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OCT 1 6 2005

EXHIBIT 2
510(k) Summnary

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 3MTM LittmannTm Electronic Stethoscope (K003723),
JABES Electronic stethoscope (k03 1446)

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 SERIENO 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-fl 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.

_P4'e 1684
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6. Substantial Equivalence Chart
Predicate Devices New Device

Device name 3M Littmann Electronic JABES electronic SERENO electronic
stethoscopettocp K3 46 ttocp

________________ Model 4000(K(003723) sthocp(K346sehooe
Classification Electronic Stethoscope Electronic Stethoscope Electronic Stethoscope
Name

Applicant 3M GS Technology Co., Ltd Pishon High Tech Co.,
_________________ ~~~~~~~~~~~~~~~~Ltd
Bell(20-200Hz), Bell(20-500Hz), Bell(20-450Hz),

Frequency Diaphragm( 100-500Hz) Diaphragm(200-SOOHz) Diaphragm(200-1,200Hz)
Response Mode Extended range: Extended range: Extended range:

________________(20-1,000Hz) (20-1 .000Hz _(20-1500Hz)

AmplifcationUp to I8times Up to l8times Up to 20 times
Amplificationamplitication amplitication amplitication

Display heart rate Yes No No
Permits data
transfer of stored Yes No No
digital signal to
IBM-Compatible PC
Volume control S Steps Volume control 12 Steps Volume control 1 2 Steps Volume control

Energysource Two(2) AAA alkaline Two(2) AAA alkaline Two(2) AAA alkaline
Energy source batteries batteries batteries

Manual
On/Off button
Automatic shut-off Yes Yes Yes
by electronics _ _ _ _ _ _ _ _ _ _

Low BatteryYeYsYs
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.
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Public Health ServiceDEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

OCT 1 6 2005
Pishon High Tech Co., LTD
c/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 II
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 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 I1 (Special Controls) or class III (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.
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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 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.gov/cdrh/industry/support/index.html.

Sincerely yours,

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

Radiological Health

Enclosure
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Indications for Use

510(k) Number (ifknown): ko..~ q0tt

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
I-

(Dlsi~'Slgn-Offl
Division of Cardiovacular Devies
510(k) Numbgr k ,069 '-F//

Page 7 of 168
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Pishon High Tech Co., LTD OCT 1 6 2005
c/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 II
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 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 III (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.
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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 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) 6:38-2041 or
(240) 276-3150 or at its Internet address http://www.fda.eov/cdrh/industry/support/index.html.

Sincerely yours,

Bran D. ZceraM
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure

Os,
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Indications for Use

5 10(k) Numnber (if'known): k~~~1F

Device Name: Electronic stethoscope (Model: SERENO)

Indications for Use: The SERF-NO 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 CER 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 I of I

Division of CardiovacWular DeVICes
51I0(k) Numbg..k-1 n 4

Page 7 of 168

-3
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

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

PISHON HIGH TECH CO., LTD. 510(k) Number: K062481
C/O KAMM & ASSOCIATES Received: 29-AUG--2006
P.O. BOX 7007 Product: SERENO 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 YOU 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 other 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.html. 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.
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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) 63:3-2041, 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
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

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: SERENO 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 SO.

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.g.,Fed Ex, UPS, etc.)

Food and Drug Administration U.S. Bank
P.O. Box 956733 956733
St. Louis, MO 63195-6733. 1005 Convention Plaza

St. Louis, 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.

17

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

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



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. If 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
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DFIPARTMI:NT OF I IFALTH AND IULMAN
I)ILPARTMIC NF OFI1F.IIH NDI UMN PAYMENT IDENTIFICATION NUMBER:81EPR VICES
FOOD AND DRUG ADMINIS1IRATION 
MEDICAL DEVICE USER FEE COVER Write the Payment Identification number on vour

SHEET check.
A completed Cover Sheet must accompany each original application or supplement subject to fecs.
The [ollowing actions must be taken to properly submit your application and fee payment:
I.1FleCtroniCally 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

ID)rug Administration. Remember that the Payment Identification NUmber must be written on the
check.

3. Mail Check and Cover Sheet to the [IJS Bank Lock Box, FDA Account, P.O. Box 956733, St.
Louis, MO 63 i195-6733. (Note: In no case should payment be sibmitted with the upplication.)

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

5. For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at
the following URL: http://www.fda.gov/cdrh/nidufina/faqs.html#3a, You are responsible foi
paying all fees associated with wiie transfer.

6. Include a copy of the complete Cover Sheet in volume one of the application when submitting to
the FDA at either the CBER or CDRIH Document Mail Center.

-_> 2. CONI'ACT NAME
I. COMPANY NAME AND ADDRESS Daniel Kam
(include name, street address, city state, country, 2.1 EMAII ADDRESS
and post office code)

dIkamm(~tieee.org

PISHON HIG(H11 TECH CO ID) 2.2 1ELEPIIONE NUMBER (inclttde Area code)
PO Box 7007 847-374-1727
Deertfield IL 60015 2 FACSIMILE (FAX) NUMBER (Include Area
UlS '2 code)

1.1 EMPIOYER IDENTIFICATION NUMBER NO DA
(EIN)

NO DAtFA

3. TYPE OF PRFMARKET APPLICATION (Select one of the following in each coln;an: if you are
unsure, please rel'er to the application descriptions at the following web site:
http://www,v'da.gov/dc/mdufilna

Select an application type: 3.1I Select one of the types below
[X] Premarket notification(5 10(k)); except for third party [X] Original Application

rf

(b)(4) 
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[3Biologics License Application (BLA) Supplement Types:
3Prernarket Appmoval Application (P1MA) [ ] Efficacy (BLA)
ModUlar PMA [ ] Panel Track (PMA, PMR. PDP)
Product Development Protocol (PDP) [3] Real-Tinie (PMA, PM R, PI)P)
Prernarket Report (P'MR) [3I180-day (PMA, PMR, PDP)

4. A RH YOU A SMALL BU SINESS'? (See the inlstructions for more1- information on determining this
stat LIS)

Y IS£, I Meet the SinlaI I bsinless Criteria and have [X] NO, I amn not a small business
Snbm itied the required qua Ii fying documnents to FDA
4.1 IF Yes, please en~ter your1 Small Businless Decision Numnber:

5. IS'llf18SPREMARZKFTAPPLIC'AIION COVERZED BYANY OF TIlE FOLL1OWING IjSFR
FEE EXCEPTlIONS? IFPSO, CHECK THE APPLICABLE EX(.EPTI]ON.

[3This application is the first PMA submitted by a [3The sole pm-pose of the application is to
qualified small busineCss, including any affiliates, support conditions of USe for a pediatric
parents, and partnler firms population

I his biologics application is submitted Under secion [ ] The application is submitted by a state or
351 of the Public I lealth Service Act for a product Fecderal government entity for a device that is
licensed for Further manlufactur ing Use on IV not to be distributed commercially

6. I1S HIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH F[£ES WERE
WAIVE D DUE TO0 SOLE USE IN A PEDIATRIC POPULATION THAT NOW PROPOSES
CONDITION OF USE FOR ANY ADULT POPUL.AlION? (lf'so, the application is subject to thc
lee that applies for an original preniarket approval application (PMA).)

