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

s ULS. Department of Health

_é & Human Services

Food and Drug Administration

£ HEALT,
(&ﬂ 8) }]cg

N

(&foﬂu

SAVE REQUEST

USER: (nikita.steward)

FOLDER: K033820 - 186 pages

COMPANY: MICROLIFE INTELLECTUAL PROPERTY GMBH (MICRINTEPROP)
PRODUCT: THERMOMETER, ELECTRONIC, CLINICAL (FLL)

SUMMARY:: Product: MICROLIFE DIGITAL INFRARED FOREHEAD

THERMOMETER, MODEL FR1DM1
DATE REQUESTED: sep 22, 2015

DATE PRINTED: Sep 22, 2015

Note: Printed

FDA

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




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

FEB 2 3 2004
Exhibit #1

510(K)} SUMMARY

This summary of 5l0(k) safety and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990 and 21 CFR §807.92.

The assigned 5i0(k) number is: EU??B 9«:10

1.

Submitter's ldentification:

Microlife Intellectual Property GmbH, Switzerland
Max Schmidheiny-Strasse 201

9435 Heerbrugg / Switzerland

Date Summary Prepared: December 8, 2003
Contact: Mr. Gerhard Frick

Name of the Device:

Microlife Digital Infrared Forehead Thermometer, Model FR1DM1

Predicate Device Information:

Microlife Digital infrared Ear Thermometer, Model IR1DE1, K#020725

Device Description:

The Microlife Digital Infrared Forehead Thermometer, Model FR1DM1 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*PROMIC

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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d) LCD and Blacklight
e) Key*2, Buzzer*1

5. Intended Use:

The Microlife Digital Infrared Forehead Thermometer, Mode! FR1DM1 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 FR1DM1 is
substantially equivalent to the original Microlife Digital Ear Thermometer, Model
IR1DE1 in all aspects, e.g., technological characteristics, modes of operation,
performance characteristics, intended use, efc.,

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 FR1DM1. Clinical data was presented evaluating
clinical bias, clinical uncertainty and clinical repeatability per Microlife clinical test
protocol for infrared forehead thermometer.

g, Conclusions:

The Microlife infrared Forehead Thermometer, Model FR1DM1, has the same
intended use and similar technological characteristics as the Microlife Infrared
Ear thermometer Model IR1DE1. Moreover, bench testing contained in this

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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 FR1DM1, is substantially equivalent to
the predicate device.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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P’
5. DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Setvice
L JC
e .
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 Forechead Thermometer, Model
FR1DM1

Regulation Number: 880.2910

Regulation Name: Clinical Electronic Thermometer
Regulatory Class: I

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 11
(PMA), it may be subject to such additional controls. Existing major regulations affecling
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register.

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

Please be advised that FDA’s issuance of a substantial cquivalence 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 Lo premarket notification” (21CIFR 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.,qov/cdrhfdsma/dsmamain.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

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

Page 1 of 1

510(k) Number (if known): K033420

Device Name: Microlife Digital Infrared Forehead Thermometer, Model
FR1DM1

Indications For Use:

The Microlife Digital Infrared Forehead Thermometer, Model FR1DM1 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)

([_)‘tyision Sign-Off)
Division of Anesthesiology, General Hospital,
Infection Control, Dental Devices

510(k) Number: K 0 33§>d

Prescription Use Over-The Counter Use__V
{Per 21 CFR 801.109) OR (Optional Format 1-2-96)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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?"; DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
L JIC

‘%‘"vm

" 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: I
Product Code: FLL
Dated: December 8, 2003
Received: December 9, 2003

Dear Ms. Goldstein-Falk:

We have reviewed your Section 510(k) premarket notiftcation of intent to market the device
referenced above and have determined the device 1s substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) 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 It (Special Controls) or class II1
(PMA), it may be subject to such additional controls. Existing major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register.

|

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

Plcase 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 ail the Act’s requirements, including, but not limited to: registration
and listing (21 CIR 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 contro! 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.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

A

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

Page 1 of 1

510(k)} Number (if known): L'O g 3 6 ‘9'0

Device Name: Microlife Digital Infrared Forehead Thermometer, Model
FR1DM1

Indications For Use:

The Microlife Digital Infrared Forehead Thermometer, Model FR1DM1 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)

(Bl M

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

510(k) Number: IIZ O 33¢>(4

Prescription Use Over-The Counter Use_ V
(Per 21 CFR 801.109) OR (Optional Format 1-2-96}

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

December 12, 2003 Rockville, Maryland 20850

MICRCLIFE INTELLECTUAL PRCPERTY GMB 510(k) Number: K033820

/0 MDI CONSULTANTS, INC. Received: 11-DEC-2003

55 NCRTHERN BLVD., SUITE 200 Product: MICROLIFE DIGITAL

CGREAT NECK, NY 11021 INFRARED FOREHEAD

ATTN: SUSAN D. GOLDSTEIN-FALK THERMOMETER., MODEL
FR1DM1

The Food and Drug Administration (FDA), Center for Devices and Radiological
Health (CBRH), 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. YQU MAY NOT PLACE
THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO S50.

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/a02-01 . 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 precedural 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

http: //www.fda.gov/cdrh/dsmamain.htm]l or me at (301)594-1190,

Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer

Office of Device Evaluation

Center for Devices and Radiological Health

24

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

December 09, 2003 Rackville, Maryland 20850

MICROLIFE INTELLECTUAL PROPERTY GMB 510(k) Number: K033820

/0 MDT CONSULTANTS, INC. Received: 09-DEC-2003

55 NCRTHERN BLVD., SUITE 200 Product: MICROLIFE DIGITAL

GREAT NECK, NY 11021 User Fee ID Number: 122110REHEAD

ATTN: SUSAN D. GOLDSTEIN-FALK THERMOMETER, MODEL
FR1DM1

The Food and Drug Administration (FDA) Center for Devices and Radiological
Health (GDRH), 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 ceorrespondence that relates to this submission,
YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YCU 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.0. Box 956733 956733

St. Louils, 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.

25

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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)638-204]1, or contact them at their Internet address
http://www.fda.gov/cdrh/dsmamain.html, eor 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

2l

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Appioved OME Mo, 0910-0611  Expiration Date August 31, 2006. See instructions for OME Statement.

DEPARTMENT OF HEALTH AND HUMAN SERWVICES

FOOD AND DRUG ADMINISTRATION

VMEDICAL DEVICE USER FEE COVER SHEET [/ (MENT IDENTIFICATION NUMBER:

\vrite the Payment Identification Number on your check.

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

.y

Electronically submit the completed Cover Sheet ts 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 chack.

3 Mail Check and Cover Sheet to the US Bank Lock Box. FDA Account. P.O. Box 856733, St. Louis. MO 63195-6733. (Note. inno
case should payment be submitted with the application.)

4. Ifyou prefer lo send a check by a courier. the courier may deliver the check and Cover Sheet to: US Bank. Attn: Government
Lockbox 856733, 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.

