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FEIB 2, 3 20014
Exhibit #1

510(K SUMMARY

This summary of 510(k) safety and effectiveness information is being submitted in

accordance with the requirements of SMVDA 1990 and 21 CFR §807.92.

The assigned 510(k) number is:- F-o3 3 S06?

1. Submitter's Identification:

Microlife Intellectual Property GrnbH, Switzerland
Max Schmidheiny-Strasse 201
9435 Heerbrugg I Switzerland

Date Summary Prepared: December 8, 2003

Contact: Mr. Gerhard Frick

2. Name of the Device:

Microlife Digital Infrared Forehead Thermometer, Model FRi DM1

3. Predicate Device Information:

Microlife Digital Infrared Ear Thermometer, Model IRi DEl, K#1020725

4. Device Description:

The Microlife Digital Infrared Forehead Thermometer, Model FRI DM1 is an
ectronic thermometer using an infrared sensor (thermopile) to measure forehead
temperature, then get a reading and display it on the LCD.

Its operation is based on measuring the natural thermal radiation emanating from
the forehead and the adjacent surfaces.

The Microlife Digital Infrared Forehead Thermometer, consists mainly of five
parts:

a) IR Thermopile Sensor
b) ASIC
c) E 2 PROM IC
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d) LCD and Blacklight
e) Key*2, Buzzer*l

5. Intended Use:

The Microlife Digital Infrared Forehead Thermometer, Model FRI DM1 is intended
for the intermittent measurement and monitoring of human body temperature.
The device is indicated for use by people of all ages in the home.

6. Comparison to Predicate Devices:

The Microlife Digital Infrared Forehead Thermometer, Model FRI DM1 is
substantially equivalent to the original Microlife Digital Ear Thermometer, Model
IR1 DE1 in all aspects, e.g., technological characteristics, modes of operation,
performance characteristics, intended use, etc.,

The major difference between'the Microlife Infrared Forehead Thermometer and
the predicate device is the measuring site. The predicate device is measuring
ear temperature while the subject device is measuring forehead temperature.

7. Discussion of Non-Clinical Tests Performed for Determination of
Substantial Equivalence are as follows:

Compliance to applicable voluntary standards includes ASTM E1965-98, as well
as IEC60601-1 and IEC60601-1-2 requirements.

Guidance documents included the "FDA Guidance on the content of Premarket
Notification (510(k)) Submissions for Clinical Electronic Thermometers".

8. Discussion of Clinical Tests Performed:

Controlled human clinical studies were conducted using the Microlife
Infrared forehead thermometer FR1 DM1. Clinical data was presented evaluating
clinical bias, clinical uncertainty and clinical repeatability per Microlife clinical test
protocol for infrared forehead thermometer.

9. Conclusions:

The Microlife Infrared Forehead Thermometer, Model FRi DM1, has the same
intended use and similar technological characteristics as the Microlife Infrared
Ear thermometer Model IR1 DE1. Moreover, bench testing contained in this
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submission supplied demonstrate that any differences in their characteristics do

not raise any new questions of safety or effectiveness. Thus, the Microlife

Infrared Forehead Thermometer, Model FR1 DM1, is substantially equivalent to

the predicate device.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

FEB 2 3 2004 Rockville MD 20850

Microlife Intellectual Property GmbH
C/O Ms. Susan D. Goldstein-Falk
Official Correspondent
MDI Consultants, Incorporated
55 Northern Boulevard, Suite 200

Great Neck, New York 11021

Re: K033820
Trade/Device Name: Microlife Digital Infrared Forehead Thermometer, Model

FRIDMI
Regulation Number: 880.2910
Regulation Name: Clinical Electronic Thermometer
Regulatory Class: II
Product Code: FLL
Dated: December 8, 2003
Received: December 9, 2003

Dear Ms. Goldstein-Falk:

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 - Ms. Falk

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 (301) 594-4618. 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 (301) 443-6597 or at its Internet address

http://www.fda.gov/cdrhstrma/dsmadmain.html

Sincerely yours,

Chiu Lin, Ph., D.
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Exhibit B

Page 1 of I

510(k) Number (if known): KO 33 ' :-

Device Name: Microlife Digital Infrared Forehead Thermometer, Model
FRI DM1

Indications For Use:

The Microlife Digital Infrared Forehead Thermometer, Model FRI DM1 is
intended for the intermittent measurement and monitoring of human body
temperature. The device is indicated for use by people of all ages in the home.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of Anesthesiology, General Hospital,
Infection Control, Dental Devices

510(k) Number: 3 /O-

Prescription Use ______ Over-The Counter Use_/
(Per 21 CFR 801.109) OR (Optional Format 1-2-96)
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

FEB 2 3 2004 Rockville MD 20850

Microlife Intellectual Property GmbH
C/O Ms. Susan D. Goldstein-Falk
Official Correspondent
MDI Consultants, Incorporated
55 Northern Boulevard, Suite 200
Great Neck, New York 11021

Re: K033820
Trade/Device Name: Microlife Digital Infrared Forehead Thermometer, Model
FRIDM1
Regulation Number: 880.2910
Regulation Name: Clinical Electronic Thermometer
Regulatory Class: II
Product Code: FLL
Dated: December 8, 2003
Received: December 9, 2003

Dear Ms. Goldstein-Falk:

We have reviewed your Section 5 10(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 IIl
(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- Ms. Falk

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 (301) 594-4618. 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 (301) 443-6597 or at its Internet address
http://www.fda.gov/cdrh/dsma/dsmamain.htm1

Sincerely yours,

Chiu Lin, Ph., D.
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure

'2.
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Exhibit B

Page 1 of

510(k) Number (if known): iLO 34 cC
Device Name: Microlife Digital Infrared Forehead Thermometer, Model

FRI DM1

Indications For Use:

The Microlife Digital Infrared Forehead Thermometer, Model FRi DMi is
intended for the intermittent measurement and monitoring of human body
temperature. The device is indicated for use by people of all ages in the home.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-off)
Division of Anesthesiology, General Hospital,
Infection Control, Dental Devices

510(k) Number:---._____

Prescription Use ____Over-The Counter Use_/
(Per 21 CFR 801.109) OR (Optional Format 1-2-96)
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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 Hail Center (HFZ-4Ol)
9200 Corporate Blvd.

December 12, 2003 Rockville, Maryland 20850

1MICROLIFE INTELLECTUAL PROPERTY GMB 510(k) Number: K<033820
C/O MDI CONSULTANTS, INC. Received: 11-DEC-2003
55 NORTHERN BLVD. , SUITE 200 Product: MICROLIFE DIGITAL
GREAT NECK, NY 11021 INFRARED FOREHEAD
ATTN: SUSAN D. GOLDSTEIN-FALK THERMOMETER, MODEL

FRlDMI

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 any future correspondence that relates to this submission.
We will notify you when the processing of your premarket notification 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.

The Act, as amended by the Medical Device User Fee and Modernization Act of 2002
(MDUFMA)(Public Law 107-250), authorizes FDA to collect user fees for premarket
notification submissions. (For more information on MDUFMA, you may refer to our
website at http://www fda.gov/oc/mdufma).

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 premarket notification submission. Also, please note
,the new 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/a02-0l .html.