[]jYES [X] NO

7. USER FEE PAYMENT AMOUNTSIIBMITIEFD FORT'IIS PREMARKElF
APPLICA TION (FOR FISCAL YEAR 2005)

IlAg20
(b)(4) 
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FOOD AND DRUG ADMINISTRATION OMB No. 9010-0120
Expiration Date: May 31. 2007.

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See 0MB Statement on page 5.
Date of Submi ssion User Foe Payment ID Number FDA Subm ss on Document Numberf known

Original Submission Eli Regular (1 80 day) Original POP Original Submission HPre 510(iK) Meeting
HPremarket Report El Special Notice ot Completion ZTraditional l Pre-IDE Meeting
HModular Submission F1Panel Track (PMA Only) l~HAmendment to POP E Special Pre-PMA Meeting

H- Amendment El 30-day Supplement H1 Abbreviated (Completde H Pre-PDP Meeting
Report 11H 30-day Notice section I, PageS5) H- Day 100 Meeting

HReport Amendment HI 135-day Supplement I H Additional Information iHAgreement Meeting

H Licensin Agreemen I Realtme Re-view H] Third Party HDetermination MeetingH] Amendment to P'MA H] Other (spec/fy):
&HDE Supplement

______ _____ _____ _____ H Other
IDE Humanitarian Device Class It Exemption Petition Evaluation of Automatic Other Submission

Exemption (H-DE) Class III Designation

HOrigina Submission HPriginal Submission H r rginal Submission (De Novo) H51 3(g)
F] Amendment P7Amendment F Add Itoeinfr oalOH orginal Submission H- Other

Supp cment Supip ement Itoratin HAdditional Information (describe subiriss/ori):

HReport
HReport Amendment _________

Have you used or cited Standards in your submission? Yes HNo (If Yes, please complete Sect/on I, Pape 5)

Company / Institution Name Establdishment Registration Number (iflknown)
Pishoj i 1gb Tech Co., Ltd Wvili rgistcr

Division Nanie (if applicable) Phone Number (/nclud/ng area code)

82-2-826-1750
-Street Address FAX Number (including-area code)
2nd( Floor, NMoeller Building 403-1. IDaebang'-dollg. Dollgjak-gul, 82-2-826-1724

-City State / Province ZIP/Postal Code ~ Country
Seoul 156-020 ora

Contact Naive

Y.Y. Park

Contact Title Cotc -aIl Address
.Vltiiging~ Director

Company! Institution Name
Karnlto & Associates

DIvision Name1 ~(ifapp//cable) Phone Number incrludigaeac )

____ ~~~~~~~~~847-37485 ~ vJ Y3b7~
Street AddrSs FAX Number(nldn m oe

PO Box 700)7 206-260-4162
-City State / Provrince ZIP/Postal Code Country
Dccirficid II. 600 (5 S

Cont act ~Name-
IDaniel Kaninn

-Contact TItl Contac E-mailAddress
P rinicipalI ('onSu Itaiiti II kamm na sbeglohalI.net
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El Withdrawal FH Change in design. component, or H- Location change:

H] Additional or Expanded Indications specification: Manufacturer

H- Requ..ost for Extension H1 Software!' Hardware HSternlize
H] Post-approval Study Protocol H Color Additive H Packager

[] Request for Applicant Hold H] Matenal

H Request for Removal of Applicant Hold Specifications

H Request to Remove or Add Manufacturing S H Other (specify below)

H Process change [] Labeling change [ Report Submission

H] Manufacturing H Indications [ Annual or Periodic

H Sterilization H Instructions [ Posetapproval Study

H] Packaging H] Performance [ Adverse Reaction

H Other (specify below) [] Shelf Life H Device Defect

E] Trado Name r Amendment

E[] Response to FDA correspondenceHOther (specify below) H] Change in Ownership

[H Change in Correspondent

[ Change of Applicant Address

H Other Reason (specify)

H] Now Device H] Chanlge in- H Repose to FDA Letter Concerning

H] New Indication [ Correspondent , Applicant [ Conditional Approval

H] Addition of Institution Design / Device H] Deemed Approved

H Expansion I Extension of Study H Informed Consent [] Deficient Final Report

H IRB Ceoification [ Manufacturer H Deficient Progress Report

H Termination of Study [ iManufacturing Process [ Deficient Investigator Report

H Withdrawal of Application ] Protocol Feasibility [] Disapproval

El Unanticipated Adverse Effect [ Protocol -Other [] Request Extension of

H Notification of Emergency Use H Sponsor Time to Respond to FDA

Compassionate Use Request H Request Meeting
F] I reatment DE ~ ~ ~ ~ [ Report submissionReusHarnH Treatmont IDE H oti~~~[] C rrent Investigator

H Continued Access
Annual Progress Report

H Site Waiver Report

D Final

H Other Reason (specify)

[*. I D m S I E L- I geinTe h nooI

N New Device H Addfitiona or Expanded ndications Change in Technology

H Other Reason (specify)
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P rod uc t c odeas of deavic es t o w hich s u bstan t ialI eq uivale nce is clIaimead Sumilary of. or statement concerning,

I L)DQD 2 31 4 safety and effectiveness information
_______ ~~~~~~~~~~~z5160(k) su mmary attach ed

5 ~~~6 7 H 51 0(k) statement
Information on dovicos to whitch substantial equivalence is claimed (if known)

510,o) Num. ~ber Trade or Propdetaty or Model Name Manufacturer

1 K(003723 1 3MTM [ ,iltnxttitiT M 1 3M`v

2 K03 1440 2 lah1ebs 2 Juhjes

3 3 3

4 4 4

5, 5 5

Common or usual name or coassitication

Trade or Proprietary or Model Name tor This Device Model Number

1 S ERENE)

2 2

3 3

4 4

5 5

FDA document numbers of all prior related submissions (regardless of outcome)
1 2 3i4 5

7 8 9 10 1 12

Data 'Incuded in Submission

H- Laboratory Testing Animal Trials H1 Human Trials

Product Code ~C.F.P. Section (if applicable) i Device Glass
DQD ~~~~~~870.1 875 ElH Class I Class II

Classification Panel CsI ElUcssfe
Car dioVusclSrC lssIllUclsife

Idicatin ([mm /abel/n.g)

ihe SI-RENO Electronic Stethoscope is intended For mcdtcal dltagnostic purproses only. It can he Used For the amnplification
of heart. Jurne and other bodv sounds with the Use of selective frequency and canl be Llsed oil alny patient undergoing a
physical asscssrlent.
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FDA Document Number (if known))Note Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration term.

