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Exhibit # 1

510(K) SUMMARY

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

The assigned 5l0(k) number isﬁ 932350

oo (43

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

Submitter's Identification:

Infrared Sciences Corp.
380 Townline Road
Hauppauge, NY 11788

Contact: Mr. Anthony Trotta
Principal Engineer

Date Summary Prepared: July 29, 2003

Name of the Device:

Infrared Sciences BreastScan IR™ System

Predicate Device Information:

K#990416, OmniCorder BioScan System, OmniCorder Technologies, Inc., Stony
Brook, NY

Device Description:

The BreastScan IR ™ System is a new, non-invasive procedure offered to
women, of any age, to determine current breast health by measuring various
temperature parameters in the breast. Designed exclusively by Infrared
Sciences Corp., BreastScan [R ™ System has demonstrated its effectiveness as
an adjunctive tool for the doctor to use along with mammography, ultrasound, or
clinical examination. The entire procedure takes approximately 10 minutes with
the results immediately available, to assist in the doctor's determination of breast
health. The results are analyzed by proprietary algorithms and then presented in
a non-subjective report. The procedure does not involve any compression of the
breast, or touching of the breast in any way. The patient simply sits in a chair,
facing an infrared camera for a few minutes.
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Components of the system include:
Infrared System Device
Color Inkjet Printer
TVIVCR
Medical Cart
BreastScan IR Server
Air Cooling Device
Patient Chair

5. Intended Use; .

The Infrared Sciences BreastScan IR™ System is intended for viewing and
recording heat patterns generated by the human body in the hospital, acute care
settings, outpatient surgery, healthcare practitioner facilities or in an environment
where patient care is provided by qualified healthcare personnel. The patient
populations include adult. The device is for adjunctive diagnostic screening for
detection of breast cancer and diseases affecting blood perfusion or reperfusion
of tissue or argans. This device is intended for use by qualified healthcare
personnel trained in its use.

6. Comparison to Predicate Devices:

A Comparison Chart Outlining Similarities and Differences Follows:

Feature BreastScan IR™ System BioScan System
Intended Use Visualization/Documentation | Visualization/Documentation
of Temperature Patterns of Temperature Patterns

and Changes — Adult Only | and Changes — Adult,
Pediatric and Neonatal

Method of Data Collection | Non-Contact Passive Non-Contact Passive
Infrared Emissions infrared Emissions
Collection Instrument Infrared Camera Infrared Camera
Data Processing CPU with Custom CPU with Custom
Algorithms Algorithms
Measurement Parameters | Allows for Static and Allows for Static
Pape 2 of 3

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

22550

Dynamic Measurement of
Thermal Patterns
Hard Disk

Detector Type

Focal Plane Array

Detector Resolution

320 x 240 Pixels

Measurement of Thermal
Patterns

Hard Disk

Focal Plane Array

256 x 256 Pixels

Thermal Sensitivity

0.08°C

0.05°C

Camera Output

14 Bit Digital

14 Bit Digital

Display

Monitor, TV, Printer

Monitor, TV, Printer

User Interface

Keyboard, Mouse, On-
System Controls

Keyboard, Mouse, On-
system Controls

7. Discussion of Non-Clinical Tests Performed for Determination of

Substantial Equivalence are as follows:

The device will comply with IEC-60601-1 and IEC 60601-1-2. Software
validation was performed.

Discussion of Clinical Tests Performed:

Not applicable

Conclusions:

The subject device has the same intended use and similar characteristics as the

predicate device. Moreover, documentation supplied in this submission
demonstrates that any difference in their technological characteristics do not

raise any new questions of safety or effectiveness. Thus, the Infrared Sciences

BreastScan IR™ System is substantially equivalent to the predicate device.

Page 3 of 3
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

FEB 2 0 2004

Infrared Sciences Corp. Re: K032350

% Ms. Susan D. Goldstein-Falk Trade/Device Name: Infrared Sciences
Official Correspondent BreastScan IR™ System
mdi Consultants, Inc. Regulation Number: 21 CFR 884.2980

55 Northern Blvd., Suite 200 Regulation Name: Telethermographic system
GREAT NECK NY 11021 Regulatory Class: |

Product Code: 90 LHQ
Dated: December 17, 2003
Received: December 18, 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 ITI (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,

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act’s requirements, including, but not limited to: registration and listing (21 CFR Part
807), labeling (21 CFR Part 801); good manufacturing practice requirements as set {orth 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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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 one of the following numbers, based on the regulation
number at the top of the letter:

8xx. Ixxx (301) 594-4591
876.2xxx, 3xxx, 4xxX, XXX (301) 594-4616
884 2xxx, 3Xxx, 4xxx, Sxxx, 6xxx  (301) 594-4616
892 2xxx, 3xxX, 4XXX, 3XXX (301) 594-4654
Other (301) 594-4692

Additionally, for questions on the promotion and advertising of your device, please contact the
Office of Compliance at {(301) 594-4639. Also, please note the regulation entitled, “Misbranding
by reference to premarket notification” (21CFR Part 807.97) you may obtain. Other general
information on your responsibilitics under the Act may be obtained from the Division of Small
Manufacturers, International and Consumer Assistance at its toli-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www fda gov/cdrh/dsma/dsmamain html.

Sincerely yours,
7‘ wa (}3 (. ‘;m‘-jz%
[ E
Nancy C. Brogdon
Director, Division of Reproductive,
Abdominal and Radiological 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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510(k) Number (if known): & V525 5 O
Device Name: Infrared Sciences BreastScan IR™ System
Indications For Use:

The Infrared Sciences BreastScan IR™ System is intended for viewing and
recording heat pattemns generated by the human body in the hospital, acute care
settings, outpatient surgery, healthcare practitioner facilities or in an environment
where patient care is provided by qualified healthcare personnel. The patient
populations include adult. The device is for adjunctive diagnostic screening for
detection of breast cancer and diseases affecting blood perfusion or reperfusion
of tissue or organs. This device is intended for use by qualified healthcare
personnel trained in its use.

(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)

Lo

{Division Sign-Off)
Division of Reproductive, Abdominal,
and Radivlogicai Device

Questions? Contact FDA/CHEH/OCE/DID at C?{W@B@’L@@wa hhs.gov or 301-796-8118

Number
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Center for Devices and Radiological Health

Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, MD 20850
Reference: 510(k) # 032350
Infrared Sciences BreastScan IR System

Dated: October 23, 2003

Received: October 24, 2003

Request for Additional Information: December 5, 2003

Ir Sir or Madam:

Pursuant to the above-captioned 510(k) submission, and in accordance with our telephone conference held on January 15, 2004

at 1 PM, the following information is being submitted to Document Maii Genter per the FDA letter dated December 5, 2003 from

Dr. Robert Phillips, Chief, Radiological Devices Branch, requesting additional information.
We have prepared our responses in the order of the questions presented to us by Dr. Czerska in the above referenced letter.

Each response is as agreed upon per the aforementioned telephone conference, with the supporting documents as requested:

;S

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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We trust that the outlined responses will be satisfactory to Dr. Czerska.

If you have any questions please feel free to contact me at 480-451-7502 or at sgoldstein@mdiconsultants.com.

Sincerely,
INFRARED SCIENCES CORP.
! IS {
dlesea_pli Croliag s T /

- Mt ALl g T DAL
Susan D. Goldstein-Falk \P’(__fﬁ

Official Correspondent for
Infrared Sciences Corp.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81&;@{
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

FEB 2 0 2004
Infrared Sciences Corp. Re: K032350
% Ms. Susan D. Goldstein-Falk Trade/Device Name: Infrared Sciences
Official Correspondent BreastScan IR™ System
mdi Consultants, Inc. Regulation Number: 21 CFR 884.2980
55 Northern Blvd., Suite 200 Regulation Name: Telethermographic system
GREAT NECK NY 11021 Regulatory Class: I

Product Code: 90 LHQ
Dated: December 17, 2003
Received: December 18, 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 I (Special Controls) or class I11 (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.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act’s requirements, including, but not limited to: registration and listing (21 CFR Part
807); labeling (21 CFR Part 801); good manufacturing practice requirements as set forth in the
quality systems (QS) regulation (21 CFR Part 820); and if applicable, the clectronic product
radiation control provisions {Sections 531-542 of the Act): 21 CFR 1000-1050

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18/
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This letter will allow you to begin marketing your device as described in your Section 5 10(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 one of the following numbers, based on the regulation
number at the top of the letter:

8xx. 1xxx (301) 594-4591
876.2xxx, 3xxX, 4xxx, 5xxx (301) 594-4616
884 2xxx, 3xxx, 4xxx, Sxxx, 6xxx  (301) 594-4616
892 2xxx, 3xxx, 4xxx, SXxX (301) 594-4654
Other (301) 594-4692

Additionally, for questions on the promotion and advertising of your device, please contact the
Office of Compliance at (301) 594-4639. Also, please note the regulation entitled, "Misbranding
by reference to premarket notification” (21CFR Part 807.97) you may obtain. Other general
information on your responsibilities under the Act may be obtained 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,

7 Zﬁm c:j (. gw‘jﬂ;ﬁ'h

Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure

v,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Number (ifknown): & V525 5 O

Device Name: Infrared Sciences BreastScan IR™ System
Indications For Use:

The Infrared Sciences BreastScan IR™ System is intended for viewing and
recording heat patterns generated by the human body in the hospital, acute care
settings, outpatient surgery, healthcare practitioner facilities or in an environment
where patient care is provided by qualified healthcare personnel. The patient
populations include adult. The device is for adjunctive diagnostic screening for
detection of breast cancer and diseaseés affecting blood perfusion or reperfusion
of tissue or organs. This device is intended for use by qualified healthcare
personnel trained in its use.

(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)

%m{ﬂ, /éa@m
(Division Sign-Off)
Division of’ Reproductive, Abdominal, }

Questions? Contact FDM&S‘QHVE?@E%FB‘QF%@ IGTATUS@ida.hhs.gov or 3017968118

510(k} Number
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{( DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Infrared Sciences Corp. DEC s 2003
% Ms. Susan D. Goldstein-Falk

Official Correspondent

380 Townline Road

Hauppauge, NY 11788

Re: K032350
Trade Name: Infrared Sciences BreastScan IR™ System
Dated: October 23, 2003
Received: October 24, 2003

Dear Ms. Goldstein-Falk:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device because you did not completely respond to the deficiencies listed in
our October 16, 2003, letter. To complete the review of your submission, we require that you
respond to the following:

gt

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

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(l), and you have received a letter from FDA allowing you to do
so. If you market the device without conforming to these requirements, you will be in violation
of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device
for investigational purposes to obtain clinical data if needed to establish substantial equivalence.
Clinical investigations of this device must be conducted in accordance with the investigational
device exemption (IDE) regulations.

If the information, or a request for an extension of time, is not received within 30 days, we will
consider your premarket notification to be withdrawn and your submission will be deleted from
our system. If you submit the requested information after 30 days it will be considered and
processed as a new 510(k); therefore, all information previously submitted must be resubmitted
so that your new 510(k) is complete.

The requested information, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to:

Food and Drug Administration

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

9200 Corporate Boulevard

Rockville, Maryland 20850

<F

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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If you have any questions concerning the contents of the letter, please contact Dr. Ewa Czerska
at (301) 594 1212. If you need information or assistance concerning the IDE regulations, please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or at (301) 443-6597, or at its Internet address
http://www.fda.gov/cdrh/dsma/dsmamain.html.

Sincerely yours,

Ko 226,

Robert A. Phillips, Ph.D.
Chief, Radiological Devices Branch
Division of Reproductive, Abdominal,
and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

N

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

% Ms. Susan D. Goldstein-Falk
Official Correspondent

380 Townline Road
Hauppauge, NY 11788

Re: K032350
Trade Name: Infrared Sciences BreastScan [R™ System
Dated: October 23, 2003
Received: October 24, 2003

Dear Ms. Goldstein-Falk:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device because you did not completely respond to the deficiencies listed in
our October 16, 2003, letter. To complete the review of your submission, we require that you
respond to the following:

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

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(1), and you have received a letter from FDA allowing you to do
so. If you market the device without conforming to these requirements, you will be in violation
of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device
for investigational purposes to obtain clinical data if needed to establish substantial equivalence.
Clinical investigations of this device must be conducted in accordance with the investigational
device exemption (IDE) regulations.

If the information, or a request for an extension of time, is not received within 30 days, we will
consider your premarket notification to be withdrawn and your submission will be deleted from
our system. If you submit the requested information after 30 days it will be considered and
processed as a new 510(k); therefore, all information previously submitted must be resubmitted
s0 that your new 510(k) is complete.

The requested information, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to:

Food and Drug Administration

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

9200 Corporate Boulevard

Rockville, Maryland 20850

Lo
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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If you have any questions concerning the contents of the letter, please contact Dr. Ewa Czerska
at (301) 594 1212. If you need information or assistance concerning the IDE regulations, please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or at (301) 443-6597, or at its Internet address
http://www.fda.gov/cdrh/dsma/dsmamain.html.

CC:

HFZ-401 DMC

Sincerely yours,

Robert A. Phillips, Ph.D.

Chief, Radiological Devices Branch
Division of Reproductive, Abdominal,

and Radiological Devices
Office of Device Evaluation

Center for Devices and Radiological Health

HFZ-404 510(k) Staff
HFZ-470 DRARD

D.O.

Draft: emc
Final: kjh 12/4/03
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 é/
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Infrared Sciences Corp.

% Ms. Susan D. Goldstein-Falk 0CT 16 2003
mdi Consultants, Inc.

55 Northern Blvd., Suite 200

GREAT NECK NY 11021

Re: K032350
Trade Name: Infrared Sciences BreastScan IR™ System
Dated: July 29, 2003
Received: July 30, 2003

Dear Ms. Goldstein-Falk:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device based solely on the information you provided. To complete the
review of your submission, we require clarification on the issues listed below:

1. Your device uses a cooling procedure. This feature was not used in the predicate
device. Please explain in detail how you apply cool air and what its role is in obtaining
the results.

2. You stated in your submission that your device allows for the measurement of 7
parameters. What are those parameters and how are they used?

3. You stated that the results are analyzed by proprictary algorithms and then presented as
a non-subjective report. What is presented in a non-subjective report? How is this
information developed and how is it to be used in the clinical setting? Is the same
information provided by the predicate device?

4. In your submission you state that “The Breast Scan system has demonstrated its
effectiveness as an adjunctive tool for the doctor to use along with mammography,
ultrasound, or clinical examination.” Please provide the results of the clinical studies
to support this statement.

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

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

the deficiencies, we carefully considered the statutory criteria as defined in Section 513(1) of

the Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your

device. We also considered the burden that may be incurred in your attempt to respond to the
deficiencies. We believe that we have considered the least burdensome approach to resolving
these issues. If, however, you believe that information is being requested that is not relevant

to Cluestigndat Gonthnt i§ DAY CD RIAOREDID2IGD BitFAISTAT a@ darbbslyovthe 36::Z96yd118 ‘S 2
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should follow the procedures outlined in the “A Suggested Approach to Resolving Least
Burdensome Issues” document. It is available on our Center web page at:
http://www.fda.gov/cdrh/modact/leastburdensome.html

You may not market this device until you have provided adequate information described
above and required by 21 CFR 807.87(1), and you have received a letter from FDA allowing
you to do so. If you market the device without conforming to these requirements, you will be
in violation of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute
this device for investigational purposes to obtain clinical data if needed to establish substantial
equivalence. Clinical investigations of this device must be conducted in accordance with the
investigational device exemption (IDE) regulations.

If the information, or a request for an extension of time, is not received within 30 days, we
will consider your premarket notification to be withdrawn and your submission will be deleted
from our system. If you submit the requested information after 30 days it will be considered
and processed as a new 510(k); therefore, all information previously submitted must be
resubmitted so that your new 510(k) is complete.

The requested information, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to:

Food and Drug Administration

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

9200 Corporate Boulevard

Rockville, Maryland 20850

If you have any questions concerning the contents of the letter, please contact Dr. Ewa Czerska
at (301) 594 1212. If you need information or assistance concerning the IDE regulations,
please contact the Division of Small Manufacturers, International and Consumer Assistance at
its toll-free number (800) 638-2041 or at (301) 443-6597, or at its Internet address

http://www. fda.gov/cdrh/dsma/dsmamain.html.

Sincerely yours,

' !
AL stz
iy, (<P
Robert A. Phillips, Ph.D."
Chief, Radiological Devices Branch
Division of Reproductive, Abdominal,
and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 8 3
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Infrared Sciences Corp.

% Ms. Susan D. Goldstein-Falk
mdi Consultants, Inc.

55 Northern Blvd., Suite 200
GREAT NECK NY 11021

Re: K032350
Trade Name: Infrared Sciences BreastScan IR™ System
Dated: July 29, 2003
Received: July 30, 2003

Dear Ms. Goldstein-Falk:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device based solely on the information you provided. To complete the
review of your submission, we require clarification on the issues listed below:

1. Your device uses a cooling procedure. This feature was not used in the predicate
device. Please explain in detail how you apply cool air and what its role is in obtaining
the results.

2. You stated in your submission that your device allows for the measurement of 7
parameters. What are those parameters and how are they used?

3. You stated that the results are analyzed by proprietary algorithms and then presented as
a non-subjective report. What is presented in a non-subjective report? How is this
information developed and how is it to be used in the clinical setting? Is the same
information provided by the predicate device?

4. In your submission you state that “The Breast Scan system has demonstrated its
effectiveness as an adjunctive tool for the doctor to use along with mammography,
ultrasound, or clinical examination.” Please provide the results of the clinical studies
to support this statement.

The deficiencies identified above represent the issues that we believe need to be resolved
before our review of your 510(k) submission can be successfully completed. In developing
the deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of
the Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your
device. We also considered the burden that may be incurred in your attempt to respond to the
deficiencies. We believe that we have considered the least burdensome approach to resolving
these issues. If, however, you believe that information is being requested that is not relevant

10 the re%ulatogf decision or that there is a less burdensome Waé/ to resolve the issues J g l{
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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should follow the procedures outlined in the “A Suggested Approach to Resolving Least
Burdensome Issues” document. It is available on our Center web page at:
http://www.fda.gov/cdrh/modact/leastburdensome.html

Y ou may not market this device until you have provided adequate information described
above and required by 21 CFR 807.87(1), and you have received a letter from FDA allowing
you to do so. If you market the device without conforming to these requirements, you will be
in violation of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute
this device for investigational purposes to obtain clinical data if needed to establish substantial
equivalence. Clinical investigations of this device must be conducted in accordance with the
investigational device exemption (IDE) regulations.

If the information, or a request for an extension of time, is not received within 30 days, we
will consider your premarket notification to be withdrawn and your submission will be deleted
from our system. If you submit the requested information after 30 days it will be considered
and processed as a new 510(k); therefore, all information previously submitted must be
resubmitted so that your new 510(k) is complete.

The requested information, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to:

Food and Drug Administration

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

9200 Corporate Boulevard

Rockville, Maryland 20850

If you have any questions concerning the contents of the letter, please contact Dr. Ewa Czerska
at (301) 594 1212. If you need information or assistance concerning the IDE regulations,
please contact the Division of Small Manufacturers, International and Consumer Assistance at
its toll-free number (800) 638-2041 or at (301) 443-6597, or at its Internet address
http://www.fda.gov/cdrh/dsma/dsmamain.html.

Sincerely yours,

K/(/( <., OL«‘;}RW

Robert A. Phillips, Ph.D.
Chief, Radiological Devices Branch
Division of Reproductive, Abdominal,
and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

-
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 85
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiclogical Health

Office of Device Evaluation
Document Mail Center (HFZ—401)
9200 Corporate Blwd.

July 31, 2003 Rackville, Maryland 20850
INFRARED SCIENCES CORP. 510(k) Number: K032350

C/0 MDI GONSULTANTS, INC. Received: 30-JUL-2003

55 NORTHERN BLVD., SUITE 200 Product: INFRARED SCIENCES

GREAT NECK, NY 11021 BREASTSCAN IR SYSTEM

ATTN: SUSAN D. GOLDSTEIN-FALK

The Food and Drug Administration (FDA), Center for Devices and Radiological
Health (CDRH), has received the Premarket Notification you submitted in
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
(Act) for the above referenced product. We have assigned your submission a
unique 510(k) number that is cited above. Please refer prominently to this
510(k) number in any future correspondence that relates to this submission.

We will notify you when the processing of your premarket notification has been
completed or if any additional information is required. YOU MAY NOT PLACE
THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TC DO SO.

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

Please remember that all correspondence concerning your submission MUST be

sent to the Document Mail Center (DMC)(HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the one above will not be considered
as part of your official premarket notification submission. Also, please note

the new Blue Book Memorandum regarding Fax and E-mail Policy entitled,

"Fax and E~Mail Communication with Industry about Premarket Files Under Review".
Please refer to this guidance for information om 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 procedural or policy questions, or want information on how to check
on the status of your submission, please contact DSMICA at (301) 443-6597 or
its toll-free number (800) 638-204]1, or at their Internet address
http://www.fda.gov/cdrh/dsmamain.html or me at (301)594-1190.

Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer

Office of Device Evaluation

Center for Devices and Radiological Health

b,
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 Adwministration
Center for Devices and
Radiological Health

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

July 30, 2003 Rockville, Maryland 20850
INFRARED SCIENCES CORP. 510(k) Number: K032350

C/0 MDI CONSULTANTS, INC. Received: 30~-JUL-2003

55 NORTHERN BLVD., SUITE 200 Product: INFRARED SCIENCES

GREAT NECK, NY 11021 User Fee ID Number: 9287N IR SYSTEM

ATTN: SUSAN D. GOLDSTEIN-FALK

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

The Act, as amended by the Medical Device User Fee and Modernization Act of
2002 (MDUFMA) (Public Law 107-250), specifies that -a submission shall be
considered incomplete and shall not be accepted for filing until fees have
been paid (Section 738(f)). Our records indicate that you have not
submitted the user fee payment information and therefore your 510(k) cannot
be filed and has been placed on hold. The payment information we need in
order te begin the review of your 510(k) includes, the user fees cover sheet
with the payment ID faxed to the Office of Financial Management at

(301) 827-9213 and a check mailed to:

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. Louis, MO 63195-6733. 1005 Convention Plaza

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

The check should be made out to the Food and Drug Administration referencing
the payment identification number, and a copy of the User Fee Cover sheet
should be included with the check. A copy of the Medical Device User Fee
Cover Sheet should also be faxed to CDRH at (301) 594-2977 referencing the
510(k) number if you have not already sent it in with your 310(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/occ/mdufma.

/ 8~
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 vou need
ro 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 (3013)443-6597 or its
toll-fee number {(800)638-2041, or contact them at their Internet address
http://www.fda.gov/cdrh/dsmamain.html, or you may submit a 513(g) request
to the Document Mail Center at the address above. If you have any
questions concerning the contents of this letter, you may coentact me at
(301) 594-1190.

Sincerely yours,

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

| )0
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 3)



Medical Device Uiser Fee Cover Sheet Pave | of 2
Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015, .
- Le /

(3% 55y

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRAT!ON

PAYMENT IDENTIFICATION NUMBER
MEDICAL DEVICE USER FEE COVER SHEET

\Wiite the Payment |dentification Number on your check.

See instructions Before Completing This Cover Sheet

A compieted cover sheet rmust accompany each original premarket application or supplement listed in Box 3 of this cover sheet. Other
premarket application types do not require the use of this cover sheet: see Kist in the instructions, Payment instructions and fee rates can be
found at the following website: ~t[ .7+ o1 . . 2o'mdufma.The following three actions must be taken to properly submit your premarket
application and fee payment:

. FAX a copy of this completed cover sheet to the Food and Drug Administration at (301} 827-8213 before payment is sent.

2. Include a copy of this completed cover sheet with the check made payable to the Food and Drug Administration and mail them to
the Food and Drug Administration, P.O. Box 956733, 5t Louis, MO 63195-6733. (Note: In no case should payment be submitted
with the premarket application.} Also remember that the Payment Identification Number must be written on the check.

If you prefer to send a check by a courier. the courier may deliver the check and cover sheetto: US Bank. 956733. 1005
Convention Plaza. St. Louis, MO 63101, (Note: This address is for courier delivery only. Contact the US Bank at 3144184821 if
you have any questions concerning courier delivery.)

3. iInclude a copy of this completed cover sheet in volume one of the premarket application when submitting to the Food and Drug
Administration at either the CBER or CDRH Document Mail Center.

1. COMPANY NAME AND ADDRESS ({Include name, street 2. CONTACT NAME .~y —
address. city. state. country. and post office code} SUSAN GOLDSTEIN-FALK j
INFRARED SCIENCES CORF. 2.1 E-MAIL. ADDRESS
38C TOWNLINE ROAD sgoldstein@mdiconsultants.com
HAUPPAUGE. NY 11788 )
Us 2.2 TELEPHONE NUMBER (Iinclude area code) D
480 451 7502
1.4 EMPLOYER IDENTIFICATION NUMBER (EIN) >
143528790 2.3 FACSIMILE (FAX) NUMBER (include area cade)
480 614 3169 e

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column: if yous are unsure. please referttarsthe application
descriptions at the following web site: htp" ~vww fda govioe’'mdufma )

Select an application type: 3.1 Setect one of the types below:
Premarket notification (510(k)); except for third party reviews ﬁmiginal Application

D Biologic License Application (BLA) Supplement Types:

D Premarket Approval Application (PMA) EI Efficacy (BLA}

EI Modular PMA

[ panet Track (PMA. PMR. PDP)
[ Reat-Time (PMA. PMR. PDP)
[ 180-day (PMA, PMR. PDP)

D Product Development Protocol (PDP)
D Premarket Report (PMR)

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

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

4.1 If Yes. please enter your Small Business Dacision Numbes:

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

D Thi§ application is the first PMA submitted by a qualified small D The sole purpase of the application is to support
business. including any affiliates, parents. and partner firms conditions of use for a pediatric population

D This biolegic application is submitted under section 351 of the Public D The application is submitted by a state or federal
Health Service Act for a product licensed for further manufacturing government entity for a device that is not to be distributed
use only

commercially

6. 1S THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so. the application is
subject to the fee that applies for an original premarket approval application (PMA).)