Aty v fde go sicdrtimdufma fags triR3a. You are responsible for paying all tees associated with wire transfers.
8. 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.

T -
1. COMPANY NAME AND ADDRESS (Include name, street 2. CONTACT NAME &3 r=
address. city. state. country. and post office code) SUSAN GOLDSTEIN-FALK __“:“ lie
MICROLIFE INTELLECTUAL PROPERTY. GHBH 2.1 E-MAIL ADDRESS o3 iy
MAX SCHMIDHEINY -STRASSE 201 sgoldstein@mdiconsultants.com 1
9435 HEERBRUGG -0
HEERBRUGG, 9435 2.2 TELEPHONE NUMBER {Include Area Code)
SWITZERLAND 4380 451 7502 >
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2 3 FACSIMILE (FAX} NUMBER (Include Area Cle} :
480 614 3169 ) .
—

3 TYPE OF PREMARKET APPLICATION (Select one of the following in each column if you are unsure. please refer to the apﬁliéation
descriptions at the following web site: hitp.\www fda gov.oc/mdufma

Select an application type: 3.1 Select one of the types below:
7] Premarket notification (510(k}); except for third party reviews Eo'figi“a' Application

O Biologics License Application (BLA) Supplement Types:

E] Premarket Approval Application (PMA) D Efficacy (BLA)

O Modular PMA
D Product Development Protocol (PDP)
D Premarket Repornt {(PMR)

D Panel Track (PMA. PMR. PDP)
0] real-Time (PMA. PMR. PDP)
O3 180-day (PMA. PMR. PDP)

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

D YES. | meet the small business criteria and have submitted the MNO. I am not a small business
required qualifying documents to FDA

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

5.1S THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SC. CHECK THE
APPLICABLE EXCEPTION.

|:| 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

D This biologics application is submitted under section 351 of the D 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

& 1S THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USEIN 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 approvat application (PMA) )

Oves Mo
7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION {FOR FISCAL YEAR 2004)
_ Vi) A
orm s 820025

o= \L&‘ 27

https://fdasfinapp4.fda.cov/CFAPPS/mdufma/coversheet/ Index cfm?fuseaction=fusé Rpt...  12/8/2003
Questlonsg Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov 0r%1-7l396-81 18
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microlife
Microlife Intellectual Property K 02)7) Qé;z O

Max Schmidheiny-Strasse 201
9435 Heerbrugg
Switzerland
Tel: +41717277000 Fax: +41717277059

RETURN RECEIPT REQUESTED -

F N
I
1

- 330

December 8, 2003 Y
o

[ i ' O
Office of Device Evaluation - 5
U. S. Food & Drug Administration B 2
Center for Devices & Radiological Health N

Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, MD 20850

Dear SirrfMadam:

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

5 CC-OC“—A_ N,?, @Jlg Z e s, A
Susan D. Goldstein-Falk -~ 247\ Ciﬂ%@{,f

Official Correspondent for
Microlife Intellectual Property, GmbH

SDGF/lo

Enclosure \(\O

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Microlife Intellectual Property
Max Schmidheiny-Strasse 201
9435 Heerbrugg
Switzerland
Tel: +41717277000 Fax: +41717277059

RETURN RECEIPT REQUESTED

December 8, 2003 L“:
\ 2
o]
Office of Device Evaluation N
>

U. S. Food & Drug Administration =
Center for Devices & Radiological Health b
Document Mail Center (HFZ-401) ~
9200 Corporate Boulevard

Rockville, MD 20850

Dear SirfMadam:

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, ¢/o mdi
Consultants, Inc., 55 Northern Blvd., Suite 200, Great Neck, NY 11021.

Sincerely,

Microlife Intellectual Property, GmbH

! Ce j(‘ ’ k /J.’ ‘
SEsan D. G/gltjsstzéln Fé( oAl Aoy 74*//?/‘/0

Official Correspondent for
Microlife Intellectual Property, GmbH

SDGF/lo
Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 [
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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. 8. Food & Drug Administration
Center for Devices & Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, MD 20850

Dear SirfMadam:

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 FR1DM1.

The following information is being submitted in conformance with 21 CFR Part 807.87,
“EDA Guidance for Format and Content for Premarket Notification (610(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.

. Page 2 of 13
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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

Trade/Proprietary Name Including Model Number of Device:

Microlife Digital Infrared Forehead Thermometer, Model FR1DM1
Common Name or Classification Name (21 CFR Part 807.87) of Device:
Electronic Thermometer

Address of Manufacturing Facility/Sterilization Sites:

This is a non-sterile product.

Foreign Manufacturer:

Class in which Device has been placed:
Class Il
Reason for Premarket Notification:

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

Notification of Legally Marketed Device Which We Claim Substantial
Equivalence {Predicate Device):

Microlife Infrared Ear Thermometer, Model IR1DE1, K# 020725, Microlife
Corporation

, Page 3of 13
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i Compliance with Requirements of the Federal FD&C Act:
The General and Restorative Devices Panel (DGRD) has classified this device

as Class Il, 21 CFR Part 880.2910, Clinical Electronic Thermometer, Product
Code 80FLL.

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. 510(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 lll Certification and Summary:
We are not claiming substantial equivalence to a Class lil device, and a Class Il
Certification and Summary is not included for the Microlife Infrared Forehead
Thermometer, Model FR1DM1.

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 FR1DM1, 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 Summary:

) Page 4 of 13 :
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The Microlife Digital Infrared Forehead Thermometer, Model FR1DM1, is
substantially equivalent to the original Microlife Digital Ear Thermometer, Model

IR1DE1 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 FR1DM1 is an
electronic thermometer using an infrared sensor (thermopile) to measure
forehead temperature, then get a reading and display it on the LCD.

lts 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’°PROM IC

d) LCD and Blacklight
e) Key*2, Buzzer1

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

Technical Specifications of the Model FR1DM1 are outlined below:

Specification

_ Pals;e 50f13
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18. Weight 49g (including the battery)

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

1.

10.

P
Questions? Contact FDA/CDRH/OCE/D CD H-FOISTATUS@fda.hhs.gov or 301-796-8118

Is the device life supporting or life sustaining?
No

Is the device an implant?

No

Is the device sterile?

No

Is the device single use or reusable?

Reusable

Is the device for prescription use?

No

Is the device for hospital, home, or mobile use?
Home Use

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

Is the device a kit?

No

Is the device software-driven?

Yes

Is the device electrically operated?
Battery-powered

27
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11.  Are there applicable voluntary standards for this device?
Yes
SECTION 5 - Comparative Information

a. Table of Comparison to Legally Marketed Devices:

The Microlife Infrared Forehead Thermometer, Model FR1DM1 is
substantially equivalent to the Microlife Infrared Thermometer, Model
IR1DE1, 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 FR1DM1 is
substantially equivalent to the original Microlife Digital Ear Thermometer,
Model IR1DE1.