Org~~~a FDA Establishment Registration Number Manufacturer LIContract Sterilizer
Ad DriginalWil iegistcr LIContract Manuifacturer Repackager!/ Relabeler

Company! Institution Name Establishment Registration Number
Pishoin I [lh I call Co., Ltd Will register

Division Name (if applicable) Phone Number (including amea code)
82-2-826-1750

Street Address FAX Number (including area code)
2nd Ilot1. Mu/lhl BuilHding 403-I. D itcbang-dong, Donlgialk-gu. 82-2-826-1724

City State ! Province ZIP/Postal Code Country
Seoul 1 56-020 KIorCa

Contacl Nam/e Contact Title Contact E mait Address
YN Pullr Managing Director

FDA Establishment Registration NumberLI Criginal LI Manufacturer LI Contract Sterilizer

[] Add LI Delete I Contract Manufacturer LI Repackager! Relabeler

Company/ Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code)

City State / Province ZIP/Postal Code Country

Contact Name Contact Title Contact E mail Address

FDA Establishment Registration Number L lanufaCtrer Contract SterilzrLI Ornginal [ auatrr[ otatSeiie
LI Add LI Delete LI Contract Manufacturer LI Repackager/ Relabeler

Company Institution Name Fstablishment Registration Number

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code)

City State/ Province ZIP/Postal Code Country

Contact Name Contact Titte Contact E-mail Address
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Note: Complete this section if your aplialcation or submission cites standards or includes a "fleclaration of Conflormity toea Recognized Standard"
statement.

Standards No. Standards Standards Title Version Date
Organization

IIEC 606001 -I [ EC Safety of Medical Electricl Eqluipient( Part i. Currcnt
1 ~~~~~~~~~~~Genentl RequiremenICItS tbr Safety

Standards No Standards Standards Title Version Date
Organization

ISdC 00601- -2 IF'C Standard foi le ctrioniaenctic (ompatieity. Current
2

Standards No Standards Standards Title Version Date
Organization

3

Standards No Standards Standards Title Version Date
Organization

4

Standards No. Standards Standards Title Version Date
Organization

5

Standards No. Standards Standards Title Version Date
Organization

S tStandards Standards Tte a Vetsi on Date
tandards No Organization

7.

Ptease include any additionat standards to be cited on a separate page.

Pii ..i..'Ilifing hurden tor this ..t..tor ..t fiiittnuitian is estinltedici in ]SC ,iCL' . ..ou per response. niitelid~ii the tim, icr rc'1. 11 irw ino fSTriicli0tS. Setirlttig,
cWIstiito la Scorers.1 gattierir1er and ... inininm th aa iete n oiotui leimewing tit collection of into~rviiion. Sen~d C11itittetRIt ecrtrtii1ti htiidcii
"siint or11 liii oilier11" aspect ni ilbis Collectiont oi ilntorttion, ireitid Iti stiiicsiins110 toi icilil1di this 1border to

t oos and t)il Ai d~ititstraiio.
( I)RI1I (I llZ-142)
9(2gf ( ot flTtc Ist!d
Roekvi li. NUi) 20"5g

1, .a ..... , ... mar ,t , ,, d~ut .. r ·. a,,, d a er h i at atq ','d to "sI a d t, a ..i .f 'ifa .r...Yif n ... ..,.'.. it dislat's a e rre,,tlt ',aid 0MBa,,ttrol

FORM FDA 3514 (6105) PAGE 5 of 5 PAGES

-5:

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

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



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 dkcamm a),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-40 1)
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 Tech~Go., Ltd. to
market a new but substantially equivalent to a legally marketed device: SERENO Ebljctroniei
Stethoscope. There have been no changes to the indications for use and many other essential
characteristics as compared to the predicate device.

Confidentiality: 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 emnailed to dkammiihcl da-COnsiiltint~com ior faxed to 847-384-1728.

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

A
Y.Y. Park, Managing Director

Daniel Karnm
(Regulatory Engineer)

Enclosures
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EXHIBIT 1

General Information

a) Trade name /Proprietary Name: SERENO Electronic Stethoscope

h) Common name /lsual 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

f0 New or Modification: This notification is for a new device for the US market.

g) Predicate Device (Substantial Equivalence): 3MTM LittmannTm Electronic Stethoscope
(K003723), JABES Electronic stethoscope (K03 1446)

h) 513/514 Compliance (Performance Standard): None established. Complies with voluntary
standards:
1. IEC 6060 1-1, Safety of Medical Electrical Equipment, Part 1, General Requirements for Safety,

including Amendment 1 and 2.
2. IEC 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.

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

Page 6 of 1 68
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Indications for Use

5 1 0(k) Number (if known): k o) '7

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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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 3MTM Littmann TM 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.

Page 8 of 168
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6. Substantial E uivalence Chart
Predicate Devices New Device

Device name 3M Littmann Electronic JABES electronic SERENO electronic
stethoscope, stethoscope (K031446) stethoscope

Model 4000(K003723)
Classification Electronic Stethoscope Electronic Stethoscope Electronic StethoscopeName
Applicant3M GS Technology Co., Ltd MPishon High Tech Co.,

Ltd
Bell(20-200Hz), Bell(20-50OHz), 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)

Up to 18times Up to 18times Up to 20 times
amplification amplification amplification

Display heart rate Yes No No
Permits data
transfer of stored Yes No No
digital signal to
IBM-Compatible PC
Volume control 8 Steps Volume control 12 Steps Volume control 12 Steps Volume control
Energy source Two(2) AAA alkaline Two(2) AAA alkaline Two(2) AAA alkaline

batteries batteries batteries
Manual
On/Off button
Automatic shut-off Yes Yes Yes
by electronics
Low Battery Yes Yes Yes
Indicator

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 9of 168
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EXHIBIT 3: Labeling

P i e De ice Broth JABES ectroni stethIo co e 1K031446

gfilit:

J# II laaio
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SERENO Brochure
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Operating Manual
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Device Lahels

Conltrol Panel-

Baittery Case Cover

Side oF' H andle

Pislion SERENO®-
Electronic Stethoscope B ---

I loaid I'op

Probe
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EXhIBI3T 14
Description of Device

Description
Photo
Eniginreering- Drawing.
Bill of Materials
Inspection: Rece i vin

Inspection: In Process
Inspection: Final

[)cscriptiorn

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 inc uding 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.
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EXHIBITS
Detailed Comparison Information

The SERERNO electronic stethoscope is comparable in its intended LISC to otherl electroni1c
StehoseOPeS currenltly on the market in the LAjS. The SIERENO electronic stethoscope is identical in
Use and produict claims to 3M Littmann electronic stetlioscope( K003723) of 3M and JABFS
electronic stethoscope (K03 1446 as shown on the table below.