You should be familiar with the manual entitled, "Premarket Notification 510(k)
Regulatory Requirements for Medical Devices" available from DSMICA. If you
have other procedural or policy questions, or want information on how to check
on the status of your submission, please contact DSMICA at (301) 443-6597 or
its toll-free number (800) 638-2041, or at their Internet address
hittp://www.fda.gov/cdrh/dsmamain.html or me 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 Druq Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ 401)

9200 Corporate Blvd.
December 09, 2003 Rockville, Maryland 20850

MICROLIFE INTELLECTUAL PROPERTY GMB 510(k) Number: K033820
C/O MDI CONSULTANTS, INC. Received: 09-DEC-2003
55 NORTHERN BLVD., SUITE 200 Product: MICROLIFE DIGITAL
GREAT NECK, NY 11021 User Fee ID Number: 12211OREHEAD
ATTN: SUSAN D. GOLDSTEIN-FALK THERMOMETER, MODEL

FR1DMl
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 any 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 http://www.fda.gov/oc/mdufma.
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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 an application with FDA or what type of application to file, you
should first telephone the Division of Small Manufacturers, International
and Consumer Assistance (DSMICA), for guidance at (301)443-6597 or its
toll-fee number (800)638-2041, or contact them at their Internet address
http://www.fda.gov/cdrh/dsmamain.html, or you may submit a 513(g) request
to the Document Mail Center at the address above. If you have any
questions concerning the contents of this letter, you may contact me at
(301) 594-1190.

Sincerely yours,

Marjorie Shulman
Consumer Safety Officer
Office of Device Evaluation
Center for Devices and
Radiological Health
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Medical Device User Fee Cover Sheet - FDA Form 30e1

ero Appoveyed OM B No 0910-0511 Expirator Date August 31 0 ns uctions tol 0MB Statement

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION PAYMENT IDENTIFICATION NUMBER: 

MEDICAL DEVICE USER FEE COVER SHEET rite the Payment Identification Number on your check.

A completed Covei Sheet must accompany each original application or supplement subject to fees. The following actions must be taken to

properly submit your application and fee payment:

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

2. Include a 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.O. Box 956733. St Louis. MO 63195-6733. (Note In no

case should payment be submitted with the application )
4. If you prefer to send a check by a courier. the courier may deliver the check and Cover Sheet to: 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 Procedures. please refer to the MDUFMA Fee Payment Instructions at the following URL:

alii c-nwY fda go< cdr, .nmdirfta facl it: il#3a. You are responsible for paying all fees associated with wire transfers.

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

I. COMPANY NAME AND ADDRESS (Include name. street 2. CONTACT NAME
address. city. state. country. and post office code) SUSAN GOLDSTEIN-FALK:

MICROLIFE INTELLECTUAL PROPERTY. GHBH 2.1 E-MAIL ADDRESS
MAX SCHMIDHEINY-STRASSE 201 sgoldstein~mdimonsultants.com
9435 HEERBRUGG -.

HEERBRUGG. 9435 2.2 TELEPHONE NUMBER (Include Area Code)

SWiTZERLAND 480 451 7502

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2 3 FACSIMILE (FAX) NUMBER (Include Area COle)
4806143169

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column: if you are unsure. please refer to the application

descriptions at the following web site: http ww", Ida gov ocrmdufma

Select an.application type. 3.1 Select one of the types below.

Premarket notification (510(k)); except for third party reviews Original Application

O Biologics License Application (BLA) Supplement Types:

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

El Modular PMA E[ Panel Track (PMA. PMR. PDP)

[] Product Development Protocol (PDP) Real-Time (PMA. PMR. PDP)

El Premarket Report (PMR) El 180-day (PMA. PMR. PDP)

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

[] YES, I meet the small business criteria and have submitted the NO, I am not a small business
required qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number:

5. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.

E] This application is the first PMA submitted by a qualified small The sole purpose of the application is to support
business, including any affiliates. parents. and partner firms conditions of use for a pediatric population

El This biologics application is submitted under section 351 of the The application is submitted by a state or federal

Public Health Service Act for a product licensed for further government entity for a device that is not to be distributed

manufacturing use only commercially

6. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE 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))

E YES ENO

7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2004)

:3oe1 081200?') /

littps.//fdasfi napp4.fda.-gov/CFAPPS/rndufma/coverslleet/lfldex .cfrni~fiseaction=f Rpt_. 12)/8/2003

(b) (4)

(b) (4)
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microlifb
Microlife Intellectual Property
Max Schmidheiny-Strasse 201

9435 Heerbrugg
Switzerland

Tel: +41717277000 Fax: +41717277059

RETURN RECEIPT REQUESTED

December 8, 2003 I

-0l

Office of Device Evaluation
U. S. Food & Drug Administration
Center for Devices & Radiological Health -
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, MD 20850

Dear Sir/Madam:

Enclosed please find an original and a copy of the 510(k) notification for the device that
Microlife Intellectual Property intends to market. The device is an Infrared Forehead
Thermometer.

We would appreciate a rapid review in that we plan to distribute the product upon your
approval.

If there are any questions, please contact me at (480) 451-7502 or (516) 482-9001.
Any correspondence referring to this 510(k) submission should be forwarded to
Ms. Susan D. Goldstein-Falk, Microlife Intellectual Property, GmbH, c/o mdi
Consultants, Inc., 55 Northern Blvd., Suite 200, Great Neck, NY 11021.

Sincerely,

Microlife Intellectual Property, GmbH

Susan D. Goldstein-Falk ; ' $ -

Official Correspondent for
Microlife Intellectual Property, GmbH

SDGF/lo
Enclosure
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microlifb
Microlife Intellectual Property
Max Schmidheiny-Strasse 201

9435 Heerbrugg
Switzerland

Tel: +41717277000 Fax: +41717277059

RETURN RECEIPT REQUESTED

December 8, 2003

Office of Device Evaluation
U.S. Food & Drug Administration
Center for Devices & Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, MD 20850

Dear Sir/Madam:

Enclosed please find an original and a copy of the 510(k) notification for the device that
Microlife Intellectual Property intends to market. The device is an Infrared Forehead
Thermometer.

We would appreciate a rapid review in that we plan to distribute the product upon your
approval.

If there are any questions, please contact me at (480) 451-7502 or (516) 482-9001.
Any correspondence referring to this 510(k) submission should be forwarded to
Ms. Susan D. Goldstein-Falk, Microlife Intellectual Property, GmbH, c/o mdi
Consultants, Inc., 55 Northern Blvd., Suite 200, Great Neck, NY 11021.

Sincerely,

Microlife Intellectual Property, GmbH

Susan D. Goldstein-FaiR 1
Official Correspondent for
Microlife Intellectual Property, GmbH

SDGF/Io
Enclosure
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Microlife Intellectual Property
Max Schmidheiny-Strasse 201

9435 Heerbrugg
Switzerland

Tel: +41717277000 Fax: +41717277059

RETURN RECEIPT REQUESTED

December 8, 2003

Office of Device Evaluation
U. S. Food & Drug Administration
Center for Devices & Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, MD 20850

Dear Sir/Madam:

In accordance with Section 510(k) of the Federal Food, Drug and Cosmetic Act, and in
conformance with 21 CFR Part 807, pre-market notification is hereby made of the
intention of Microlife Intellectual Property to introduce into interstate commerce for
commercial distribution an Infrared Forehead Thermometer to be known as the Microlife
Digital Infrared Forehead Thermometer, Model FRI DM1.