The new model FR1DM1 has the same intended use for human body
temperature measurement but focuses on the forehead temperature, not
ear temperature, as the 510(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, “510(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 FR1DM1 test protocol. Clinical data is
presented evaluating clinical bias, clinical uncertainty and clinical

%
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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 Manuai — FR1DM1",

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:

Exhibit #5: EMC Test report — FR1DMA1
Exhibit #6: IEC60601-1 Safety Test Report
Exhibit #11: Assembly Drawing

Exhibit #12a: Risk Analysis

coow

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

Page 9 of 13 /%ci
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the Device”, which is an illustration of the device, along with corresponding
materials. SO 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 FR1DM1, the subject

device for this submission.

Attached as Exhibit #19b 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
FR1DM1 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 #16, “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 #16.

SECTION 10 — Technical Specifications/Materials and Component
Specifications and Drawing

The following exhibits support our technical specifications:

SECTION 11 - 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.

X0
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The Microlife Digital Infrared Forehead Thermometer, Model FR1DM1, 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 IECE60601-1-2 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

3 " k 4 /
3 Las e X( ét ‘kﬁf/’ﬁ{p ?[;L/()/C / a
Susan D. Goldstein-Falk ' —
Official Correspondent for

Microlife Inteliectual Property, GmbH

SDGF/lo

Attachments (See List Attached)
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EXHIBIT A

PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT"

(As Required By 21 CFR 807.87(j))

| certify that, in my capacity as R & D Vice General Manager of
Microlife Corporation, | 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)

(F¥ped Name)

Donny Lee
(Dated)

2003.09.26
(Premarket Noltification (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).

b
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Exhibit B

Page _ 1 of 1

510(k) Number (if known):

Device Name: Microlife Digital Infrared Forehead Thermometer, Model
FR1DM1

Indications For Use:

The Microlife Digital Infrared Forehead Thermometer, Model FR1DM1 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 5I0(k) safety and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990 and 21 CFR §807.92.

The assigned 5l0(k) number is:

1.

Submitter's ldentification:

Microlife Intellectual Property GmbH, Switzerland
Max Schmidheiny-Strasse 201

9435 Heerbrugg / Switzerland

Date Summary Prepared: December 8, 2003
Contact: Mr. Gerhard Frick

Name of the Device:

Microlife Digital Infrared Forehead Thermometer, Model FR1DM1

Predicate Device Information:

Microlife Digital Infrared Ear Thermometer, Model IR1DE1, K#020725

Device Description:

The Microlife Digital Infrared Forehead Thermometer, Model FR1DM1 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

e
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d)} LCD and Blacklight
e) Key*2, Buzzer*1

Intended Use:

The Microlife Digital Infrared Forehead Thermometer, Model FR1DM1 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.

Comparison to Predicate Devices:

The Microlife Digital Infrared Forehead Thermometer, Model FR1DM1 is
substantially equivalent to the original Microlife Digital Ear Thermometer, Model
IR1DE1 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.

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”.

Discussion of Clinical Tests Performed:

Controlled human clinical studies were conducted using the Microlife

Infrared forehead thermometer FR1DM1. Clinical data was presented evaluating
clinical bias, clinical uncertainty and clinical repeatability per Microlife clinical test
protocol for infrared forehead thermometer.

Conclusions:

The Microlife Infrared Forehead Thermometer, Model FR1DM1, has the same
intended use and similar technological characteristics as the Microlife Infrared
Ear thermometer Mode! IR1DE1. Moreover, bench testing contained in this

w
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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 FR1DM1, is substantially equivalent to
the predicate device.

AL
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The Microlife Digital Infrared Forehead Thermometer, Model FR1DM1 is substantially

EXHIBIT #2

Comparison to the 510(k) Cleared Device

equivalent to the original Microlife Digital Ear Thermometer, Model IR1DE1.

The new model FR1DM1 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 FR1DM1 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
IR1DE1 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 IRTDE1  MicroLife FR1DM1 Different
Thermometer Thermometer

Components IR Thermopile IR Thermopile sensor |Same
sensor
ASIC ASIC Same
E’PROMIC E*PROM IC Same
LCD and Backlight |LCD and Backlight |Same
Key * 2, Buzzer *1 |Key*2 , Buzzer *1 Same

Signal processing
and
Display

IR sensor —
Amplifier — A/D—
Microprocessor —
LCD

IR sensor — Amplifier
— A/D—>
Microprocessor —
LCD

Same

Power requirements

CR2032, 1.5V
Battery *1

CR2032, 1.5V Battery
*1

Same

“q
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Displayed 32~42.2°C(89.6 34 ~42.2°C (93.2 ~ IDifferent

Temperature ~108 °F) 108 °F)

Range

Operating Ambient |5~ 40 °C (41 ~104 |16 ~ 40 °C (60.8 ~  |Different

Temperature Range |°F) 104 °F)

Storage Ambient  |-25C to +55°C (-13|-25.0C ~ 55.0°C Same

Temperature Range|’F to 131°F) (-13.0°F ~131.0°F)

Display Resoclution |0.1°C or °F 0.1°C or °F

Accuracy for display[+0.2°C (32 ~ 10.2°C(34 ~ 42.2°C) |Same

Temperature Range [42.2°C),

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

Memory 1 set, last measurement |12 set, last measurement |Different

Response time Normal mode 1s Normal mode 1s 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 1 min. , after last 1 min., 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

st
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A comparison to LCD display between IR1DA1 and IR1DE1

IR1DE1 LCD Display

(For ear temperature measurement only)

Operation LCD Display Description
Off * Blank
Press ON/OFF b * Power ON:
Button i e ® Ali segments displayed for 2 second
8688 S Piay

|
Press Button
Anytime to
Switch OFF
|

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

366:

Err

® Backlight activated
® Nobeep

* Memory function:
e |ast reading displayed for 3 seconds
@ Backlight kept on for 2 seconds

* Self-test:

e Displays "Err" if system malfunction
e 3 short beeps

® Auto shut-off after a 60 second idle

* Ready for measurement:

® 1 short beep

® C (or °F)icon flashing.

® Press and hold Start for 1 second

* Completion of a measurement:

® 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

* Further measurement
® C (or °F)icon flashing again to indicate
readiness for next measurement

—

Sl
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Press Button

* Power OFF:
& Press O/l button to switch off the unit

|

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

FR1DM1 LCD Display

(For forehead temperature measurement only)

Operation LCD Display Description
o $ e
Press ON/OFF e ! * Power ON:

Button

|
Press Button
Anytime to
Switch OFF
|

CEIaw AT

A88.8:

366:

ey

AL
:*_'{:_

e All segments displayed for 2 second
e Backlight activated
® No beep

* Memory function:
® Last reading displayed for 3 seconds
® Backlight kept on for 2 seconds

* Self-test:

® Displays "Err" if system malfunction
® 3 short beeps

@ Auto shut-off after a 60 second idle

* Ready for measurement:

® 1 short beep

® C (or F)icon flashing.