Predicate Device New Device
Devic name3M Littmann JAtESeectroni
Device name Electronic JBsteehocronc SERENO electronic

I stethoscope, stetoscope stethoscope
____________Model 4000(K003723)~ K346

Classification Electronic Electronic Electronic
Name Stethoscope Stethoscope _Stethoscope

Applicant 3M ~~~~GS Technology Co., Pishon High Tech
Applicant 3M ~~~~~~~~~Ltd ____Co., Ltd

BelI(20-200Hz), Bell(20-500Hz), Bell(20-450Hz),
Frequency Diaphragm(l100- Diaphragm(200- Diaphragm(200-
Response Mode 500Hz) 800Hz) Extended 1,200Hz) Extended

Extended range: range: range:
______ (20-1,000Hz) __ (20-1,000Hz (20-1,500Hz)

Amplficaion Up to i8times Up to l8times 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 12 Steps Volume 12SesVolume
control control control

Energysource Two(2) AAA alkaline Two(2) AAA alkaline __Two(2) AAA alkaline
Energy source batteries batteries batteries

Manual
On/Off button
Automatic shut- Yes Yes Yes
off
by electronics _ _ _ _ _ _ _ _ _ _ _ __ _ _

Low Battery Yes Yes Yes
Indicator _ _ _ _ _ _ _ _
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EXHIBIT 6
Patient and doctor contact materials

The sensor of the stethoscope is the only patient contacting material, and the contact time is brief,
typically less that a minute. (b)(4) 

(b)(4) 
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EXHIBIT 7
Software Development Information

I Level o'(Concern
2. Software V)escription
3. Computcr and Softwarc Requiremnents Spccification
4. Functional Software ReqLIiCremcnts Specification
5. Architccture Design Chart
6. Device Risk Analysis
7. Software validation and verification: summary result
8. Sofiware 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) 5J--/ "t'/"/'/

Subject: 5 10(k) Numbe

To: The Record - It is my recommendation that the subject 510(k)-Notification:

[- Refused to accept.

[i squires additional information (other than refuse to accept).

jU1s substantially equivalent to marketed devices.

I-NOT substantially equivalent to marketed devices.

E Other (e.g., exempt by regulation, not a device, duplicate, etc.)

Is this device subject to Section 522 Postmarket Surveillance? D-YES /.INO

Is this device subject to the Tracking Regulation? D-YES 4E'NO

Was clinical data necessary to support the review of this 510(k)? El YES / 2. NO

Is this a prescription device? u-~YS C NO

Was this 510(k) reviewed by a Third Party? D]YES ,.--No

Special 510(k)? 
E[YES t'J-NO

Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers DYES /-'NO

Trufful and Accurate Statement E[RequestesaEnclosed

Z A 510(k) summary OR A--EI ® 5 ) ttement

he indication for use form

Combination Product Category (Please see algorithm on H drive 51 Ok/Boilers)

Animal Tissue Source C YES fr3iO Material of Biological Origin C YES /WNO

The submitter requests under 21 CFR 807.95 (doesn't apply for SEs):

oii r 90 days Continued Confientialty90

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

(Branch Ch~e0 ~'/ (Branch Code) (Dale)

Final Review:

Revised:4/2/03~ ~ ~ ~ ~ ~ ~
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-A 'A'T ~~~~~~~~~~~~~Public Healith Service

(Jff~~;. DEPARTMENT OF HEALTH &HMNSVIEFod Dnd Dm Administration

Memoranudum

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 af 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 51O(k) for the SERENO Electronic

Stethoscope. Electronic stethoscopes are Class II 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 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.
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?4
*Is the device single-use?
*Is the device for home use?4
*Or for prescription use? 4 '
*Does the device contain drug or biological product as a component?
*Is this device a kit?

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, binaural 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/loff). 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-fl audio component, or PC
with sound card).

(b)(4) Review
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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 if No = Stop

2. Is Device Subject To 510(k)? 4 If NO =Stop

3. Same Indication Statement? 4 If YES = Go To 5

4. Do Differences Alter The Effect Or Raise New Issues of if YES = Stop NE
Safety Or Effectiveness?

5. Same Technological Characteristics? 4 If YES = Go To 7

6. Could The New Characteristics Affect Safety Or If YES = Go To 8

Effectiveness?

7. Descriptive Characteristics Precise Enough? 4 If NO = Go To 10
If YES = Stop SE

8. New Tyes Of Safety Or Effectiveness Questions? If YES = Stop 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, 5 10(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

iharon K. L~a-ppalaijneMT ~(ASCP~)
Scientific Reviewer, Cardiac Electrophysiology & Monitoring Branch, DCD

4 Concur

Chief, Cardiac El rohsiology & Monitoring Branch, DCD U Do Not Concur

Comments:

Attachments (2):

Attachment A: PishonWave Ver. 1.1I Instruction Manual

Attachment B: 3M Littman Model 4000 Package Insert

Page 5
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INSTRUCTS

How to use
PishonWave Ver.1.1

PISHON t

//
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BASIC INFORMATION

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 & Visualize the sound signals into the wave data

* Playback the recorded data

* Save & Read the wave data and diagnosis records

* Calculate the pulse rate and Display its spectrum
* Send mail and Print wave or text

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

- . *, i "'

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

* Get access to and download the [PishonWave.exe] file to your PC.

* 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 toolbar.

* Set a directory for the diagnosis and wave data.

PISHON t
1

/,A
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BASIC INFORMATION

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

· Insert the [*n] plug of the cable into the phone jack and [-] plug into mic-in terminal of
your PC.

n plug into the phone jack:- plug Into mic-In terminal

PW$tfON HPGH:W r~:

/.3
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BASIC INFOJRMATION

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
NO"T'E through the mic input.

,,:s I,,: * : "p -~j 4 P- 41IPA; 4PJ4I- 4! 41

El II ItX Ef FtS: Wndow I**g

OS: Windows 98 or higher

,,,.-,-~~~PfO HG
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HOW TO USE THE PISHONWAVE

PishonWave is composed of 4 data windows;

• Upper window - Wave Window, Visuaizes the sound signals into the wave data.
* Right lower sided window - DkKinods Record Window, Write the diagnosis records.

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

* Left lower sided window - HItce Window, Shows patient's diagnosis history as a list of the
wave file.

You can adjust the window size by adjusting spltters.

iULUUwl SSNUC
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HOW TO USE THE PISHONWAVE

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

New :Enters the patient's name and birth date.

* Save :Saves the wave data and diagnosis records on the current window.

M Record :Records the sound signals into the wave data.

* Play :Playbacks the recorded sound signals,

S Stop Stops recording or playing back.

Zoom In :Zooms in the wove data.

Q'Zoom Out: Zooms out the wave data.

B6 Print Wave: Prints the wave data.

A PrInt Text Prints the diagnosis records text (*.pis) file.

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

Mall Option : Sets the SMTP server and your mail address.

Directory Setting: Sets a directory for the diagnosis and wave data.

Fq Partial Pulse :Calculates a partial pulse rate for only one pulse cycle.

Nq Spectrum: Displays a spectrum of the wave data.

PISHON H
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MAIN MENU

INew

You can enter a patient's name and birth date or search for the recorded data of other
patients.
Click on ~or Select [New Client] in the [File] menu, and the New Client window will
appear.

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 wont to
NOE modify the directory setting, go to [Directory] in the [Option] menu or click on
F a ~~ of the toolbar.