The following information is being submitted in conformance with 21 CFR Part 807.87,
"FDA Guidance for Format and Content for Premarket Notification (510(k))
Submissions", and, the "FDA Guidance on the Content of Premarket Notification
(510(k)) Submissions for Clinical Electronic Thermometers", as follows:

SECTION 1 - General Information

a. Applicant: Microlife Intellectual Property, GmbH
Max Schmidheiny-Strasse 201
9435 Heerbrugg
Switzerland
Tel: +41717277000 Fax: +41717277059

Registration No.: Applied For: Awaiting Number

b. Contact Persons: Ms. Susan D. Goldstein-Falk
Official Correspondent for
Microlife Intellectual Property
mdi Consultants, Inc.
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55 Northern Blvd., Suite 200
Great Neck, New York 11021
TEL: (480) 451-7502 (Arizona)
TEL: (516) 482-9001 (New York)
FAX: (516) 482-0186
EMAIL: sgoldstein(,mdiconsultants.com

c. Trade/Proprietary Name Including Model Number of Device:

Microlife Digital Infrared Forehead Thermometer, Model FRIDMI

d. Common Name or Classification Name (21 CFR Part 807.87) of Device:

Electronic Thermometer

e. Address of Manufacturing Facility/Sterilization Sites:

This is a non-sterile product.

Foreign Manufacturer: 

f. Class in which Device has been placed:

Class II

g. Reason for Premarket Notification:

New Device/ Introduction of a device that is substantially equivalent to a legally
marketed device.

h. Notification of Legally Marketed Device Which We Claim Substantial
Equivalence (Predicate Device):

Microlife Infrared Ear Thermometer, Model IR1 DE1, K# 020725, Microlife
Corporation

Page 3 of 13 -- 7

(b)(4) 

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



micronif
L Compliance with Requirements of the Federal FD&C Act:.

The General and Restorative Devices Panel (DGRD) has classified this device
as Class 1I, 21 CFR Part 880.2910, Clinical Electronic Thermometer, Product
Code 8OFILL.

No performance standards or special controls have been developed under
Section 514 of the FD&C Act for Clinical Electronic Thermometers. Therefore,
no performance standards or special controls apply.

SECTION 2 - Summary & Certification

a. 51 0(k) Summary or Certification:

Please refer to Exhibit #1, "510(k) Summary", which is our summary of safety
and effectiveness information upon which an equivalence determination can be
based which can be released to the public.

b. Class Ill Certification and Summary:

We are not claiming substantial equivalence to a Class Ill device, and a Class Ill
Certification and Summary is not included for the Microlife Infrared Forehead
Thermometer, Model FRi DM 1.

C. Kit Certification and Information:

This device is not a kit.

d. Truthful and Accurate Statement

Attached as Exhibit A is our Truthful and Accurate Statement which has been

signed by a responsible person of our company.

SECTION 3 - Indications For Use

The Microlife Digital Infrared Forehead Thermometer, Model FRI DM 1, is
intended for the intermittent measurement and monitoring of human body
temperature. The device is indicated for use by people of all ages in the home.

Please refer to our "Indications for Use" statement which is attached as Exhibit B.

SECTION 4 - Device Description

a. Executive SummarV:

Page 4ofl13
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The Microlife Digital Infrared Forehead Thermometer, Model FR1DM1, is
substantially equivalent to the original Microlife Digital Ear Thermometer, Model

IR1 DE1 in all aspects, e.g., technological characteristics, modes of operation,
performance characteristics, intended use, etc.,

The main change between the two devices is the change in the measurement
site (forehead instead of ear), which resulted in change of the soft tip, eliminating
the need for probe cover, change in the software look up table to fit forehead
temperature measurement, and change in the device name.

b. Device Description:

The Microlife Digital Infrared Forehead Thermometer, Model FR1 DM1 is an
electronic thermometer using an infrared sensor (thermopile) to measure
forehead temperature, then get a reading and display it on the LCD.

Its operation is based on measuring the natural thermal radiation emanating
from the forehead and the adjacent surfaces.

The Microlife Digital Infrared Forehead Thermometer, consists mainly of five
parts:

a) IR Thermopile Sensor
b) ASIC
c) E2PROM IC
d) LCD and Blacklight
e) Key*2, Buzzer*i

For a complete product description, please refer to the labeling section, "Draft
Instruction Manual", EXHIBIT #4.

Technical Specifications of the Model FR1 DM1 are outlined below:

Specification

Page 5 of 13 --
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18. Weight 499 (including the battery)

The following questions outlined in the DCRND 510(k) Guidance Format are
answered as follows:

1. Is the device life supporting or life sustaining?

No

2. Is the device an implant?

No

3. Is the device sterile?

No

4. Is the device single use or reusable?

Reusable

5. Is the device for prescription use?

No

6. Is the device for hospital, home, or mobile use?

Home Use

7. Does the device contain a drug or biological product as a component?

No

8. Is the device a kit?

No

9. Is the device software-driven?

Yes

10. Is the device electrically operated?

Battery-powered

Page 7 of 13 3
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11. Are there applicable voluntary standards for this device?

Yes

SECTION 5 - Comparative Information

a. Table of Comparison to Legially Marketed Devices:

The Microlife Infrared Forehead Thermometer, Model FRi DMV1 is
substantially equivalent to the Microlife Infrared Thermometer, Model
IRi DEl, K#020725, Microlife Corporation.

Attached as Exhibit #2 is a "Comparison Chart "outlining differences and
similarities between the two (2) devices.

b. Discussion of Similarities and Differences:

The Microlife Digital Infrared Forehead Thermometer, Model FRi DMi is
substantially equivalent to the original Microlife Digital Ear Thermometer,
Model IR1 DE1.

The new model FRi DM 1 has the same intended use for human body
temperature measurement but focuses on the forehead temperature, not
ear temperature, as the 510O(K) cleared device, and, is similar in design to
the 510(K) cleared device.

The major difference between the Microlife Infrared Forehead
Thermometer and the predicate device is the measuring site. The
predicate device is measuring ear temperature, while the new model is
measuring forehead temperature.

For more details, please refer to Exhibit #1, 510O(K) Summary".

C. Comparative Performance Evaluations:

Performance evaluations between both the devices were not conducted,
as there are no significant technological characteristic differences between
the devices.

d. Clinical Performance Evaluations and Data:

Controlled human clinical studies were conducted using the Microlife
Infrared Forehead Thermometer FRi DM1 test protocol. Clinical data is
presented evaluating clinical bias, clinical uncertainty and clinical

Page 8 of 13
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repeatability per Microlife the clinical test protocol for the Infrared
Forehead Thermometer.

Attached as EXHIBIT #13 is our "Infrared Forehead Thermometer Clinical Test
Report", which outlines human clinical studies that we conducted for clinical
accuracy.

SECTION 6 - Proposed Labeling

Attached as Exhibit #3 is our "Photograph of the Device".

Attached as Exhibit #4 is our "Draft Instruction Manual - FRI DM1".