D YES ENO

7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

E;A)’t

https:// ~ess o 1 /24/2003
ttps. /g accessdata fda goy/sorintsy bt MO EMAT OIS s @rda.hhs.gov or 301-7%1(824/200“

72
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https://www accessdata fda gov/scripts/cher/MDUFMA/Index. ctm o) ( 7/24/2003
Questions? Contact FDA/CDR /O E/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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v R 380 Towniine Road
Hauppauge, NY 11788
Phone: 631-265-5450
ISC Fax; 631-979-2085
focusad on a kesithy imuge www. infraredsciences.com
Infrared Sciences Comp.

RETURN RECEIPT REQUESTED

July 29, 2003

Office of Device Evaluation

U. S. Food & Drug Administration
Center for Devices & Radiological Health =
Document Mail Center (HFZ-401) T
9200 Corporate Boulevard o
Rockville, MD 20850

Dear Sir/Madam: -

Enclosed please find an original and a copy of the 510(k) notification for the device that_-'"
Infrared Sciences Corp. intends to market. The device is a Telethermographic Systenr;
Adjunctive Use. This is an abbreviated 510(k) submission.

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. Any correspondence
referring to this 510(k) submission should be forwarded to Ms. Susan D.
Goldstein-Falk, Infrared Sciences Corp., c/o mdi Consultants, Inc., 55 Northern
Blvd., Suite 200, Great Neck, NY 11021.

Sincerely,
INFRARED SCIENCES CORP.

/ . P . B 7 ‘
\3 Lo Jf, é Q&%J/[/@Zq(;/ w /Z/
Susan D. Goldstein-Falk " }{U
Official Correspondent for

Infrared Sciences Corp.

SDGF/lo
Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or %)?—7"36-81 18
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380 Townline Road

) Hauppauge, NY 11788
Phone: 631-265-5450

ISC Fax: 631-979-2085

locused on » kewithy Image www.infraredsciences.com

Infrared Sciences Corp.
RETURN RECEIPT REQUESTED

July 29, 2003

Office of Device Evaluation

U. S. Food & Drug Administration
Center for Devices & Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, MD 20850

Dear Sir/Madam:

Enclosed please find an original and a copy of the 510(k) notification for the device that
Infrared Sciences Corp. intends to market. The device is a Telethermographic System,
Adjunctive Use. This is an abbreviated 510(k) submission.

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. Any correspondence
referring to this 510(k) submission should be forwarded to Ms. Susan D.
Goldstein-Falk, Infrared Sciences Corp., c/o mdi Consultants, Inc., 55 Northern
Blvd., Suite 200, Great Neck, NY 11021.

Sincerely,

INFRARED SCIENCES CORP.

Stoes sl Goigyloe Ly,
Susan D. Goldstein-Falk LA

Official Correspondent for
Infrared Sciences Corp.

SDGF/lo
Enclosure

/o1

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

RETURN RECEIPT REQUESTED

July 29, 2003

Office of Device Evaluation

U. S. Food & Drug Administration
Center for Devices & Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, MD 20850

Dear Sir/Madam:

In accordance with Section 510(k) of the Federal Food, Drug and Cosmetic Act, and in
conformance with 21 CFR Part 807, pre-market notification is hereby made of the
intention of Infrared Sciences Corp. to introduce into interstate commerce for
commercial distribution a Telethermographic System, Adjunctive Use to be known as
the Infrared Sciences BreastScan IR™ System.

The following information is being submitted in conformance with 21 CFR Part 807.87,
the "DRAED Guidance for Format and Content for Premarket Notification (510(k))
Submissions”, as follows:

Section 1 - General Information

a. Applicant: Infrared Sciences Corp.
380 Townline Road
Hauppauge, NY 11788
Tel: 631-265-5450
Fax: 631-979-2085

Registration Number: Will apply for Within 30 Days of
510(k) Clearance/Prior to Marketing
the Device
Owner/Operator Number:
b. Contact Persons: Ms. Susan D. Goldstein-Falk
//c

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov c?raﬁﬁ ?78%]§1 18
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Official Correspondent for

Infrared Sciences Corp.

mdi Consultants, Inc.

55 Northern Blvd., Suite 200

Great Neck, New York 11021

In Arizona

TEL: (480)451-7502/NY: 516-482-9001
FAX: (480)614-3169/NY:516-482-9001
EMAIL: sqgoldstein@ mdiconsultants.com

Alternate Only:

Mr. Anthony Trotta

Principal Engineer

Infrared Sciences Corp.

380 Townline Road

Hauppauge, NY 11788

Tel: 631-265-5450

Fax: 631-979-2085

Email: atrotta@infraredsciences.com

Trade/Proprietary Name Including Model Number of Device:

Infrared Sciences BreastScan IR™ System

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

Adjunctive Telethermographic System

Address of Manufacturing Facility/Sterilization Sites:

This is a non-sterile product.

Manufacturer: Infrared Sciences Corp.
380 Townline Road
Hauppauge, NY 11788
Tel: 631-265-5450
Fax: 631-979-2085

Class in which Device has been placed:

Class |

///

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov of S0 7- 2045118
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Reason for Premarket Notification:

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

Identification of Legally Marketed Device Which We Claim Substantial
Equivalence (Predicate Device):

K#990416, OmniCorder BioScan System, OmniCorder Technologies, Inc., Stony
Brook, NY

Compliance with Requirements of the Federal FD&C Act:

The Radiology Devices Panel (DRAED) has classified this device as Class |, 21
CFR Part 892.2980, Telethermographic System, Adjunctive Use,
Product Code 90 LHQ.

No performance standards or special controls have been developed under
Section 514 of the FD&C Act for Adjunctive Use Telethermographic Systems.
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.

Class lli Certification and Summary:

We are not claiming substantial equivalence to a Class Ill device, and a Class Ill
Certification and Summary is not included for the BreastScan IR™ System.

Kit Certification and Information:

This device is not a kit.

/1A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov orsd1-968% 118
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d. Truthful and Accurate Statement

Attached as Exhibit A is our Truthful and Accurate Statement which has been
sighed by a responsible person of our company.

Section 3 - Indications For Use

The Infrared Sciences BreastScan IR™ System is intended for viewing and recording
heat patterns generated by the human body in the hospital, acute care settings,
outpatient surgery, healthcare practitioner facilities or in an environment where patient
care is provided by qualified healthcare personnel. The patient populations include
adult. The device is for adjunctive diagnostic screening for detection of breast cancer
and diseases affecting blood perfusion or reperfusion of tissue or organs. This device is
intended for use by qualified healthcare personnel trained in its use.

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

Section 4 - Device Description
a. Executive Summary:

The BreastScan IR ™ System is a new, non-invasive procedure offered to women, of
any age, to determine current breast health by measuring various temperature
parameters in the breast. Designed exclusively by Infrared Sciences Corp., BreastScan
IR ™ System has demonstrated its effectiveness as an adjunctive tool for the doctor to
use along with mammography, ultrasound, or clinical examination. The entire
procedure takes approximately 10 minutes with the results immediately available, to
assist in the doctor's determination of breast health. The results are analyzed by
proprietary algorithms and then presented in a non-subjective report. The procedure
does not involve any compression of the breast, or touching of the breast in any way.
The patient simply sits in a chair, facing an infrared camera for a few minutes.

b. Device Description:
The components of the BreastScan IR™ System are as follows:

Infrared System Device
The BreastScan IR™ uses a FLIR model $40 imaging device to obtain temperature
measurements. This device houses a 24deg infrared lens and is sensitive to .05deg
Celsius as indicated in the manufacturer's documentation. The camera is composed of

mostly metal and plastic components and has been shock and vibration tested. This
device is connected to the BreastScan IR™ server via IEEE 1394 (Firewire) connection.

5 of 14 /3
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Color Inkjet Printer

This is a standard off-the-shelf product used to print out the results generated by the
BreastScan IR server. This is the same or very similar to the products used in predicate
devices and systems.

TVIVCR

This device is connected directly to the infrared imaging device and displays in real time
the infrared image being obtained by the camera. The VCR unit is included for
educational purposes to play informational videos describing BreastScan IR. This
device is also a standard off-the-shelf product composed primarily of piastic, glass,
metal and circuit board components.

Medical Cart

This is a mobile cart made up of tubular steel and laminated pressboard shelves, and
plastic wheels. All of the components of the BreastScan system excluding the chair
assembly, are mounted to the medical cart either by steel bolts, plastic straps, or
industrial strength Velcro. The cart is manufactured by Anthro Inc.

BreastScan IR Server

This is a Dell PC {Model: Optiplex) used to run the BreastScan IR software. This PC
utilizes the mini-tower PC form factor and runs the Windows XP Professional operating
system. Included is a CD-ROM drive and a removable hard drive that is used to archive
data. A standard mouse, keyboard, and TFT flat panel monitor are included in this
system as well.

Air Cooling Device

This is a standard off-the-shelf wall/window air conditioner operating at 5000 BTU’s
(minimum). The unit has both the air intake and the air exhaust located on the front of
the unit and provides a filter. The air exhaust is ducted through a pienum and directed
at the breasts. The purpose of this unit is to cool the surface of the breasts while the
BreastScan IR™ System gathers temperature data. This unit is comprised of a
compressor, condenser and evaporator unit consistent with most standard air
conditioning units.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov oe 30 - 7085118 / L/
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Patient Chair

This is a modified off-the-shelf medical chair. The modifications are the addition of
patient armrests and a bracket to hold the infrared mirrors. The modifications do not
affect the structural integrity of the chair. The purpose of the chair is to hold the patient
in a comfortable and stable position during the exam. The chair is constructed of metal,
viny!, and foam cushioning. The armrests are composed of similar materials, and the
mirror brackets are constructed from metal.

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

1. Is the device life supporting or life sustaining?
No

2. Is the device an implant?
No

3. Is the device sterile?
No

4. Is the device single use or reusable?

Not applicable

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

Hospital/Doctor’s Office/Clinical Settings

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

No

8. Is the device a kit?

Vi
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No

9. Is the device software-driven?
Yes

10. Is the device electrically operated?
Yes

11.  Are there applicable voluntary standards for this device?

Yes — IEC 60601-1 and |IEC 60601-1-2

SECTION 5 - Comparative Information
a. Table of Comparison to Legally Marketed Device:
The Infrared Sciences BreastScan IR™ System is substantially equivalent to the
OmniCorder BioScan System, K#990416, OmniCorder Technologies, Inc., Stony Brook,
NY.
The subject device is similar in intended use, in design, materials and operational
principles. Indications for use, contraindications, warnings and precautions are the
same between the subject and predicate devices such as:

o Contraindications for Use

None Known

e Warnings

Do not use as an independent breast cancer diagnostic or screening method.
This device is not compatible for use in an MRl magnetic field.

e Precautions

Do not operate without proper training. Report malfunctioning or damaged
components to the manufacturer immediately.

1/
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Attached as Exhibit #2 is the “Predicate 510(k) Documentation”.

Please refer to Table 1 for our “Comparison Chart” outlining similarities and
differences between the subject and predicate devices:

Table 1

Feature

BreastScan IR™ System

BioScan System

Intended Use

Visualization/Documentation
of Temperature Patterns
and Changes — Adult Only

Visualization/Documentation
of Temperature Patterns
and Changes — Adult,
Pediatric and Neonatal

Method of Data Collection

Non-Contact Passive
infrared Emissions

Non-Contact Passive
Infrared Emissions

Collection Instrument

Infrared Camera

Infrared Camera

Data Processing

CPU with Custom
Algorithms

CPU with Custom
Algorithms

Measurement Parameters

Allows for Static and
Dynamic Measurement of
Thermal Patterns

Allows for Static
Measurement of Thermal
Patterns

Storage Hard Disk Hard Disk
Detector Type Focal Plane Array Focal Plane Array
Detector Resolution 320 x 240 Pixels 256 x 256 Pixels
Thermal Sensitivity 0.08°C 0.05°C

Camera Output 14 Bit Digital 14 Bit Digital

Display

Monitor, TV, Printer

Monitor, TV, Printer

User Interface

Keyboard, Mouse, On-
System Controls

Keyboard, Mouse, On-
system Controls

b. Discussion of Similarities and Differences:

The subject device and predicate have many design features in common. Both use

digital infrared cameras to collect temperature data and use computer processing units
to process and present the data. Both systems permit the storage and retrieval of data
to /from the computer hard drive. (See Table 1).

This device differs from the predicate device in that the subject and predicate devices
vary in components and accessories. Most of the variability is attributed to the
advancement of technological capabilities.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov'ofSDT-%6d %118
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was conducted in accordance with IEC 60601-1, Medical Electrical Equipment- Part 1:
General Requirements for Safety, and IEC 60601-1-2, (Second Edition, 2001), Medical
Electrical Equipment — Part 1: General Requirements for Safety: Electromagnetic
Compatibility — Requirements and Test (General) prior to marketing the device.

Attached as Exhibit #6 is the “EMC Testing for the Camera for
Visualization/Temperature Pattern Changes”.

Section 8 — Technical Specifications

Attached as Exhibit #7 is our “BreastScan IR™ System Data Sheet” which outlines the
system technical specifications.

Section 9 — Biocompatibility Assessment

There are no patient-contacting materials, therefore, biocompatibility testing of patient-
contacting materials per ISO 10993 has not been performed. A patient chair is being
supplied; per 21 CFR Part 880.6140, Product Code 80FRK (Examination and Treatment
Chair), a medical chair is 510(k) exempt. Material composition of the treatment chair is
outlined in Section 4b, “Device Description”, and materials of construction are similar to
510(k) exempted treatment chairs currently being marketed, not presenting any new
questions of safety and effectiveness.

Section 10 - Software Information

A written description of the controller 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 #8.

Verification and validation activities, to include how the software verifications and
validation was performed, how the implementation of the system safeguards was
assured and which verifications and validation activities were performed prior to and
after software/hardware integration is also attached as Exhibit #8 as well as a written
affirmation stating that the described software was developed and tested according to
the stated procedure/method and test results and analysis to demonstrate the
requirements were met.

Summary: Software level of concern, a software description, a device hazard analysis,
the software functional requirements and architecture design chart, and a software

/(7

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.go&%?%&f-'%éﬁﬂ 18



Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

functional test plan with pass/fail criteria and results are included and attached as
Exhibit #8, “Software Documentation”.

We have addressed the “FDA Guidance for Off-The-Shelf Software Use in Medical
Devices® in our “OTS Software Use for BreastScan IR™ System, " attached as Exhibit
#9. This document describes the use of off-the-shelf software within the BreastScan IR
™ System.

Section 11 — Published Literature

Attached as Exhibit #10, “Use of Digital Infrared Imaging in Enhanced Breast Cancer
Detection and Monitoring of the Clinical Response to Treatment” is published literature
supporting the use of the subject device. This paper was included to support the
addition of the seventh measurement parameter as explained in section 5b of this
document. The paper supports the ability of the seventh parameter to aid in the analysis
of infrared images with respect to adjunctive screening for breast cancer and other
diseases affecting blood perfusion.

Section 12 — 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 user manual.

Additional Information: Quality Assurance and Manufacturing Controls:

Infrared Sciences Corp. operates in compliance with FDA's Good Manufacturing
Practice Regulations for Medical Devices (21 CFR Part 820), and, a formally
established and controlled Quality Assurance 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.

/3O
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If you have any questions, or require additional information, please call me at (480) 451-
7502 or 516-482-9001 or fax me at (480) 614-3169 or 480-614-3169 or email me at
sqoldstein@mdiconsultants.com

Sincerely,
INFRARED SCIENCES CORP.

~ : ' — - 7
Y (LI, ‘LC é&f {3/.52/(.)@_¢7 L./_k’z/fr/(// < ’é{ N
Susan D. Goldstein-Falk S
Official Correspondent for

Infrared Sciences Corp.

SDG-Fllo
Attachments (See List Attached)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gow 51507768118 / 2/
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> P EXHIBIT A

PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT

[As Required by 21 CFR 807.87(k)|

! certify that, in my capacity as President of Infrared Sciences Corp, |
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,

C - r’ i
T ey Nl T

Thomas A. DiCicco

Date: 7/21/2003

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

Page _ 1 of 1

510(k) Number (if known):

Device Name: Infrared Sciences BreastScan IR™ System

Indications For Use:

The Infrared Sciences BreastScan IR™ System is intended for viewing and
recording heat patterns generated by the human body in the hospital, acute care
settings, outpatient surgery, healthcare practitioner facilities or in an environment
where patient care is provided by qualified healthcare personnel. The patient
populations include adult. The device is for adjunctive diagnostic screening for
detection of breast cancer and diseases affecting blood perfusion or reperfusion
of tissue or organs. This device is intended for use by qualified healthcare
personnel trained in its use.

(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)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 (/
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Exhibit # 1

510(K) SUMMARY

This summary of 50(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:

infrared Sciences Corp.
380 Townline Road
Hauppauge, NY 11788

Contact: Mr. Anthony Trotta
Principal Engineer

Date Summary Prepared: July 29, 2003

2. Name of the Device:

Infrared Sciences BreastScan IR™ System

3. Predicate Device Information:

K#990416, OmniCorder BioScan System, OmniCorder Technologies, Inc., Stony
Brook, NY

4. Device Description:

The BreastScan IR ™ System is a new, non-invasive procedure offered to
women, of any age, to determine current breast health by measuring various
temperature parameters in the breast. Designed exclusively by Infrared
Sciences Corp., BreastScan IR ™ System has demonstrated its effectiveness as
an adjunctive tool for the doctor to use along with mammography, ultrasound, or
clinical examination. The entire procedure takes approximately 10 minutes with
the results immediately available, to assist in the doctor's determination of breast
health. The results are analyzed by proprietary algorithms and then presented in
a non-subjective report. The procedure does not involve any compression of the
breast, or touching of the breast in any way. The patient simply sits in a chair,
facing an infrared camera for a few minutes.

/25"
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Components of the system include:
Infrared System Device

Color Inkjet Printer

TV/VCR

Medical Cart

BreastScan IR Server

Air Cooling Device

Patient Chair

5. Intended Use:

The Infrared Sciences BreastScan IR™ System is intended for viewing and
recording heat patterns generated by the human body in the hospital, acute care
settings, outpatient surgery, healthcare practitioner facilities or in an environment
where patient care is provided by qualified healthcare personnel. The patient
populations include adult. The device is for adjunctive diagnostic screening for
detection of breast cancer and diseases affecting blood perfusion or reperfusion
of tissue or organs. This device is intended for use by qualified healthcare
personnel trained in its use.

6. Comparison to Predicate Devices:

A Comparison Chart Outlining Similarities and Differences Follows:

Feature BreastScan IR™ System BioScan System
Intended Use Visualization/Documentation | Visualization/Documentation
of Temperature Patterns of Temperature Patterns

and Changes — Adult Only | and Changes — Adult,
Pediatric and Neonatal

- Method of Data Collection | Non-Contact Passive Non-Contact Passive
Infrared Emissions Infrared Emissions
Collection Instrument Infrared Camera Infrared Camera
Data Processing CPU with Custom CPU with Custom
Algorithms Algorithms
Measurement Parameters | Allows for Static and Allows for Static

p
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or $57-796-8118 / 2.6
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Dynamic Measurement of

Measurement of Thermal

Thermal Patterns Patterns
Storage Hard Disk Hard Disk
Detector Type Focal Plane Array Focal Plane Array
Detector Resolution 320 x 240 Pixels 256 x 256 Pixels
Thermal Sensitivity 0.08°C 0.05°C
Camera Output 14 Bit Digital 14 Bit Digital

Display

Monitor, TV, Printer

Monitor, TV, Printer

User interface

Keyboard, Mouse, On-
System Controls

Keyboard, Mouse, On-
system Controls

7. Discussion of Non-Clinical Tests Performed for Determination of

Substantial Equivalence are as follows:

The device will comply with IEC-60601-1 and IEC 60601-1-2. Software
validation was performed.

8. Discussion of Clinical Tests Performed;

Not applicable

9. Conclusions:

The subject device has the same intended use and similar characteristics as the
predicate device. Moreover, documentation supplied in this submission
demonstrates that any difference in their technological characteristics do not
raise any new questions of safety or effectiveness. Thus, the infrared Sciences
BreastScan IR™ System is substantially equivalent to the predicate device.

. Page 3 of 3
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 361-796-81 18 j& 9’
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EXHIBIT 2

‘CENTER FOR DEVICES AND WIOLOGIC&L HEALTH

FDA Home Page | CDRH Home Page | Search | CDRH A-Z Index | Contact CDRH

New Search

Back To Search Results

510(k) Premarket Notification Database

Device Classification Name

Regulation Number
510(k) Number

Device Name

Applicant

Contact

Product Code
Date Received
Decision Date

Decision

Classification Advisory
Committee

Review Advisory Committee

Statement/'Summary/Purged
Status

SUMMARY

Type

Reviewed by Third Party
Expedited Review

SYSTEM,
TELETHERMOGRAPHIC
(ADJUNCTIVE USE)

884.2980
K990416

OMNICORDER BIOSCAN
SYSTEM

OMNICORDER
TECHNOLOGIES, INC.

25 EAST LOOP RD.

STONY BROOK, NY 11790 3550

MARK FAUCI

LHQ

02/10/1999

12/23/1999

SUBSTANTIALLY EQUIVALENT
(SE)

Obstetrics/Gynecology
Radioclogy

Summary/purged 510(k)

SUMMARY
Traditional
No

No

Database Updated 7/7/2003

CDRH Home Page | CORH A-Z Index | Contact CDRH | Accessibility | Disclaimer

FDA Home Page | Search FDA Site | FDA A-Z Index | Contact FDA | HHS Home Page

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-811
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm?1D=100957
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Center for Devices and Radiological Health / CDORH
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DEC 23 198

510(k) Summary
Date of Summary Preparation: January 29, 1999
Manufactures Contact Person: Mark Fauci

President

Tel. (516)-444-6499

Fax. (516)-444-8825
OmniCorder Technologies, Inc.
25 East Loop Road

Stony Brook, NY 11790

Trade Name: OmniCorder BioScan System

Classification Name, Classification Number, Class, Classification

Reference:
Classification Name Class. Class |21CFR §
No.
Telethermographic System | [YM/LHQ I 884.2980

Special Controls: There are no regulatory standards or special controls

applicable for this device.

Indications for Use: The OmniCorder BioScan System is thermal camera based imaging
device intended for viewing and recording heat patterns generated by the human body in the
hospital, acute care settings, outpatient surgery, healthcare practitioner facilities or in an
environment where patient care is provided by qualified healthcare perscnnel who will
determine when use of this device is indicated, based upon their professional assessment of
the patient’s medical condition. The patient populations include adult, pediatric and neonatal.

(57
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The device is for adjunctive diagnostic screening for detection of breast cancer or other uses.

This device is intended for use by qualified healthcare personne! trained in its use.

Device Description: The OmniCorder BioScan System is an infrared camera device
which provides the capability for imaging and recording of thermal data radiating from
adult, pediatric and neonatal patients in numerous hospital, nursing home and clinical

settings; and in the home. It is a prescription device intended for use only by health

care professionals.

The captured energy is processed by software to produce digital output values of the

thermal energy captured by the camera’s thermal sensors.
The following accessories are available for use with the device:

1) Computer Processing Unit (Pentium [I Workstation)
2) Color Monitor
3) Color Printer
4) Tripod Stand

The device and its accessories are similar in design, materials and intended use to

other 510(k) cleared devices/instruments which are in commercial distribution.

Substantially Equivalent Commercially Available Devices: OmniCorder
BioScan System is substantially equivalent to the following commercially available
predicate devices with respect to indications for use, device design, materials, and

method of manufacture.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 !
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Substantial Equivalence Comparison: The : OmniCorder BioScan System is

similar to commercially available devices with respect to intended use, material, design

and operational principles as follows:
Inframetrics, Inc., Inframetrics Infracam-Med ~ (K982327)
Bales Scientific, Inc., BS| Model Tip ~ (K897191)
JEOL Maodel #JTG-500M ~ (K823041)

DCATS by Dorex Inc. ~ (K812799)

1. Operational Principles: The basic operational principles of the OmniCorder

BioScan System and the predicate devices measure and record, without

touching the patient's skin, self-emanating infrared radiation to reveal
temperature variations. The parameters that are measured and displayed

are generally the same as those for the predicate devices.

2. Indications and Contraindications: Relative indications and contraindications
for the OmniCorder BioScan System and commercially availabie devices for

similar intended uses are the same.