* Name - Enter the patient's name.
* Birth Date - Enter the patient's birth date. You should enter the birth date in the
integrated format, yymmdd (6 digits. Year-Month-Date).

Ex) If the birth date is March 9, 201, you should enter 01 0309.
L ower blank window - Shows the searched data for the patient you entered.

an -- ~~~~~-com

pa~ ~ ~ ISO

IanI ItlDttSI

Ipib ow ~~ ~ ~ ~ 1
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MAIN MEN4U

You 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

* Name : 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 a, 2001 in the current directory.

If you select a patient in the searched patient's list, the selected patient's name 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 [OKI 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 list of
the wave data fie.

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

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

PISHON
7

l4
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MAIN MEN4U

Save

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

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

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 want to
NOT modify the directory setting, go to [Directory] in the (Option] menu or click on

a of the toolbar.

*Client Name / Birth Date / Today / Sequence - Enter the patient's name, his birth dlate,
Today's date and Sequential No.
* Fie 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 to edit the file name, you should modify one among Client Name!/ Birth DoteI
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 ;
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MAIN MEN4U

K~er~ ~S~Oments in .. mbIw.3nN1 }*Sa- si

cl. *- 3fCkV)

flwjin Ti911 lENS161)

You can recor th sud inas pto2isc

Yourn can recordig the sound signals \41b rnfre into the wave data.ol h

Wove 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 aInd it
will be displayed on the Summary Window.

3 - In case of law quality of the recording or lack of the recording time (less than 6F-NOTE]seconds),it may not calculate the pulse rate.

PISHQN th
9
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MAIN MENU

*Ploy

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

Click on or select [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 m

You can st! recording or playing back the sound signals.

Click on or select [Stop] in the [Sound] menu, and the recording or playback will stop.

I Zoom In

You can zoom in the wave data on the current Wave Window.

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

I Zoom Out Oh

You can ~m out the wave data on the current Wave Window.

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

PISHON
10
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MAIN MENU

Print Wave

You can print the wave data on the current Wave Window.

Click on Bor select [Print Wave] in the [File] menu.

NOU As the PishonWave supports the horizontal print of the wave data, it is desirable

FNO'T' ]to set the paper direction as Horizontal in the printer setup menu.

IPrint Text a6
You can print the text data on the Diagnosis Record Window.

Click on aeor select [Print Text] in the [File] menu.

Send Mall

You can send the diagnosis records or the wave data by e-maiL.

Click on ~or select [Send Mail] in the [Options] menu.

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

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

PISHON
11
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MAIN MENU

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 (Internet Service Provider) provide the use of the SMTP server to their
account users, the users can use the SMTP server from their mail account.

· In case you don't use the ISP 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, contact your leased line
provider and you can get information of the SMTP server.

Directory Setting rw

You can set a directory for the diagnosis text file and the wave data file to be recorded.

Click on ior select [Directory] in the [Options] menu.

Select a disk volume and set the directory for data. You may input the directory by
manual or select the directory among the folder tree of the selected disk by pressing the

W.;. icon.

PISHON
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MAIN MENU

Partal 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.

Drag an area for only one pulse cycle and click on I 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.

0 ILENE Ti~~~~~~
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MAIN MENU

spectrum

You can analyze a frequency of the wave data.

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

PishonWave Ver.1.1 released in Mar. 31, 2006 is a revised version of the PlshonWave Ver. 1.0
released in Nov., 2005.
The amendments from the Ver.1.0 are as below;
*The file I/0 structure was modified.

,The partial pulse function and the Spectrum analysis function were added.
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if you have any Inquiry about PishonWave Ver.1.1,
please contact us by using Call Center (82-2-826-1750)
or Q/A board on our web site www.e-pishon.com.

PISHON f.~

;d(
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*Tic Litna Elomaroi Stethoscope Mode] 4flM has Isnert batterih a skei

been tested to be resistant ID both electromagnetc fields
(EMI tarelecmsa discharge (ESD). Hower i mny
be suseeptible to very stong ra&i freqiency sagonal
When wsing the stedneacope, if sudden or unexpected
words are head, the Model 4WlO may be in clos
proximity to a strong; radio trasiter. If dais should
ocur nove aWay kma dth radio's rnrsitting am rna

*Use onlyAA~A alluine batteries,

*The Model 400 wl d na finracion iflth batteries ar Eletrnic Count

depleted The chertpicce of the Ltinwn Electronic Stethoscolpe Model

*De not invmrse bie stethoscope in any ]h*A or wuiaject it 4000 contins six boutom:

to uny sterilization processes. The entre Model 4WD can

be wipedelmanwidhualccohot" 1

*At the cod of this devices mewal life dispose or rcycle in SOUEdtac driaM

accordance with your local, state, and goveronaroda V oluea

regulations. Wie ke:

attempt to repari it youreself. Refer to the Service and6

Warranoty section of this tmnual. freq y Mode Seem

Insfrudlons For Use
Battery The battery con WApab of the Model 40O cortans three

Wheat used ins aypical retting, the Litfortn Electrontic buttons and dae infrared post

SUAhoCRope Model 400fWll Operate fri about on oMth On
two AAA alkcale batteries. Using the recording opto or
rndiamed data traosfe will redoce the average battery life.

Wien flat batteries are close to depletion, the LOW
BATtERY indictor, ]loaed on the display, will blink When R

this ocmnns. thet batterie should be replaced within two bours

Wien the batteries are no longer able to power the Model
40D1) stedrcop te, stethoscope will motastically turn off.

All recorded soak and setings are saved The Model 4000 Flay

will not fienction if the batteries me deplete&
2
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Eletroule Coairc Quick Referem lRm It Pres the TRANSMITbuton to

(Refr to Opratic secam for complete bzfrucions) rmit the displayed sondixack to
sm~tt Model 4O00 or compto.

On/ff Press te ON/OFF hiaon to toin d4e
stwthoeope M. Play PessthePLAYhMmto beardx

Press the ON/OFF bunno fr selected soundack. lix display

approxtmately two secnt to tnW the panel will indicate that th playback

stetboscope off is at noral speed Press and hold

pressing the ON/OFF buttn canels the PLAY button for two seconds to

the curren t action, fff example, to play Mck in half speed. The display

stop a playack, anusmisson, or pnel will indicate that dt playback

meoewdnn of a sountrack. is at half speed. To rtm to nomal
peed, press the PLAY bIuton again

SiwdadffAe Thexe are si soundlzaek Wpaya yPrsigStop playback by presn the
Se. lect" available on the Model 40M. Press

the SOUNDTRACK SELECTOR
buton scee to display soutacek oe, Dsply I
press again to advance to et n ext

Vdom Decreae Press the VOLUME DECREASE
bilon to decrease the sound level.