Attached as Exhibit #14 is our "Label and Marking on the Device".

SECTION 7 - Testing Requirements

Testing information demonstrating safety and effectiveness of the Microlife Infra-
red Forehead Thermometer, in the intended environment of use, is supported as
follows:

The Microlife Infrared Forehead Thermometer conforms to ASTM E-1965,
"Standard Specification for Infrared Thermometers for Intermittent Determination
of Patient Temperature" in terms of physical requirements and operating
parameters.

The following exhibits support our design specification compliance as well as
electrical, mechanical and environmental requirements:

a. Exhibit #5: EMC Test report - FR1 DM1
b. Exhibit #6: 1EC60601-1 Safety Test Report
c. Exhibit #11: Assembly Drawing
d. Exhibit #12a: Risk Analysis

The following exhibits support our Reliability/ Performance Testing:

e. Exhibit #8: Reliability Test Protocol and Testing Results

SECTION 8 - Biocompatibility Assessment

Patient-contacting materials is defined as the materials that the user is in direct
contact with: for this subject device, the user is in contact with the probe. The
materials are . Please refer Exhibit #3, "Photograph of
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the Device", which is an illustration of the device, along with corresponding
materials. ISO 10993 Biocompatibility Testing was performed on the 

material which included cytotoxicity, irritation and sensitization
testing. Please refer to Exhibit #19a, "Biocompatibility Test Report Results".
Please note that the testing report cites "Microlife Mod. V965", which is a digital
electronic thermometer that uses the identical 
materials as our Microlife Forehead Thermometer, Model FRi DMI, the subject
device for this submission.

Attached as Exhibit #1 9b is our "Declaration of Identical Materials", stating that
the subject device materials are identical to the materials used in the V965
device.

SECTION 9 - Software Information

A written description of the Microlife Infrared Forehead Thermometer, Model
FRi DM 1 software requirements as well as the device performance requirements,
including a statement of potential system hazards and software and/or hardware
functions implemented as a result of such potential hazards is attached as
Exhibit #1 6, "Software Function Test Report/Software Validation Report for Infra-
Red Ear Thermometer".

Verification and validation activities, to include how the software verification and
validation was performed, how the implementation of the system safeguards was
assured and which verification and validation activities were performed prior to
and after software/ hardware integration is also attached as Exhibit #1 6.

SECTION 1 0- Technical Specifications/Materials and Component

Specifications and Drawing

The following exhibits support our technical specifications:

SECTION 1 1 - Sterilization Information

This device is marketed as non-sterile, therefore no claims of sterility are made.
No expiration date is assigned this device and this product is not supplied sterile.

Certain components of this device are to be cleaned and maintained according to
outlined instructions in the operating manual. No reprocessing is claimed.

Page 10 of 13

(b)(4) 

(b)(4) 

(b)(4) 

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



microlifb
The Microlife Digital Infrared Forehead Thermometer, Model FRi DM1, is not
intended to connect to any other equipment

Section 12- Standards and Guidance Documents

Compliance to applicable voluntary standards includes ASTM E1965, as well
as IEC60601-1 and IEC60601-1-2 requirements.

Guidance documents included the "FDA Guidance on the content of
Premarket Notification (510(k)) Submissions for Clinical Electronic
Thermometers".

Additional information: Quality Assurance and Manufacturing Controls:

Microlife Intellectual Property operates in compliance with FDA's Good
Manufacturing Practice Regulations for Medical Devices (QSR) (21 CFR Part
820), and, a formally established and controlled Quality Systems Program.
Devices are manufactured and assembled to established and controlled device
master record requirements by formally trained and supervised personnel.

We consider our intent to market this device as confidential commercial
information and request that it be considered as such by FDA. Our intent to
market this device is not considered public information and we have taken
precautions to protect this confidentiality.

We would appreciate your reviewing this information at your earliest convenience
so that a prompt reply to our request for 510(k) clearance can be processed.

If you have any questions, or require additional information, please call me at
(516) 482-9001 or fax me at (516) 482-9001.

Sincerely,

Microlife Intellectual Property, GmbH

Susan D. Goldstein-Falk
Official Correspondent for
Microlife Intellectual Property, GmbH

SDGF/Io

Attachments (See List Attached)
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EXHIBIT #18 Bill of Materials
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EXHIBIT A

PREMARKET NOTIFICATION

TRUTHFUL AND ACCURATE STATEMENT*

(As Required By 21 CFR 807.870))

I certify that, in my capacity as R & D Vice General Manager of

Microlife Corporation, I believe to the best of my knowledge, that

all data and information submitted in the premarket notification are truthful and

accurate and that no material fact has been omitted.

(Signature)

Jjped Name)

. .__________Donny Lee
(Dated)

2003.09.26
(Premarket Notification (510(k)) Number)

*Must be signed by a responsible person of the firm required to submit the
premarket notification (e~g., not a consultant for the 510(k) submitter).

4er
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Exhibit B

Page 1 of

510(k) Number (if known): ___________

Device Name: Microlife Digital Infrared Forehead Thermometer, Model
FRI DM1

Indications For Use:

The Microlife Digital Infrared Forehead Thermometer, Model FRI DM 1 is
intended for the intermittent measurement and monitoring of human body
temperature. The device is indicated for use by people of all ages in the home.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use ____Over-The Counter Use___
(Per 21 CFR 801.109) OR (Optional Format 1-2-96)
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Exhibit #1

510(K) SUMMARY

This summary of 510(k) safety and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990 and 21 CFR §807.92.

The assigned 510(k) number is:

1. Submitter's Identification:

Microlife Intellectual Property GmbH, Switzerland
Max Schmidheiny-Strasse 201
9435 Heerbrugg / Switzerland

Date Summary Prepared: December 8, 2003

Contact: Mr. Gerhard Frick

2. Name of the Device:

Microlife Digital Infrared Forehead Thermometer, Model FRI DM1

3. Predicate Device Information:

Microlife Digital Infrared Ear Thermometer, Model IR1 DE1, K#020725

4. Device Description:

The Microlife Digital Infrared Forehead Thermometer, Model FRi DM1 is an
ectronic thermometer using an infrared sensor (thermopile) to measure forehead
temperature, then get a reading and display it on the LCD.

Its operation is based on measuring the natural thermal radiation emanating from
the forehead and the adjacent surfaces.

The Microlife Digital Infrared Forehead Thermometer, consists mainly of five
parts:

a) IR Thermopile Sensor
b) ASIC
c) E2PROM IC

4Q'e
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d) LCD and Blacklight
e) Key*2, BuzzerMl

5. Intended Use:

The Microlife Digital Infrared Forehead Thermometer, Model FRi DM1 is intended
for the intermittent measurement and monitoring of human body temperature.
The device is indicated for use by people of all ages in the home.

6. Comparison to Predicate Devices:

The Microlife Digital Infrared Forehead Thermometer, Model FRI DM 1 is
substantially equivalent to the original Microlife Digital Ear Thermometer, Model
IRI DE l in all aspects, e.g., technological characteristics, modes of operation,
performance characteristics, intended use, etc.,

The major difference between'the Microlife Infrared Forehead Thermometer and
the predicate device is the measuring site. The predicate device is measuring
ear temperature while the subject device is measuring forehead temperature.