® Press and hold Start for 1 second

* Completion of a measurement:

® 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”

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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peivl * Further measurement
35 H < e C (or °F)icon flashing again to indicate
T readiness for next measurement

Press Button * Power OFF:
® Press Q/l 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 IR1DE1 and
FR1DM1 is the same.

S3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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EXHIBIT #3

lllustration of FR1DM1 and V965

sH

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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IE FR1DM1 2003.9.20 4:04 AM MW#H

Digital Infrared Forehead
Thermometer

F.  1sec. Measurement / Scan-Peak-method

RS

T s
14 Fever alarm

N,w Illuminated Dispiay / Nite Glow
o
$36.9 Memory

T»=F Celsius - Fahrenheit switchable

:_.- Beeper

Miciolife AG

Mar Schinicheiny-Strasse 201

+
i ¥ Email admin@microlite.ch
microfife  mmmm

-

microlife FR 1DM1

Digital Infrared Forehead

Thermometer

2y

) (=)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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IB FR1DM1

2003.9.20

4:04 AM

Pa

3

Digital Inirared Forehead Tt
Instruction Manual

We congratulate you on your purchase of the Microlife Digital
Infrared

Forehead Thermometer The Micralife Digital Infrared forehead
Thermometer FR1DM1 is a high quality product incorporating the
latest technelngy and testen accordance with international stan-
dards. With its unique technology, the FR1IDM1 can provide a stabie,
heat-interference-free reading with each measurement. The instru-
ment performs a seif-lest every time it s switthed on to always qua-
rantee the specified accuracy of measurements

The Microlife Digital Infrared Forenead Fhermometer FR1DM1 is
intended for the intermulent measurement and monitoring of humarn
body temperature in the home. It is intended for use on people of all
ages.

Piease read these instructions carefully before using the instrument
and keep thern in a safe place

Table of Comtents

1. _The Advantages of your Microlife Digitai Infrared
Forehesad Th
_2._Important Safety Instructions
3._Product Descriplion
4. How the Microlife Digital Infrared Forehead
Thermometer Measures Body Temperature
5. Comrol Displays and Symbols
6. Directions for Use
7. Changing trom Fahrenheit to Cefsius ar vice-versa
8. Emmor M
4. How to recall 12 readings in the memory mode
10._Cleaning and Storage
11._Technical Specificati

14, www.microlife.com

-

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1. The Advantages of your Microlife Digital Inirared
Forehead Thermometer

Measwemant in 1 second
The innovative infrared technology allows measurement of forehead
temperature in only 1 second

Accurate and refiable

Due ta the umgue probe assemuty canstruction, the advanced infra-
red sensor, and the complete cahbration process this unit can offer a
very accurate and reliable forehead temperature measurement.

Gentle and Easy to Use

«  Appealing Penguine style delights the children.

+  Naneed Probe Covers at all, which makes the thermometer

simple and easy 1o use.

The Microlife Dig ared Forehead Thermometer FR1DM1

can be used without interference todaily lifestyle. A measure-

menl can be taken even while a child is sleeping

«  The Micralife Digital Infrared Forehead Thermometer FR1DM1 is
less threatening tn a chitd than a rectal thermometer and more:
pleasant to use than an aral thermometer

Autc-Display Memory
The praduct displays the |ast reading automatically for 2 seconds
when the unit is swilched ON.

Multiple Reading Recalls

When entering into the memory mode. users will be abie to recal the
last 12 readings, enabling wacking of temperature variation in a more
eficient way.

Safe and Hygienic

= Norisk of broken glass of mertury ingestion

+  Compietely safe for use on children.

Fever Alarm
10 shorl bees aiert the patient that he/she may have fewer

2. Important Safety Instructions

= Never use the thermameter for purpeses ather than those 1t has
been intended for. Please follow the
general safety precautions when using on children

»  Never immerse the Microlife Digital Wfrared Thermemeter
FRIDMT into water of other liquids fnot waterproof). For clea-
ning and disinfecting please fallow the instructions in the
"Cleaning and Storage” section.

= Keep the instrument away from direct expasure to the sun and
keep it in & dust-free, dry area at the temperature between
107 - 40° (30°F - 104°F)

+ Do not use the thermemeter if there are signs of damage on the
measwring tip or on the instrument itsel”  If damaged, do nat
attempt to repar the instrument! Please contact your nearest
Micralife custamer service bureau

= This Microlife Digital infrared forenead Thermometer consists of
high-qualty precision parts. Do not drop the instrument! frotect
1t frem severe impact and shock. Do nolt 1wist the instrument
and the measuing piobe!

WARNING:

»  Use of this Infrared Forehead thermometer is not intended as &
substitute for consultation with your physician.

»  Thermometer is nit waterproof! Please NEVER immerse into
figuids!

3. Product Description

(1) Probe

{2} Start button
(31 LCD Display
4] 0/ bution
{5} LED Indicator

16) Battery Cover

4. How the Microlife Digital Infrared Forehead

Thermometer Measures Forehead Temperature

The Microlife Drgital Infrared Forehead Thermometer FR1IDM1 mea-
swres infrared energy radiated from the artery under the sk of forhe-
ad and the surrounding tissue. This energy is collected through the
lens and corvaerted to A temperature value. The measured reading
obtained dwectly from the center of forehead can emsure the mast
accurate ear lemperature. Measurernents taken from the other sur-
feunding tissue of the forehead generate lower readings end may
resuit in misdiagnos:s of a fever

To avoid an inaccuwrate measurement:
»  Switch on the thermometer by pressing the 0/] button

S

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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l : tlnsely 1
= Press the Stant button for 1 secend and keep the probe at the
frwghead until the thermometer generates a leng beep to dentify

the completion of the measwrement.

The Microlife Digital Infrared Forehead Th

FR1DM1 has been climcally tested and proven to be sale
and accurate when used in accordance with its opera-
ting instruction manuat.

5. Control Displays and Symbols

LCD Display | Display Meaning Description

Al seqments displayed | Press the Of] bution to
1un o the unit, all
seqrents will be
showwn for 2 seconds

The last reading will
Memory be shown on the
display autamatical'y
for 3 seconds.

The unil i ready tor
the measurement, the
“C ar °F icon will keep
Ready flasning.