Assessment of non-clinical performance data for equivalence: Currently
there are no FDA standards for this device. However, the OmniCorder BioScan

System complies with:
CSA Standard C22.2, No. 125-1984, Electromedical Equipment

UL544 09/1985, Underwriters Laboratories Standard for Medical and Dental

Equipment

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 1?,5)/
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Conclusion: In accordance with the Federal Food, Drug and Cosmetic Act and

21 CFR Part 807, and based on the information provided in this premarket notification,

OmniCorder Technologies concludes that the new device, the OmniCorder BioScan

System, is safe, effective and substantially equivalent to the predicate device as

~described herein.

Table 1
Feature BioScan InfraCam-Med | BSI Model TIP Jeol Model# DCATS
System (K982327) (K897191) JTG-500M (K812799)
(K823041)

Intended Use Visualization/ Visualization/ Visualization/ Visualization/ Visualization/
documentation documentation documentation documentation documentation
of temperature | of temperature | of temperature | of temperature | of temperature

patterns and patterns and patterns and patterns and patterns and
changes changes changes changes changes
Method of Non-contact Non-contact Non-contact Non-contact Non-contact
Data Passive Infrared | Passive Infrared | Passive Infrared | Passive Infrared | Passive Infrared
Collection Emissions Emissions Emissions Emissions Emissions
Collection Infrared Infrared Infrared Infrared Infrared
Instrument Camera Camera Camera Camera Camera
Data CPU/Custom CPU/Custom CPU/Custom CPU/Custom CPU/Custom
Processing Algorithms Algorithms Algorithms Algorithms Algorithms
+ Storage Hard Disk PCM/CIA card Hard disk Video tape Hard disk
Detector Focal Plane Focal Plane Single Detector | Single Detector | Single Detector
Type Array Array
Display Monitor/TV Monitor/TV Monitor/TV Monitor/TV Monitor/TV
Printer Printer Printer Printer Printer
User Keyboard, On-system Keyboard, Keyboard, Keyboard,
interface Mouse, controls Mouse, On-system On-system
On-system On-system controls controls
controls controls
Questiods? Contact EDA/CDRH/OCE/DID at CDHI(H-FOISTATUS@fda.hhs.qov or 301-796-8118
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Plianc”

i
J C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
e Food and Drug Administratian
9200 Corporate Boulevard
UEG 2 3 'OQO ' Rockville MD 20850
L P Mt

Mark Fauci Re: K990416
OmniCorder Technologies, Inc. OmniCorder BioScan System
25 East Loop Road Dated: September 18, 1999
Stony Brook, New York 11790 Received: September 29, 1999

Regulatory Class: 1
21 CFR 884.2980/Procode: 90 LHQ

Deat Mr. Fauci:

We have reviewed your Section 510(k) notification of intent to market the device referenced above and we 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 enaciment date of the
Medical Device Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class [l (Special Controls) or class lil (Premarket Approval), it may
be subject to such additional controls. Existing major regutations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 895. A substantially equivalent determination assumes compliance with
the Current Good Manufacturing Practice requirements, as set forth in the Quality System Regulation (QS) for
Medical Devices: General regulation (21 CFR Part 820) and that, through periodic QS inspections, the Food and
Drug Administration (FDA) will verify such assumptions. Failure to comply with the GMP regulation may result in
regulatory action. In addition, FDA may publish further announcements concerning your device In the Federal
Register. Please note: this response to your premarket notification submission does not affect any obligation you
might have under sections 531 through 542 of the Act for devices under the Electronic Product Radiation Control
provisions, of other Federal laws or regulations.

This letter will allow you to begin marketing your device as described in your 510{k) premarket notification. The FDA
finding of substantial equivalence of your device to a legally marketed predicate device resulls in a classification for
your device and thus, permits your device fo proceed to the market.

If you desite specific advice for your device on our labeling regulation (21 CFR Part 801 and additionally 809.10 for in
vitro diagnostic devices), please contact the Office of Compliance at (301) 594-4613. Additionally, for questions on
the promotion and adverising of your device, please contact the Office of Compliance at (301) §94-4639. Also,
please note the regulation entitled, “Misbranding by reference to premarket nofification*(21 CFR 807.97). Other
general information on your responsibilities under the Act may be oblained from the Division of Small Manufacturers
Assistance al its toll-free number (800) 638-2041 or (301) 443-6597, or alits internet address

“http/fwww fda.govicdrh/dsmal/dsmamain.htmi”.

Acting Director, Division of Reproductive,
Abdominal, Ear, Nose and Throat,
and Radiclogical Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

|24

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page-1 of 1
510(k) Number: K890416

Device Name : OmniCorder BioScan System

Indications for Use:

The OmniCorder BioScan System is intended for viewing and recording heat patterns
generated by the human body in the hospital, acute care seftings, outpatient surgery,
healthcare practitioner facilities or in an environment where patient care is provided by
qualified healthcare personnel. The patient populations include adult, pediatric and necnatal.
The device is for adjunctive diagnostic screening for detection of breast cancer and diseases
affecting the blood perfusion or reperfusion of tissue or organs. This device is intended for

use by qualified healtheare personnel trained in its use.

Lo
(Division Sign-Off)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number KQC?(W ILO

Prescription Use "/

(Per 21 CER 01.109)

73

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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9200 Carporate Boulevard
NEg 23 1990 Rockville MD 20850
Mark Fauci Re: K990416
OmniCorder Technologies, Inc. OmniCorder BioScan System
25 East Loop Road Dated: September 18, 1999
Stony Brook, New York 11790 Received: September 29, 1999

Regulatory Class: [
21 CFR 884.2980/Procode: 90 LHQ

Dear Mr. Fauci;

We have reviewed your Section 510(k) nofification of intent {o market the device referenced above and we 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). 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 aduiteration.

If your device is classified (see above) into either class I (Special Controls) or class Il (Premarket Approval), 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 895. A substantiatly equivalent determination assumes compliance with
the Current Good Manufacturing Practice requirements, as set forth in the Quality System Regulation (QS) for
Medical Devices: General regulation (21 CFR Part 820) and that, through pericdic QS inspections, the Food and
Drug Administration (FDA) will verify such assumptions. Failure to comply with the GMP regulation may result in
regulatory action. In addition, FDA may publish further announcements concerning your device in the Federal
Register. Please note: this response to your premarket notification submission does not affect any obligation you
might have under sections 531 through 542 of the Act for devices under the Electronic Product Radiation Control
provisions, or other Federal laws or regulations.

This letter will allow you to begin marketing your device as described in your 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 and additionally 809.10 for in
vitro diagnostic devices), please contacl the Office of Compliance at (301) 594-4613. Additionally, for questions on
the promotion and advertising of your device, please contact the Office of Compliance at (301} 594-4639. Also,
please note the regulation entitled, *Misbranding by reference to premarket notification*(21 CFR 807.97). Other
general information on your responsibilities under the Act may be obtained from the Division of Small Manufacturers
Assistance at its toli-free number (800) 638-2041 or (301) 443-6597, or at its internet address

"hitp:/iwww fda.govicdrivdsma/dsmamain. html”,

APT Daniel G. Schuitz, M.D.
Acting Directlor, Division of Reproductive,
Abdominal, Ear, Nose and Throat,
and Radiological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

1%
\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page‘ 1 of 1
510(k) Number: K990416

Device Name : OmniCorder BioScan System
Indications for Use:

The OmniCorder BioScan System is intended for viewing and recording heat patterns
generated by the human body in the hospital, acute care settings, outpatient surgery,
healthcare practitioner facilities or in an environment where patient care is provided by
qualified healthcare personnel. The patient populations include adult, pediatric and neonatal.
The device is for adjunctive diagnostic screening for detection of breast cancer and diseases
affecting the blood perfusion or reperfusion of tissue or organs. This device is intended for

use by qualified healthcare personnel trained in its use.

. ey,

(Division Sign-Off)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

s1ot) Number__K 99041 (0

Prescription Use / |

(Per 21 CFR 801.109)

(57

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-82?4’8
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DEPARTMENT OF HEALTH & ITUMAN SERVICES Public Health Service
Food and Drug Administration

Memorandum

/

FFrom: Reviewer(s) - Name(s) (). A9 Hlelt S

Subject:  510(k) Nun1ber/__£ﬁ?_id L// é/ ;/ _ o

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

[Refused to accept.

[(JRequires additional information (other than refuse to accept).
J&s substantially equivalent to marketed devices.

CONOT substantially equivalent to marketed devices.

De Novo Classification Candidate? LIvYES 0 Nno
(1Other (e.g., exempt by regulation, not a dcvicc;:d'upl'icatc, etc.)
Is this device subject to Postmarket Surveillance? LdvEes 10
Is this device subject to the Tracking Regulation? LIvEs -E'\’NO
Was clinical data necessary to support the review of this 510(k)? L1YES o
Is this a prescription device? EYES ] NO
Was this 510(k) reviewed by a Third Party? LJyEs ANO
Special 510(k)? UvEs ’g’io
Abbreviated 510(k)? Please fill out form on H Drive 5 10k/boilers CYES O

This 510(k) contains:
Truthful and Accurate Statement DRequestcd %Encloscd [/W
(required for originals received 3-14-95 and afier)
F:A 510(k) summary OR [JA 510(k) statement
(] The required certification and summary for class 111 devices ( Z/(

Kl“hc indication for use form (required for originals received 1-1-96 and after)
Material of Biological Origin I vis ‘E'NO

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

Predicate Product Code with class: Additional Product Code(s) with panel (optional):
wms B
LYY N S ¥ (X3 7
7 (Branch Code) (Dhte)
Final Review: v ;L z -

-— .ﬁ:ﬂ s T e '.T_T-/— e s S -
(Division Director) — / {Flawe) )5?
Revised:B/17//99

Questions? Contact FDA/CDRI\H/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18'%
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510(k) Review
Page 1

December 22, 1599

510(k) Review

K990416/s1
Traditional X Abbreviated Special 3" Party
Contact: Mark Fauci
Company Name: OmniCorder Technologies, Inc.
Address: 25 East Loop Road

Stony Brook, N.¥. 11790

510(k) Number: K99041s
Tradename: OmniCorder BioScan System
Dated: September 18, 1599
Received: September 29, 1999
Product Code:90-LHQ Class: I FR Classification No.: 884.23B0

Manufacturing Address:

Common Name: Telathermographic System- Adjunctive

Intended Use: Intended for viewing and recording heat patterns generated by
the human body. The device is for adjunctive diagnostic screening for
detection of breast cancer and diseases affecting the blood perfusicn or
reperfusion of tissue or organs,

Device(s) to which Egquivalence is Claimed and Manufacturer:

Manufacturer: Inframetrics, Inc. Bales Scientific, Inc.
Tradename: Infracam-Med BSI Model Tip
Document Controcl: K9Bz2327 %x867191

Previous Submissions: n/a

Applicable Guidance: n/a

o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-811
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510(k) Review

Page 2
YES NO
1. Is Product A Device X If NO = Stop
2. Is Device Subject To 510{k)? X If MO = Stop
3. Same Indication Statement? X If YES = Go To 5
4. Do Differences Alter The Effect Or Raise If YES = Stop NE
New Issues of Safety Or
Effectiveness?
5. Same Technological Characteristics? X If YES = Go To 7
6. Could The New Characteristics Affect if YES = Go To 8
Safety Or Effectiveness?
7. Descriptive Characteristics Precise X If NO = Go To 10
Encugh? If YE§ = Steop SE
8. New Types 0f Safety Cr Effectiveness If YES = Stop NE
Questicns?
9. Accepted Scientific Methods Exist? If NO = Stop NE
10. Performance Data Available? If NO = Request
Data
11. Data Demcnstrate Eqguivalence? Final Decision:
Note: In addition to completing the form on the LAN, "yes" responses ©o

questions 4, 6, 8, and 11, and every "no" response reguires an
explanation.

141

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8(1148
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510(k) Review
Page 3

Standard Questions:

Normal, Simplified, Tier I Review? Normal

Is the device subject to postmarket surveillance? No

Is a summary or certification of safety and effectiveness included? Summary
Is the device life-supporting or life-sustaining? No

Is the device implanted (short~term or long-term}? No

Does the device contact tissue or skin? No

Does the device use software? Yes

Is the device disposable {single use}? No

Is the device sterile? No

Is the device for single, home or prescription use? Prescription
Does the device contain or use drug or biclogical products? No
Is the device subject to the Radiation Control Act? HNo

Other standards? CSA Standard CZZ.Z, No. 125-1984 Electromedical Equipment
UL544 (09/1985, Standard fcr Medical and Dental Equipment

Device Description: The system consists of a Computer Processing Unit, Color
Monitor, Color Printer, a Tripod Support, and a Thermal Camera. The system is
manufactured from components and materials consistent with other 510 (k)
cleared devices. The thermal detector uses a 256x256 infrared photodector in a
camera connected to a frame grabber feeding inte a Windows NT processor
workstation.

Laboratory and Clinical Data: None provided. The device specifically
excluded from use in an MR magnetic field.

Labeling: Various technical manuals and an operator’s manual are provided.

Software: Complete development information for a minor risk device is
provided.

The folliowing information was reguested in our Al letter. The respcnses are
summarized.

1. Your device descripticn is too general. Please describe each major
subcomponent, its purpose, its major materials of construction, and how it
fits intec the entire system. What type of infrared detector and wha-=
detectcr arrangement is used?

The firm provided a block diagram and & description of each major component .
The response is adequate.

2. The comparison of your device to the predicares is tco general. FPlease
compare them in terms of important operaticnal specifications {e.g.,
minimum temperature change detected, temperature range detected, spatial
resciution, etc.}).

The firm compared their device to four other devices. The devices are similar
in ali meaningful areas.

3. Your device uses software to process informatioa. You have not provided
information that demonstrates that your software development process is
likely to preoduce reliable software. Please provide this information. If
you chose to follow our software guidance, your device is considered a
minor riskx device. The material that shcould be submitted are: & scftware
description; a device hazard analysis; the software funcricsnal

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs/&\zcr 301-796-@8
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510 (k) Review
Page 4

requirements; an architecture design chart; and a scoftware functional test
plan, pass/fail criteria, and results.

The firm provided descriptions of the major steps in their development plan.
They follow GAP-55 as a software development plan. Provided were a hazard
analysis, software module list, a software design description, software
requirement specifications, pre-integration validation and verification, and
post-integration verification and validation with indicaticon that the system
passed all tests. The firm has adequately responded to the guestion.

4. Your submission indicates that your data handling and manipulation uses
various algorithms. These are not described. Please provide a general
description of these algorithms and explain why they are suitable for their
intended use.

The sponsor indicates that all the algorithms have been used in other cleared
devices. These are described in the software requirements. The response is
adequate.

5. Your substantial equivalence argument states that the “"relative indications
and contraindications (warnings and precautions) for the OmniCorder BicScan
and predicate devices are the same.” Please provide a list of these
indications, contraindications, warnings, and precauricns in your labeling.

The sponsor has provided adequate labeling.

6. Your indications for use state:

a. that your device is compatible for use in an MR magnetic field. What
range of magnetic field strengths is your device compatible with?
Please provide the results of laboratory testing that supports your MR
compatibility claim.

k. that your device is for adjunctive diagnostic screening for detection
of breast cancer or other uses.” Please specify the other uses.

The sponsor has remcved the MR compatibility claim and has revised the
indications statement to be specific. These are adequate.

7. You have a prescription statement that is misqueoted. 1t should read
"Caution: Federal law restricts this device to sale by or on the order cof a
physician.”

This was corrected.

Recommendation:

Substantial Equivalence: The device is SE to other similar IR detection
devices.

Classification should be based on: S0-LHQ FR Classification No.: 8B84.29%80

Class: I

Robert Phillips

147

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



From: Mark Fauci To: Bob Phillips Date’ 12/22/99 Time: 10:52:12 AM Page 10f 3
Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

Tel. 516-444-6499
Fax. 516-444-8825

OmniCorder Technologies, Incarporated
25 East Loop Road
Stony Brook, NY 11780-3350

Message: Date : 12/22/99
Bob,

As you requested, piease find attached the revised Indications for Use and also the Labeling sections of
the 510k application K890416. | will be sending a hard copy via Fedex, which you will receive tomorrow.
Thanks!

-Mark Fauci-
|
I
To: Bob Phillips From : Mark Fauci
Company : Company : QCT
Fax Number : 1301-480-4224 Fax Number : 1-516-
“ages including this cover page: 3 Subject | Reference 510k K990416

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hI“/S%(L)'\/ or 301-796-8118



From' Mark Fauei To: Beb Phiilips Date: 12/22/39 Time: 12:04.28 PM Page 2 0f Z
Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

Page1 of 1
510(k) Number: K990416

Device Name : OmniCorder BioScan System
Indications for Use:

The OmniCorder BioScan System is intended for viewing and recording heat patterns
generated by the human body in the hospital, acute care settings, outpatient surgery,
healthcare practitioner facilities or in an environment where patient care is provided by
qualified healthcare personnel. The patient populations include adult, pediatric and neonatal.
The device is for adjunctive diagnostic screening for detection of breast cancer and diseases
affecting the blood perfusion or reperfusion of tissue or organs. This device is intended for

use by qualified healthcare personnel trained in its use.

([5/ 14

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 Administrationm
Center for Devices and
Radiological Health

Qffice of Device Evaluation
Document Maill Center (HFZ-401}
9200 Corporate Blvd,

September 29, 1999 Rockville, Maryland 20850
OMNICORDER TECHNOLOGIES, INC. 510(k) Number: K990416

25 EAST LOOP RD. Product: OMNICORDER

STONY BROOK, NY 11790 BIOSCAN SYSTEM

ATTN: MARK FAUCI

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please
remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (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. Because of equipment and
personnel limitations we cannot accept telefaxed material as part
of your official premarket notification submission, unless
specifically requested of you by an FDA official.

The Safe Medical Devices Act of 1990, signed on November 28, states
that you may not place this device into commercial distribution
until you receive a letter from FDA allowing you to do so. As in
the past, we intend to complete our review as quickly as possible.
Generally we do so 90 days. However, the complexity of a submission
or a requirement for additional infoermation may occasionally cause
the review to extend beyond 90 days. Thus, if you have not received
a written decision or been contacted within 90 days of our receipt
date you may want to check with FDA to determine the status of your
submission,

If you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (301) 443-6597 or at
their toll-free number (800) 638-2041, or contact me at (301) 594-1190.

Sincerely yours,

Marjeorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health

il
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs/.,!JOV or 301-796-8118
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25 East Loop Road
Stony Brook, NY 11790-3350

~J -
Fax: (516) 444-8825 pr RO S
www.omnicorder.com ;ﬂ» %
Food and Drug Administration =
Center for Devices and Radiological Health = T:;:J
Document Mail Center (HFZ-401) . m
9200 Corporate Boulevard Dl= <
Rockville, MD 20850 et o
08/18/99
ATTN: Dr. Robert Phillips

Reference: 510(k) K990416, OmniCorder BioScan System

In reply to your request for additional information for the above referenced 510(k) submission, the
author submits the following (references to Folder # can be found in the accompanying red folder):

Request 1: Your device description is too general. Please describe each major subcomponent, its

purpose, its major materials of construction, and how it fits into the entire system. What type of
infrared detector and what detector arrangement is used?

’\ [¥igure 1: COMPONENT DESCRIPTION AND PURPOSE

n 7
(}}h UUestld—mthW)@Dﬂmm at CDRH-FOISTATUS@fda.H{‘g.g%’V or 301-796-!31 18
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This page represents 1 whole-page redactions.

Jy3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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iv) Windows NT Intel processor Workstation with Color Monitor- analyses and displays the data
collected by the camera and are standard “off the shelf” commercial products. They have a know and
well documented history of use in the health industry field and the same or very similar components
are contained in one or more of the listed predicate devices. These components are composed of
conventional microcircuits and circuit board assemblies, and plastic and/or metallic housings.

v) Color Printer - Generates paper copies of displayed data. This is a standard “off the shelf”
commercial product. Printing devices have a know and well documented history of use in the heaith
industry field and the same or very similar components are contained in one or more of the listed
predicate devices. This component is composed of conventional microcircuits and circuit board
assemblies, and plastic and/or metallic housings.

vi) Writable CD-ROM - Permits the storage and retrieval of large amounts of digital data for archiving
purposes. This is a standard “off the shelf” commercial product. Data storage devices have a know and
well documented history of use in the health industry field and the same or very similar components
are contained in one or more of the listed predicate devices. This component is composed of
conventional microcircuits and circuit board assemblies, and plastic and/or metallic housings.

Request 2:

The comparison of your device to the predicates is too general. Please compare them in terms of
important operational specifications (e.g., minimum temperature change (or difference) detected,
temperature range detected, resolution, etc.).

Response 2:

Aftached, in Section 8, is a comparison chart of the BioScan System comparing the operational
specifications method of data collection, collection instrument, data processing algorithms, storage,
detector type, display, user interface, frame rate, temperature resolution A/D converter, frequency
range, detector elements, cooling and intended use to the predicate devices K9872327, K897191,
K823041 and K812799.

Request 3:

Your device uses software to process information. You have not provided information that
demonstrates that your software development process is likely to produce reliable software. Please
provide this information. if you chose to follow our software guidance, your device is considered a
minor risk device. The material that should be submitted are: a software description; a device hazard
analysis; the software functional requirements; an architecture design chart; and a software functional
test plan, pass/fail criteria, and results.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@nglhﬂ\S.gov or 301-796-;}@8
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Response 3:

The software for the BioScan System was developed under design control. The software was
developed under QAP-55, Software Development. This procedure is intended to provide the guidance
necessary to ensure a cost-effective quality software development process. The project used the general
requirements in this SOP to develop a specific Software Development Design Plan (SDDP) which was
tailored to its needs. This plan resuited in the deliverable documents as follows, attached hereto as
Attachments:

Section 7 - Device Hazard Analysis

Section 4 - Software Module List

Section 3 - Software Design Description

Section 5 - Pre-integration Validation & Verification
Section 1 - Software Requirement Specification
Section 6 - Post-Integration Validation & Verification

Request 4:

Your submission indicates that your data handling and manipulation uses various algorithms. These are
not described. Please provide a general description of these algorithms and explain why they are
suitable for their intended use.

Response 4:

A description of the algorithms used is given in paragraph 8.0 through 8.3 of the Software
Requirement Specification, Section 1. These algorithms compute the temperature calibration, average
temperature over a time series, and the rate of change of temperature over that time series These
algorithms are consistent with those used in other 510(k) cleared devices and instruments, which are in
commercial distribution, and are suitably intended to provide the user with an image or images that
displays temperature data emitted by the subject and collected by the infrared camera.

Request 5:

Your substantial equivalence argument states that the "relative indications and contraindications
(warnings and precautions) for the OmniCorder BioScan and predicate devices are the same." Please
provide a list of these indications, contraindications, warnings, and precautions in your labeling.

Response 5:
The Indications for the BioScan System are:

The OmniCorder BioScan System is intended for viewing and recording heat patterns
generated by the human bedy in the hospital, acute care settings, outpatient surgery, healthcare
practitioner facilities or in an environment where patient care is provided by qualified
healthcare personnel. The patient populations include adult, pediatric and neonatal. The device
is for adjunctive diagnostic screening for detection of breast cancer and diseases affecting the

blood perfusion or reperfusion of tissue or organs. This device is intended for use by qualified
healthcare personnel trained in its use.

- Tl
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The contraindications are:

None known

The Warnings are:

Do not use as an independent breast cancer diagnostic or screening method.

The Precautions are:

This device and all of its components must be kept calibrated and in good working order. Do not
operate without proper training. Report malfunctioning or damaged components to the
manufacturer immediately.

Request 6a:

Your indications for use states that your device is compatible for use in an MR magnetic field. What

range of magnetic field strengths is your device compatible with? Please provide the results of
laboratory testing that supports your MR compatibility claim.

Response 6a:

The MRI Compatibility Statement is changed to read as follows: The OmniCorder BioScan System is
not compatible for use in an MRI magnetic Field.

Request 6b:

Your indications for use states that your device is for adjunctive diagnostic screening for detection of
breast cancer or other uses. Please specify the other uses.

Response 6b:
The intended use statement is here by changed to be:

The OmniCorder BioScan System is intended for viewing and recording heat patterns
generated by the human body in the hospital, acute care settings, outpatient surgery, healthcare
practitioner facilities or in an environment where patient care is provided by qualified
healthcare personnel. The patient populations include adult, pediatric and neonatal. The device
is for adjunctive diagnostic screening for detection of breast cancer and diseases affecting the

blood perfusion or reperfusion of tissue or organs. This device is intended for use by qualified
healthcare personnel trained in its use.

The reference to "other uses" has been removed,
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Request 7:

You have a prescription statement that is misquoted. It should read "Caution: Federal law restricts this
device to sale by or on the order of a physician.”

Response 7:

The Prescription statement is hereby changed to be: "Caution: Federal law restricts this device to sale
by or on the order of a physician."

I trust that this response to your request for additional information and its attachments are sufficient to
obtain a substantial equivalence determination for the OmniCorder BioScan System. Please do not
hesitate to contact me at the address or phone number provided. Thank you for your help and
cooperation in this application process.

Sincerely,

77

/ ark A. Fauci
President and C.E.Q.
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Software Requirement Specification
FOR
OMNICORDER
TECHNOLOGIES, INC.

BIOSCAN SYSTEM
{Version 1.0)
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1.0 Purpose

The purpose of this specification is to define the requirements of software functions and
operations of the BioScan system software.

2.0 Scope

All software operations and control functions of the BioScan software should be
regulated by and through this requirement specification.