7. Discussion of Non-Clinical Tests Performed for Determination of
Substantial Equivalence are as follows:

Compliance to applicable voluntary standards includes ASTM El1965-98, as well
as IEC60601-1 and IEC60601-l-2 requirements.

Guidance documents included the "FDA Guidance on the content of Premarket
Notification (510O(k)) Submissions for Clinical Electronic Thermometers".

8. Discussion of Clinical Tests Performed:

Controlled human clinical studies were conducted using the Microlife
Infrared forehead thermometer FRII DM1. Clinical data was presented evaluating
clinical bias, clinical uncertainty and clinical repeatability per Microlife clinical test
protocol for infrared forehead thermometer.

9. Conclusions:

The Microlife Infrared Forehead Thermometer, Model FRi DM 1, has the same
intended use and similar technological characteristics as the Microlife Infrared
Ear thermometer Model IRi DEl. Moreover, bench testing contained in this

ukrl
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submission supplied demonstrate that any differences in their characteristics do
not raise any new questions of safety or effectiveness. Thus, the Microlife
Infrared Forehead Thermometer, Model FRII DM1, is substantially equivalent to
the predicate device.
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EXHIBIT #2
Comparison to the 510(k) Cleared Device

The Microlife Digital Infrared Forehead Thermometer, Model FR1 DM1 is substantially
equivalent to the original Microlife Digital Ear Thermometer, Model IRI DE1.

The new model FR1 DM1 has the same intended use for human body temperature
measurement but focus on the forehead temperature, not ear temperature as the 510(K)
cleared device, and is similar in design to the 510(K) cleared device.

Because the environment temperature affects the forehead thermometer very much, so
Microlife Intellectual Property Infra red forehead thermometer FR1 DM1 uses two infrared
sensors to measure forehead temperature and ambient temperature at the same time,
then refer to the offset table established by extensive clinical tests that relates the skin
temp and ambient to get a reading and display on the LCD, which is much different from
the predicate device.

A comparison chart follows:

Item MicroLife MicroLife Comparison
IR1 DE1 FR1DM1

Thermometer type Infrared ear Infrared Forehead Different

thermometer thermometer

Intended use Intermittent Intermittent Same

measurement of measurement of

human body human body

temperature in the temperature in the

home home

Labeling MicroLife IRIDE1 MicroLife FR1DM1 Different

Thermometer Thermometer

Components IR Thermopile IR Thermopile sensor Same

sensor

ASIC ASIC Same
E2PROM IC E2PROM IC Same

LCD and Backlight LCD and Backlight Same

Key * 2 , Buzzer *1 Key*2 , Buzzer *1 Same

Signal processing IR sensor -4 IR sensor -* Amplifier Same

and Amplifier --* A/D-* -- A/D--

Display Microprocessor -4 Microprocessor -~

LCD LCD

Power requirements CR2032, 1.5V CR2032, 1.5V Battery Same
Battery *1 ' 1
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Displayed 32 - 42.2 °C (89.6 34 -42.2 00 (93.2 - ]Different
Temperature -108 0F) 108 °F)
Range

Operating Ambient 5 -40 °C (41 - 104 16 -400°C (60.8-~ Different
Temperature Range° 0F) 104 0F) ________

Storage Ambient -250C to +55t (-13 -25.0%C - 55.0% Same
Temperature Range 0F to 13F°F) (~13.0°F - 131.0°F)
Display Resolution 0.1°C or °F 0.1°C or °F
Accuracy for display+±0.200 (32 - ±0.2°C(34 - 42.2°C) Same
Temperature Range 42.200),

Battery Life 1 years / 1000 1 years!/1000 Same
_____________measurements measurements

Memory 1set, last measurement 12 set, last measurement Different
Response time Normal mode is Normal mode is Same
Low!/ Dead Battery Low Battery: 2.7V Low Battery: 2.7V Same
Warning Dead Battery: 2.6V Dead Battery: 2.6V
Fever alarm Yes Yes Same
Power Auto off I min., after last 1min., after last Same

operation operation
Offset No Yes Different
Probe cover Yes No Different
Storage case Yes Yes Different
Read site Tympanic Forehead Different
Display type LCD LCD Same
Back light Yes Yes Same
Sensor type Thermopile Thermopile Same
Measuring mode Normal mode only Normal mode only Different
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A comparison to LCD display between IR1DA1 and IR1 DE1

IRIDE1 LCD Display

(For ear temperature measurement only)

Operation LCD Display Description

Off * Blank

Press ON/OFF Power ON:
Button 9/39/fE * All segments displayed for 2 second

* 08~.8 * Backlight activated

* No beep

I Memory function:
Press Button 6 Last reading displayed for3 seconds
Anytime to Backlight kept on for 2 seconds
Switch OFF

Self-test:

E Displays "Err" if system malfunction
Er' r

3 short beeps
* Auto shut-off after a 60 second idle

* Ready for measurement:
_ _ '- C 1 short beep

* °C (or 0F) icon flashing.
* Press and hold Start for 1 second

* Completion of a measurement:
6 1 long beep heard and LED turned on

GREEN for 5" if reading less than 37.5°C
10 short beeps heard and LED turned on
RED for 5" if reading equal to or greater
than 37.5C

* Backlight turned on at the same time for 5"

Further measurement

3 8 * RC (or °F) icon flashing again to indicate
readiness for next measurement

SI-
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Press Button * Power OFF:
* Press Oil button to switch off the unit

* Auto off

* Auto shut-off after 60 second idle if not
____ ____ ____ ___ ____ ____ ____ manually switched off.

FRIlDM1 LCD Display

(~Forrehead temperature measurement only)
Operation LCD Display Description

Off * Blank

Press ON/OFF cra.* Power ON:
Button *E All segments displayed for 2second

Li UU.UM 0 Backlight activated
*No beep

*Memory function:
Press Button 3% ~ *Last reading displayed for 3 seconds
Anytime to * Backlight kept on for 2 seconds
Switch OFF

*Self-test:

I Er r * Displays "Ere' if system malfunction
* 3 short beeps
* Auto shut-off after a 60second idle

*Ready for measurement:
- -- *~~ lshort beep

* C (or TF) icon flashing.
*Press and hold Start for 1 second

*Completion of a measurement:
368 C * ~1 long beep heard and LED turned on

GREEN for 5" if reading less than 37.5C
10 short beeps heard and LED turned on
RED for 5" if reading equal to or greater
than 37.5C

*Backlight turned on at the same time for 5"
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* Further measurement
* 0C (or F) icon flashing again to indicate

readiness for next measurement

Press Button * Power OFF:
* Press Oi/ button to switch off the unit

* Auto off
* Auto shut-off after 60 second idle if not

manually switched off.