The reading wilt be
shiown on the LCD
Measurement complete | display wath the “C or
; = “F icon flashsag, the
[ unit 1s ready again for
the next measurement,

When the unit is tur-
ned on, the battery
Lo battery indication icon will keep flashing
to remind the user 1o
replace the batteres

6__ Directions for Use

1. Press the O/| button The LCD is activated to v ar e 0]

shaw all segments for 2 seconds ‘858 8|

2. The fast measurement reading will be shown on
the display automatically for twa seconds with
the .M" icon

1. Whenthe "C or °F icon s flashing, a beep
sound is heard and the thermometer is reary for
the measurement

4. Place the probe at the center of forehead. Make
sure the opening of probe is completely contac-
ted with the skin of forehead

5. Press the "START" button. Release it. when yu
heor a beep seund. This is the reminding signat
that comfirms the end of measurement

6. Remowe the thermometer from the forehead
The LCD dispiays the measured temperalure.

NQTE: 10 short beeps will sound when the tempetatura is higher
than 37.5°C in order 1o alert the patient Lak he/she may have fever

7. In order to assure the accurate readings, plase
watt at least 30 seconds after 3-5 continuous
measwements.
NOTE:
»  Always take the temperalure in the same location, since the
temperature readings may vary from different locations
»  Please wail for a few minutes Lo take the ear tempefature after
sleeping.
In the Following situations it 1s recammended that three tempera-
tures in the same location at forehead be taken and the highest
oae taken as the reading
73 New born infants in the first 100 days
2} Children under three years of age with a compremised immune
system and for whom the presence or gbsence of fever is crit:cal
3 When the user is learmng how to use the thermometer for the
first time until hefshe has familiarized himself/herself with the
instrument ani obtains consistent readings

7. Changing from Fahrenheit to Celsius and vice-versa

Tne Microlife Digita Infrared Thermometer FR1OM3 can display tem-
neratire measuremests in either Fanrenhed or Celsius To Change

5

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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the temperature scale from Fahrenheit to Celsius or vice versa, press
Start when power 0ff for more than § seconds until "-- - and theflas-
hing °F for °C} ican are shown on the LCD. Press and release Start o
switch fram F to C. or vice versa. If the scale is not switched {Start
not gressed and released) for 5 seconds, the LCD wil indicate ready-
Ffo-measurement {same as aormal turn-on)

8. Error Messages

Display / Problem Display Meaning Possible cause
and {ault remedy

lma_ 4 Measured Displays .H™ when

i ny Temperature 100 high  measured temperature
higher than 42.2°C
[108.0°F) er 100.0°C{
2120°R
Displays L™ when
measued 1emperature
Measured Jowes than 34 mnn
lernperature 100 |ow 032N m 0 °C{ 320

i}

A

U

Displays .H" in conjunc-
Ambient temperature  tion with the A" when
too high amiient temperatuee is

higher than

400 °C or 1040°F

Display .L" in conjunc-

tiop with the W when
ambient temperatuse is
lower than

160 "oy GD8°E

Ambignt temperature
toa low

VEen WWhen system has mak-
— Errox function display _function.

Please check if the bat-

D tery has been loaded
comectly. Also check.
Biant: rspley palarity [+ ard <-5) of

batteries.

If the steady battery
Dead battery b0 i the only symbal
1 indication shown on the display.
H the batteries should be
replaced immediately.

(=13

Press the START batton to enter Memory Mode
when the power is off. The memary icon "M™ will
Fash

Press and rejease the START button to recall the

latest reading. The LCD will dispiay 1 alone with the W b
memery icon when the button is pressed and the = -
most recent reading when the button is released | 36.8.
Press and release the START button again to recall 2 _
Ine second atest readwig [ —

Press and release the START burton consecutively
to recall readings n successian, up to the last 12
readings.

Pressing and releasing the START button after the
last readings nave all been recalled will resume tne
above sequence from reading 1

10. _Cleaning and Storage

Use an alcohol swab of cotton swab moistenied with alcohol (70%
lsoprapyl) to ctean the thermometer casing and the measwring probe
Ensure thal ng isquid enters the antenor of the thermometer Never
use abrasive cleaning agents, thinners or benzena for cleaning and
never immerse the insirument in waler or olher cleaning
Tiquids. Take care not to scrateh the surface of the LCD

Remave the battery from the anstrument if it is nol requied for exten-

ded periods of time «n order ta avord damage to the thermometer
resulting from & teaking battery.

nUlL
\/y

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

Type:

Digital Infrared Thermometer FR
DM

Measuring Range:

Forehead measuiing range. 34.0°C -42.2°C
92.2°F - 108.0°F) Wide measuring range: 0 °C
10 100.0 "C{32.0 °F tu 2120 A

Resolution e1C/F
Accuracy: Laboratory: - +0.3°C, 34.0-422°C
{£05°F, 932 - 1080 “Fy
+1°C, 0-31.9°C. 423 - 1000 °C
1+2 *F, 32.0 - 8.5 °F, 10B.1- 2120°F)
Display. Li Cristal Display . 4 digits plus special icons
Accoustic: a3, The unit is furned ON and ready for the meas-
Lremest: ¥ short bi” sodnd
b. Complete the measurement: 1 long beep
sound
€. Sysiem eqiin o malfunction: 3 short _bi"
Sounils,
Meraony: a. Auta-Display the last measured temperature
b. 12 memaories recalled in Memary mode.
Nite Glow: a.The display will be lightad for 4 seconds when

the unit is tumed ON,
. The display will he ligited again for 5 seconds,
when the measurement has been complared

Operating lemperature

16°C 1o 40 °C {60.8 “F 1o 104 °F)

Storage/transpert
temipérature

-25°Cw+55"C {13 *F10131°F)

Automalic Switch-off

Appeox. 1 minute after lask measurement has
been taken.

Batiery:
CREQ32 BATTERY {£1) - o Ieast 1000 measue-
ments

Dimensions hmn (L} x 26 mm ) x 20 mem (H)

Weight: 45 twith battery]. 40g [w/o battery)
Complies with PrENY2470-5 and ASTM E-

Standards: 1965 requiremeants

8

According to the bedical Product User Act a biennial technical
inspection is recommenden for professional users
Please observe the apphicable disposal requlations

12. Replacing the Batiery

The Micralife Digital Infrared Thermometer is supplied with one
ithium battery, type CR2032. Replace with a new CR2032 battery
when the flashing bartery symbot appears on the LCD dispiay.
Using a screwdriver to loasen the screws from battery cover as
showm, remove the battery cover and replace CR2032 battery

13. Guarantee

Subject to the foilowing conditions this high-guality
measuring instrument is covered by a two year gua-
rantee from the date of purchase. Warranty claims
must be lodged within the guarantee penod.

This product was manufactured with the utmost of
care according o international quality standards.
Shoukd you have reason for complaints despite this,
please send the instrument, accompanied by the com-
pleted Guarantee Card with dealer's stamp as well as
original proof f purchase directly or through your
medicat supplier to your closest Microlife Distributor.

Damage resutting from incorrect use is not covered by
the guarantee. Battery and packaging are excluded
from the guarantee. Craims beyond this, including
claims for damages, are excluded.