Volume Incat e Press dt VOLUME INCREASE
tl p.tomesacRseD bertound Lvdf o

Reord Press te RECORD button forn MThe above pitu demnrarms dx graahis Mt a used Ml

second to recordsoodiamdo thce deModel 4000 display panel As a f cntioneM wi the

selected soundtrack. Press again t M is m o an the gpaptic idac a shown

stop rec-bo&above will be Waefly displayed AIler this hief lest, dt display

Frequey Moe Press FREQUENCY MODE will then i te di cement istemig mode and dw volume

Sdector SELECTOR butm to select Bell, setting The fray setting fr bistrmding t eo is Bell moo and

Diaphrag or Extended Range. a vohne setting of level aree.

eive Pre the RECEIVE bhtt to receve a If Er isshouonitbedisplay,referte ErrorMessage

somdvack flora uon'a Mo&1l400 ar secdm

compuer.
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the sound level is ail to a typial # rackfisv t. W aedte
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progress dung data tm mso*. is loca below de numbcrOf
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Playing a recorded sound at nrmal Er rr tor Me See Error Messae
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Automatit The Model 4000 automatically rate is not dsplayed during reading

Power Off tan off thue minutes aft the last or playbackl
actuanis of mny bullorn. Pross th
ONIOFF ofm nlithin I o The & ebeat rate display

ON/OFF bun widain ID steels of f i ijtio best wien die Model1400 is
automatic power off ad the samse b of dhe Moli4itsplaced near the age of the ponfimfs

settings willbe restin If longer heate
than 10 seconds have transpirede the
Model 4000 will powv.r up at yoir
personalized setting or factory seting. x bmovrement m hng sound duthng
Note, ate siloscope will nMt power asctltafo, tae heart rat dislay

off autormaically hing a data numbr will fub a display two

L i~. daskes(-). Tbe flahingbeartsae
will clange to two dases (-) at 10

Gauge Sand Pres~s ti: VOLUME INCREASEseoaoficsiftlUd rn

Volume Level orVOLUME DECREASE button
The sound volume bar displays
the change. Select Soaardtr k Select any one of the sax soumdedacls

Chame Press the FREQUENCY MODE by pressing the SOUNDTRACK
SELECTOR button ormon

Frmadey SELECTOR ycar totimes The selected soarack is
Made oftefrequescy ranges

(Bell, Diapngm or Extended). dicates A ember sack b An self

Theselecicon is indicated on bte
display pawl. ~~~~~~~~~shm with the tV 'refcares, a

arcrdrd soruarack Recording on a

Permaulized Tae Model 4W is f - set in soudrack chat displays tie PWill

lietsip bell mode ad sond leve 3. To crase the currently stored soani

personalize setap select be d&:milPeste NdFh ornt~~~~~~' ~~~~~~~~Press di ON/OFF burton to rguan to
fxupency mot mad volume lewel, and t t display.
hn pess and hold tbe FRMUENCY

MODE SELECER butte far two Reding Press and hold the RECORD button

sconds. The Model 400 wil row for une second. The record symbol Will

fIctieon with these s gs i saW . flsh in the display Press the recard

Heart Rbe The Model 4000 dectecs md displays butt ag to stop recording. Wa foappoinil two -thee stet.ls
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w datles (4), HerA rates above i99 Each recording must be at least two
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3. Pres th RECEIVE bttn on the

Nw, dvchg Model 4000 due press the
6oqupray mage sod stores itwcf r
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soundmack will play again. To end 2 mandtack to a transcited

playback, press the ON/OFF bint. -powuer ueng 2. position the two IR porn wihin

Ha Speed press and hold the PLAY bulton A lls W led
Iion 3. Pess d Model 4000 TRANSMIT

playback for two secrt To stop fl9 " with butbi. The amow will blink unei the
catmous half speed ial nau to
nomal playback, press he pLAY U hdrtM (ER) afted et-m is nude
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Asb on the Model 4000 display

Em Al Ssand Press and hold dsc ~~~~~~with the . ,,, symbol.
Trades SOUNDTRACK SELCTOR 6. WVDWS 9&8 -Downloded
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-mse all soundtracks. n Received Filh
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Modd406 two feet. xMoowM Ws. cbcmi pu~Aa~
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WINOWS 20U0- Donomiaded file Will replate! It. Entied sounmdirac;

sounduracks ane stored in: cant be recovered-

C:DcuTmnt Ed, 2.Post~iathetwo IRpflwidif

Sdt~g~orDC'flekt~pand rao feet

appeurontti dx dak. 3.PocstivetoddOORECENB

7.The saooidn filerax m d ims bumnoT~lbeamovwIA*Nui~ldse

'Trk.eWk'e isthe soudahc infinud ouresiwnisflmad

number o the etoedoapc) 4. lnanediately digt clict ont cle

Exurarle: souwdloodI '2 ="t2e4k' wda i ob rnwn n

Ifthdxdeialtsoomizdtckfilenarme select 'SeinTo -nflred tecipient'

akreadyexists, a nearmu,'Copyof 5. Transission is indicated on

Toks.k' ar 'Copy It of Trk*.e4k'is ib odrM 400display by arotating

giver, extample: souodract 2 <Copy v. The comupter stfl bur wivd

of T&2.04'(# is te embner of displaytwo red lhs flashing

duplicates from dxe sae sodusack) towards me asmfrs.

It is advisaible to ramrnw dx&Poreafd amco

souratack files oice dey ane hown con dxe Model 4001 diaplay with

tynrited to avoid comflioar. Itis the s-SK symbol,

not nwesary, to mafltaon the file 5sML h soeta unrwlfle ei ant

extension -.C& marsarr~~~~~itted to the steiscecpe. If Er

If Er appears inbedisplay of die apearsin thedisplayof the

ssledrscpe, refer to die ETror stethmosope, refe to the Emo

Messages secuion of tha mnotal to Messaes; sectio oft dx mOWi to

dete~enme a,,h p es use m deterone a possibl camse.

Reuldiq a tally of WINDWS PillS -Prome Lk Stat

asWishnick krm meuslc'ti-rgm-Error Messiages
a campacemsaing Wialsu Explorer'. Open dx fiolder If Er shomswbite trxmwitung datamto oodierMode14000

MinioN 'My ReceivedFiles"anad oate doe oracmue
wildrIwt woondloand file to be tram iSd

9flNJW WINJOMWS S - Pom clxdesktop liTh padh of infrared fight may be blocked. position the

WM blfrfrg l (sadwithindOcfidlesdo watctit t infard ports at ech ofir andretry theoperation
sout*A file to be nited) locate

OP)pact tbe smtack fo ba be transaiwt * The infiared post may be dihty. Clean bod infrared posts.