The temperature measurement algorithm and its program codes of the IR1 DE1 and
FR1DM1 is the same.
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EXHIBIT #3

Illustration of FR1 DM1 and V965
(b)(4) 
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Microlife Infra red Forehead Thermometer Software Specification

v1.0

Approved by: Checked by: Written by:

George Chi Donny Lee Leo Ho
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(b)(4) Software Specification
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-- - Software Test Report
Product Name: Infra red Forehead-thermometer _ Pe1
Model Name: FRIDMI -2003/08114

microlifr

Infra red Forehead thermometer FR1 DM1

Software Validation Report

Tested by: Checked by: Approved by:

Jeashion Yang Colin Lin Colin Lin
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Software Test Report ....
Product Name: Infra red Forehead thermometer Pa e 2
Model Name: FR1IDM1 2003/08/14 -

Contents

A. Specification
B. Operation sequence and LCD display
C. Accuracy verification
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EXHIBIT #17

FRI DM1 technical manual
(b)(4) Technical Manual
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(b)(4) Technical Manual
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(b)(4) Testing
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Exhibit #19b

microlife

To whom It may concern:

Declaration of Identity

t4,C'

(b) (4)
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration

Memorandum

From: Reviewer s) -Namec(s)

Subject: 510(k) Number _

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

El Refused to accept.

ERequires additional information (other than refuse to accept).

d Is substantially equivalent to marketed devices.

ONOT substantially equivalent to marketed devices.

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

Is this device subject to Section 522 Postmarket Surveillance? E]YES [ f NO

Is this device subject to the Tracking Regulation? BYES [1 NO

Was clinical data necessary to support the review of this 510(k)? El YES 0 NO

Is this a prescription device? 
E[YES NO

Was this 510(k) reviewed by a [hird Party? EYES EdNO

Special 510(k)? 
[IYES El NO

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

Truthful and Accurate Statement El Requested L1A Enclosed

[FA 510(k) summary OR ]A 510(k) statement

[1 The required certification and summary for class II1 devices

The indication for use form

Combination Product Category (Please see algorithm on H drive 510k/Boilers)

Animal Tissue Source El YES L7 NO Material of Biological Origin B YES iA N(

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

El No Confidentiality El Confidentiality for 90 days El Continued Confidentiality exceeding 90 d

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

%0 U.L Ck4 J %0 ,,o1IO

(Branch iT1T(rnhCd)(t)

Final Review

(Division ector) / (Date)

Rcvised:
4/ 2 /03
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS

I le, ice I, (ittiparcd iA

0t,,
I)C1C (<lc Iqpac C t, IC

I)escriptlik Inlrt atio t DoICs New I), /11a' Same NO ( , (ihe [)ifikrences Alter the I tended Not Substantujiay

about New or Marketed Indication St - -I l'erapeutic/Diagnostic/etc. EIlhciC YES Equivalent Determination

D.eice Requested as Needed (in Deciding. May Consider Impact on
Safetv and Etfectiveness)r" *

Ncw ic I sSa Intended NO
Use and Maydbe " Subst ntialty Equivalent" N c

ND e Device Taxs t

~ ~ ~~~~~~New Intended Use

Does Nc, 1) iiis.
¢moli logica! C hatrtctert s ti .NO Could the Newk

D l)esign. Materials etc Characteristics Do the New Characteristics
FS~, fik:ct Salkty or- - P- aise Ncw ypcs of Salbt YES

E 7tiveness? or Eilectiveness Questions?

I0 P r Dsp

NO

Are I'Cr ft Eance I)ata Do Accepted Scientific

Available to - Equivalence? YES Methods Exist for
Assessin Eflects of NO

the New Characteristics?

Perlbrnance Are Perlbrmance Data Available NO

D)ata Required To Assess Effects of New
Characteristics? ***

jES

iI

Perl Pinrance Data I )ertormanee Data Demonstrate

1Iquivalence' EquivalencC? 4
YES NO

N(O

I~~~~~~~~~~~~
Elubstantially Equivalent"

to A 'Determination To

s 10(k) Sutiutissions conmipate new devices to marketed devices FDA rcquests additional inforrmation if the relationship between

lkeeted ald predicate" (pre-Almendicln ts or reclassitied post-PAet¢l dienlts) devices is uncicar

* * - his dec siot is norualiv based oni descriptive inlbrmation alone, but Ibnited testing information is sometimes required

* * * lData maybe in die 510(k). other 51 0(k)s, the Center's classification files, or the literature.
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SCREENING CHECKLIST

FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

510(k) Number:. 4 0L 1 3SŽ)

The cover letter clearly identifies the type of 5 100c) submirssion as (Check the

appropriate box):

[1 Special 510(k) - Do Sections i and 2

[E Abbreviated 510(k) - Do Sections 1; 3 and 4

/A Traditional 510(k) or no identification provided Do Sections I and 4

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

Present or Missing or
Adequate Inadequate

Cover letter, c~ontann h lmnslse npage 3-2 of the

Premarket Notification [0Manual.
Tabl~~eri onets.

Truthful and Accurate Statement. yJ ______

Device's Trade Name, Device's Classification Name and
Establishment Re gstration Number.

Device Classification Regulation Number and Regulatory Status

Class(IClass II, Class III or Unclassified
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

remarket submission.
Substantial Equivalence Comparison, including comparisons of

the new device with the predicate in areas that are listed on page .. /

3-4 of the Premarket Notification [510)] Manual.
5100c) Summary or 5100c) Statement
Description of the device (or modification of the device) inluding
dia rams, en ineerin drawin s, hotogra hs or service manuals.

Identification of I all marketed redicate device.
Compliance with performance standards. [See Section 514 of

the Act and 21 CFR 807.87 d .]
Class II Certification and Summary

Financial Certification or Disclosure Statement for 510(k)
notifications with a clinical study. * [See 21 CUR 807.87 (i)]

510 Kit Certification

- 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

Convenience Kits Interim Regulatory Guidance.
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Scction 2: lc(1i rcd ElInciucns for a SPECIAL 510(k) sutbissgio :

Present Inadequate
dr Missing

Name and 510(k) number of the submittgr's own, unmodfied

predicate device.

A description of the modified device and a comparison to the

sponsor's predicate device.

A statement that the intended use(s) and indications of the

mbdified device, as described in its labeling are the same as the

intended uses and indications for the submitter's unmodified

predici te device.i

Reviewer's confirmation thatthe mo.dificaton has not altered the

fundamental scientific technology of the submiter's predicate

device.
A Design Control Activities Summary that includes the following

elements a-:

a. Identification of Risk Analysis methpd(s) used to assess the

impact of the modification on the device and its components, and

the results of the anal ss. ~

b. Based on the Risk Analysis, an identification of the requre

verification and validation activities, including the methods or

tests used and the acceptance criteria to be a plied.

c. A Declaration of Conformity with design controls that includes

the following statements:

A statement that, as required by the risk analysis, all

verification and validation activities were performed by the

designated individual(s) and the results of the activities

demonstrated that the predetermined acceptance criteria were

met. This statement is signed by the individual responsible

for those particular activities.

A statement that the manufacturing facility is in conformance

with the design control procedure requirements as specified

in 21 CFR 820.30 and the records are available for review.

This statement is signed by the individual responsible for

those particular activities.

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

Present Inadequate
or Missin

For A submission, which relies on a guidance document and/or

special control(s), a summary report that describes how the

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

associated with the particular device type. (if a manufacturer

elects to use an alternate approach to address a particular risk,

sufficient detail should be provided to justify that approach.)