Name and adress of responsible dealer:

(@O

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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EXHIBIT #9
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 1% D’[O
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ZQL

Drawn by:

ZQL

Checked by:

Donny Lee

Approved by:

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

o



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

microﬁfe EXHIBIT #10

| PCB LAYOUT

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 {
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EXHIBIT #11
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18\ 9} cl
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 1§ l )
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \, \Z
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EXHIBIT #12b
Device Hazard Analysis according to ISO 14971: 2000
Device Model No.& Name_ fRADM 0000000000000 0: Occurrence Degree 1-10

System Function Forehead temperature measurement 5: Severity Degree 1-10

Prepared by Microlife corporation D: Detection Degree 1-10

n 12-8-2015
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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microlife

Microlife Infra red Forehead Thermometer Software Specification

v1.0
Approved by: Checked by: Written by:
George Chi Donny Lee Leo Ho

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18\ /;3'
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microlife

Table of Contents

ltems:

A. Level of Concern

B. Software Description

C. Device Hazard Analysis

D. Software Requirement Specification (SRS}

E. Architecture Design Chart

17+

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

Product Name: Infra red Forehead thermometer Page 1

Model Name: FR1DM1 2003/08/14

microlife

Infra red Forehead thermometer FR1DM1
Software Validation Report

Tested by: Checked by: Approved by:

Jeashion Yang Colin Lin Colin Lin

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 [ ‘{ "}’
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Software Test Report

Product Name: Infra red Forehead thermometer Page 2
Model Name: FR1DM1 2003/08/14
Contents

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Ll«["{
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EXHIBIT #17

FR1DM1 technical manual
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microlife

To whom it may concern:

Declaration of ldentity

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 L%C
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
/QL(LML

Memorandum
From: Reviewer(s) - Name(s) E‘( \\LC\ \(}\Fﬁ\ (W

—
Subject:  510(k) Number g} % 3%90

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

[dRrefused to accept.

[CJRrequires additional information (other than refuse to accept). -
Is substantially equivalent to marketed devices.

[INOT substantially equivalent to marketed devices.

Clother (e.g., exempt by regulation, nota device, duplicate, etc.)

Is this device subject to Section 522 [.’ostmarket Surveillance? tlyes ﬁ NO
Is this device subject to the Tracking Regulation? YES B/ NO
Was clinical data necessary to support the review of this 510(k)? LIYES 1 NO
Is this a prescription device? LdvES Qf NO
Was this 510(k) reviewed by a Third Party? E[YES NO
Special 510(k)? NYES O no
Abbreviated 510(K)? Please fill out form on H Drive 510k/boilers Clves NO

Truthful and Accurate Statement [1Rrequested l'il Enclosed
a 510(k) summary OR L1A 510(k) statement
1 The required certification and summary for class Il devices

The indication for use form

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

Animal Tissuc Source (1 ves F1NO Material of Biological Origin D YES m N(C

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
E1 No Confidentiality [ Confidentiality for 90 days [ Continucd Confidentiality exceeding 90 d

Predicate Product Code with class: Additional Product Code(s) with panel (optional):
op L (T ¢%0.64I0
Revicw: ' . %/3 /O +

{Branch (Branch Code) ‘ (Dzllc)

Question i'TPilC‘:al RCViCWM Q/A 3)/ oL
s? Copggghi b QCE/DID at CDRH-FOISTATUS@fda_hhs_govlor B75Y6.511 8“%

Revised:472/03
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510(k) “SUBSTANTIAL EQUIVALENCE™
DECISION-MAKING PROCESS

New Device s Compared
Marketed [pevice ®

l

Does New Day kg

Indication St

Deseriptive [nformation
about New ar Marketed
Device Requested as Needed

New Device Has Sarde Intended
Use and May be “Subsgntially Equivalent”

(5)

Does New Device H YA
Technwological Characteristics,
cp Design, Materials. ete?

® ]

re the Descriptive
? ok ecise Enoug,
o Ensure Equivaie

NO

NO

Are Perforhance Data

Available o Lquivalence? YES

¥
Performance
Data Required

Have Same  NO)
entr—————"%

O

o the Difterences Alter the Intended
Therapeutic/Diagnosticfete. Ettect YES
{in Deciding. May Consider Impactén |
Safety and Effectiveness)?**

Not Substantialty
Equivakent Detenmination

NO
B —

Could the New @

Characteristics 3o the New Characteristics
tfee Safety or ~——¥ Raise Nuw Types of Satety YES Sy
ectiveness? or Ettectiveness Questions?

.
New Device Has O
New Intended Use

A

NG

()

Do Accepled Scientific
Methods Exist for
Assessing Effects of NO
the New Characteristics?

Are Performance Data Available  NO
To Assess Eftects of New
Characteristics? ***

‘ YES

G

Y
P performance Data Dem Performance Data Demenstrate
Lquivalence? Equivalence? -+
YES NO
NQO)
“Substantially Equivalent” @
To Determination To
* S10(k) Submissions compare new devices to marketed devices. FDA requests additional infermation if the relationship between
mirketed and “predicate” (pre-Amendments or reclassitied post-Amendments) devices is uncicar.
x4 This decision is noomaliy based on descriptive information alone, but linsited testing information is sometimes required.
bl Data maybe in the 310¢k). other 310(K)s, the Center’s classification files, or the literature. g

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

FOR ALL PREMARKET NOTIFICATION (510(k}] SUBMISSIONS |

510(k) Number: <09 2L 250

The cover fetter clearly identifies the type of 510(k) submussion as (Check the
appropriate-box): o o L ,

o ‘Special 510(K) © DoSectionsiand2
0 - Abbreviated 510() - - Do Sécﬁon; 1,3and 4
x * Traditional 510(k) or no identification provideci - " Do Sections 1 and 4

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

Present or | Missing or

Adequate | Inadequate

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

Table of Contents. e
Truthful and Accurate Statement. %
Device's Trade Name, Device’s Classification Name and _

Establishment Registration Number.

Device Classification Regulation Number and Regulatory Status
(Class I, Class II, Class II or Unclassified). L

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

\

Staternent of Indications for Use that is on a separate page in the
premarket 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.

510(k) Summary or 510(k) Statemnent. -

Description of the device (or modification of the device) including
diagrams, engineering drawings, photographs or service manuals.

I

Tdentfication of legally macketed predicate device. *
Compliance with performance standards. ¥ [See Section 514 of
the Act and 21 CFR 807.87 (d).)

Class 111 Centification and Summary. %

Finandial Certification or Disclosure Statement for 510(k)
notifications with a clinical study. ¥ [See 21 CI'R 807.87 (1)]
510(k) Kit Cerufication **¥

- May not be applicable for Special 510(k)s.
& - Required for Class 11 devices, only. ' 7
=% _ See pages 3-12 and 3-13 in the Premarket Notification {510)] Manual and the

. avenience Kits Interim Regulato Guidance.
Questions? Contact FDA/CDRH/OCE/DID at CDR -FOISr'IZATUS@fda.hhs.gov or 301-796-8118

Lonon

I3
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Scetion 2t RL"ql;ircd Elements foe a SPECIAL 510(k) submission:

Present Inadequate

a_ . . . or-Missing
Name and 510(k) number of the submitter’s own, unmddjﬁcd —
- __prcdicaic device. ' :

A descoption of the modified device and a compaﬁson to the L@/

sEonsor’s Etcdicatc device.