Note: All cross references to the matching verifications found in the Post Integration
Validation & Verification will be denoted within bolded italicized brackets, i.e. /1.2.3.4]

3.0 Product Summary

3.1 Measurement parameters

¢ Temperature 0~100°C
3.2 Package List
File Name | Size(KB) Description
Dat.exe 1179 Matn program.
Dat.reg 13 Parameters in registration form.

3.3 Display language
The software shall display in English.

4.0 Hardware
CPU:

Operating System:

RAM:

Storage Device:

Input Device:

> 350 MHz

Microsoft Windows 95, 98

Microsoft Windows NT Workstation 4
Minimal 512 MB, 1024 MB recommended.
> 9GB hard drive, 1.44 floppy,

> 30x read/write CD-ROM

101 key keyboard, 2/3 button mouse

/5
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5.0 Programming Language

Due to the modular nature of this application the following programming languages
shall be used: C, C++, Basic, Java, Pascal, HTML, Assembly.

6.0 Software Performance Requirements

Data Collection Speed -

The software and associated components must be able to collect and store image data at
speeds of at least 100, non-interlaced, 256 x 256 frames per second.

Data Storage and Handling -

The software and associated components must be able to collect and store at least 2024
frames per single study. Furthermore, the system must be able to collect at least six
studies per patient session without the need to archive the session data.

Data Processing Speed -

The software and associated components must be able to deliver a processed image from
each study in fifteen minutes or less as calculated with data input and output from and to
RAM storage.

Safety and Other Standards
All software and hardware shall be Y2K compliant.

There are no regulatory standards or special controls applicable for this device. However,
the BioScan System complies with the following voluntarily standards and guidelines:

» CSA Standard C22.2, No. 125-1984, Electromedical Equipment

» ULS544 09/1985, Underwriters Laboratories Standard for Medical and Dental
Equipment

/5%
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Error Message Stage Description
“Memory allocation File Open No enough virtual memory available
error”

“Can’t open data file” File Open Storage device error
“Unexpected end of file” | File Open Wrong file format encountered
“Cannot open more than | File Open System upper limit reached

xxx files at once™
“Wrong width or height File Open Wrong file format
in data file” :
“Invalid value” Calibration Input values out of range
“Cannot save file” Cropping Storage device error, e.g., no enough space

12.0  Pre-set Parameters

The parameters for BioScan software are stored in the Microsoft Windows system
registration repository. The parameters are as follows:

Parameter Name Type Description
Left Integer Last main window position — left
Top Integer Last main window position — top
Colorl Integer Palette color #1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-?%%1 18
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Color2 Integer Palette color #2

Color3 Integer Palette color #3

Color4 Integer Palette color #4

Color5 Integer Palette color #5

Color6 Integer Palette color #6

Color7 Integer Palette color #7

Color8 Integer Palette color #8

Color9 Integer Palette color #9

Colorl0 Integer Palette color #10

Colorl 1 Integer Palette color #11

Colorl12 Integer Palette color #12

Color13 Integer Palette color #13

Colori4 Integer Palette color #14

Colorl5 Integer Palette color #15

Colorl6 Integer Palette color #16

Color!7 Integer Palette color #17

Colorl8 Integer Palette color #18

Color19 Integer Palette color #19

Color20 Integer Palette color #20

Min Level Integer Color range start (?)

Max Level Integer Color range end (7)

Pixel Min Float Visible minimal temperature

Pixel Max Float Visible maximal temperature

Spot Color Integer Color for spots

Spot Active Color Integer Color for the active spot

Shape Squares BOOL Whether the shape of the spots is square
Shape Squares Ref BOOL Whether the shape of the reference spot is square
Diameter Integer The diameter of the spots

Diameter Ref Integer The diameter of the reference spot
Diameter Mat Integer The diameter of the spots in a matrix
Black and White BOOL Whether to show the image in gray colors

/5738
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Skip Bytes BOOL Whether to skip the header of the data file

Skipped Bytes Integer Number of bytes to skip in a data file

Skip First BOOL Whether to skip the header of each frame

Skipped First Integer Number of bytes to skip in each frame

Gotten Every Integer Number of frames to skip before read another
frame

Skip From To BOOL Whether to specify frame ranges to skip

Skip From 1 Integer Frame range #1 — from

Skip To 1 Integer Frame range #1 —to

Skip From 2 [nteger Frame range #2 — from

Skip To 2 Integer Frame range #2 — to

Skip From 3 Integer Frame range #3 — from

Skip To 3 Integer Frame range #3 — to

Crop BOOL Whether to specify cropping area

Crop Left Integer Cropping area — left

Crop Width Integer Cropping area — width

Crop Top Integer Cropping area — top

Crop Height Integer Cropping area — height

Reference

[1] Lan Sommerville, Software Engineering 5® Edition, ADDISON-WESLEY
Publishing Company, 1996

(2] Shari Lawrence Pfleeger, Software Engineering — Theory and Practice, Prentice-Hall,

Inc., 1998
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System Requirement Specification
FOR
OMNICORDER
TECHNOLOGIES, INC.

BIOSCAN SYSTEM
(Version 1.0)
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1. Purpose

The purpose of this document is to provide the design and specifications
requirements for the BioScan system, a high-resolution digital infrared (IR) camera
system for biomedical applications.

2. Term Definitions

The term definitions used in this specification are as follows:

o LW: Long Wavelength, 8§ - 10 gm

s LWIR: Long Wavelength Infrared Radiation, 8 — 10 micron
¢ GDE: Generation and Digitizer Electronics

o DynScale: Dynamic Scaling Function of the BioScan System

s VGA: Video Graphics Adapter

o TFT: Thin Film Transistor Display

s AD-Converter: Analog Digital Converter

s DSP: Digital Signal Processor

e LUT Lookup Table

¢ FFT: Fast Fourier Transform

3. Features & Usage
3.1 System Overview

The OmniCorder BioScan is an infrared camera device, which provides the
capability for imaging and recording of thermal data radiating from adult,
pediatric and neonatal patients in a hospital or clinical setting. The BioScan
system analyzes and displays tissue temperature data collected by the digital
infrared camera in a way consistent with methods used to display information
in other 510(k) cleared devices and instruments, which are in commercial
distribution.

3.2 Purpose of Use

The OmniCorder BioScan System is intended for viewing and recording heat

patterns generated by the human body. The patient populations include adult,
pediatric and neonatal.

4.3 Location of Use

The OmniCorder BioScan System is to be used in the hospital, acute care
settings, outpatient surgery, healthcare practitioner facilities or in an
environment where patient care is provided by qualified healthcare personnel

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATdéaéfda.hhs.gov or 301-796-5”18
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who will determine when use of this device is indicated, based upon their
professional assessment of the patient's medical condition.

4.4 Device Users

This device is intended for use by qualified healthcare personnel trained in its
use.

4.5 Device Usage

The device is for adjunctive diagnostic screening for detection of breast
cancer and diseases affecting the blood perfusion or reperfusion of tissue or
organs.

4. General Specifications
4.1 Trade/Proprietary Name
OmniCorder BioScan System.
4.2 Components
4.2.1 Hardware
o Infrared Camera
e Grabber Card
* Pentium II Workstation with Color Monitor (SVGA)
e Read/Write CD-ROM
¢ Color Printer
e Tripod Stand
» Blackbody Standard
4.2.2 Software
¢ BioScan Software

(b2
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5. Safety and other standards

The system shall be designed, constructed and tested per FDA GMP or equivalent
FDA requirements. All software and hardware must be Y2K compliant.

There are no regulatory standards or special controls applicable for this device.
However, the BioScan System complies with the following voluntarily standards and
guidelines:

e (CSA Standard C22.2, No. 125-1984, Electromedical Equipment

¢ UL544 09/1985, Underwriters Laboratories Standard for Medical and Dental
Equipment

/ey
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6. Device Safety Classifications

The BioScan System is a Class I Device.

7. Environmental Conditions
7.1 Power Supply
7.1.1 AC power supply

Rating: AC 100V - 120V
Power supply frequency: 50/60Hz
Power consumption: 100 Watt
7.2 Operational temperature and humidity:
7.2.1 Temperature range: 0-40c
7.2.2 Humidity range: 30 — 85% (not condensed)
7.2.3 Atmospheric pressure: 700 - 1060 hPa
7.3 Packaging

The system shall be packaged in a single tower type enclosure that will house
all of the electronics. Any necessary cooling will be included within the
package.

7.4 Estimated life time: 10 years

8. Functional description
8.1 Operational Components

8.1.1 Power Switches

On: Press to power on
Off: Press to power off
8.1.2 Selection Switches
Enter: Press to confirm current selection
ESC: Press to arise menu level
Default: Press to switch to default settings
Jog Dial: Turmn to move the highlight up and down

8.2 Displays

On start-up, the system uses the TFT-Display. In parallel, you may connect a
standard VGA-Monitor (VGA 640 x 480) on the VGA-Connector. As an

alternative, the BioScan software displays the thermal images on a computer
monitor.

. -
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8.2.1 Camera Display
Please see BioScan Technical Manual.
8.2.2 Computer Monitor
Please see BioScan Software Operation Manual.
8.3 Display languages
Both the camera display and the computer monitor are displayed in English.

Reference

[1] Lan Sommerville, Software Engineering 5™ Edition, ADDISON-WESLEY
Publishing Company, 1996

[2] Shari Lawrence Pfleeger, Software Engineering — Theory and Practice,
Prentice-Hall, Inc., 1998
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Software Design Description
FOR
OMNICORDER
TECHNOLOGIES, INC.
BIOSCAN SYSTEM
(Version 1.0)
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l. Purpose

This document:

e Describes system design (or architecture) concept in developing the BioScan
software.

o Will facilitate software quality check and to design software of high quality by
clarifying design concept.

» Will enhance maintainability and legibility by describing software
mechanism.

¢ To use as an input to verify the coding.

2. Applicability

The design description is applicable from design to final release of the BioScan
software.

[ 6S
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Software Module List
FOR
OMNICORDER
TECHNOLOGIES, INC.

BIOSCAN SYSTEM
{Version 1.0)
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Pre-Integration Validation & Verification
FOR
OMNICORDER
TECHNOLOGIES, INC.

BIOSCAN SYSTEM
(Version 1.0)
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1. Objectives

This validation and verification describes the detailed procedure for the software
when the BioScan software is developed.

The objectives are as follows:

1. To describe the evaluation procedure thereby to specify the means to verify the
design quality of software.

2. To record verification results thereby to guarantee the design quality of software.
2. Range of Application

This validation and verification is applied to the software verification — maintenance
stages of the development of BioScan software.

3. Overview of the product

The OmniCorder BioScan is an infrared camera device, which provides the capability
for imaging and recording of thermal data radiating from adult, pediatric and neonatal
patients in numerous hospital, nursing home and clinical settings, and in the home.
The target operators are physicians and nurses who engage in medical work in a
hospital.

4. Configuration of the software
The program runs on standard computers, accepts keyboard and mouse input. It
outputs the images to standard monitors. For detailed minimum configuration, please
refer to Software Requirement Specification.

5. Evaluation steps
As the evaluation steps of BioScan software, the following two steps are executed:

(1) Pre-Integration Tests

Before officially installing the software on the user's computer, the operation of
software by itself is verified.

The objective is to verify each functional logic and operational timing described
in the Software Design Description.

(2) Post-Integration Tests
After the Pre-Integration tests are completed, the software is installed into the

user’s computers, and the design of both software and hardware is verified in an
integrated manner.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATg@f&;hhS.gov or 301-@-81 18
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Matching to all the specifications described in the Software Requirement
Specifications is verified.

6. Pre-Integration Tests
6.1 Evaluation tools

When the Pre-Integration tests are executed, the following evaluation tools are

used:
(1) BioScan Software Version: 2.01
(2) Desktop Personal Computer: Dual Pentium 11 450
(3) Monitor: Acer 17" Color Monitor
(4) Memory: 1GB SDRAM
6.2 Check sheets

Execute the Pre-Integration test in accordance with this check sheet. Utilize each
observed phenomenon as output from the evaluation tools specified on this check
sheet.

Configure the BioScan software, using only the specified values shown in the Check
Method column. If not specified, the settings are not used for reference and the
program’s other configuration is optional.

Note: All references to the Software Design Specifications are found in /**] and are
italicized.
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Post-Integration Validation & Verification
FOR
OMNICORDER
TECHNOLOGIES, INC.

BIOSCAN SYSTEM
(Version 1.0)
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1. Entry Items Before Post-Integration Tests
e Test Status Record

1) Test Date & &4 I‘H 01
Month Date  Year

2) Tested by WM &

§)ignamre
3) Location 25 Tast loop Road étony Prok, NY (1770
4) Room Temperature 7¢ /F
5) Humidity £0 %

» Evaluation Tool

1) Desktop PII 400 MHz sm_(1938565-000(

e Evaluation Version

1) BioScan Software (ver. 2.1)
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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)
4200 Corporate Blvd.

June 10, 1999 Rockville, Maryland 20850
OMNICORDER TECHNOLOGIES, INC. 510(k) Number: K990416

25 EAST LOCP RD. Product: OMNICORDER

STONY BROOK, NY 11790 BIOSCAN SYSTEM

ATTN: MARK FAUCI

Extended Until: 10-SEP-1999

Based on your recent request, an extension of time has been granted
for you to submit the additional information we requested.

If the additional information is not received by the "Extended Until"
date shown above your premarket notification will be considered
withdrawn.

If you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (301) 443-6597 or at
their toll-free number (800) 638-2041, or contact me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Ewaluation
Center for Devices and

Radiological Health
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OmniCorder Technologies,

OmniCorder Technolagies, Incorporate Incorporated
Mark A. Fauci
President and

Chief Executive Officer
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Stony Brook, (r\g; 11790-3350 ‘_ . 25 East Loop Road
‘ ; v - Stony Brook, NY 11790-3350
Phone: (516) 444-6499
Fax: (516} 444-8825
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www.omnicorder.com
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Robert Phillips, Ph.D.
Food and Drug Administration

Center for Devices and

Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Blvd.
Rockville, Maryland 20850

Dear Bob,
This letter is regarding OmniCorder’s BioScan System (K990416). We are

in the process of replying to your letter of May 11™ and would like a 90 day
extension in order to complete this reply. We will complete our reply to you at the

earliest possible date. Thank you for your continued help and cooperatiery .
m =

o S

T 5,'

N

Sincerely, 3 S

[ & ]

Kk A. Fauci

President and C.E.O.
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
i%
’m Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

MaY |1 1999

Mark Fauci :

Ommd Corder Technologies, Inc.
25 East Loop Road

Stony Brook, N.Y. 11790

Re: K990416
Trade Name: OmniCorder BioScan System
Dated: January 28, 1993
Received: February 10, 1938

Dear Mr. Fauci:

We have reviewed your Section 510 (k) notification of intent to market the
device referenced above. We cannot determine if the device is substantially
equivalent te a legally marketed predicate device based solely on the
information you provided. To complete the review of your submission, please
respond to the following.

1. Your device description is too general. Please describe each major
subcomponent, its purpose, its major materials of construction, and how it
fits into the entire system. What type of infrared detector and what
detector arrangement is used?

2. The comparison of your device to the predicates is too general. Please
compare them in terms of important operational specifications (e.g.,
minimum temperature change (or difference) detected, temperature range
detected, resolutien, etc.)}.

3. Your device uses software to process information. You have not provided
information that demonstrates that your software development process is
likely to produce reliable software. FPlease provide this information. I
you chose to follow our software qguidance, your device is considered a
minor risk device. The material that should be submitted are: a software
description; a device hazard analysis; the software functional
requirements; an architecture design chart; and a software functional test
plan, pass/fail criteria, and results.

4. Your submission indicates that your data handling and manipulation uses
various algorithms. These are not described. Please provide a general
description of these algorithms and explain why they are suitable for their
intended use.

5. Your substantial equivalence argument states that the "relative indications
and contraindications (warnings and precautions) for the OmniCorder BioScan
and predicate devices are the same.” Please provide a list of these
indications, contraindications, warnings, and precautions in your labeling.

6. Your indications for use states:
a. that your device is compatible feor use in an MR magnetic field. What
range of magnetic field strengths is your device compatible with?

Please provide the results o¢f laboratory testing that supperts your MR
compatibility claim.
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Page 2 - Mr. Mark Fauci

b. that your device is for adjunctive diagnostic screening for detection
of breast cancer or other uses.” Please specify the other uses,

7. You have a prescription statement that is misquoted. It should read
“Caution: Federal law restricts this device to sale by or cn the order of a
physician.”

We believe that this information is necessary for us to determine whether or
not this device is substantially equivalent to a legally marketed predicate
device with regard to its safety and effectiveness.

You may not market this device until you have provided adequate information
described above and regquired by 21 CFR 807.87(1), and you have received a
letter from FDA allowing you to do so. If you market the device without
conforming to these requirements, you will be in viclation of the Federal
Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device
for investigational purposes to obtain clinical data if needed to establish
substantial equivalence. Clinical investigations of this device must be
conducted in accordance with the investigaticnal device exemption (IDE}
regulations.

If the information, or a request for an extension of time, is not received
within 30 days, we will consider your premarket notification teo be withdrawn
and your submission will be deleted from our system. If you submit the
requested information after 30 days it will be considered and processed as a
new 510{k); therefore, all information previocusly submitted must be
resubmitted so that your new 510{k) is complete.

The requested information, or a request for an extension of time, should
reference your above 510(k) number and should be submitted in duplicate to:

Foed and Drug Administraticn
Center for Devices and
Radiological Health
Document Mail Center {(HFZ-401}
9200 Corpeorate Boulevard
Rockville, Maryland 20850

If you have any questions concerning the contents of this letter, please
contact Rebert Phillips, Ph.D. at (301} 594-1212. If you need information or
assistance concerning the IDE regulations, please contact the Division of
Small Manufacturers Assistance at its toll-free number (800) 638-2041 or at
(301) 443-6597, or at its internet address

"http://www. fda.gov/cdrh/dsmamain.html”.

Sincerely yours,

ﬂ;t i1lipX Ph.D.

Chief, Computed Imaging Devices
Branch

Office of Device Evaluation

Center for Devices and
Radiclegical Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUSégdg}ihS.gov or 301-796-814’?
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Mark Fauci

omniCorder Technologies, Inc.
25 ERast Loop Reoad

Stony Brook, N.Y. 11790

Re: K990416
Trade Name: OmniCorder BioScan System
Dated: January 28, 1999
Received: February 10, 1993

Dear Mr. Fauci:

We have reviewed your Section 510(k) notification of intent to market the
device referenced above. We cannot determine if the device is substantially
equivalent to a legally marketed predicate device based solely on the
information you provided. To complete the review of your submissien, please
respond to the following.

1. Your device description is too general. Please describe each major
subcomponent, its purpose, its major materials of construction, and how it
fits into the entire system. What type of infrared detector and what
detector arrangement is used?

2. The comparison of your device to the predicates is tco general. Please
compare them in terms of important operational specifications (e.g.,
minimum temperature change {(or difference) detected, temperature range
detected, resoclution, etc.).

3. Your device uses software to process information. You have not provided
information that demonstrates that your software development process 1s
likely to produce reliable software. Please provide this information. If
you chose to follow our software guidance, your device is considered a
minor risk device. The material that should be submitted are: a software
description; a device hazard analysis; the software functional
requirements; an architecture design chart; and a software functional test
plan, pass/fail criteria, and results.

4. Your submission indicates that your data handling and manipulation uses
various algorithms. These are not described. Please provide a general
description of these algorithms and explain why they are suitable for their
intended use.

S. Your substantial equivalence argument states that the “relative indications
and contraindications (warnings and precautions) for the OmniCorder BioScan
and predicate devices are the same.” Please provide a list of these
indications, contraindications, warnings, and precautions in your labeling.

6. Your indications for use states:

a. that your device is compatible for use in an MR magnetic field. What
range of magnetic field strengths is your device compatible with?

Please provide the results of laboratory testing that suppcrts your MR
compatibility claim.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUSé?/ga‘%hS.gov or 301-796-8%?8
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b. that your device is for adjunctive diagnostic screening for detection
of breast cancer or other uses.” Please specify the other uses.

7. You have a prescription statement that is misquoted. It should read
“Caution: Federal law restricts this device to sale by or on the order of a
physician.”

We believe that this information is necessary for us to determine whether or
not this device is substantially equivalent to a legally marketed predicate
device with regard to its safety and effectiveness.

You may not market this device until you have provided adequate information
described above and required by 21 CFR 807.87(1), and you have received a
letter from FDA allowing you to do so. If you market the device without
conforming to these requirements, Yyou will be in violation of the Federal
Food, Drug, and Cosmetic Act {Act). You may, however, distribute this device
for investigational purposes to obtain clinical data if needed to establish
substantial eguivalence. Clinical investigations of this device must be
conducted in accordance with the investigational device exemptiocn (IDE)
regulations.

If the information, or a request for an extension of time, is not received
within 30 days, we will consider your premarket notification to be withdrawn
and your submission will be deleted from our system. If you submit the
requested information after 30 days it will be considered and processed as a
new 510{k); therefore, all information previously submitted must be
resubmitted so that your new 510(k} is complete.

The requested information, or a request for an extension of time, should
reference your above 510(k) number and should be submitted in duplicate to:

Food and Drug Administration
Center for Devices and
Radiclogical Health
bocument Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

If you have any questions concerning the contents of this letter, please
contact Robert Phillips, Ph.D. at (301) 594-1212. If you need informaticn or
assistance concerning the IDE regulations, please contact the Division of
Small Manufacturers Assistance at its toll-free number (800} 638-2041 or at
(301) 443-6597, or at its internet address

*http://www. fda.gov/cdrh/dsmamain.html”.

Sincerely yours,

Robert Phillips, Ph.D.

Chief, Computed Imaging Devices
Branch

Office of Device Evaluation

Center for Devices and
Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTAT'J%IHja.hhS.gov or 301-79:§f81 18
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ccs HFZ-401 DMC
HFZ-404 510{k) Staff
HFZ~-470 DRAERD
D.O.

RAPhillips:5/10/99

FILE CopPY

OFFICE SURNAME DATE

OFFICE SURNAME DATE || OFFICE SURNAME DATE

_Z 4 g’f’im J/IO

U.5. GPO 1988-169-089

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTK'ﬁJg@fda.hhs.gov or 301-796-81 1?1
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510(k} Review

Page 1
May 10, 1599
510(k) Raview

K990416
Traditional X Abbreviated Special 3™ party
Contact: Mark Fauci
Company Name: OmniCorder Technologies, Inc.
Address: 25 Fast Loop Road

Stony Brook, N.Y. 11790

510(k) Number: K930416
Tradename : OmniCorder BioScan System
Dated: January 28, 1999
Received: February 10, 199%
Product Code:5%0-LHQ Class: I FR Classification No.: 892.2980
Common Name: Telethermographic System- Adjunctive

Intended Use: Intended for viewing and recording heat patterns generated by
the human body. The device is for adjunctive diagnostic screening for
detection of breast cancer and other uses.

Device(s) te which Equivalence is Claimed and Manufacturer:

Manufacturer: Inframetrics, Inc. Bales Scientific, Inc.
Tradename: Infracam-Med BSI Model Tip
Document Control: K882327 KB97191

Previous Submissions: n/a

Applicable Guidance: n/a

) . /
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTAT(Ugéfda.hhS.gov or 301-796-3"1:}8
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510(k) Review
Page 2
YES NO
1. Is Product A Device X If NO = 3top
2. Is Device Subject To 510(k}? X If NO = Stop
3. Same Indication Statement? X If YES = Go To 5
4. Do Differences Alter The Effect Or Raise If YE8 = Stop NE
New Issues of Safety Or
Effectiveness?
5. Same Technological Characteristics? x If YES = Go To 7
6. Could The New Characteristics Affect If YES = Go To 8
Safety Or Effectiveness?
7. Descriptive Characteristics Precise X If NO = Go To 10
Encugh? If YES = Stop SE
8. New Types Of Safety Or Effectiveness If YES = Stop NE
Questions?
9. Accepted Scientific Methods Exist? If NO = Stop NE
10. Performance Data Available? X If NO = Request
Data
11. Data Demonstrate Egquivalence? Final Decision:
Note: In addition to completing the form on the LAN, "yes" responses to

questions 4, &, 8, and 11, and every

explanation.

#7 The descriptive information is too general.
#1C Needed performance data is missing. See deficiencies.

no'" response reguires an

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATd@ﬁa.hhS.gov or 301-79%(?18
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510(k) Review
Page 3

Standard Questicons:

Normal, Simplified, Tier I Review? Normal

Is the device subject to postmarket surveillance? No

Is a summary or certification of safety and effectiveness included? Summary
Is the device life-supporting or life-sustaining? No

Is the device implanted {short-term or long-term)? No

Does the device contact tissue or skin? No

Does the device use software? Yes

Is the device disposable (single use}? No

Is the device sterile? No

Is the device for single, home or prescription use? Prescription
Does the device contain or use drug or biclogical products? Neo
Is the device subject to the Radiation Contrel RAct? No

Other standards? CS5SA Standard C22.2, No. 125-1984 Electromedical Equipment
UL544 09/1985, Standard for Medical and Dental Equipment

Device Description: The system consists of a Computer Procassing Unit, Color
Moniter, Coler Printer, a Tripod Support, and a Thermal Camera. The system is
Manufactured from components and materials consistent with other 510 (k)
cleared devices. Greater detail on the device description is not available.
The device is compared to several predicates but only at a general level.