For a submission, which relies on a recognized standard, a

declaration of conformity [For a listing of the required elements

of a declaration of conformity, SEE Required Elements for a

Declaration of Conformity to a Recognized Standard, which
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is sted wit 51 I boulers oi [___

For a submission, which reles on a -re

haration of confor it by F , st atemen t that heu

intends t o conform t o a r ec o g.nized standard a nd
data wil l be available before markeung die device.

For a submission w n non-recog Sdta d that

has been historically acepted by FDA, a statnent that e

ma]nufacturer iotends to conform to a recognized. standard and

that supporting data .wil be avaable before marketing the device.

has not been historically accepted by FDA,.aC statement ta e

mnfacturer intdnds to conf9 .n toa-r ecog.ied etndar anedeie'

that supp5orting dlata wi' b avaae Sv .,

aind any additional information requested by the reviewer in order.

to detd.rmine substantil el uivalence.

Any additional iformation, whiCh is'not cver bh g n

document, special control, recognized standard and

recognized standard, in order to determine substantial

e ivalence-

- When completing the review of an abbreviated 510(k), please fill out an

Abbreviated Standards Data Form (located on the H drive) and list all the guidance

documents, special controls, recognized standards and/or non-recognized

standards, which were noted by the sponsor.

Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL

510(k) submissions (If Applicable):

Present Inadequate
or Missin

a) Biocompatibility data for all patient-cofltacting materials, OR

certification of identical material/formulation:

b~ Ste 'nlizationandcx n datin informaton -

Software Documentaton:

Item s with checks in the "Present or Adequate" column do not require e additional

information fromn the sponsor. Itens with checks in the "Missing or Inadequate"

column must be submitted before substantive re-view of the document.

Passed Screening UYes No

Reviewer. C 
I

Concurrence by Revk'v Branch: __ 19 2

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



I )at C:~I ~

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

before our review of your sioQ~,) submission can be successfully completed. In developing

the deficiencies, we carefullycon~sidered the statutoryaciteria as deftine~d'inSection,513Q) of.

the FderI Food, Drug; and CostneticAct for daterminini'g substantial equivalen& of your

device We also considered the burden that many be incurred in your attempt toepndt

the deficiemcies.- We believe that we have considered the least bures eapocht

resolving these issues. If, hoWever, you believe that inforinatilbn.is being requested that is

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

ts~ietyoushoufd follow the procedures 6utlined in the "A Sugges~ted Approach to~

Rssesolving LesudnoeIse" document. it is available on our Center web page at:

Reovn -atBudnoeIse

http://ww~fda~go/cdrh/nodact/lestburdenome~hti

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



"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

K(033820

Reviewer: Erika Jordan, Biomedical Engineer

Division/Branch: DAGID/GHDB

Device Name: Micrfe tl Inrred Forehead Thermometer, Model FRiDMi

Product To Which Compared (510(K) Number If Known): K020725

YES NO

1. Is Product A Devide y If NO =Stop

2. Is Device Subject To 510(k)? Y if NO=Sop

3. Same Indication Statement? y If YES = o To5

4. Do Diferences Alter The Effect Or N If YES =Sop N

Rais Ne Issues of Safety or

Efetveness?

5. Sme echological Characteristics? N If YES =Go To 7

6. culdTheNew Characteristics Affect N If YES =Go To 8

SaeyOr Effectiveness?

7. Dscrptie characteristics Precise N If NO =Go To 10

Enough? 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? 'I If NO Request
Data

11. Data Demonstrate Equivalence? Y Final Decision:
SE

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.

1. Intended Use: 'The Microlife Digital Infrared Forehead Thermometer, Model

F~lDMI is intended for the intermittent measurement and monitoring of

human body temperature. The device is indicated for use by people of

all ages in the home.
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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.

See Review Memo dated 2/17/04.

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

1. 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: This thermometer takes

temperature measurements from the forehead instead of the ear as the

predicate does.

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

effectiveness: There are previously cleared infrared forehead

thermometers on the market. This is not a novel technology.

7. Explain how descriptive characteristics are not precise enough:

Descriptive characteristics are not precise enough to show the accuracy

and reliability of this device.

B. 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: The performance data demonstrates the

safety and effectiveness of this device. Accuracy, electrical safety, and

reliability were determined by the tests and performance data.

ATTACH ADDITIONAL SUPPORTING INFORMATION
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Internal Administrative Form

YES NO

1. Did the firm request expedited review9

2. Did we grant expedited review?

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

purposes?
4. If, not, has POS been notified? ,j

5. s te rodcta device?
6. Is the device exempt from 510(k) by regulation or policy? I/

7. Is the device subject to review by CDRH?

8. Are you aware that this device has been the subject of a previous NSE 2

decision?
9. 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. 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, L-/

September 10, 1991.

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



Page 1 of 510(k) review

MEMO TO THE RECORD
510(K) REVIEW

K033820

DATE: 02/17/04 OFFICE: ODE (HFZ-480)

FROM: Erika Jordan DIVISION: DAGID/GHDB

COMPANY NAME: Microlife Intellectual Property

DEVICE NAME: Microlife Digital Infrared Forehead Thermometer, Model

FR1DM1

"SUBSTANTIAL EQUIVALENCE" (SE) DECISION-MAKING DOCUMENTATION

NARRATIVE DEVICE DESCRIPTION

1. SUMMARY DESCRIPTION OF THE DEVICE UNDER REVIEW:

The Microlife Digital Infrared Forehead Thermometer, Model FR1DMl

is an electronic thermometer using an infrared sensor (thermopile)

to measure forehead temperature, then get a reading and display it

on an LCD. Its operation is based on measuring the natural

thermal radiation emanating from the forehead and the adjacent

surfaces.

2. INTENDED USE:

The Microlife Digital Infrared Forehead Thermometer, Model FRlDM1

is intended for the intermittent measurement and monitoring of

human body temperature. The device is indicated for use by people

of all ages in the home.

3. DEVICE DESCRIPTION:

A. Life-supporting or life-sustaining: No

B. Implant (short-term or long-term): No

C. Is the device sterile? No

D. Is the device for single use? No

E. Is the device for prescription use? No

If yes, is prescription labeling included? N/A

F. Is the device for home use or portable? Yes

Whether the answer is yes or no, is adequate environmental

testing, including EMC, performed for the intended environment,

and are results provided, including test protocols, data, and a

summary? Yes

C. Does the device contain drug or biological product as a component?
No

H. Is this device a kit? No

I. Software-driven: Yes
Estimated level of concern: (Major, Moderate, Minor)? Minor

Has the firm provided a hazard analysis, software requirements and
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Page 2 of 510(k) review

design information, adequate test plans/protocols with appropriate

data and test reports, documentation of the software development

process including quality assurance activities, configuration

management plan, and verification activities and sumniaries,

commensurate with the level of concern, as discussed in the

Reviewer Guidance for Computer Controlled Medical Devices? Yes

J. Electrically Operated: Yes

If yes, are AAMI or IEC leakage currents met and is the test

protocol, data, and results provided? Yes

K. Applicable standards to which conformance has been demonstrated

(e.g., !EC, ANSI, ASTM, etc.):

fEC 60601-1 Medical Electrical Equipment Part 1: General

Requirements for Safety

iEC 60601-1-2 Medical Electrical Equipment - Part 1-2: General

Requirements for Safety: Electromagnetic Compatibility

ASTM E1965 Standard Specification for Infrared Thermometers for

Intermittent Determination of Patient Temperature

ISO 10993 Biological Evaluation of Medical Devices

If applicable, has test data been provided to demonstrate

conformance (protocol, data, and results)? Yes

L. Device(s) to which equivalence is claimed, manufacturer, and

510(k) number or preamendment status:

Microlife Ear Thermometer, Model IRlDE1, K020725, Microlife

Corporation

M. Submission provides comparative specifications a. Yes
comparative in vitro data b. No
performance data c. Yes

animal testing d. Yes
clinical testing e. Yes

biocompatibility testing f. Yes

N. 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. Provide a summary about the devices

design, materials, physical properties and toxicology profile if

important.