1. Select bhe Modlel 4000 soumdkack * The Mode! 400 ut rmvdhbefihre dh sounddnkws

ro receive dr wosmitted file_ _ _ _ _ _ _ _ _ _ _ _ _ _

contai a recording, die brummaged
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conapletely tRaerred. Do no MWn the Atehnscori unit FM umu awwlr flS
the u istflnislhcdmbdsfng. pesflrmmte, coarifmtoe, PMn

lTe Mode 4WIO may be axpoeed to excessie EMIRFI EI repridwIhfa

electemnaned miuse Renmoe dhe souree of noise. A mop.A slednxqop,e

ifm,,of k sdz e caufr , refur othe Litflren utilmatimac~uldesifikr'

Sterbocconpe Seric and Wwaxrw section. sttaling die enilp to .i at. '-

Headse Paltining ne mnfrake Wontot edofrmadean sape

lTb Unirna Eletranic Suesaznqe Model 400Dis &siged to in plce Tommenive, pol firm~ly wi dbe matj

p~&,chtksnutlymae a i oi ha i Diapharagm Ramoval and Replcement
rates w pmainn* set at naxde ani .~mnhk due Under vormal coaiditons, at is numenemry to reswm the rim

ty* canarany oftbeweraml h &ew*issota proud m SIa ald diaphragmno hcieanin& Thie diaaplsagin ma easily be

mrmd diretiowln Amiscod inok tear canals cleared with an alcohol wipe. I howeve, it is recesalY to

muvene the rimu and diaphragmn, carefully follow natnzionas-

RmReasmovaL
*Withdiabagnisideupznig

athrnumarils pxy tnrmwst of

il esignated groove, andnteuof puonwsd

Currect Incorrect be rim vremove this separately

To redce spin tesoni the Do spot disiulocatedoqnerta bctl e diumplngin

beadls4 odea.' onea . . I cae it is vreusoved4
the bendt n heardi and Vcl (e1(radlag of the Rim 'mp D*8P

extended.12 4 Tf soapy waer sailor alcohol. Tbe sudu of tbe dhestpiecc

To inurmase spring tension, 2 L 2 a also be wiped with lcohol TW ake moot to satwat

grWpde ha"sewidacamelhdtewusplEcsslqid k nsisd ed infrdaetaiigiproccaus

whaerde earube s iem iresu in niolture getting into dieintrnaml Comoneontts

plastic tabuig an sqacee untid,,Rim
diceplasctictuig mgw arisrtf Resambldr

tocens teofey eeta wnex~theiyaky, pbeagie

oneiessaeyoahe cRepeat asry,0- ac .due

rim oa rim surctz Insrt &i '

dsa3gIPin ro the ino*d
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poove ofth Orierrotig Am Pot ont, anidnanig You wiout dmrge upn Or retun of tie itwmnenot to 3M,

fige mrund drie side of Or fin Thin tec ir* wifl excpt in catsc ofobvious abuse or accicta driage.

positotiO dxfizo mproper in ibe dergate rouve. For ekical qursdons, WI the 3M Hcalth Car Tabh Lin at

-PI l e i ad dhp se assembrdly n hecbcq 1800441-1922.

su~re.n Toally apgp Oraseml in & groov For maintenance or repair servicesr in Ori United Staesn, send

cebetpicce at our pon and hold in place with kink yonar stedbcoope directly to:

Slowly roi & rim artund dr chestipece edge using both

throtte toving in opposite efirecttnis. 3M Bait Car Sffte Canter

General Use and Maintenance 3M Badft S 52-I W-0
N The ntire aleoscope cur be wiped clea with alcobol. 3350 Oransid Ave N

Dontfrnn ie tedcacpe n ay hiddrsu~ecit te t200
•Do nr isoncre th sedmrpe n myliqud orOakdule, MN 5512R

to any sterilztion procer I-M292-698

*EFrtips con be removed for a dronrugh cleanig. Enbcls your umc, addMre ph"n namber and teasne for

* Remrove dfie bufteny whenever die stedhoscope is stored or reirwtyorsd cp.

wil nth used frseveral mood. to Carnada

* Avod extrerne lbet, OK solvents ant ofls Rocorniended 3M Herb Cmr Service Center

soae condtdaaam reftA Tblo40T (-2OC to 60C 3M CaudakIne

15 to 95% relative bmmidity. t Enterprise Drive Sout
London Ontario

Failure: to follow cae and nitucereonmiendlatnos CruahN6SNIC2
could result in darrae tothe irternal cwap nts of the 1-519466&3663

Model 40W. larri] daruuge could cause mallinction of Or Outside of tie United States; ind Cam&] contact you loca

product ranging from a slight decrrese~ in sudituy response 3M subsidiary for nrintcoarce and reptir inhnuston.

to comPet fiibre of ffie prodoct

if you expeience any problwnth vthde Model 4000 do not
attempt to repair it yourself lease nord~ Ore 3M Healtir Car

Smrice Center for directions urn slipping ad receiving.

Littmann Stethoscope Service and Warranty
Protra
The tittnmrn Elecfronti' Stedfissccpe Model 4000 is

waranbed against moy defects in naterial and rmamaascture for
a period ofone year. If arascriador unimshicturing defecttis

discovered during the warranty periodL repairs will be made
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Internal Administrative Form

YES NO

1. Did the firm request expedited review?
2. Did ern xeie eiw

3. Have you verified that the Document is labeled Class III for GMP A

purposes?

4. If, not, has P0S been notified?
!5.-Is ~the product a de-vice? Ll-

7. Is the device subject to review by CDRH? _______

8. Are you aware that this device has been the subjec-t of a previous NS-E

decision? 
z

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

investigation?
1 1. If, 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 90N0332,

September 10, 1991. ___
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SCREENING CHECKLIST

FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

510(k) Number: 8
The cover letter clearly identifies the type of 510(k) submission as (Check the

appropriate box):

U1 Special 510(k) - Do Sections I 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 nade at

Cover ltter, containn the elements listed on page 3-2 of the

Premarket Notification [510)] Manual.

Table of Contents.

TrutfulandAccurate Statement. ______

Devie'sTrae Nae, evie'sClassification Name and

Establishment Re istration Number. U

Devie Clssiicaton egultio Numer nd Rgultory Status

Propsed abeing ncldingthemateiallisted on page 3-4 of the

premaarket submission.

Substantial Equivalence Comparison, including comparisons of

the new device xvith the predicate.

510 k,)Summar or 510(k Statement.

Description of the device (or modification of the device) including u

dia ams enneeing dtawin s, hoto raphs or service manuals.

Identification of Ic ally marketed predicate device.*

Compliance with performance standards. * [See Section 514 of

Financial Certification or Disclosure Statement for 510(k)

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

-* Required for Class III devices, only.

- See pages 3-12 and 3-13 in the Premarket Notification [510)] Manual and the

Convenienice Kits Interim Regulatory Guidance.

Section 2: Required Elements for a SPECIAL 510(k) submission:
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Present Inadequate
Li or Missing,

Name and 510(k) number of the submitter's own, unmodified
predicate device.

A description olthe modified device and a comparison to the

sponsor's redic te device.
A statement that leintended use(s) and indications of the
modified dev, a escribed in its labeling are the same as the

intended uses and tions for the submitter's unmodified

redicate device.