Laboratory and Clinical Data: None provided. The device is claimed to be
compatible with MR magnetic fields, but this claim is unlimited and not
supportad with data.

Labeling: Various technical manuals and an operator’s manual are provided.
Indications, contraindications, warnings, and precautions are not provided.

Software: The device is described are having operating scftware. No
information on this is provided. The submissicn alse claims to use several
algorithms that are alsc undescribed.

Substantial Equivalence: Substantial information on which tc base an SE
decision is missing.

Recommendation:
I believe that additional infermation is needed to determine equivalence:

1. Your device description is too general. Please describe each major
subcomponent, its purpose, its majer materials of construction, and how 1t
fits into the entire system. What type of infrared detector and what
detector arrangement is used?

2. The comparison of your device to the predicates is tco general. Please
compare them in terms of important operational specifications (e.qg.,

minimum temperature change detected, temperature range detected, spatial
resolution, etc.).

3. Your device uses software to process infermation. You have not provided
information that demonstrates that your software development process is
likely to produce reliable software. Please provide this information. If
you chose to follow our software guidance, your device is considered a
minor risk device. The material that should be submitted are: a software
description; a device hazard analysis; the software functicnal

&4
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATU é da.hhs.gov or 301-7%1 18
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510(k) Review
Page 4

requirements; an architecture design chart; and a software functional test
plan, pass/fail criteria, and results.

Your submission indicates that your data handling and manipulation uses
various algorithms. These are not described. Please provide a general
description of these algoerithms and explain why they are suitable for their
intended use.

Your substantial equivalence argument states that the “relative indications
and contraindications (warnings and precautions) for the OmniCorder BioScan
and predicate devices are the same.” Please provide a list of these

indications, contraindications, warnings, and precautions in your labeling.

Your indications for use state:

a. that your device is compatible for use in an MR magnetic field. What
range of magnetic field strengths is your device compatible with?
Please provide the results of laboratory testing that supports your MR
compatibility claim.

b. that your device is for adjunctive diagnosti¢ screening for detection
of breast cancer or other uses.” Please specify the other uses.

You have a prescription statement that is misquoted. It should read
“Caution: Federal law restricts this device to sale by or on the order cof a
physician.”

Robert Phillips

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATGgéfda.hhs.gov or 301-7965&&8
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Screening Checklist
For all Premarket Notification S10(k) Submissions

Device Name:

OMNI Ciu’q

KF¢90¢ /¢

Submitter (Company): 0&(4},&44« Tecwy lac

tems which should be included
(circle missing & needed information)

re»—0omoon

OM=>» —<MIommD>

FrrPZ0—-——- 3030

v IF ITEM

YES

YES

YES

1. Cover Letter clearly identifies Submission as:

a}
b}
c)

“Spegcial 510(k): Device Modification”
“Abbreviated 510(k)"
Traditional 510(k)

eoTo | 7
23

GOTON
24,5

‘#1 Go
] To 2
45

MISSING

2. GENERAL INFORMATION: REQUIRED IN ALL 510{K) SUBMISSIONS

vIFITEMIS
NEEDED

Financial Certification or Disclosure Statement for 510(k}s with a
Clinical Study 807.87(i)

NA

YES

NO

SPECIALS

ABBREVIATED

TRADITIONAL

AND IS

YES

YES

MISSING

a)

trade name, classification name, establishment registration
number, device c¢lass

YES | NO

v

b)

OR a statement that the device is not yet classified

FDA-may be

c)

identification of legally marketed equivalent device

NA

d)

compliance with Section 514 - performance standards

NA

address of manufacturer

Truthful and Accurate Statement

Indications for Use enclosure

SMDA Summary or Statement (FOR ALL DEVICE CLASSES)

SAAAAR

Class Ilt Certification & Summary (FOR ALL CLASS ili DEVICES)

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

Proposed Labeling:

i) package labeling (user info)

i) statement of intended use

i) advertisements or promotional materials

g

i)  MRI compatibility (if claimed)

y

Comparison Information (simitarities and differences) to named

legally marketed equivalent device (table preferred) should include:

kg
¥ r
B iﬁ!&i]u:
W

i) Labeling

i) intended use

it} physical characteristics

iv) anatomical sites of use

O

v)  performance (bench, animal, clinical} testing

NA

vi) safety characteristics

NA

m}

If kit_kit certification

l

-3

3. "

SPECIALS" - ONLY FOR MODIFICATIONS TO MANUFACTURER'S OWN CLASS Il

, I OR RESERVED CLASS | DEVICE

a)

Name & 510(k) number of legally marketed
(unmodified) predicate device

B

STATEMENT - INTENDED USE AND INDICATIONS FOR

*Ifno - STOP not a special

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

DERD form 102 {rev. 04713798 419 A

(72,

&

Page |
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USE OF MODIFIED DEVICE AS DESCRIBED IN ITS
LABELING HAVE NOT CHANGED*

c)

STATEMENT - FUNDAMENTAL SCIENTIFIC
TECHNOLOGY OF THE MODIFIED DEVICE HAS NOT
CHANGED*

“* [fno - STOP not a special

d)

Design Control Activities Summary

i) Identification of Risk Analysis method(s) used to
assess the impact of the modification on the
device and its components, and the resdults of the
analysis

i) Based on the Risk Analysis, an identification of
the verification and/or vatidation activities
required, including methods or tests used and
acceptance criteria to be applied

i) A declaration of conformity with design controls.
The declaration of conformity should include:

1) A statement signed by the individual
responsible, that, as required by the risk
analysis, all verification and validation
activities were performed by the designated
individual(s) and the results demonstrated
that the predetermined acceptance criteria
were met

2) A statement signed by the individual
responsible, that manufacturing facility is in
conformance with design control procedure
Requirements as specified in 21 CFR 820.30
and the records are available for review.

v {F{TEM
IS
SPECIALS ABBREVWATED | TRADIMONAL | weenen
AND (S
YES | NO YES NO YES | NO MISSING

a)

For a submission, which relies on a guidance
document and/or special control(s), a summary
report that describes how the guidance and/or
special control(s) was used to address the risks
associated with the particular device type

4. ABBREVIATED 510{K): SPECIAL CONTROLS/CONFORMANCE TO RECOGNIZED STANDARDS

o)

If a manufacturer elects to use an alternate approach
to address a particular risk, sufficient detail should be
provided to justify that approach.

For a submission, which relies on a recognized
standard, a declaration of conformity to the standard.
The declaration should include the following:

i) An identification of the applicable recognized
consensus standards that were met

i) A specification, for each consensus standard,
that all requirements were met, except for
inapplicable requirements or deviations noted

Questions? Contact FDA/CDRH/OCE/DID at CODRH-FOISTATU

DCRD form 102 (rev. 4/13/98 19 PM)

S?fda.hhs.qov or 3&)1-

3
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below

iii) An identification, for each consensus standard, of
any way(s) in which the standard may have been
adapted for application to the device under
review, e.g., an identification of an alternative
series of tests that were performed

iv) An identification, for each consensus standard, of :
any requirements that were not applicable to the |
device ke

v) A specification of any deviations from each
applicable standard that were applied

vi) A specification of the differences that may exist, if
any, between the tested device and the device to
be marketed and a justification of the test resulis
in these areas of difference

vii) Name/address of test laboratory/certification
body involved in determining the conformance of
the device with applicable consensus standards
and a reference to any accreditations for those
organizations

d) Datalinformation to address issues not covered by
guidance documents, special controls, and/or
recognized standards

5. Additional Considerations: (may be covered by Design Controls)
a) Biocompatibility data for all patient-contacting materials,
OR certification of identical material/formulation:
iy component & material
i) _identify patient-contacting materials
iit} biocompatibility of final sterilized product
b) Steriiization and expiration dating information:
iy sterilization method
i) SAL
i} packaging
iv} specify pyrogen free
v) ETO residues
vi} radiation doge
¢) Software validation & verification:
i) hazard analysis
iy _level of concermn
iy development documentation
iv) certification

{tems shaded under “NQO” are necessary for that type of submission. Circled items and items with checks
in the “Needed & Missing” column must be submitted before acceptance of the document.

Passed Schning X Yes No Reviewer: M/)
q

Date: 2i! Concurrence by Review 'Bra.nch:

T
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUégHa.hhs.qov or 301-796-8118

DICRE form 102 (rev. 04713/98 419 PM)
q ( Fagel
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REVISED:3/14/95

THE 510{K) DOCUMENTATION FORMS ARE AVAYLABLE ON THE LAN UNDER 510 (K)
BOILERPLATES TITLED “DOCUMENTATION® AND MUST BE FILLED OUT WITH
EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

% SUBSTANTIAL EQUIVALENCE"® (SE) DECISION MAKING DOCUMENTATION

Reviewer:

Division/Branch:

bDevice Name:

product To Which Compared ({510 (K) Number If Known) :

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

-
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUé%%a.hhs.gov or 301-79%
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i. Intended Use:

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

EXPIANATIONS 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 doeg the new indication differ from the predicate device's
indication:

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

5. Describe the new technological characteristics:

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

7. Explain how descriptive characteristics are not precise enough:

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

questions are not new:
S. Explain why existing scientific methods can not be used:
10. Explain what performance data is needed:
11. Explain how the performance data demonstrates that the device is or is

not substantially equivalent:

ATTACH ADDITIONAL SUPPORTING INFORMATION

/76

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79?-% 18
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Internal Administrative Form

YES

NGO

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

LN =

. Have you verified that the Document is labeled Class 1ll for GMP
purposes?
if, not, has POS been notified?

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

@i~ O A

decision?
8. If yes, does this new §10(k} address the NSE issue(s), (e.g.,
performance data)?

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

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

11.1f, yes, consult the ODE Integrity Officer.

12.Has the ODE Integrity Officer given permission to proceed with the
review? (Blue Book Memo #191-2 and Federal Register SON0332,
September 10, 1991.

/9

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 3(42’-766-81 18
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiclogical Health

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

February 10, 1999 Rockville, Maryland 20850
OMNICORDER TECHNOLOGIES, INC. 510¢(k) Number: K990416
25 EAST LOOP RD. Received: 10-¥EB-1999
STONY BROOK, NY 11790 Product: OMNICORDER BIOQSCAN
ATTN: MARK FAUCIT SYSTEM

The Center for Devices and Radiological Health (CDRH), Office of Device
Evaluation {(ODE), 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 heen
completed or if any additional information is required., YOU MAY NOT PLACE
THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO S0O.

On January 1, 1996, FDA began requiring that all 510(k) submitters provide on
a separate page and clearly marked "Indication For Use" the indication for use
of their device. If you have mot included this information on a separate page
in your submission, please complete the attached and amend your 510(k) as soon
as possible. Also if you have not included your 510(k) Summary or 510(k)
Statement, or your Truthful and Accurate Statement, please do so as soon as
possible. There may be other regulations or requirements affecting your device
such as Postmarket Surveillance (Section 522(a)(l) of the Act) and the Device
Tracking reguilation (21 CFR Part 821l). Please contact the Division of Small
Manufacturers Assistance (DSMA) at the telephone or web site below for more
information.

Please remember that all correspondence concerning your submission MUST be
sent to the Document Mail Center (HFZ-40l) at the above letterhead address.
Correspondence sent to any address other than the Document Mail Center will
not be considered as part of your official premarket notification submicgsion.
Because of equipment and personnel limitations, we cannot accept telefaxed
material as part of your official premarket notification submission, unless
specifically requested of you by an FDA official. Any telefaxed material
must be followed by a hard copy to the Document Mail GCenter (HFZ-401) .

You should be familiar with the manual entitled, "Premarket Notificarion

210(k) Regulatory Requirements for Medical Devices" available from DSMA.

If you have other procedural or policy questions, or want information on

how to check on the status of your submission (after 90 days from the

receipt date), please contact DSMA at (301) 443-6597 or its toll-free

number (800) 638-2041, or at their Internet address http://www.fda. gov/cdrh/dsmamain. html
or me at (301) 594-1190,

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer
Premarket Notification Staff
Office of Device Evaluation

Questions? Contact FDA/CDRH/OCEIDTD of CDREESST #RdskshtRgsAdr érk?ﬁi%? 18
9
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Office of Service Evaiuation

510(k) Document Mail Center (HFZ-401)

January 28, 1999
Food and Drug Administration

Center for Devices and Radiological Health
9200 Corporate Boulevard

Rockville, MD 20850

OmniCorder Technologies, inc. is submitting this 510(k) notification for the OmniCorder
BioScan System manufactured to OmniCorder's developed specification and in compliance
with U.S. FDA Quality System Requirements (QSR).

Submitter’'s Name and Address:

OmniCorder Technologies, Inc.

-5
ez
-y
YR
25 East Loop Road e T3
o, <5
Stony Brook, NY 11790 =
Contact Person:
Mark Fauci
President

OmniCorder Technologies, Inc.

Tel. 516-444-68499 Fax. 516-444-8825

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FéIg'ﬂ\TUS@fda.hhs.gov or 301%—811

<
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General Information:

Classification Name and reference; Telethermographic System (21 CFR §884.2980)

Classification:

Product Code:

Common/Usual Name:

Trade/Proprietary Name:

Class | Device

[YM/LHQ

Thermographic Camera System

OmniCorder BioScan System

Initial importer/Distributor:

OmniCorder Technolegies, Inc.
25 East Loop Road
Stony Brook, NY 11790

Establishment Registration Number - Pending

Standards/Special Controis: There are no regulatory standards or special controls

applicable for this device, however, the device will comply with the foliowing voluntarily

standards and guidelines:

CSA Standard C22.2, No. 125-1984, Electromedical Equipment

UL544 09/1985, Underwriters Laboratories Standard for Medical and Dental

Equipment

O
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOIS]‘?QTUS@fda.hhs.gov or 301-796@(?8
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Labeling and Advertising: Proposed package labels and users manual for the
OmniCorder BioScan System are provided under Draft Labeling in Section 6. Proposed
advertising material has not been generated at the time of this submission. However, any
advertising material will conform to the basic principles contained in the "Device

Description”, “Indication for Use” and “Labeling and Packaging” sections of this

submission.

Device Description: A general and detailed device description is provided in Section 3.
Substantial Equivalence: The OmniCorder BioScan System is substantially equivalent
to the products described herein with respect to indications for use, device design.
materials, and method of manufacture. Section 8 and Appendix B contains all relevant and
available information for the following commercially available predicate device.
Inframetrics, Inc., Inframetrics Infracam-Med ~ (K982327)

Bales Scientific, inc., BSt Mode! Tip ~ (K837191)

JEOL Model #JTG-500M ~ (K823041)

DCATS by Dorex inc. ~ (K812799)

These predicate devices are commercially available and marketed Class | devices

indicated for use for thermal imaging of human tissue. The OmniCorder BioScan System

is also labeled for similar use.

SOt

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81%&
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Main Sections
This 510(k) premarket notification includes the foliowing main sections

Section 1 Pre-Market Notification Statements
Section 2 Indications for Use

Section3  Device Description

Section4  Device Materials

Section 5 Labels and Labeling

Section 6  Packaging

Section 7 Sterilization Information

Section8  Substantial Equivalence

Section 9 510(k) Summary

Appendices A through G

This submission also includes appendices and exhibits containing supplemental materials

such as predicate device information, device and accessory engineering photographs.

OmniCorder Technologies would like to request that the Food and Drug Administration
hold the enclosed information confidential and exempt this information from public

disclosure in so far as is allowable under current law.

Information contained in this application is true and accurate to the fullest extent of our

abilities.

Based on the descriptive information presented in this 810(k) premarket notification
OmniCorder Technologies concludes that is reasonabie to determine that the OmniCorder
BioScan System is substantially equivalent to the devices mentioned above a well as other

instruments which are commercially available at this time.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796%?(18
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If you should have questions regarding any part of this application, please do not hesitate
to contact me at 516-444-6499.

Sincerely,

o

Mark Fauci

President

S>3

!
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8(1

L
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PREMARKET NOTIFICATION 510(k)

OmniCorder Technologies, Inc.

TABLE OF CONTENTS
510(k) Notification Letter

Pre-Market Notification Statements Section 1

Truthful and Accurate Statement

Indications for Use Section 2

Statement of Indications for Use

Device Description Section 3

Device Description

Device Materials Section 4
Device Materials
Cleaning Camera

Mechanical and Visual QC Testing

Labels and Labeling Section 5
Camera Labeling
User Manual

Package Labeling

Packaging Section 6
Materials

DZDL{‘

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-&“4
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Sterilization Information Section 7

Substantial Equivalence Section 8
Equivaient Devices Information
Intended Use
Materials
Design
Operational Principals
indications and Contraindications
Differences from commercially availabie devices

Comparison to Predicate Devices

Performance Assessment Section 9
510(k) Summary (For Release Upon Request Only) Section 10
Appendices
Product Components and Accessories Appendix A
Product Technical Specifications Manual Appendix B
Product User Manual Appendix C
Product Technical Operations Manual Appendix D
Product Acceptance Test Report Appendix E
Predicate Device Information Appendix F
Predicate Device Marketing Literature Appenrix G
g
o5

i)
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-7961918
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Section 1

Pre-Market Notification Statements

ol

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-7961@{%



Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

Premarket Notification
Truthful and Accurate Statement

OmniCorder BioScan System

| certify that, in my capacity as President of OmniCorder Technologies, Inc., | believe that to
the best of my knowledge, that all data and information submitted in this premarket
notification for the OmniCorder BioScan System are truthful and accurate and that no

matenial fact has been omitted.

///’// A V25/7

Signature Date

Mark Fauci, President

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTAT@%&f&.hhS.gOV or 301-796!@%



Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

Section 2

Indications for Use Statement

W
OX o
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUSéfda.hhs.gov or 301-796-81}9
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Indications for Use

Page 1_of 1

510(k) Number:
Device Name : OmniCorder BioScan System

Indications for Use:
The OmniCorder BioScan System is thermal camera based imaging device intended for

viewing and recording heat pattems generated by the human body in the hospital, acute care
settings, outpatient surgery, healthcare practitioner facilities or in an environment where patient
care is provided by qualified healthcare personnel who will determine when use of this device
is indicated, based upon their professional assessment of the patient's medical condition. The
patient populations inciude adult, pediatric and neonatal. The device is for adjunctive
diagnostic screening for detection of breast cancer or other uses. This device is intended for

use by qualified healthcare personnel trained in its use.
The device labeling will indicate:

NOTE: Prescription Device; to be used by trained health care professionals upon

order of a Physician.

MR Compatibility Statement: The OmniCorder BioScan System is compatible for use in an
MRI magnetic Field

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

Concurrence of CDRH, Cffice of Device Evaluation (ODE)
Prescription Use OR Over-The-Counter Use _
(Per 21 CFR 801.109) {Optional Format 1-2-96)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@_{G@‘fﬂhS.gov or 301-796-8128@
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Section 3

Device Description

.
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS%(da.hhs.gov or 301-796-81,1@7
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Device Description

The OmniCorder BioScan System (see Appendix A and B for product description and
specifications) is an infrared camera device which provides the capability for imaging
and recording of thermal data radiating from adult, pediatric and neonatat patients in

numerous hospital, nursing home and clinical settings; and in the home. ltis a

prescription device intended for use only by health care professionals.

The captured energy is processed by software to produce digital output values of the
thermal energy captured by the camera's thermal sensor. Validation tests as seen in
Product Acceptance Test Report in Appendix E verify the efficacy of this feature.

The following accessories are provided for use with the device:

1) Computer Processing Unit (Pentium Il Workstation)

2} Color Monitor

3} Color Printer

4} Tripod Stand

Device components and accessory information are included in Appendix A.

See Appendices B,C and D for a more detailed description of the hardware.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUéJ@gfda.hhs.gov or 301-796-5’93
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Section 4

Device Materials

A
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATL‘?S@fda.hhs.gov or 301-796-8’{ﬁ
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This page represents 1 whole-page redactions.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATng@éa.hhS.gOV or 301-796-8118
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Mechanical and Visual QC Testing:

Quality control testing consists of incoming inspection of components to an AQL sampling
based upon MIL-STD-105E. Raw materials, components and assemblies may be accepted
on a certificate of conformance from the vendor for chemical composition and/or
mechanical properties. When required by controlied documentation, incoming material,
components, assemblies, etc. will be inspected for attributes. In-process inspection is
performed by both manufacturing and quality control personnel. Final inspection for all
finished devices and/or accessories shall be performed by QA/QC personnel. The final
device history record and completed documentation is stored by quality control. Al
documentation, inspection and testing is controlled and written to QSR compliant

procedures.

2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FO|STATUS@f(£a.hhS.gOV or 301-796-81 ’{8‘ ‘
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Section 5

Labels and Labeling

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81
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Labels and Labeling
The following paragraphs describe the various labels used to identify the OmniCorder

BioScan System products as to their description, and configuration. Additional

promotional and advertising material will be consistent with the content herein.
L.abeling on Camera:
Labels that will be piaced on the outer surface of the Camera:

NOTE: Prescription Device; to be used by trained healith care professionals upon

order of a Physician.
Promotional Literature:

No promotional literature has been prepared for this product at this time.

Operations Manual

Technical Specifications, User, and Technical Operations Manuals are provided with each

Camera as shown in Appendices B, C and D.
Package Labeling

Labels that will be placed on the outer surface of the outer cardboard box in which the

OmniCorder BioScan System will be shipped:

WARNING: Sensitive and fragile medical equipment. Handle with extreme care.

Do not expose to rain, or other weather conditions.
(

2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 1j815
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Section 6

Packaging

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FO|STATUS&£d§hhS.gOV or 301-796-8118§ !/\f



Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

Packaging

The OmniCorder BioScan System will be packaged in a cardboard box. Various type of
support material will be used inside (i.e., foam “peanuts,” cardboard inserts, flexible

piastic sheets, etc.) The device and its accessories are sold non-sterile.
The package is non-sterile and does not require sealing validation. The package will

be sealed with commercially available plastic tape or staples to prevent foreign matter

from entering and to secure the contents inside.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18]/5’
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Section 7

Sterilization

/|
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18l ij
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Sterilization: Device and accessories are to be soid non-sterile. Packaging validation

regarding the integrity of the package to assure a SAL is not required.

| 220
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS daZhhs.gov or 301-796-81 1? ]/’
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Section 8

Substantial Equivalence

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fc%’.‘ZﬁJ.gov or 301-796-81 1F{Y
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Substantial Equivalence: The OmniCorder BioScan System is similar in design,
materials and intended use to other 510(k) cleared devices/instruments which are in

commercial distribution as follows. Please refer to Appendix B, which contains promotional

literature for these devices.

- Equivalent Products:

Inframetrics, Inc., Inframetrics Infracam-Med ~ (K982327)

Bales Scientific, inc., BSI| Model Tip ~ (K897191)

JEOL Model #JTG-500M ~ (K823041)

DCATS by Dorex Inc. ~ (K812799)

The OmniCorder BioScan System is similar to the named predicate devices with respect
to intended use, material, design and operational principles as follows:

1. Intended Use: The OmniCorder BioScan System is thermal camera based imaging device
intended for viewing and recording heat pattems generated by the human body in the hospital,
acute care settings, outpatient surgery, healthcare practitioner facilities or in an environment
where patient care is provided by qualified healthcare personnel who will determine when use
of this device is indicated, based upon their professional assessment of the patient’s medical
condition. The patient populations include adult, pediatric and neonatal. The device is for

adjunctive diagnostic screening for detection of breast cancer or other uses.

This device is intended for use by qualified healthcare personnel trained in its use.

L
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS&ﬂja.hhs.gov or 301-796-81,1%(
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This page represents 1 whole-page redactions.
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5. Indications and Contraindications: Relative indications and contraindications for the

OmniCorder BioScan System and predicate devices are the same.
Differences From Commercially Available Devices of Similar Intended Use:

This device differs from other commercially available devices in that the systems
vary in components and accessories. Most of the variability is attributed to the more
advanced technological capabilities (greater temperature sensitivity, focal plane array
arrangement of detector elements, data collection speed, processing speed etc.) currently

available and incorporated into the BioScan System.

Comparison to Predicate Devices

The systems have various design features in common. All use digita! infrared cameras to
collect temperature data from the subject and all use computer processing units to collect
process and present the data, from the camera to the operator, using a monitor and/or
printer. All systems permit the storage and retrieval of data to and from the computer hard

drives or taping devices.

A comparison of the OmniCorder BioScan System to thelRIS-3 Thermagraphic System is

presented in Table 1.

RS
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8'1158/{
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This page represents 1 whole-page redactions.
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Section 8

Performance Assessment

26
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Performance Assessment: The OmniCorder BioScan System

The OmniCorder BioScan System has been manufactured, examined and tested according

to 1ISO 9001criteria.

The accuracy of the thermal sensor of the OmniCorder BioScan System is supported by
data provided in the sample Product Acceptance Test Report required before delivery of

the BioScan System from the manufacturer (see Appendix E}).

~ A '
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUg@fda.hhs.gov or 301-794—?1)1%
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Section 10

510(k) Summary

7?8

~
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510(k) Summary
Date of Summary Preparation: January 29, 1999
Manufactures Contact Person: Mark Fauci

President

Tel. (516)-444-6499

Fax. (516)-444-8825
OmniCorder Technologies, Inc.
25 East Loop Road

Stony Brook, NY 11790

Trade Name: OmniCorder BioScan System

Classification Name, Classification Number, Class, Classification

Reference:
Classification Name Class. Class | 21CFR §
No.
Telethermographic System | I'YM/LHQ I 884.2980

Special Controls: There are no regulatory standards or special controls

applicable for this device.