Item MicroLife IRI DEl (predicate) MicroLife FRI DM1

Thermometer type Infrared Ear thermometer Infrared Forehead thermometer

Intended Use Intermittent measurement of Intermittent measurement of
human body temperature in the human body temperature in the
home. home.

Labeling MicroLif IR1DE1 Thermometer MicroLife FR1DM1 Thermometer

Components IR Thermopile sensor, ASIC, IR Thermopile sensor, ASIC,
E2PROM IC, LCD and Backlight, E2PROM IC, LCD and Backlight,
Key * 2, Buzzer * 1 Key * 2, Buzzer * 1
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Signal processing and Display IR sensor 4 Amplifier 4 A/D - IR sensor 4 Amplifier 4 AD 4
Microprocessor -) LCD Microprocessor 4 LCD

Power Requirements CR2032, 1.5 V Battery *1 CR2032, 1.5V Battery *1

Displayed Temperature Range 32 - 42.2 0C (89.6- 108 0F) 34-42.2 °C (93.2 - 108 OF)

Operating Ambient Temp. 5 - 40 °C (41 - 104 OF) 16 - 40 °C (60.8 - 104 0F)

Range
Storage Ambient Temp. Range -25-+550 C (-13-131 0F) -25 - +550 C (-13 - 131 0F)

Display Resolution 0.1 °C or F 0.1 °C or OF

Accuracy for display Temp. + 0.2 0C (32 - 42.2 °C) + 0.2 OC ( 34 - 42.2 0C)

Range
Battery Life 1 yr/1000 measurements 1 yr/i000 measurements

Memory I set, last measurement 12 sets, last measurement

Response time Normal mode 1 sec Normal mode 1 sec

Low/Dead Batter Warning Low Battery: 2.7 V Low Battery: 2.7 V
Dead Battery: 2.6 V Dead Battery: 2.6 V

Fever alarm Yes Yes

Power Auto Off 1 min., after last operation 1 min. after last operation

Offset No Yes

Probe cover Yes No

Read Site Tympanic Forehead

Display Type LCD LCD

Back lightYes Yes

Sensor type Thermopile Thermopile

0. Does the submission include a summary of safety and effectiveness

information upon which an equivalence determination is based?

If not, does the submission include a certification that such

information will be made available to interested persons upon

request? Yes

P. RECOMMENDATION:

I believe that this device is equivalent to: 80 FLL

Classification should be based on:

880.2910 Class: II

Erika F. Jorda
Biomedical Engineer
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FAX TRANSMISSION

PLEASE DELIVER THE FOLLOWING PAGES

TOM: RU S, Er IN-FAC
NAME

ffd i- oA-§sultaoetj cI,
COMPANY

FAX NUMBER

FROM: SUSAN GOLDSTEIN-FALK
NAME

mdi Consultants. Inc.
COMPANY

FAX NUMBER

TOTAL PAGES: )

TODAY'S DATE:

IF YOU DO NOT RECEIVE ALL PAGES, PLEASE CALL US AS SOON AS

POSSIBLE (480-451-7502)

COMMENTS: K4 2

NC,,n v1C.Sr., cr& K-

//~ &7.,.,
(b) (4)
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m icrolif
Specificatian

Page 6of13

(b) (4)
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microliFb

The following questions outlined in the DCRND 510(k) Guidance Format are
answered as follows:

I. Is the device life supporting or life sustaining?

No

2. Is the device an implant?

No

3. Is the device sterile?

No

4. Is the device single use or reusable?

Reusable

5. Is the device for preacription use?

No

6. Is the device for hospital, home, or mobile use?

Home Use

7. Does the device contain a drug or biological product as a component?

Page 7 of 13

(b) (4)
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Jordan, Erika F

From: Jordan, Erika F

Sent: Friday, February 20, 2004 10:42 AM

To: 'Susan Goldstein-Falk'

Subject: RE: Microlife K#033820, Microlife Digital Infrared Forehead Thermometer

Thanks,
Erika

EEnka E. Jordan
Biomedical Engineer
U S. Food and Drug Administration
General Hospital Device Branch/DAGID/ODE/CDRH
9200 Corporate Blvd. (HFZ-480)
Rockville, MD 20850
Email: Erika.Jordan@fda.hhs.gov
Phone: (301) 594-1287 ext. 177
Fax: (301) 480-3002

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT

IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to

deliver the document to the addressee, you are hereby notified that any review, disclosure, dissemination, copying, or other action based on the

content of this communication is not authorized. If you have received this document in error, please notify the sender immediately by e-mail or phone.

-.... Original Message -----
From: Susan Goldstein-Falk [mailto:sgoldstein@mdiconsultants.com]
Sent: Thursday, February 19, 2004 1:13 PM
To: Jordan, Erika F
Cc: Linda O'Brien
Subject: Microlife K#033820, Microlife Digital Infrared Forehead Thermometer

Dear Erika:

Any questions, please contact me at 480-451-7502.

2/20/2004 {-

(b)(4) Review

(b)(4) Review
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Regards,

Susan D. Goldstein-Falk

Official Correspondent for Microlife

2-C)
2/20/2004
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02/18/04 WED 12:32 FAX 5164820186 mdi Consultants.Inc. o001

microlire
Microlife Intellectual Property
Max Schrmidheiny-Strasse 201

9435 Heerbrugg
Switzerland

Tel: +41717277000 Fax: +41717277059

FAX TRANSMISSION

TO: Ms. Enca Jordan
FDA, ODE Reviewer
Fax: 301-480-3002
Tel: 301-594-1287 x 177

FROM: Ms. Susan D. Goldstein-Falk
Official Correspondent for Microlife
Phone # 480-451-7502
Fax # 480-614-3169

DATE: February 18, 2004

NO. OF PAGES: 2 (Including this page)

REF: 510(k) #033820
Microlife Digital Infrared Forehead Thermometer
Model FR1DM1
Dated: December 8, 2003
Received: December 9, 2003

Dear Ms. Jordan:

If you have any questions, or require additional information, please feel free to call me

at 480-451-7502 or FAX me at 480-614-3169.

"p~e re ly ' / ' ~..
an D. Goldstein-Falk

Official Correspondent for
Microlife Intellectual Property, GmbH
SDG-F/lo

Attachment

I

72-

(b) (4)
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Memorandum

To: File

From: Erika Jordan, Reviewer 61 9
Date: 2/17/2004

Re: K033820 Microlife Digital Infrared Forehead Thermometer, Model FRI DM I

N~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~

(b) (4)
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