Seto:RequiredwEemens fo iratin aBBEIAE thOk) sumodfsaion:hsntalee h

foasubmsin, vihrlc udanedcment and/or

A Design Control Acs) aisury that includes 'he folw o

elements (a-c):

a. identificd/no k Analy n rol(s wa ) used to assess the r

iapact of te modification on the eI and itscomponent and
the resultsiois on a r sana.

b. Based on the s nafsrs[, a isting tion th requireqd e
ve rification of con afivritiy, E cE R ithe mets or

tests used and teacpnecreria to be a lid.

c. Declaration of Conformity with design ioe s t iches

Apstatement th t, as requires b the rivae all
verification and va idation acti ities were pe/r ¥ by the
designated individual(s) and the results of tl)/ actiI s
demonstrated that the signled by a thec inriiduwerespn l

met. This statement issinIepo l

for thosepriua ciiis
A statement that the manufctuigfit ~ aot~pr~a
with the design control proedr r e s

in 21 CFR 820.30 and the reorsaviblforeew

This statement is signed by tiedaepnsilfo
ths arficular activities.

Section 3: Required Elements an ABBREITD50k ion:

Preset Inadequate
or Missin

For a submission, which relicso/n a guidance document and/or

special control(s), a, summary/tport flint describes how the

guidance and/or special con/rol(s) was used to address the risks

associated with the particulr device type. (If a manufacturer
elects to use an alternate a) proach to address a particular risk,

sufficient detil Ihoud b oided to justify that approach.) _
For suimsion whct.reles n a recognized standard, a

declarationocofr'[r a listing of the required elements

of a declaration of conformity, SEE Required Elements for a

Declaration of Conformity to a Recognized Standard, wlfich

is psted with tlie 510(k boilers on the H- drive.]
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For a 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 availa'before marketing the device. /

For a submission, win .relies on a non-recognized standard that

h a s been historically actFmlby FDA, a statement that Hs he g
manufacturer intends to con to a recognized standard and n c

that suortins data will be n before marke.

For a submission, which rels on a np-recognized

has not been historically accepted by FD rq. statPesent Inadeq
manufacturer intends to conform to arf~ d r n

that supporting data will be avalble p benfcorentn mthe device
and any addition al information r mthu laio order
to determine substantial eqmvlne

Any additional information, wdin info tion: by f i leguid
d ocument, specia c ontrol, rec nr non-
recognized standard, in os determine substantien

When by Reie review of an abbreviated 510(k), pleanse fcilh _

A : Standards Data Form ocated on the H drive) and list c
, special controls, recognized standards and/or non-recobm zd'

which were noted by the sponsor.

Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL

510(k) submissions (If Applicable):

Present Inadequate
,,' or Missing

a) Biocompatibility data for all patient-contacting materials, OR /

certification of identical material/formulation:

b) Sterilization and expir a indtn noma t i n : ]

ii~ validation~~nq methodofseiTtonross.
iiB SotareDcuetain

colum F sTO b bmtdefresustnidueset/e of t.~ ocu fen O

Pi assdito dsce 7 / 0
c) oftaDcumentation:eview

Datems:t hcsi h Peeto dqat"clm ontrqieeadtoa

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

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



The deficiencies identified above represent the issues that we believe need to be resolved

before our review of your 510(k) submission can be successfully completed. In developing

the deficiencies, we carefully considered the statutory criteria as defimed in Section 513(i) 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 app roach to

resolving these issues. If, however, you believe that information is being requested that is

not relevant to the regulatory decision or that there is a less burdensome way to resolve the

issues, you should follow the procedures outlined in the "A Suggested Approach to

Resolving Least Burdensome Issues" document. It is available on our Center web page at:

http://wxvxx-v.fda.gov/cdrh/modact/leastburdensom~e.httn
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REVISED:3/14/95

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

BOILERPLATES TITLED 'DOCUMENTATION" AND MUST BE FILLED OUT WITH

EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

K____________

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 S

4. Do Differences Alter The Effect Or If YES =Stop NE

Raise New Issues of Safety Or

Effectiveness?

S. Same Technological Characteristics? IfYS=G :o77

6- Could The New Characteristics Affect If YES =Go To 8

Safety Or Effectiveness?

7. Dscritive Characteristics Precise If NO = o To iO

Enough? ~~~~~~~~If YES =Stop SE

8. Nw TpesOf Safety Or Effectiveness If YES =Stop NE

Qusins?

9. Accpted cientific methods Exist? If NO =Stop NE

10. Performance Data Available? If NO Request
Data

11. Data Demonstrate Equivalence? 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.-

X3
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1. Intended Use:

2. 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 or 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

i. Explain why not a device:

2. Explain why not subject to 510(k):

3. How does the new indication differ from the predicate device's

indication:

4. Explain why there is or is not a new effect or safety or effectiveness

issue:

5. Describe the new technological characteristics:

6. Explain how new characteristics could or could not affect safety or

effectiveness:

7. Explain how descriptive characteristics are not precise enough:

8. Explain new types of safety or effectiveness questions raised or why the

questions are not new:

9. Explain why existing scientific methods can not be used:

10. Explain what performance data is needed:

11. Explain how the performance data demonstrates that the device is or is

not substantially equivalent:

ATTACH ADDITIONAL SUPPORTING INFORMATION
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS

New Device is Compared toAO Marktd Device *

Descriptive Information Does New evice Have Same NO Do the Differences Alter the Intended Not Susanially

about New or Marketed Indicati Stateme ntt--10 Therapeutic/Diagnosticektc. Effect YES Eqtuivln Dtrinto

Device Requested as Needed (in Deciding, May Consider Imp~act o -n

YES Safety and Effiectiveness)?"

New Device Has ame intended NO

Use and May be "S tanially Equivalent"I
New Device Has 0Q ~~~~~~~~~~~~~~~New Intended Use

Does New Devi aeSante

Technological Cl ateristics, NO Could the New

egDesign, Mat as, etc.? ---- -- Characteristics Dothe New Characteristics

Y ~~~~~~Affect Safety or -* Raise NewTypes of Safety YES~

Effectiveness? or Effectiveness Questions?

ptive ~ ~NO N

NO K K> ~~~~to En sure Equivalence? ®j N O G

Are' le braceDt 
Do Accepted Sicintific

Avaiklab jle sses Equivalence? YES Methods Exist for
Assessing Effects df NO

the New Characteristics?

'E7S ,D ,[YES

p rfriae 
Are Performance Data Available NO

DaaP equiraced 
To Assess Effects of New

Data Required ~~~~~~~~~~~~~~~~~~~~Characteristics?

jYES

Perfo Data Demonstrate ~~~~~~~~Performance Data Demonstrate
Equivalence? 4

YES NO

* 5I1o(k) Submissions compare new devices to marketed devices. FDA requests additional infonrmation if tile relationship between

marketed and 'predicate" (pre-Anmendmrents or reclassified post-Amendmients) devices is unclear.

I This decision, is fnoially based on descriptive information alone, but limited testing information is sometimes required

F. Ihlaw iia ybe its the 5 0(k), other 51 0(k)s, thre Cciitel's ci assi fieatioi tiles, or I he fitera urc-
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