcuments, special controls, recognized standards and/or non-tecognized
standards, which were noted by the sponsor.

Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL
510(k) submissions (If Applicable):

Prescnt Inadequate
e or Missing
a) Biocompatibility data for all patient-contacting materials, OR M
certification of identical material/ formulation: :
b) Sterilization and expiration dating information: . ‘
1 sterilization process J, f,[/}’ 2
iy validation method of sterilization process A DI
i)y SAL [, A SHD
iv) nackaeing ] LV
v)_ snecifv pvroeen free [
i) ETO residues {1/
viil radiation dose it/
viiil Traditional Method or Non-Traditional Method v
¢) Software Documentagon: e

Items with checks in the “Present or Adequate” column do not require ¢ additional
information from the sponsor. Items with checks in the “ Missing or Inadequate”
column must be subm red before substantive review of the document.

Passed Scrccn%%
Reviewer:_ ¢
Branch

Concurrence by Review

Date:
ot FOAY 7/

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The deficiencies identified above represent the issues that we believe need to Lie resolved
before our review of your 510(k) submission can be successtully completed. Ia developing
the deficiencies, we carefully considered the statutory criteria as defined 1n Secnon 513(1) of
the Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your
device. We also considered the burden that may be incurred in your‘attempt to respond to
the deficiencies. We believe that we have considered the least burdensome approach to
resolving thesc issues. If, however, you believe that informaton is being requested that 1s
not relevant to the regulatory decision or that there is a less burdensome way to resolve the
issucs, you should follow the procedures outlined in the “A Suggested Approach to
Resolving [east Burdensome Issues” document. It is available on our Center web page at:
http:/ /www.fda.gov /cdth/modact/leastburdensome.html

74
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REVISED:3/14/95

BOILERPLATES TITLED "DOCUMENTATION" AND MUST BE FILLED OUT WITH
ETC.}.

EVERY FINAL DECISION (SE, NSE, NOT A DEVICE,

THE 510 (K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510 (K)

"gUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

Reviewer:

Division/Branch:

Device Name:

Product To Which Compared

{510 (K} Number If Known):

YES NO
1. Is Product A Device If NO = Stop
2. Is Device Subject To 510(k}? If NO = Stop
3. Same Indication Statement? If YES = Go To 5
4, Do Differences RAlter The Effect Or If YES = Stop NE
Raise New Issues of Safety Or
Effectiveness?
5. Same Technological Characteristics? If YES = Go To 7
6. Could The New Characteristics Affect If YES = Go To 8
Safety Or Effectiveness?
7. Descriptive Characteristics Precise If NO = Go To 10
Encugh? If YES = Stop SE
8. New Types Of Safety Or Effectiveness If YES = Stop NE
Questions?
9. Accepted Scientific Methods Exist? If NO = Stop NE
10. Performance Data Available? If NO = Request
Data
11. Data Demonstrate Eguivalence? Final Decision:
Note: In addition to completing the form on the LAN, "“yes" responses to

questions 4, 6, 8, and 11, and every "no" response requires an

explanation.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Intended Use:

Device Description: Provide a statement of how the device is either
similar to and/or different from other marketed devices, plus data (if
necessary) to support the statement. Is the device life-supporting or
life sustaining? Is the device implanted (short-term O%]long—term)? Does
the device design use software? Is the device sterile? Is the device for
single use? Is the device over-the-counter or prescription use? Does the
device contain drug or biological product as a component? Is this device
a kit? Provide a summary about the devices design, materials, physical
properties and toxicology profile if important.

EXPLANATIONS TO "YES" AND "NO" ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED

1c0.

11.

Explain why not a device:
Explain why not subject to 510(k}:

How does the new indication differ from the predicate device's
indication:

Explain why there is or is not a new effect or safety or effectiveness
issue:

Describe the new technological characteristics:

Explain how new characteristics could or ¢ould not affect safety or
effectiveness:

Explain how descriptive characteristics are not precise encugh:

Explain new types of safety or effectiveness questions raised or why the
questions are not new:

Explain why existing scientific wmethods can not be used:
Explain what performance data is needed:

Explain how the performance data demonstrates that the device is or is
not substantially equivalent:

ATTACH ADDITIONAL SUPPORTING INFORMATTION

77
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510(k) “SUBSTANTIAL EQUIVALENCE”

DECISION-MAKING PROCESS

New Device is Compared to

Marketed Device *

Descriptive Information Does New

about New or Marketed
Device Requested as Needed

New Device Has
Use and May be “S

NO

'S

'

Performance
Data Required

» Perform

* S10(%) Submissicns comp
marketed and “predicate”

to Ensure Equivatence?

®

evice Have Same  NO Do the Differences Aller the Intended

Statement? " Therapeutic/Diagnosticiete. Effect YES

(in Deciding, May Consider Impact on ]
Safety and Effectiveness)?**

Not Substantiall
Equivalent Determination

NO

New Device Has
New [ntended Use

NO Could the New @

——» Characteristics Do the New Characteristics
YES

Affect Safety or —— Raise New Types of Safety 9]
Effectiveness? or Effectiveness Quastions?
4

NO

& Enough NO

O,

Do Accepted Scientific
Methods Exist for

Assessing Effects of
the New Characteristics?

G0,

Are Performance Data Available
To Assess Effects of New
Characteristizs? ***

YES
NO

YES

NO

YES

(D

Performarce Data Demonstrate
Fquivalence?  4——
NO

YES

w (O

“Substantially Equivalent”
Detennination

are new devices to marketed devices. FDA requests additional information if the rciationship between
pre-Amendments or reclassificd post-Amendments) devices is unclear.

but limited testing information is sometimes required.

b This deciston is normally based on descriptive information alone,

(k). ather 310{k)s, the Center’s classification fiies, or the fiteraturc.

wE Data maybe in the 510

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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