Indications for Use: The OmniCorder BioScan System is thermal camera based imaging
device inten-led for viewing and recording heat patterns generated by the human body in the
hospital, acute care settings, outpatient surgery, healthcare practitioner facilities or in an
environment where patient care is provided by qualified healthcare perscnnel who will
determine when use of this device is indicated, based upon their professional assessment of

the patient's medical condition. The patient populations include adult, pediatric and neonatal.

£
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@Yd%’.h(-s.gov or 301-796-2113’8‘”
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The device is for adjunctive diagnostic screening for detection of breast cancer or other uses.

This device is intended for use by qualified healthcare personnel trained in its use.

Device Description: The OmniCorder BioScan System is an infrared camera device
which provides the capability for imaging and recording of thermal data radiating from
adult, pediatric and neonatal patients in numerous hospital, nursing home and clinical
settings; and in the home. It is a prescription device intended for use only by health

care professionals.

The captured energy is processed by software to produce digital output values of the

thermal energy captured by the camera’s thermal sensors.
The following accessories are available for use with the device:

1) Computer Processing Unit (Pentium It Workstation)
2) Color Monitor
3) Color Printer
4) Tripnd Stand

The device and its accessories are similar in design, materials and intended use to

other 510(k) cleared devices/instruments which are in commercial distribution.

Substantially Equivalent Commercially Available Devices: OmniCorder
BioScan System is substantially equivalent to the following commercially available
predicate devices with respect to indications for use, device design, materials, and

method of manufacture.

. O
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS&f a.hhs.gov or 301-796-8|1!j>87
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Substantial Equivalence Comparison: The : OmniCorder BioScan System is
similar to commercially available devices with respect to intended use, material, design

and operationa! principles as follows:
Inframetrics, Inc., Inframetrics Infracam-Med ~ (K9882327)
Bales Scientific, Inc., BSI Model Tip ~ (K897191)
JEOL Model #JTG-500M ~ (K823041)

DCATS by Dorex Inc. ~ (K812799)

1. Operational Principles: The basic operational principies of the OmniCorder

BioScan System and the predicate devices measure and record, without
touching the patient's skin, self-emanating infrared radiation to reveal
temperature variations. The parameters that are measured and dispiayed

are generally the same as those for the predicate devices.

2. Indications and Contraindications: Relative indications and contraindications
for the OmniCorder BioScan System and commercially availabie devices for

similar intended uses are the same.

Assessment of non-clinical performance data for equivalence: Currently
there are no FDA standards for this device. However, the OmniCorder BioScan

System complies with:
CSA Standard C22.2, No. 125-1984, Electromedical Equipment

UL544 09/1985, Underwriters Laboratories Standard for Medical and Dental
Equipment

23
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Product Components and Accessories

Appendix A

&4
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OmniCorder Technologies, Inc.

BioScan System Components

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS @fia4is.gov or 301-796-81 1§’E,|
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This page represents 2 whole-page redactions.
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Product Technical Specifications Manual

Appendix B

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@%’a‘%%S.gov or 301-796-81 1@
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This manual and the associated documentation have been prepared carefully and
refects the current configuration of the BioScan System. Keep this manual in a

a safe place where it is immediately available to all operators of the BioScan System.
Additional manuals may be purchased from OmniCorder Technologies, Inc.
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This manual and the associated documents have been prepared carefully and refiects the
current configuration of the OCT BioScan System. Keep this manual in a safe place where 1t
is immediately available to all operators of the BioScan System. Additional manuals may be

purchased from OmniCorder Technologies, Inc.
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1. GENERAL REMARKS

This manual and the associated documents have been prepared carefully and reflects the
current configuration of the OCT BioScn Systern. Keep this manual in a safe place where 1t
is immediately available to all operators of the BioScan System. Additional manuals may be

purchased from OCT.

Use of cables and components which have not been approved by OCT may severely impact
system performance. Use the cables and components provided with the OCT BioScan

System only.

1. 1. OVERVIEW

Prior to first time operation of the BioScan System, we highly recommend to read the
information in Section | of this manual. This section contains useful observations relating
to the assembly, operation and maintenance of the system.

Section 2 describes the associated computer software. This software allows camera
operation using the panel located on the backside of the camera system. Section 3 describes
the Pemote Control Operation of the camera system using PC or Laptop, as well as transter
and storage of the images on the hard disk, using the computer software delivered with the
camera. [nformation provided in Section 4 the Image Processing Module and Interfaces.

24
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WARNING
To prevent fire or shock hazard, de not expose the unit to snow,rain or moisture. To
avoid electricai shock, do not open the cabinet, replace components or make

adjustments inside the equipment. Only trained OCT personnel are qualified to

perform these procedures

1.4. CLEANING

The camera cabinet is made of anodized aluminum. Please clean the casing with a soft, dry
cloth. Do not use a moistened or a wet cloth. The optical components of the camera are
made of Germanium, which has been optically coated to optimize the transmission of the
infrared radiation. For cleaning purposes, please use a commercial optical lens cleaning kit
or a soft brush. Dust may be removed by blowing dry air. If you accidentally touched the
lens with your fingers, or if dust on the lens cannot be removed as described above. use a
small cotton pad, slightly moistened with Propanol. Touch the lens gently, and wipe the dirt
away. Do not apply force. You do not need to remove the remaining Propanol, it will
evaporate shortly. Do not use any kind of abrasive pad, scouring powder, as they may

damage the optical coating of the lens.

N
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2. 1. INFRARED RADIATION

All objects with temperatures above the absolute zero temperature, emit infrared radiation.
The higher the temperature of the body. the more radiation is emitted and the shorter is the
predominant wavelength of the radiated emission. Room temperature objects have a peak
emission around 10 microns. On hot days, these objects emit more total energy than on cold

days. On cold days, the objects emit less energy, with wavelengths as short as 3 microns.

The major part of the IR emission spectrum is unusable for infrared sensors because the
radiation is absorbed by water or carbon dioxide in the atmosphere. However, there are
several “windows" with good transmissions. OCT’s BioScan System: works in the long
wavelength window (LWIR, 8-10 micron) offers excellent visibility of most terrestnal
objects and is ideal for collecting emissions from the human body. The germanium optics of
the BioScan System forms an image at the location of the photovoltaic infrared detector.
The sensitive array is mounted in a dewar and interacts with the incident infrared radiation
by generating electrical carriers. However, the detector also picks up the ,infrared noise"
generated by its own mounting and optics. To minimize this background noise, the detector
needs to be cooled down to cryogenic temperatures, using a closed cycle cryogenic cooler.
The standard operating temperature of the infrared detector is about 60 degrees Kelvin.

The GDE electronics provides the operating power and timing signals for the infrared
detector. In return, the GDE digitizes the generated electrical signals and transfers the
digital data to the Image Processing Module. Using the external supplied voltages (+24

VDC and 24 Vreturn), the power supply module generates and provides the necessarv

e
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internal voltages. All camera operations are controlled with the buttons and the jog dial.

located on the panel at the backside of the camera housing.

The provided system software allows modification of the system parameters and imaging
modes. The image may be watched on the internal TFT Display, external monitors like
VGA-Monitor, CCIR-Monitor, TV-Set with BAS-Input, or may be recorded with a
commercial videotape recorder. The BioScan System is configured with a very powertul
personal computer via the EPP Interface. Images may be recorded or processed with the
provided BioScan Software. The data communication is controlied using a RPC concept

(Remote Procedure Call).

3. ASSEMBLY AND OPERATION OF THE SYSTEM

The BioScan System is controlled with 5 push buttons and one jog dial, located on the panel
at the backside of the camera housing. LED's located on the control panel indicate the

selected viewing mode.

The camera operation is controlled via computer software. You may choose your operation
from the overlay menu, which is accessible at the display. The procedures are explained in

detail in Section 2 of this documentation.

—
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3. 1. MOUNTING OF THE SYSTEM

Any vibration may impact the quality of your images. To make use of the high quality
performance of the BioScan System, make all efforts to keep vibrations away from the
system. The camera should always be mounted on the provided tripod during operation. The
tripod must be positioned on a solid vibration-free surface. The adapter of the tripod wili fits
into the thread at the bottom of the camera housing. When mounting the camera to a tripod.
take care not to obstruct the ventilation siots in the front and back panel. The set generates

heat, which must be able to escape freely. A built-up of heat reduces the life of the system

and is a source of danger.

3. 1. . CHANGING THE OPTICS

The standard optics is fixed with 4 socket-head screws. To disassemble the optics. loosen
the 4 socket-head screws. Remove the tens and dispose the optical assembly in the camera
carrying case. Attach the new optic to the camera head and tighten the same 4 socket-head

SCTEWS,

3.2. ELECTRICAL POWER SUPPLY

Connect the supplied power cable to the DC-POWER [INPUT connector providing dc-

voltage +24 Volt and 24 Volt return.

2573
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WARNING

Use of cables and components which have not been supplied by OCT may severely

impact system performance. Only use the cable provided with _the BioScan System.

The camera is now ready to start operation. The internal cryogenic cooler will cool down
the IR-detector to temperatures of about 60 degrees Kelvin. Under normal ambient
conditions this will take about 10 minute<. An internal safety circuit prevents the IR-
detector from being activated until the temperature set-point is reached. After this period.

the camera is ready for operation.

254
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4. GLOSSARY

EPP

VGA

TFT

LWIR

GDE

IPM

Enhanced Parallel Port

Remote Procedure Call

Video Graphics Adapter

Thin Film Transistor Display

Long Wavelength Infrared Radiation, 8-10 microns
Generation and Digitizer Electronics

Image Processing Module

5. POINT OF CONTACT

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

OmniCorder Technologies, INC.
25 East Loop Road

Stony Brook, NY 11790

Tel. 516-444-6499

Fax. 516-444-8825

S
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This manual and the associated documents have been prepared carefully and reflects the current
configuration of the OCT BioScan System. Keep this manual in a safe place where it is
immediately available to all operators of the BioScan System. Additional manuals may be

purchased from OmniCorder Technologies, Inc.
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9. GLOSSARY

LWIR Long Wavelength [nfrared Radiation, 8-10 micron
GDE Generation and Digitizer Electronics

LW Long Wavelength, 8-10 gm

DynScale Dynamic Scaling Function of the BioScan System
VGA Video Graphics Adapter

TET Thin Film Transistor Dislpay

AD-Converter Analog Digital Converter

DSP Digital Signal Processor

LUT Look Up Table

262
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This manual and the associated documents have been prepared carefully and reflects the
current configuration of the OCT BioScan System. Keep this manual in a safe place where it

is immediately available to all operators of the BioScan System. Additional manuals may be

purchased from OmniCorder Technologies, Inc.
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1. GENERAL REMARKS

This manual and the associated documents have been prepared carefully and reflects the
current configuration of the OCT BioScan System. Keep this manual in a safe place where it
1s immediately available to all operators of the BioScan System. Additional manuals may be

purchased from OCT.

Use of cables and components which have not been approved by OCT may severely impact
system performance. Use the cables and components provided with the OCT BioScan

System only.

1. 1. OVERVIEW

Prior to first time operation of the BioScan System, we highly recommend to read the
information in Section | of this manual. This section contains useful observations relating
to the assembly, operation and maintenance of the system.

Section 2 describes the associated computer software. This software allows camera
operation using the panel located on the backside of the camera system. Section 3 describes
the Remote Control Operation of the camera system usirz PC or Laptop, as well as transfer
and storage of the images on the hard disk, using the computer software delivered with the

camera. Information provided in Section 4 the /mage Processing Module and Interfaces.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hﬁ},bﬁgor 301-796-8118
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1.2 STANDARD EQUIPMENT

* BioScan System with TFT-Display
e Optics

e Power Cable

o Computer Processing Unit

e Color Monitor

¢ Color Printer

e  WORM archiving drive

« Black body calibration unit

o User Manual

» 3.5" Floppy Disk with control software and RPC-function listing
» Carrying Case

e Camera tripod with casters

1.3. SAFETY SUMMARY

The following are general safety' precautions and instructions that personnel must
understand and apply during many phases of operation to ensure personal safety and health.
Portions of this summary may be repeated elsewhere in this publication for emphasis.
Maintenance must be carried out solely by adequately trained or qualifted OCT personnel.
Inadequate maintenance, repair or rework performed by persons lacking the necessarv

competence may result in a major source of danger for the user of the system.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.thgg\‘/%? 301-796-81318 Py
2



Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

OmniCorder Technologies, Inc.

WARNING

To prevent fire or shock hazard, do not expose the unit to snow,rain or moisture. To
avoid electrical shock, do not open the cabinet, replace components or make
adjustments inside the equipment. Only trained OCT personnel are qualified to

perform these procedures

1.4. CLEANING

The camera cabinet is made of anodized aluminum. Please clean the casing with a soft, dry
cloth. Do not use a moistened or a wet cloth. The optical components of the camera are
made of Germaniumn, which has been optically coated to optimize the transmission of the
infrared radiation. For cleaning purposes. please use a commercial optical lens cleaning kit
or a soft brush. Dust may be removed by blowing dry air. If you accidentally touched the
lens with your fingers, or if dust on the lens cannot be removed as described above, use a
small cotton pad, shightly moistened with Propanol. Touch the lens gently, and wipe the dirt
away. Do not apply force. You do not need to remove the remaining Propanol, it will
evaporate shortly. Do not use any kind of abrasive pad, scouring powder, as they may

damage the optical coating of the lens.

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

Food and Drug Admuinistrancr
9200 Corporate Soulevarg
Rockville M 24850

AUG 20 1998

id R. Balzer, Jr. Re: K982112 .
?;::miria Iz::; r Thermatrek iris-3 Infrared Imaging System
o Street Dated: June 15, 1998

660 Main Street South. Suite 7

Woodbury, Connecticut 06798 Received: June 16. 1998

Regulatory class: [
21 CFR 884.2980/Procode: 90 LHQ

Dear Mr. Balzer:

WchwcreﬁcwedyomSeaionSlO(k)notiﬁaﬁanoﬁnlmltommlhedc\'iecqumcafhbovundw?h_avcdetmnedthc
device issuhtunﬁlﬂyequivﬂmt(f«dmMfummﬂh&emlm)mmwmm:amte
commerce prioc to May 28, im.mmmmagymwmm«mmuunm
reclassified in accordance with the provisions of the Foderal Food, Drug, and Cosmetic Act (A<t). Ymmy_,-thercfom. marke:
the device, subject to the general controls provisions of the Act. The general controis provisions of the Act include
requirements for anaual registrstion, ﬁningofdeﬁcs.goodmu&wuiupndioqhbdmg,mdpmﬁbmmw
misbranding and adulteration

If your device is classified {see gbove) into ¢ither class I (Special Coatrols) or class III (Premarket Approval), itmaybcs_ubject
to such additional controls. Existing major regulations affecting your device can be found in the Code of Federal Regulations,
Titie 21, Parts 800 to 895. AqudnhtmﬁmmmﬂimmwwmeuMmg
Practice requirements, as set forth in the Quality System Regulation (QS) for Medical Devices: Gmm_lmguhbcu@l CFR
Part 820) and that, through periodic QS inspectioas, the Food and Drug Administration (FDA) will verify such assumptions.
Failure to comply with the GIMP: regulstion may result in regulatory action. In addition, FDA may publish farther
announcements concerning your device in the Federal Register. Please note: this response to your premarket notification
submission does not affect any obligation you might have under sections 531 through 542 of the Act for devices under the
Ele..sonit Product Radistion Control provisions, ur other Federa! laws or regulations.

This lefter will allow you to begin marketing your device as described in your 510(k) premarket notification. The FDA finding
of substantial equivalence of your device (o a legally marketed prodicate device results in a classifieation for your device and
thus, permits your device (o proceed to the market

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and additionaily 805.10 for [n vigo
diagnostic devices), please contact the Office of Compliance at (301) 594-4613. Additionally, for questions on the promotion
and advertising of your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation
entitled, "Misbranding by reference Lo premarket notification” (2! CFR 807.97). Other genzral informatior on your
responsibilities under the Act may be obtained from the Division of Small Manufacturers Assistance at its toll-free number
(800) 638-204} or (301) 4435597 or at its Internet address "hitp/fwww fda govicdrhvdsma/dsmamain html”.

Sineerely yours,

; <Y '
-
N ,_f((‘u,.t L,',j/]_ .

wallian Yin, Ph.D. 7

Director, Division of Reproductivy,

Abdonunal, Ear, Nose and Throg

and Radiclogical Devices :

OfTice of Device Evaluation

Center for Devices and

Radiological Health

Erciosure
2%

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ,7-2_}
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AG | 8 1G98
510(k) Summary
for
Inframetrics InfraCAM-MED
1. COMPANY NAME AND ADDRESS

Applicant Name and Address
Inframetrics, Inc.

16 Esquire Road
North Billerica, MA 01862-2598

Contact Person

Michael Paulding, Medical Products Manager
781-670-5555

Date of Summary Preparation
July 1, 1998

2. DEVICE NAME

Proprietary Name: Inframetrics InfraCAM-MED
Common/Usual Name: Thermographic Camera System
Classification Name: Telethermographic System

Surgical Camera and Accessories

3. IDENTIFICATION OF THE PREDICATE OR LEGALLY MARKETED DEVICE(S) TO
WHICH EQUIVALENCE IS BEING CLAIMED

The Inframetrics InfraCAM-MED is substantially equivaient to several legally
marketed infrared thermography systems, such as the Opgal [VA-2000 distributed
by OPGAL (K951806), and the Inframetrics Model 535 Infrared Medical
Thermography System (K822729).

Inframetrics, Inc. 510(k) T/1/98
Quequﬂgﬁmgm&ckﬁglé\@WB/DlD at CDRH-FOISTATUS@fda.hhs. Qev%%ﬂ%?%-ggég E-:
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4. DEVICE DESCRIPTION

The InfraCAM-MED is a small infrared camera with integral high-resolution CRT

r. Itis a battery operated thermal imaging system that is completely self

viewfinde: ' .
contained with integral TV compatible display. The InfraCAM-MED is qualified
image camera. During

to MIL STD 810E. The camera head houses the thermal |
. fore it is not covered

surgery, the camera is situated outside the sterile field there

by a sterile drape.

5. INTENDED USE

The InfraCAM-MED is a non-contact, non-invasive, non-radiating, thermal
(infrared) imaging video camera imended as an adjunctive diagnostic device for
viewing heat patterns generated by the relative surface temperature of human heart
tissue and vessels during coronary artery bypass graft surgery. Images of the
exposed heart may be capturad as a black/white video image using VHS/SVHS
videotape, or a black/white still image using a thermal image printer. The
InfraCAM-MED Thermal Coronary Angiography imaging camera may be used (o
perform the following:

« Viewing and documenting temperature differences between myocardium, graft
and vessels distal to the anastomotic site generated by the injection of cold or
warm fluid into the proximal end of a vein graft.

« Viewing and documenting temperature differences between myocardium, graft
and vessels distal to the anastomotic site generated by blcod flow after release
of the cross clamp(s) on a arterial graft.

+ Viewing and documenting temperature changes 1o the myocardium during the
retrograde or antegrade perfusion of warm or cold cardioplegia.

6. A Statement of How the Technological Characteristics of the Device Compare
to Those of the Predicate or Lezally Marketed Device(s) Cited

The Inframetrics InfraCAM-MED is substantiaily equivalent to the Opgal IVA-
2000 and the Inframetrics Model 535 Infrared Medical Thermography System in
intended use in that they all are intended to visualize and document temperature

Quelabrametsicecird A/ SDRMOCE/DID at CDRH-FIIBATUS @fda.hh 1-796-
Inframetrics InfraCAM-MED @fda.nhs.09. 5438 796?%;?5-2
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changes in tissue temperarure during coronary artery
bypass surgeries. In addition, the InfraCAM-MED is intended to vic_w and
documnent temperature differences berween myocardium, graft and vessels distal to
the anastornotic site generated by the injection of cold or warm fluid into the
proximal end of a vein graft, view and document temperature differences between
myocardium, graft and vessels distal to the anastomotic site generated by blood
flow after release of the cross clamp(s) on an arterial graft, and view and document
temperature changes (0 the myocardium during the retrograde or antegrade

perfusion of warm or cold cardioplegia.

patterns and temperature

All three systems have various design features in common. Neither the InfraCAM-
MED, the Model 535 Infrared Medical Thermography System nor the [VA-2000
is in direct contact with the patient. The systems vary in components and
accessories. All three include a thermal image camera. The [VA-2000 and Model
535 include a CCD camera, videocassette recorder, and thermal printer while the

InfraCAM-MED includes only the camera.

Unlike the TVA-2000 and the Model 535, the Inframetrics InfraCAM-MED does
not allow image capture and storage for subsequent retention and/or review, The
Inframetrics InfraCAM-MED and both predicate devices display images in real
time with the capability for printing and recording. The IVA-2000 and the Model
535 use keyboard entry of relevant procedural data, such as patient identifiers.
The Inframetrics InfraCAM-MED does not provide for data entry or overlay of
information on the image whereas both the Madel 535 and the IVA-2000 do both.

The InfraCAM-MED displays the thermal image in 256 shades of Black and
White, whereas the [VA 2000 uses 256 shades of Black/White or Red/White. No
color bar is utilized. The Model 535 is color selectable in 6, 10, 14, or 20 colors.
Neither the proposed InfraCAM-MED nor the IVA-2000 displays the *~mperature
of the target whereas the Model 535 displays temperature in degrees. The IVA-
2000 is software controlled. The Inframetrics InfraCAM-MED and the Model 535
do not utilize a microprocessor for any function.

Additionally, both animal and clinical testing were performed using the InfraCAM-
MED which showed that the InfraCAM-MED performs as intended.

Inf_rarnctrics, Inc. 510(k) 7/1/98
Questiensa &R fFRALIDRWEBE/DID at CDRH-FOISTATUS@fda.hhs oN301-79>83480 3
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THE BALES TIP™

« is completely programmable,

« provides the highest image resolution possible,

« allows display of multiple dynamic windows containing image data of any size

or shape, in color and/or grey scaie,

« offers many analysis modes.

The Bales TIP™ system is capable of conducting screening evaluations according
to user demands and expert system considerations. “Popdown” menus greatly
simplify operator inputs. System modules are completely interchangeable without
recalibration to minimize user downtime in ihe event the system configuration must
be changed to meet patient or practice demands. Over the decades of military and
industrial infrared imaging development, a system even beginning to approach this
level of sophistication and ease of use was considered impractical by aerospace or
military contractors or government agencies.

The optics unit and central processing unit of the Bales TIP™ are really
“handshaking” computers which health care professionals can instruct to perform
a wide variety of special applications. The high processing speed and 1ndustry
standard operating system allow the Bales TIP™ to be immediately configured for
changes in test parameters and environments. Special requirements for control of
peripheral systems do not require additional system hardware because such controls
are already built into the system. Upgrades to the system, specialized instructions.
display menus for test procedures, forms for test results, reports, ... are simply a
matter of loading software from a diskette or CD-ROM. The design goal was to
design a system that would allow any module to be replaced with any other similar
unit. All the User has to do is plug the new module into the space occupied by the
old module.

The Bales TIP™ design assures that the complexity of the programmable system
is invisible to the health care professionals using the system. The graphic user
interface (GUI) allows a technician without any prior experience with computers 0
learn to operate the system in a single afternoon.

The Optics Unit contains all the detector linearization and temperature calibration
data with associated circuitry. Changing optic units does not require on-site system
calibration or require that the entire system be sent back to the factory.

User image archives and all test procedure software are actually stored on
removable and interchangeable media so no site information is lost or temporarily
uravailable when installing another CPU.

Qe

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 f/?
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The following figure shows the system modules:

Central
Processing
Umnit Laser
[C_\_/,:JD Disk
—= =F —
— A
Color
Printer ==
— ]
I i
@ | i ‘ {\ | ' Color
] }) . Monitor
4 | ‘
J

Optics Power Mouse

Unit Conditioning | N
ot Keyboard @

The Bales TIP™ System

Optics Unit

The optics package contains its own microprocessor and allows the user to select
frame rate, image density, and image parameters. In addition, the unit contains two
blackbody sources for self calibration and 2 means of automatic and manual focus.
The optical system is comprised of reflective elements scanning “outside” of the
focusing lens for linear, coma free, optical resolution. The infrared detector is a
single element for maximum sensitivity, cooled by liquid nitrogen or a closed cycle
system. The optics unit will view a subject in either a horizontal or vertical position.

The optics unit is the heart of any imaging system. No final displayed image can
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Bales TIP™, reflective optics are utilized in a linear scanning system with ail

scanning elements outside of the focusing lens. This type of scanning system is more

expensive to manufacture, but the result is a distortion-free high resolution element

at the detector plane.

Thermal Resolution

Temperature resolution is a major design consideration in all thermal imaging
systems. The Bales TIP™ uses an analog to digital converter (A/D) to convert the
analog image information from the infrared detector array to digital data for
processing and storage. The accuracy of this system determines the dynamic range
(the limits of the temperature range) of the instrument. The Bales TIP™ utilizes a 12
bit converter with an accuracy of one part in 4,096 (99.999+ %). The dynamic
range of any system is determined by multiplying the minimum detectable
temperature by the resolution of the A/D converter. For example, the minimal
detectable temperature is 0.0125° Centigrade and the A/D converter is 12 biis (one
part in 4,096), the dynamic range is 51.2 degrees (0.0125x4096) and the system
can detect changes of 0.0125 degree Centigrade throughout its full dynamic range.