A statement that the intended use(s) and indications of the
modified device, as described in its labeling are the same a5 the -
| intended uses and in_dicatjdns for the submitter’s unmodified -
predicate device. _ - : - =
Reviewer's confinmation that the modification has not altered the
fundamiental scientific technology of the submitter’s predicate
device. - ' o o
A Design Coatrol Activities Summary that includes the following
elements (a-c): )
= Idengfication of Risk Analysis method(s) used to assess the,
impact of the modification on the device and its components, and N
the results of the analysis. )

b. Based on the Risk Analysis, an identification of the required
verification and validation activities, including the methods ot

tests used and the acceptance criteria to be applied.
« 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 predetctmined 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

L those particular activiges.

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

Present Inadcquate
) or Missing

For 2 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 partcular device type. (Ifa maaufacturer
clects to use an alternate approach to address 2 parucular ask,
sufficient detail should be provided to justfy that approach.)

For a submission, which relics on a recognized standard, a
declaration of conformity [fFor a listing of the required clements
of a declatation of conformity, SEE Required Elements for a

LD(:c!:lration of Conformity 0 2 Recognized Standard, which

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 /l
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s posted with the 510 boilers on the [ drive.] ) I ) -
For a submssion, which relies on a recognized standard without-a
declaration of conformity, 2 «atement that the manufacturer -
‘intends to conformto a recognized standard and that supporting
data will be available before marketing thedevice. ~ . .~ '
For 2 submission, which relies on 2 non-recognized standard that
has been historically accepted by FDA, a statement that the
manufacturer intends to conform'to a recognized, standard and
that supporting data will be available before marketing the device.
Tor 2 submission, which relies on 2 non-fecognized standard that - |-
has ot béen historically accepted by FDA, & statément that the
manufacturer inténds to conformito 2 recognized standard and
that supporting data veill be available before marketing the device .
and any additional - formation requested by the reviewer in order.
o detérmine substantial equivalence. -
Any additional © formation, which is not covered by the guidance
document, special control, recognized standard and/or non-
recogrized standard, in order to determine substantial

eguivalence.

- 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
<tandards, which were noted by the sponsor.

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

]; Present Inadequate
- or Missing

hT Biocompatibility data for all patient-contacting materials, OR

‘ certification of identical material/ formulation: J

b) Stenlization and expiration dating information: -tk

i) sterilizatipn process
Mse

4

NACKAZINE
g v S S
1€ llll'.'l

/1 () residues
n 1diation Aose -
i dirianal Method or Non- dirional Merthod

Q) Software Documentation: ] J

Jtems with checks in the “Present or Adeguate” column do not require e additional
information froni the sponsor. Jtems with checks in the < Missing or Inadequate”
coliman must be submitted before substantive review of the document.

Passed Screening V Yes No
Reviewer: K
Concurrence by R

Branch: a7 " ]_9—.~,.
Questions?
ions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 %




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

~

Date:

e —————————

| . deficiencies identi ¢ the-issues that we believe need to be resolved
R dCﬁClCﬂC@S;dZIf“{ng ; 1)8(‘;3 :Ziﬁuszgon can be succ_:css:fullj( ck_)mple_gcd. In dcvel;)pmg{
before our revies czrefully considered the statutory cnitena a5 defined in .Sfecug)_n_Slf ® of
th_e deﬂa‘?nazs(;;;m “ and Cosmetic Act for determining _sgb_stant_lal, cqu;vglex__w_.ce o y;)ur
tiiiizde{vaiilso consicﬁ:.red the burden that r'na)é bcedir_lilrll'ed mbyosr C;St;;lmep: ;grgeasfgso 10
ficend ‘believe th nsidered the least burde 1 _ §
'the de'ﬁgeigcsﬁ vj;mﬁc;iﬁziicygfazh?evé that inforfation. is being requested tlImt 1;
o e ::ffe re;gulz;tbry decision or that there is a less burdensome way to hrr.aso ve the. .
o ffflevaﬂt }txo uld follow the procedures sutlined in the “A Suggested Approac: ';o : ‘
Eﬁzh?:guie;t Rurdensome Issues” document. It is avatlable on our Center web page at:

hup:// www.fdagov/ cdrh/modact/ leastburdensome.huml |

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 CI
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" SUBRSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

K033820

Reviewer: Erika Jordan, Biomedical Engineer

Division/Branch: DAGID/GHDB

ital Infrared Forehead Thermometer, Model FR1DM1

L7
Device Name: Microlife-

prad
o

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

YES NO
1. Is Product A Devide Y If NO = Stop
2. TIs Device Subject To 510(k)? Y If NO = Stop
3. Same Indication Statement? Y If YES = Go To 5
4. Do Differences Alter The Effect Or N If YES = Stop NE
Raise New Issues of Safety Or
Effectiveness?
5. Same Technological Characteristicse? N If YES = Go To 7
6. Could The New Characteristics Affect N If YES = Go To 8
Ssafety Or Effectiveness?
7. Descriptive Characteristics Precise N If NO = Go To 10
Enocugh? If YES = Stop SE
8. New Types Of Safety Or Effectiveness If YES = Stcop NE
Questions?
9. Accepted Scientific Methods Exist? If NO = S5top NE
10. Performance Data Available? Y If NO = Request
Data
11. Data Demonstrate Eguivalence? Y Final Decision:
SE
Note: In addition to completing the form on the LAN, "yes" responses to
questions 4, 6, &, and 11, and every "no" response reguires an
explanation.

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

FRI1DM] is intended for the intermittent measurement and monitoring of
human body temperature. The device 1s indicated for use by people of
all ages in the home.

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

%
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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
necesgsary) to support the statement. 1Is the device life-supporting or
1ife 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 bioclogical product as a component? Is this device
a kit? Provide a summary abocut 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

remperature measurements from the forehead instead of the ear as the
predicate deoes.

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.

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

[

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

YES

N =

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

w

Have you verified that the Document is labeled Class 11l for GMP

purposes?
If, not, has POS been notified?

NN

N

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

el i Bl P

9.

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

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

N

N

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

investigation?

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

review? {Blue Book Memo #191-2 and Federal Register 90N0332,
September 10, 1991.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 (2-
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Page 1 of 510(k) review

MEMC TO THE RECORD
510 (K) REVIEW

K033820
DATE: 02/17/04 OFFICE: CODE (HFZ-480)
FRCM: FErika Jerdan DIVISION: DAGID/GHDB

COMPANY NAME: Microlife Intellectual Property
DEVICE NAME: Microlife Digital Infrared Forehead Thermeometer, Model
FR1IDM1

“SUBSTANTIAL EQUIVALENCE" {SE) DECLSION-MAKING DOCUMENTATION

NARRATIVE DEVICE DESCRIPTION

1. SUMMARY DESCRIPTION OF THE DEVICE UNDER REVIEW:

The Microlife Digital Infrared Forehead Thermometer, Model FR1DM1
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 cn measuring the natural
thermal radiation emanating from the forehead and the adjacent
surfaces.

2. INTENDED UZE:

The Microlife Digital Infrared Forehead Thermometer, Model FR1IDM1
is intended for the intermittent measurement and menitoring of
ruman body temperature. The device is indicated for use by people
of all ages in the home.

3. DEVICE DESCRIETION:
A. Life-supporting or life-sustaining: HNoO
B. Implant ({(short-term or long-term): No
C. Is the device sterile? No
D. Is the device for single use? No
E. 1Is the device for prescription use? HNo

If yes, is prescription labeling incliuded? N/A

F. Ts the device for home use or pertable? Yes
Whether the answer is yes or ne, is adeguate environmental
testing, including EMC, performed for the intended envirconment,
and are results provided, including test protocols, data, and a
summary? Yes

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

H. TIs this device a kit? No

T. Software-driven: Yes

Estimated level of concern: (Major, Moderate, Minor)? Minor
Has the firm provided a hazard analysis, software reguirements and

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 \/’77
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Page 2 of 510(k} review

Cq

design information, adequate test plans/protocols with appropriate
data and test reports, documentation of the software development
prcocess including quality assurance activities, configuration
management plan, and verification activities and summaries,
commensurate with the level of concern, as discussed in the
Reviewer Guidance for Computer Controlled Medical Devices? Yes

Electrically Operated: Yes
If yes, are AAMI or TEC leakage currents met and is the test
protoccl, data, and results provided? Yes

K. Applicable standards to which conformance has been demonstrated

(e.g., TEC, ANSI, ASTM, etc.}:

IEC 60601-1 Medical Electrical Equipment Part 1: General
Reguirements for Safety

1EC 60601-1-2 Medical Electrical Egquipment - Part 1-2: General
Requirements for Safety: Electromagnetic Compatibility

ASTM E1965 Standard Specification for Infrared Thermometers for
Intermittent Determination of Patient Temperature

IS0 10993 Biolegical Evaluation of Medical Devices

If applicable, has test data been provided to demonstrate
conformance (protoccl, data, and results)? Yes

I,. Device(s) to which eguivalence is claimed, manufacturer, and
©10({k) number or preamendment status:
Microlife Ear Thermometer, Model IRIDEL, K020725, Microlife
Corporation
M. Submission provides comparative specifications a. Yes
comparative in vitro data k. No
performance data c. Yes
animal testing d. Yes
clinical testing e. Yes
blocompatibility testing £. 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 IR1DE1 (predicate) MicroLife FR1DM1
Thermometer type Infrared Ear thermometer Infrared Forehead thermomeler
Intended Use Intermittent measurement of intermittent measurement of
human body temperature in the human body temperature in the
home. home.
Labeling MicroLife IR1DE1 Thermometer MicroLife FR10DM1 Thermometer
Components IR Thermopile sensor, ASIC, IR Thermopile sensor, ASIC,
E’PROM IC, LCD and Backlight, | E°PROM IC, LCD and Backlight,
Key * 2, Buzzer * 1 Key * 2, Buzzer * 1

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

[+
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3 of 5101k} review

Signal processing and Display

IR sensor = Amplifier > A/D =
Microprocessor > LCD

IR sensor > Amplifier > A/D =2
Microprocessor = LCD

Power Requirements

CR2032, 1.5 V Battery *1

CR2032, 1.5V Battery ™1

Displayed Temperature Range

32~ 42.2°C {89.6 ~ 108 °F)

34~42.2 °C (93.2 ~ 108 °F)

Operating Ambient Temp.
Range

5~ 40 °C (41 ~ 104 °F)

16 ~ 40 °C (0.8 ~ 104 °F)

Storage Ambient Temp. Range

.25 ~ +55 °C (-13 ~ 131 °F)

25~ +55°C (-13 ~ 131 °F)

Display Resolution

01°Cor°F

0.1°C or°F

Accuracy for display Temp.
Range

+0.2°C (32~42.2°C)

+02°C (34~422°C)

Battery Life

1 yr/1000 measurements

1 yr/1000 measurements

Memory

1 set, last measurement

12 sets, last measurement

Response time

Normal mode 1 sec

Normal mode 1 sec

Low/Dead Batter Warning

l.ow Battery: 2.7 V
Dead Battery: 2.6 V

Low Battery: 2.7 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 light Yes Yes
Sensor type Thermopile Thermopile
0. Does the submission include a summary of safety and effectiveness

information upon which an eguivalence
does the submission include a
information will be made available to

I1f not,
request? Yes

P. RECOMMENDATION:

I believe that this device is equivalent to:

Classification should be based on:

880.2910

s

Class: II

(W

Erika F. Jordal/
Riomedical Engineer

[ 2772,

4 (22rY

LUnterim. 10Z

determination is based?
certification that such
interested persocns upon

80 FLL

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

B
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FAX TRANSMISSION

PLEASE DELIVER THE FOLLOWING PAGES

TO: NS 8{' Keg C}a{dm
=0 b - OerfD/ODb cﬁf(h‘
3o~ Y80~ 300

FAX NUMBER

FROM:  SUSAN GOLDSTEIN-FALK
NAME

mdi Consultants, Inc.

COMPANY | |
480.614-3169 K’ﬂ; 033820
FAX NUMBER

TOTAL PAGES: _ 3 ™ (ned . C/ ‘0 )

TODAY'S DATE: D‘/ 2’"/ oY

IF YOU DO NOT RECEIVE ALL PAGES, PLEASE CALL US AS SOON AS
POSSIBLE (480-451-7502)

COMMENTS: CQQ» Svila, ~
A’S A douind “‘J’\L)‘“&—n}\h*u‘

_‘1&;«»«%1-4’“ o1 oL e

2 - g DL ¢ ..SLW ey 4 1_{-&

ks

2/@_34&.\@—,@/\

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

Specification

Page 6 of 13

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 [ /[
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Az/208/2804

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. s 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?

Page 7 of 13
g (,é&

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

From: Jordan, ErikaF

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

To: 'Susan Goldstein-Falk'

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

Thanks,
Erika

Erika F. 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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs. -796-
2/20/2004 @fda.hhs.gov or 301-796 8(1?
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Regards,

Susan D. Goldstein-Falk
Official Correspondent for Microlife

20

2/20/206)4uestions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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7/

Microlife Intellectual Property
Max Schmidheiny-Strasse 201
9435 Heerbrugg
Switzerland
Tel: +41717277000 Fax: +41717277059

FAX TRANSMISSION

TO: Ms. Erica 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 # 480-614-316%

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
Recelved: 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.

Sincerely,
usan D. Goldstein-Falk %LA (”é,o

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

Attachment

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 12(.
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Memorandum

To: File
From: Erika Jordan, Reviewer ﬁlﬂ @
Date: 2/17/2004

Re: K033820 Microlife Digital Infrared Forehead Thermometer, Model FR1 DM1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81%'?7
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