The detector type and imaging wave length (A) are optimum for medical infrared
diagnostic imaging. Essentially there are two general classes of detector materials,
placed in various assemblies, employed in thermal imagers. These are indium
antimonide and mercury cadmium telluride (MCT) with perhaps several added
“doping” agents.

Indium based detectors are generally used for high temperature applications, such
as viewing jet engine exhausts. Indium based detectors are most responsive in the
2 to 5 micron () range, or approximately 300°C.

MCT detectors are primary used for low temperature applications where small
temperature differences are of prime concern. MCT detectors respond inthe 8 to 14
micron (x) range, or 30° to 200° C. range. The 8 to 14 micron range is consider-
ably more useful in for medical diagnosis and provides a good signal-to-noise ratio
while accurately measuring small temperature differences. The Bales TIP™ utilizes
a single element detector responsive in the 8 to 14 micron spectral range, with
specialized filters when required. A single element detector is used in order to
achieve maaimum resolution with the best signal-to-noise ratio. Detector arrays are
limited in resolution to the array density and limited to the system sensitivity of the
least sensitive element.

To accurately measure absolute temperature the system uses two blackbody
references, an ambient temperature sensor, and lookup tables containing calibration
data for each detector. During factory calibration each detector is computer

compaied to a blackbody standard over the entire temperature range. Over 4,000
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Outline of instryment

The Thermoviewer 500M is a medical infrared thermograph
which detects infrared rays emitting from the human body
curface and pregents theiminute temperature differences thus
detected — in the form £ a thermal imége. Fully meeting
the specifications which will be included in JIS in 1582,
.this infrared thermograph is expandable for diverse applica-
tions. . 0

besigned for non-contact, passive measurément {the instrument
emites no radiation or radio wave), the Thermoviewer S50CM,
when used for clinical diagnosis, can catch bloed flow,
inflammation and metabolism without giving the subject any
pain or disorder.

Concept of instrument development

With medical diagnostic technigues evolving in the
direction of overall image diagnosis, the thermographic system
is now pesitioned as an auxiliary image diagnosgsis system, with
its effectiveness being increasingly recognized. Moreover, its
market is expected to be largely expanded because its use has
become an object of health insurance. JECL's thermographic
gystem is expectad to dominate the market from the start as
it excels cother mekers of instruments both in hardware and
software, and this will push forward its future sales. From
these standpoints, we have now developed a new model which is
improved in basic performance, operational ease and reliability.
The regquisites for a medical infrared thermographic system are
as follows:

o Provision of software for medical diagnosis or system expandability
for diverse researches.

0 Sufficlent image quality and display performance to allow effactive

diagnosis.

Reliability of data obtained.

Data analysis function for medical diagnosis.

o Operational ease for hospitals where no exclusive operator is
available.

o No discomfort (such as noise) to the operator.

Ease Of servicing and maintenance.

o Profitability.

[= 2~

o

Ta meet the above reguisites and for its early develop-
ment, the Thermcviewer 5004 has been configured as shown in
the next page.

3
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3. Features

1} vhe sctructuval isorovement of the optical head has

allowel:

- Reduced noise
e Modular construction
e Closed construction

Feduction of noise is necessary for the Thermuviewer
500M because this model is designed for examination of
physiological vunctions and therefore should not give
the subject any disturbance. The modular onstruction
facilitates ~rvicing and raintenance and, furthermore,
enhances the instrumental reliability. The closez
construction is needad for observation of living human

bodies and esrwcially that during surgical operaticn.

2} TFrowvision ¢f a bullt-in computer in the display unis !.zs
enabled the Zollowing improvements 1n the basic per

manCye .

¢ Better image guallity
e ¢ Still image capability and resetting of aisplav
condicions |
¢ Biyital Jisplaer of the temperature at an optional

point

The improcerant of trne basjic performance is what every
physician hoprs for recause it allows him te read Limages
accurately. Since all data on a patient can be obtained
by 2 sinylez pnotcgraphing, hemiplegic perscns and
patients who cannot stay still for a leng time need not
undergo a-zlunged exumination. The digital display ol
the temperature at an optional point, which is two-
dimensional temperature display improved over the conven-
tional display on a single line, is effective for the
temperature “eannroment of stbiects of complicated shapc,

such as fingers ard faces.

®

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@(@X{hS.gOV or 301-796-8118
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3)

In order to lmprove the operational and thercfore

diagnostic =zase, the following fraturcs have been adopted:

o Automatic focusing

* Automatic image reversal (with auxiliary mirror used)

® Autcmatic temperature courrection (with auxiliary
mirrer used)

s Automatic temperature level setting {2 modes)
» Display of date and subject number
o Increment of subject number

° QObservation CRT and recording CRT provided separately

e Function key operation

The Thermoviewer 500M's operatiohal procedure consicts
cf field selectionin the same manner as an ordinary
camera, focusing, adjustment of the brightnesc level,
selection of the optimum display rmode, entry of the daka
number, and recording.

Since the Thermoviewer 500 is tighly automated, the
opcrator necds no operaticnal skill, but only the
knowledge about diseases. Moreover, since all tempera-
ture information can be recorded by a single photograph-
ing, the operator is freed from the trouble of rephoto-
graphing.

Use of an opticnal attachment allows field selection to

be carried out under remote control,

- 4 -
e
Tl e AT

L~
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@QH‘}\S.QOV or 301-796-8118
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4) Thanks to the builc-in corputer, the following data
processings can be performed merely by adding a keyboard
{including software).

s Average temperature computation (4 channels)
e * Maximum temperaturc computation {4 channels)

¢ Antomatic data ccllection by timer

° Horizontal/vertical waveform display

° Comment display

The average temperature computation has expanded standard
diagnostic data from the point to the area level, thus
cpening up the way to image diagnosis.

The automatic dato collection by a timer is effective: for
diagnostic purposes in that it allows transient phenomana
to be detected while giving the subject various loads.
This feature also reduces operator burden and enhances

the accuracy of data obtained.

-5 -
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B Thermoviewer | Thermoviewer |
500M MC/HD
1. Basic
performance  Overall © O
Temperature resoluticn @(s/N 1mpggye~ O
Image resotution © @
Scan time © ©
Number of scamning l’nes O @
Display system © O
Consale structure @ a
Noise ° © FaX
Sti11 mage © b
Temperature direct readout @ N
2. Functions Overall @) A
Expandability 2 Fal
Automatio:‘\ © A
Operational ease ®) o
Field selection @ Q
Focusing ® o
Temperature setting © Al
fuxiliary mirror correction @ RC alone
Display '®) Pt
3. Service
maintenance  (verall © AN
Unit exchange ) X
4. Design Dverali: , ® o
5. Prige For 500M functions @) Fay
For basic O O
@ Excellent O Good A fverage X Poor
— 6 -

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hb?s%or 301-796-8118
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4, System configuration

Black bod
LNy vessel foic 0dy
TG-LNC ‘calibration
TO-BBHNC
. i I
Auxiliary
‘mirror 2 .
TG-MRS Haintenance
- [epU Snterfacal . HOST
r SV dnterface e opy
Hagni fying e
lens 2 E ré .
T6-MLA05 Q) : Keybgard
: f{Observa-f —r . TG-KBB
® L
[}
1 .1
Console 5 =N\ —
| H " - Color
b :
hr-0s8 “y A | displey !
S Noeow ,’ monitar l
JTG-500M j‘ I TGO
,hand stand i
TG-0SE Recording
VIR interface | 35-mm photo- | |Monitar photn-
isystem ‘graphing graphing
1G-1fFD lmechamsm mechantsm
| TG-ADCE TG-YCB
- _‘__________.._-»——--
T racer numLABLE COPY

147 y
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FO|STATUS@fda.€ﬁ§.éOV or 301-796-8118 > ‘
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B —

8. Thermoviewer 500M specifications

o Optical head

(1) Temperature measurement
range:

{2} Minimum detectablae
temperature difference:

{3} Scan time:
{4} Scanning lines:
{(5) Horizontal xesolution:

(6} Measurement field:

{7} Pocusg range:
(8} Infrared ray detector:
{9) Ligquigd nitfoqen supply:

(10) .Temperature range:

{11) IN PROCESS indicator lamp:

{12) Construction:

(13) Weight & dimensiona:

© Display unit

{1} Center temperature
range:

(2) Temperature width
setting range:

{3) Number of picture
elements:

~ 8

0 to SO0°*C.

Less than 0.05°C.

2 8 (8-s when §/N is improved).
240.

300 lines or more,

20® wartically, 25* horizon-
tally. '

22 cm to = from instrument front.
HgCdTe (cooled by LN3z).

Cne filling lasts 1.5 hr or more.
10 to 40°cC.

Lights up during data
collection.

Simple, closed type.

Approx. S kg.
165(W} x 178 H) x 310(L} mm

{fnot including projections).

¢ to 50°C {in 0.1°*C steps).
0.5 to 30°C (in 0.5°C steps).

240 vertically, 256 horizontal-
ly (in measurement field, 230
and 258, respectively).

TBECY AUANLRIF ot |

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

Sl



TR

Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

{4) Frame display system:

(5) Frame display items:

i (6) pisplay modes: -
o Normal display:

o Black-and-white
reversal display:

o Step display:

© Isothermal liqg
display:

o Cross point tempera-
ture display:

© 10 point temperature

o display:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs%g}/%r 301-796-8118

Pseudo real time display by
TV scan.

Temperature distribution image,
gray scale, center temperature,
temperature width, tenmperature
on gray scale, date, ID pumber, .
suxiliary mirror reversal aign,‘
igothermal line temperature

{in igothermal line digplay),
cursor cross point temperature '
(in point temperature display),
point temperature and its
positional marker (in point
temperature display), operation

symbal.

Blackeand-white continuous
brightness chango.

Black and white in normal
display are reversed.

Brightness is changed every
20 % of temperature width.

Areas having the temperature
corregsponding to the selectad
2.5% region cf the temporature
width are displayed bright.

Temperature at curgor cross
point is displayed in real time.

Temperature and positional
markers of up to 10 curser
cross points are displayed.

e
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T tevatpne Ten il o L s
TR LR T

‘o

(8) A

*
]

s (9} A

R0 TR T T i
{7 0pcrationn1 functions

¢ 5/N enhancenment:

o

Cauxfliary mirror: 4

Sy o ek
ECEEE s !

o Fccusing.

-

Date display:

< -

ID nunber diaplay:

ID number increment:
IN2 alarm lamp: '

LY

IN PROCESS indicator lamp:
SCANNING indicator lamp:

ut@matic irage re!arsal by
i

utomatic temperature
correction when auxiliary
mirror is used:

- 10 -

Auto/manual !ocuaing ia possible.

y Temperatura re-q;utioniis _; ;;:.

tha abo-.-e' alsq passs.ble.. _
Year, month. and dqy O:*Optional-
-1y seleéted 8 numerals can be
1nputted and displayed.

§ digits can be inputted 'and
d13played.

§

Ib number ia increased

Lighes up 1mndhiately bsfore
the Nz 1n detector rung: shortp

Lights up during chPdter
-operation. '

Lights up during Gata collection
by optical head.

Imdéé'is'antamatically reversed - -
and corrected when auxiliary
mirror is used. '

Tempe:ature'aiéplif i auto- -
matically corrected when B
auxiliary mirror is used,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hﬂs%c{v or 301-796-8118 245
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{10] Monitoring system: - Observation monitor and
recording monitor built-in.
{11} Power consumption: 370 VA. 20
. {12) Weight & dimonsions: Approx. @i ‘ _
700(W) x 1B1S5(H) x 800(i} mm

tnut includihg 1:‘>z'~:>;j"e‘c]‘t:'h."nm).'vj

b. Optional equipment specifications - - o ‘;’f.y&af
1) Auxiliary mirzor: Directs optic&l axis dginwéxd.IQG;).\ ;o

2) Magnifying lens: Magnification approx. 4X.
Horizontai vesolution = 100 um or less.
Image uniformity 0.5°C 6: less (for
50°C black body).
Effective field covers almost entire
, frame in image uqniﬂc{ttion mnede,

3) Censole: Driven by remote-~controlled SW provided
~on display unit.
- Vertical shift up to 1100 mm.
‘ ' * Horizontal shift up to 280 om.

4) Hand stand: Discriminatior between fingers and
background is done by putting ice water
in developing tray.

5) Keyboard: Functions
Average tamperature computation
Y T L 5? ‘ (4 channals).
Max. temperature computation
{4 channels).
HV temperature waveform display.
Automatic data collecticn by timer .
Comment display.
Keyboard is of the type built into display
unic.

- ¥

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.g&/%é’m-796-81 18
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o EETI - S R I B C T T e T T e T A TR TR AT T Pk“ 'W\T%m
? ‘ ,-‘ '..- ),- , nonoe v --'-.. : " b

fﬂg : ' €). Color display monitor: HMonitor size 14 inches. . "'ﬁ{j.““g,;
gi o : ' Display system  RGB. o -f
{ A Color tones 15 (cne color tona is
fiﬂb displayed on 1/10 af temperature

}i 'A':': '7) ?iéni‘idr_photographing
o ‘mechanism: -
el 3 ‘““A _ Camera L35 mm iypé
te ' : T ‘”.‘, :
BEEE 8) 3S-mm photngraphing . S ;o
i L mechanism: Cmra Oly'mpus oM~1 '(aut'o-winde_: -k

Pilm senaitivit:y ASA 400,

9) VTR interface system: Reco:dinq/reproduction system
"M mdulation .
All data in temperatu:a range used
are racordasd and reproduced.
VIR SLO-333,

’. 10} INp: Capacity 10 ¢, & _?';:f."{

. 11y Black body for calibratisn: Black bedy temperature can b .
i fixed to"27°C, 15°C or 50°C.

NI I TN OIS TV DT,
Fraaine sty S 1 S T
B AR
- X a

TR R

M
3
¥
by
i
=12 - fAFassr————
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs,Q;&‘ 02301-796-8118 ~
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IR TP R SV PRESERRL L

Image Construction

Temgerature
width {°C)
N Center 2
*emgerature : . 3

' Date [0 nunber {8 digits) o ’i

Point B1.09.12 CT32:96 TW 5,00 10300000001
%Emgerature -~+-A 32.51 BJI%I2 - . O | M -
c & ,
: P “%
; ol Smbn'l shnwingfuse s
f . Tempef:tr:rlr' @/ of auxihary mi rror
-~ distribution
» image ; - I
' I sothermal temperat.:re
Pﬂint i S wi ] 32050 1QV81 ( c)
3 temperature
pasitional |
marker ' . o
Gray scale™ 3046 l 32.96 35.46 - B
SINY AR L Jhid=cross point temperatunt
7 /r 7 /I . (°C)
Lower / Upper e
temperature (Center : T By
- {°Cg temperature tgmgerature _ A\
; (°C§ {(°C L i
. Setting command
- Command asking h are not
: for conditions. (Some of the parameters shown ered A
' : setting disptayed depending on display mgdes. ;,{_;
LK
; r

o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hh&jgé‘y(c(r 301-796-8118
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DENARTMENT OF PIEALTH AND HUMAN SERVICLES
PLi. L HEALTH S OVICE
LFOO L AnD NG AOMIRISTRATION
St Sl GIVHING, MARYLAND 20910

CULT 20406

Mr. UVheet Katas
President
Dover, Lit.’

. _ ‘Ref: k812799 '
Grange, Calitorala ! . System =

Doar Mr. HKutas:

Ve have reviewed your Section 510(k) noctification of intent.to market the above
device and we have determined the device to be substantially equivalent to on2
marketed inm interstate commerce prior to May 28, 1976, the enactment date of ths
tedical Device Amendments or 1376, You-may, therefore, market your devica subls
to the general contr.ls provisions of the Tedaral Food, Orug, and Cosmeilic Act
{fict) until such time as your device has been classifiad under Section 513. At
that time, 1T yowr device 15 classd Ficd into either Class 11 (Standards) or
Class TiI (Premarket Approval)} it would be subject to additional controls.

Ganeral controls presently Tnclude regulations on annual registration, Tisti
devices, good manufacturing practices, 1abeling, and the misbranding and adu
zcion provisions of the Act. In ihe near future, the scape of geseral Conird
111 be broadened to include additiona’ rooulations relating to restricted
d.-uices, records and veparis, and otne .

~
e
B!

I

o

£7° vegulations and information on mectings of the device classification panels.
s ..~ recommendations, and the-final decisions of the Food and Drug Acministratl

N~y
{Fun) will be published in the Federadl Regists;. Ye suggest yod subscrips o U
. ~ pudblication so thet you can convey your views to FDA if you desire., Also, Nz
Faderal Register will notify you of any additicnal renuiremanis subseque
. Jwposed an your device. Subscriptions may be obiainee from the Superinte
of Dzcuments, U.5. Government Printing Office. Washington, 2.,C, 20402, 5
iniormation zlso may be roviewsd in the Office of the Hearing Clerk, FDA
5609 Fichers Lane, Pockvilie, MO 20857,

7.
antiy
ndznt
ogs

—a

h

vris Jetter should not be construed as appraval of your device or it3 ladzlinc.
17 you desire advice on the status of Tabeling for your device ar other .
information portaining to your responsibilities under the Act, please conta
—ha Bureau 07 Medical Devices, Division of Compliance Operations, 8757 Zeor
tvenue, Silver Spring, MD 20910,

-
-

'

~
-
]
=

Simncerely yours,

S

Robert S. Kennedy, Pd.D.

I 43cociate Director
‘ for Device Evaluztion
Surcay of Hedical Devices

=

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gg)q?rf}’(ﬂ -796-8118
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230,
) (-) L-g w«d/g H
1605 AN STREET

ORAMNGE, CALIFORANIA 92657 TRLNT et
; (714) 532-3110 ' T

r‘\\
¥

-
(B
"~
R

Septenbar 28. 1081

Food and Drua Adoinistration

Burcau of Medical devices

Document Contyol Center (HFK-22) o ATy
8757 Georaia Ave. oy ia v
Sitver Sprinas. Harvland 223810

Re: 570 K Registration
Attontion: Document Control Zlerk

Pursuant to the reauirement of Section S51C ¥ of the Food. Drug
and Cosnetic Act notification is made of the intent of Durex inc.
to manufacture and market the followine devica:

Covaonsusual nams - Thermoaraphy Svstom

Classification Kane: 90 I¥M

Proprietary Moiwe: Dorex Conouter Aided Thermoaranhy Svsten
Establisiwent Reaistration Ho: 200347

rorformance Standird:  Hone

} Substantial Eauivalance; The Norax Thermooranhv svsten the
! same dasion. which has heen manufoctured and sold since
January 20. 1570, nas baan nterfaced Fo a mini eannter
ta stove. vetriove and sviract information throuah & -
desioncd software sroaram. Tor the ourpose of information
cnhancement,

Please do not hesttate o contact me at {714) 538-3110 3§ wou
hava anv avestions ranardinc this submission.

Yours truiv.

ST T

DOREX TNC.
- - L

Prasidant
Enclosure:

Darer 1ilorature
Ana 1iternture

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hh@.éb\&'ﬂor 301-796-8118

He wopld anvreciate wour earliest attention to this 510 ¥ subwissicn
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PRELIMINARY DATA

SYSTEM DESCRIPTION
TREX COMPUTER AIDED THERMOGRAPHY SYSTEM (DCATS)

Quz-itative Computer Processing. The Dorex Thermography System datects the

infrarzd emissions from the body and outputs timing signals and analog data
representing a map of the patient skin temparature pattern. Analeg date 18
a2 voltage level which is proporticnal to the skin surface aatural thermal
radiation, which is convertad to digital data far subsequant processing by tha
computer. The Dorex dats is digitized into pictura elgments caiiad piz2
pach of which is assigned one of 256 gray level values depending upan ing
prighiness (thermal radiation) of the corresponding point on the patisnt. Tha
digital picture dota is siored in computar mamory in real time {as :r2 Dorax
equipinent is scanning the patient the datg is digitized and stored in mznory..
Suhsequentls it is stored onto the disc for pimanent storage, haing rocallzd
to 5~ computer in a pres.rormined segquasce for sracesaing and visual prasenta-
} +ion on the video mopitor. The DCATS consists of: terminal computsr, peripheral
equipment, analog to digitail cenverter, dual disc starsge systom, ot mateix

printer, fibar optic priater and video monitors, el interfaced to the Lorex

Thermography System.

keyboard Terminal. The terminal ccmputer centrols the functions perfomed by

the other system components, obtains fastructions stored in memory, acceptls dota,
manipulates data according to the instructions «nd communicates the resulis 10
the outside worle. Tha terminal computer systom operaios with the disc aperati%g
system. Programs are assembled in modular form end continuity Setween each

module i3 undor software control.

f} e
1 7 Questions? Contact FDAICDRHIOCE/DID at CDRH-FOISTATUS@fda.hhs.gav or301-796-81 18
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SYSTEM DESCRIPTION {DCATS) Page -2-
. . 0
Se?eciab!e Temperature Range. Three sansitivity renges are available: 5.47°C,

12.8%: and 25.6°C. Fach range s divided into 256 gray levals, for a range of:
L. 0
25.5°C temperature resolution is 0.1 £
12.8°C “ . v 0.05%¢
6.4°¢ " " "0.025°¢C

' - . - 4 Fd [l ¢ saal .:
DCATS tewperature source calibration 15 traceable te certified U.5. Burcau 0

Staudards.

3 ' LF T res GEian 1Jdoptifyiag manimun,
Tomperature Disploy of Selected Video Arza. Bresentaticn Tlontifying naxas

o - - R NS I
moan and miniwust tewperatuves of selected arsas 3ar wigdy.

i

i 5 i 7 q GC neor Tine -5 ?L‘ LC“D‘.
Dflaction Hodulation. telectable 15 - 40 - GC sovn Tines, displsying i

distriburton over the entive fieid of view, permitting sogorature readout o

a4 solected vave foro.

Selectable Isotherm Displuy. Options are avzilable for selecting 3sgineyis 10
Ly 20 @
311 areas within 0.77°C, .

inposed oo the video, or separataly, displaying chosen temperatures cnd delat!

others from the display.

h

An|

Ponuagent Dise Sterage.
Discs. Patient history and themmog:ams stored permanently on @ magneli

disc and may be recalled te the competer Yor display and analvais.
Alpha Mumeric and Fiber Opiic Printers, A Dot Mateiw ine Peinter provides B

= ~ At e = T bt “
alphanumeric characters and grey level grapnics. ihe riber Jptic Ve Gray Lov

Quedtions? ContactiFEDA/CDRHOCE/DID 4t CORHFOISEATUSEAahHHY GOV ot 3D #56-8118

1<

rature

2% g.5%, 1.0%0.  The isathena may be viowsd supsr

Dual Disc Cperating/Famory System, with 2-inch Fiorpy

Poomnmory
e

PeRe
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SYSTEM DESCRIPTINN {DCATS) Page -3-

Movable Cursor. fyte positionar - a movable bright spot cen be placed in an

i et S e e e i, T

area of interest for temperature analysis, displaying absolute and correspound-

ing tewperatures.

3 Menitur Display. Three 9-inch nonochrome video menitors are wtilized to

display data, prograu coptent, viuweo inage, etc. One monitor prasents step-
hy-step instructions to tho ocperator, with simplified instructions and ute

of a single key on the cumputer terminal. One presents the selected thermo-
grams, with a choice of videe either "black” or "white” as hot, and the third

- b

qoniter is utilized for diagnostic purpeses, far deflection modulation, 1305

e}

o0

1 E o v e . e - mne Ry 'LE'
or magnification presentalions. nata on any of the video menilors Moy he yrintad

for hard copy recard.

futomatic Focusing. This assures quality facused thermograms. Focal distanca

is & inches to 20 feot.

. -~ . - - . . 1 ! e ',‘.3.1 ‘_“.‘ e
Rotatable Scay Head. Camera hoad S5 vobgtable through 270 degice ranga, alic

ing flexibility in patient positioning -- eliminates neod for external wirrors.

Coloi. Color pevipheral is incoroorated 10 & high resolutinn colar napnics

and alphanumeric hoard, groviaing full caler dispiay.

Syesrelry Heasucement.  An optisn ¢f the softwara srograws provides the oparaisr
capebility to divide selected areas of the thermograw into sub-areas and compars
the tomperature of these sub-areas te determine differencas in high-Tow-and

average values.

Ct €
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hh%%b\; ol 301-796-8118

>
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PSR PPL AL s e e Y et 0 Wt Gt et
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MLRTCAL THERMIGRAPHY

r The Dorex medical thermography system detec;s skﬁq ;emperature em?sEiOns
?) optically and cenverts thew electronically into visible thermal maps

(tharmograms) for study. The conversjon_frOm pptics 1o g?ectronacid?s )
achieved through a small infrared radiation detector (tberma1 ;ran;ﬁJcer
developed by the military for night and jungie observation equ19megui

The thermogram is presented on a cathode-ray tude (CRT) in meaningfu
shades of gray. A tem-increment gray scale 1S used, with the 119h}er
shades representing warmer areas and the ugrker_shades representing -
rooloer areas. Permonent copies of thermogram displays ere obtained wii
an oscitloscaope camera.

The hieat pattern represented by g.ay tones 1n_the thermogram 3s der?reu
Trom various factors. There are differences in the skin anc undar it,
and in the thermal conductivity of undeclying tissves. Skin that i3 in-
flered, swollen, or sitvated direcily obove veins, infections, cancers,
and Lruises will appzar hotier that nocmal. C;nve(3e1y, e over.%r33§
with ¢ decreased blood supply ... characteristic Or arLer1OS:1erqs1> f?qA
thromhosie .. will appear cooler. Hiir, beczuse it has nd Dia o vessels,
alsn appear: cool.

ol
oy
iy 1

Thermaurams can be chieinsd of 211 parts of the body not cowared ™
Tha valuabie diagnestic information thay furnish can Tocalize er

pediate concern to the physician.  Thus, in many situations whera
nary ¢tinical therigincter wauld Lo inacequite, the pregress of 4

officacy of therapy can be nonitored by 3 sprien of thernog-aph

VD
)
IV
3
1

L
L&A TR
(R -
4
2,

M o~
L
(PR & IS LS

[ohal S

1

[had
o
s
n
L

“ Seczuse every perstn has his or her awn heat patierns, and ?fcause patic
] vary widely in appesrvance, skiit and profticiency arg graduai.y dgye:op;d

' the imerpretation of thzrmograms ... in fuch tn2 same way that the ra¢
cist ncquires proficiency in thz nterpretation of k-ray fwl?s, whacnﬂa

tre & wospic of grays. Also, as with Jereys, unp 2025 N0 usu??]; coie

3 diggnostic conclusicn without vecourse to other neasured suinies o E::

t
i 3 3 i FET t fore Orasoour
ful eppraisal of cympioms, physicail 53gns, and ocher lavaratory procaiu

e ]

(a8
a}
o o
L&
i

|

o L e e

[

Some thermographevs prefer the gray scale inverted ... black rCFFESE“E?fU

hot end wiite represanting cold ... espgcﬁal?y fav brest cancer, a? hnfr

grounds that the husan eye 3s mare sensitive 1o black Lth white. In t:§7'

inverted mode, the subtle hot spols and vendus patierns may be more requ; ¥

discerned in black. For this purpose, the Dovax systei may hz irveriod oy
R setting the Mode Switch to Videzo (tuverted video).

Boecause the temperituve range acig

a given area (diffgrentie’ tomperaturd;
may vary fram one paticnt ¢ the n G

S
xt, and from ouz body areu o anoihaf, tha
Doray systom has @ unigue Boito-T (for differen;ia] Eemperatgre) antroa.
Sasically, Delta-T is & two-part switch. Rotation of a r2d inaney xnty S2-
tormines the thermal boseline (lowest tewperaturs to be ropresented Qy thz
gray scale}. Thus, the thurmogram may Le sai at the thermal Teye} nf th?:
person or bady ares being scanned.  Turning the duter biack 4nab o one O

’ n

S 4o y T pm e st - P T W o ,-_j-“:'-,r N
51y povitions deterinines whether the (0-increrent grey scalte (wnich Fa<05 ¢

.'\l
S

o

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

F$2



Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

T A S N2 2 SR 7 AL HPATI PPN
5SS M
Y avery thermogram) will represent 2 }0-dagree vange (whcrejn gach shede
s of gray represents 1 degree €.), of some smodller fange, 271 the vay
‘:) down t0 ) degree [whevein ecch shade represents .u degree C.).

This range variability enables the opurator ic adjust 25 hecessary to
obtain the most effective map of a given area ... possibly B degrees

for the entire body, or 4 dagrees for & fool of the forehead. Oncf.?n ]
area has been mapped in its broader range, a closer ioog may be obieine
by reducing the range, which results in greater resciution.

APPLICATIONS

[N
e

M

Thermogrophy has filled a long-Telt need in diagnostic me?&:lpe\_anﬁrtn_
js @ wealth of documzntation to support this statgment. in thousancs of
exaninations, thermography has been instrumental in the detection of sucn
diverse conditions o5 primary cancors (se]chonta?nec)? 2ta ot !
{whare céncer nodulas have been reteased ffom their gr191na] 51Le,“an%‘_
snread to other tissue), fractures, contuswons,_heranteu discs, g;osefws.
shecesses, arthritis, terdonitis, and varicus winds orf vascular dtseasil
Py of these disordezrs can be dizscaversad thrau?h thermogrdfhy eu-nﬁbe;m;
toe onset of the usual recognizablu symptoms. AL present, Lhermogrcph{ j
be inu emaloyed to dingnoss varicus types of wounds, triunas, and anne unj
v coatic diseases. [ther applications include dermato.ngy, drug Lhefapa'
ouisrvations . o 3+ trics, ophinalmology, wiggnos 1o surgery, and preatheiog

fitting.

s of thermography over X-ray in puthology detecticn

. , -
Ti abvious advanteg . . tien 13
posure to harwful rosalicens, 07 cther narmful emissions.

T
t* -1 there is no o

h
X

PRy P )

D

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

T AT

THE FUEEMOGPATHY SYSTEM

The Dewzs Thermography Dysten comprisas two major units. An Infraved
Canigre bouses an'optical system and an infrared detector.'.ﬂ qu;ra1
Comnole rontasns urocessinn electronics, contruls, and a video cisplay
tuba.  The twe units are intarconnected by @ crble and‘eqqup?d w@tn
caster . far mobility and positioning. Hore.c@prﬁtv Flexibility in
positioning is afforded by the Dovex cxciusive ro@acgb]e camara E%adr1
making ovor-thne-bed thermagriphy just as casy as it is of p%t?enus 51t-
Ling or stending ... and without the need or nuisance of s2iting up
pxpensive externol wirrars,

QXTI SYSTEN

The optical system oo
inug optics usiny reiloct
f

fee elumente whl poesiion aiyeecs siih g
AT OTs dre -

r
oruning onoimay

-
I

on the Tront side.
traip for conveying
OaL0 o woioctor ok,

isis ofF an oprical scanpiay nzChERTET SR LTTVETLS
1 1 .
S . o
ce of sufficient sizz end ¢i2

e

Vv arcanGged noan 20%
E‘. .\1 ‘.'

v

. . . i ate L
The seanning wicroer wpins ahiuv & warviZal axis (Wi

cuhgoot), resulting in ¢ scan alonn the horizontal niane
r

than, the antire foanning eochaniae 15 continualiy guing 9

nadsing motion, which enzblus the horizontsl] sconning tf Coar N
tho ton to the bottem of the ime cece in 4 seconds. I LIS LRnnET, e
enbtire dmage 10 covered, point-a20cer-nnint hWorizonta Yy, and Tine mTiov-

Tine vecticadly.

Focusing Tor disfancs from tho silgeot
T T .t 4

(ragmetely coporadiod Tran The cunmro)

in the opuicol syl

Lo ot tho et

o ! 5 S ER A oy g s o, P N e
Pacdieinion [roas erel poind OF fhe eodn Dottt Lmpingen Gt oo d pRolouh T,
; . ‘ i - Tt S o ey o
cavaing 10 to araorato 1109 Becn oa Mgt s .ywc1~-;
B B s LR i
tivwog e The Cavas o oot veling vhers Unas
) ) : oo D . ;
the v T jumege sninciys Casihingar pdatas
: N e - -+

widch wre conveyet by npvwe circutiry o oistou

toruretabion, sumiearie, tho ontigai swotos

. LR =

i J
sin o porgaplior end Ti-
1

PLs e bmr Los, RO

cn analovons signsll Tor amplification oo

T1 whideh, Lo auns or
A

e 4 4,/’
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 2")5




T aRITLLTS

STl

B

Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

The delector also 18 aipasod to o very similor Lhermal radiogion Troi
bachground sources, incluuing the Snoids walls of the cemera, and all
other surifoces which the dotecios cen-seoe either wivectly ov by
vellection.  Furtherrore, the dolecior generut?: e sigael due to its
Ov temporature.  Under those circumstances, the skin signat would be

Ay drovied out were it not passible to drastically cool the detecior.

henc1 shie Viguid nitrogen (Lhy) reguivenent.  Coaling is uchwcvad by
mounting the deisctor &t the Base af o Bewar flash conteining ligquid

nitroegen which reduces delector Le“wgr“turL to -321 degrees FoO{77 degrees

£.), eliminating substantiolly o3 buckground sntarference

Quirst o7 the infrered defsctor 95 processed D

contrnl and thea, do cosjungtica with position pi

sranning mechaniai, Tt de applizg o the contrdd

I ]t’ oar: $tluminates point oiter paiud, nnd

oo Fece of Uo o video tubo wilih anisnsiiies anold

>odinn ororresentod, AL b oend of o Toll o soan, o .‘3

c T SCpuUse c"" Lho qwrm,dr:?y

bies Roen farmsd,  Pocou

L, . o e
sy, s low o

1
P

- . L iea
D-up BOOADAGL

IRALDG PRCSENTATION

A osingle-line ansloq presentation 7ay be ohiained of any horizontol scon
Jive,  Thrs presentation is 4 singlc, Trragelar b crizantal Yine having
peake and valloys enalogous 19 Lhe temneraturns detected 2long the lengts
af that Yine. Two-dimeznsiunel portr a»:’ g hept in this mannar provices
3 userul tool in pinpointing the Tocation of a hot spot, and in uer.fy:n;
tomnerature 4ivferences observed in the video mide.  The 2a210g 2150 1S &n
ald 1n Tocesing. 8y gd1ua\”u5 forus Le obtain the sharpest peeks 2nd wil-
Teys oo a line, the syster 15 quichkly broughi into foous

SCALE EXPANSION
founigue Delta-T {differential temperature) switch enables the operator 10
set the thermal haselinme (lowest temperature) of tha thermogrom at the
tempereture Jovel nost effective for the study at hand, With the sare
swiich, the operelor way estublish the temperatyre differential across ihe

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhg.g%vqbr 301-796-8118
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Lot ' V.

10 shades of gray in the thermwvgren, The narcower the range, the
greater precision.  For exemple, in a 10-degree range, each shade of
s gray in the thermogras reprasants 1-degree ., whergas in o 1-denree
3 - renge, cach shade of groy repriionis .3 degree L

RECORDING

Peesnont records of video dysplays are obtained by a cemar _atta:hmen

and/ur a diyital dots output device. The camera attachmant ls &

oscilloccapa camere affised to the face of the video tube. WpeEn 0 pno

g:;pnwc record ¢f an image is ¢zsired, the nperator presses thﬁ cimﬁra
=3 .

contreY button and the comera pmotoqlaph~ Jne ccmﬂ‘c+° 4-'?t06 SCan
The cehiers aecomaodates Tile he'ders for r31;.c 11m or 3mj I T
negative Titmo o The outpal date device : :

along with pontoicning and tyns pulses o

to auturancd Systaoms,

fotrpicdl operationnl senuence U es ToT1o0ws:

1 Fosition puL13

) wust be ractin
natient area o

it in Tront of cnr:ra. or
ing, position camere uni
o be scannag

~

y Nohs H E R P < ;
AN LIS T FL T of corere head 52 Tost S0 S TR0

tiiyae
pationt stueraly

3. Ustny the analog made, select 2 horizont a1l Vine with
the qreatost dmnlwtuuu, then set it on HOLD., Witk
the Focun ¥aoh, adiust focus for distenco frow sub-
jecl, indizcated when the analog presentstion lokes
on the zharpest peuls and vallicys.

S0 SwWitch Trom osnelog o video and absevve full image
DI“CC')I}L{_: . LI’

L. Salect desired thormal hasoliae by turning rad anoo
of Delio-T Suwiton.

i
[an)
[
e

Select deocived thermal rungz of thomacren by
ing blacth Fnob of Duelte-T Switch.

7. For a photoygraphic revovd, fress the famzras [ont
buttan.

2N
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ,‘7




Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

Predicate Device Marketing Literature

Appendix G

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs@ﬁ@é’? 301-796-8118 jg/b
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s Camera unit
Tampersture measurement
range:

Dinplay manxaty:

..m- of dispiryad picture

Dulymodu

Point tempacature display:

Focusing:
S/N imorermment:
Temparrturs Mevel satting:

Power requitemeants:
Waight & dimansion:

0w &0

0.06°C.

25 18 3 when 5/N | impiaved).

240 lines.

300 ghermants.

2B” hotizaniaily, 20° vermically.

22 em to < fram crore unit fiont.
HgCdTe (eaalad by LNgl.

3.5 hr or moce.

Apgrex. 5 kg

1861w x 178K x 3101 mm !
tnot including prolections). i

010 50°C (in 0.1°F stepst.
0.5 to BA3C tin 0.8°C ataps).
VED . tnon-imarisced TV frame rate).

A ginals x 240 glxeis x 65,368
jevey (dapthi.
(Date memoty S1ores 1emparature in-
farmation an ¢ae ltame over the tull
tEMparsture Magsurament range,i '
253 pixsis x 240 phxsls x ud lavels ;
Idepth!. |
[Tampersture informanion only avar |
1

na temperatyte range 1o be diplayed
is tranafared from tha dets rmernary
for display )

268 ihorizonisl] x 240 fvertest)
Normel/black-and-whha in-
vertad/stap/sotherm /maznified
image.

10-pain? temperatures/crods point
1smperatume.

Auto/manugl focusing. i
Tempurature regslutian if improved :
walo'd tharrwically, :
Canigl tempecuiure is suiomaticsily set
t0 Tha avetape inage tempetsiure o
CUrsor <Ta3s point lampersiure.
tManual senting |s svalladle.

ACYCV, S0/80Hr, 3.7A

Approx, 100 kg.

oW x 1018141 x 830IL} mm

inet induding projections).

"Optional attachmen:

e A AL LR Dninta Tl it

Keyboards:

VTR systaemy;

Moble camners stand:
A% | pirron;
Magnifying jena:

Hand stand”

v camets systam:

Arm for coigr monitor
Uquid nltrogen containen

. Phatburaph B Color monitor imege.

T

« Al the Sversge and highest
teraperature vaiuss in ssch specsied |
ared Lt be displsyed o the soreh lup
10 four arses cin by spacifled), The

SVersge
mpmmuuwmmwmmm
whose tempecature b highes than the
swected base iovel, n ;

» Allaws harlzomtal and verticel .-
1mmmummumgﬁnw
lines to be dispiayed.

ommm:eumm

® Allows COMITNS to ba displayed.
Displays imagas in fiftesn color 0N 8
{lirch scrvan gnd ndicaten
tomparature ditferances ciastiy. Each
color Incicates ity own tembersiure
value.
Thatral kmages including ther
tempertum information over the b}
teTpdtature MERELITEN! renge can be
racordad on caEsotte tape and playad
pack undét cplimum display conct-
tions and by oatimum display mode
any time,
Driven by remote-cantroled SW pro-
vided on camaca unlt sod Laed conve-
niently for various spplications. 0.g.,
1aking & plotune of patients lying on
bed

Mirtor tar downward observation.
Can be vsad convenintly in observa-
tiay of & very &l chiect (engh ratic
&1
Canmhﬁww‘arm of
WMWmimm

Dkatnhnmmmmd
backgnond is done by putiing ice

witer in developing trey.

Radiatiin souroes (27, 36, S0°C) for
Temparatyrs callvmion.

Rmthwmﬂ

Smmrmmmmm
oatactor, t.au:ftvlu e

DEERT T TR
&’ Tl A '*1"-“'.5;“

S -.-.--.dZA-

B
R}
\
i
i
i
b
i
i
i
|

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS @fda.hh§G¥% or 301-796-8118

_;,ub



TR TR

AT

Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

| aa v T

You can ‘‘view” temperatures
temperature information on human body suifaces

Abnormal skin [amperarure is sign of the abnormality of the body. In fact, we can tell the abpormality of the hurnan
body from skin temperatures. Measurement of the temperature of the human body has thus been g traditional method
of making diagnosis. The medicsl “Thermoviewer™ is & JEOL thermograph which displays a thermal image of the
human body surtace coniscliessiy snd instantaneausly m °C. The JTG-500M a new thermagraph incorporating .
JEQL 's advanced computer rechnology, stores are frame of a thermal image with its temperature information in 8
data memory, displays the image at thiekar-free TY raie Lider most oplimum display conditions, and perform image

processing.

» The display Lot that incorparales a campuier ansures improved flicker-free images, and permits resetiing of the
display conditrens ang digital display of (he tammperalure 20 any point on the inage.

Automane focusing and aurcmatic tharmal level setting Save further improved operational ease.

A display man;r antd choregraphing CAT are separalély provided o make pholography speedy.

The compact kghtweight camers umt can he casily movad from place te place for ohservalion or transportation.
The camera umt s designed in a closed st 10 keed it free lrom dust and pthers

e mammmaima e mi mida ke fas lmmm e s et m s o SE o Arverteet

. a4 &

Questions? R
ions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs. "‘ork01-796-8118 ;UJ)
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with JTG-500M

input COmmang = —eed meriCJ WM N

Corrimend — -
ryady sign !

/

.

data undsr varying display conditions.

Automatio thermal level Sstting

age temperature of tha curse? £ross polit temparey
contor temperatuTe. R o

This function aows the best kmuge ta ba ohvaye

. Toe - '.Y.\ :
Ease of focusing — Focusing ia iniprotant for detet
farences i & vory smafl drea, Bither thiy gutosmatic Gr. i
bo salectsd. The sutomatic focusinig finddon ﬂ!ﬁiﬁ_

- Ry g e PR PO O LN

S . T g,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov3jr 801-796-8118 2“’?/
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Display Unit

Dispiay monitor
A large-size (97) CRT is used, which is
best suited to obsarvation of shap flick-
ar-treq (Mmags.

Switch for S/N
impravement—————-=--= -

Temparstuie tasolution af the tharmo-
gram can bs improvad by this switch
tvealold (iheareticaliv).

Oparation Switches 0

r

Stores every one frame of

new data repsatedly over the
{uil temperatura measuie-
mant range.

[FOCUS): The tharmal profite s dis-

played on the focus monitor,

and either automatic of

manual focus mode can be

CRON J:

A | Automatic loucusing
ANUAL: Manuat focusing
[CFRZ_J: Stosing ol new dats is
suspendad and the image s
frozen.

Display modes©

Vangus disglay medes can ba selected,
in sddition 10 hormal moda. It ia Ziso
possible 10 combuwie vesious disalay
modes.

[ INVT_I: 8tack-and-whue nverted
] moode
[(ETEP ]: Step mode

FMGF_|: Magnitied image mode atea

ratio 4:11
T8 - lentharr mada-

Tamparature level setting
switches &

In iniiial setting, the canter tAMpeTature
ICT) is sat to 30°C. 1t is also possible to
sl other CTa by oparation ot this
switth,

: Can be {resly set by the
GPeratos.

[AUTO]: Autamatically set to the
average image temparatura.

[TWMAG |* Automaucsily sat 1o the
1emperature at cursar cre
goint,

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov Oi 3/01-796-81 18
5

|
Keyboard——
Panmitc imags PIOCESSNG @xparaion
and automatic data stoding.

7
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__——— Focus monitor

/

The thermsl profie is Clapieysd when
the focus switch ls on, “Just focus® is
the paimt whers the profile e shamast.

— Photogrephing CRT/
recording camera
g « Paars comers o

by s
:gvmlm to the phatographing
\ CRT.

Alarm display ©
LN; ALARM:  Telis the nead to

pour iquid nitrogen in-
to the detsetor.
I PROCESS: Tells that the computsd
X Data input key © Bl procem.
For inputting center (smperasiure, SCANNING: I:::::ﬂ o
tamparsture range, date, iD number, store thermal image .
stc. datm.

! Temperature range setting

In inktial setting, the temperatuns rnNQe
(TW1 Is sat to 10°C. The tempermwure
rangs can be sat in steps of 0.59C v
masns of the TW swich.

10-point/cross-point
temperature display

Up to 10 points on the image can be
specitivd and their digital termparature
valuss and position markers are dis-
played. The cursar cross point t2mpera-
ture i3 dignaity displayod.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gct)gp£2301-796-81 18 gﬂ

|
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Display Modes

An optimumn display mode can be salected
secording to the purposs of diagnosis or
dats analysis.

Normal made

Mormal black-and-white brightneds
moduiation dispiay. High temperatura po’-
tons are displayed in white and low
temperaiure portions in black. The sntire
akin tempersture distribution can be read in
dneid. This mode can 8lso be used conve-
nientty for observing dissased parts and
blood versals.

Step mods

The thermal image is ditplayed in 7-gray-
stap scale, This moda {acilitatas obsarve-
don of tha antire ternparature distributions
and arars atfected by diseass.

Iaoctherm modée

This mode abows a segion of & cartsin
temperature to be daplayed with increasad
brightness. The iotherm region maves in
raat time when the othemn aved s
changed.

Biack-and-white inverted
moda

Higiv temperaturs portions dispisyed in
black and low iemperature portions in
whits. [This is e inverted mode of the
narmal  black-u..d-whits dispiay.) This
mode makes it casy to observe a disessed
potion because of contrast with the
background,

Magnified image mode
The canter portion of tha image B displeved
st » magnification of 2X (four times in
araai. This mode can ba used convenlently
in the observation of smak oress.

18-point temperature display
The temperature wvoiue of 8 position
specified By the cursor Cross point i dgitet-
Wy displayed. Temerature values snd posl-
tions for up to 10 paints can be diapiayea
an tha screen.

With the JTG-500M, it i3 also possitie to
combire various displry modes,

IR -~

Btack-and - witite mvarted mode

1

K i

Compiex dispisy
{Cokr mondte &nd Fayboaia are used)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.go@ br’801-796-8118
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..ij;- RN
Components:
1 ‘ R ‘?,‘ :
5 34ic configuration jm- |

" o Comars unlt

* Tripad

« Oparstion/displey unkt
» Polarokd camers uait

Color monitor system
configuration
4 Tml‘w unit
[ ]
7 unit

. %{hﬂ Sapley

VTR systam
o 35min CETeTS YRS
Total tystem configuration
o Camers unit ' .
» 45 miroc

* Mobile comers stand
o Operstion/Sapley unit
» Polaroid camers unit

B
g » Keyboard oR
¢ Color moritor | 1
-& g for color montor B
phatographing ¥
¢ VTR systomn 1
!
b
i
&
-
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.go'%r%m-796-81 18 )U’w
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e n ot R meme TS ..-7._”_.,..m_...‘“,.‘_._‘,...—},..“—r—..—_lp‘-\-_-.z—:

T

R e R S s N A
R f.rﬁic .ra“

rgmbrOatLaciiety
Wi T e A R

» Alknys tha Me and highast

* Camara unit ¥ temparaturs values in aach specifisd
Termpxature Mexsuramant area to ber displaynd on the screen (up o
g ¢ te86°C. : 1o four arses can bo specitied). The VA
Tempatsturd resoticon: 0.05°C, highest (amperaturs positian marksrs i
Frazne tee: 25 1 & when 5/N 1 improvedt. ace also displayed. The average
Linea par frama: 240 fines. \empentia is calculsied over an ate2 [ -
Racohabls slenents per fine:  F)0 slemants. : whose terrperatute is higher than the ; C
Fiald ol view 5% horigomally, 207 vertically. selocted base leval. !
Focus range: 27 ¢m ta @ from camena unit frord. » Allowes horizontal and varics! ) ;
Infraced datacion HgCaTe (rooked by LNzt : tempararure profiles along tha cuwsser ¢
Liguid nitropen hald tme: 15 ht or more ines 10 ba displayed. - |
Wiright £ dimansions: Aporox. b kg + Allows image date 10 be sutcmaticatty |
1656w x T7EIHI x 310 e stared, grocessad and displayed at
trot tncludng projections). arvery selected intesval,
« Allgws cammaents to be displayed.
i maonttor, Cmpleys imepes in fiitlean calars on 3 !
* Dist"{ uAit Cokx 14-inch screen and indicatas ‘
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510(k) Summary
Date of Summary Preparation: January 29, 1999
Manufactures Contact Person: Mark Fauci

President

Tel. (516)-444-6499

Fax. (616)-444-8825
OmniCorder Technologies, Inc.
25 East Loop Road

Stony Brook, NY 11790

Trade Name: OmniCorder BioScan System

Classification Name, Classification Number, Class, Classification

Reference:
Classification Name Class. Class | 21CFR§
No.
Telethermographic System | [YM/LHQ I 884.2980

Special Controls: There are no regulatory standards or special controls

applicable for this device.

indications for Use: The OmniCorder BioScan System is thermal camera based imaging
device intended for viewing and recording heat pattems generated by the human body in the
hospital, acute care settings, outpatient surgery, healthcare practitioner facilities or in an
environment where patient care is provided by qualified healthcare perscnnel who will
determine when use of this device is indicated, based upon their professional assessment of

the patient's medical condition. The patient populations include adult, pediatric and neonatal.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov é20€796-81 18
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The device is for adjunctive diagnostic screening for detection of breast cancer or other uses.

This device is intended for use by qualified heaithcare personnel trained in its use.

Device Description: The OmniCorder BioScan System is an infrared camera device
which provides the capability for imaging and recording of thermal data radiating from
adult, pediatric and neonatal patients in numerous hospital, nursing home and clinical

settings; and in the home. It is a prescription device intended for use only by health

care professionals.

The captured energy is processed by software to produce digital output values of the

thermal energy captured by the camera's thermal sensors.
The following accessories are available for use with the device:

1) Computer Processing Unit (Pentium Il Workstation)
2) Color Monitor
3) Color Printer
4) Tripod Stand

The device and its accessories are similar in design, materials and intended use to

other 510(k) cleared devices/instruments which are in commercial distribution.

Substantially Equivalent Commercially Available Devices: OmniCorder
BioScan System is substantially equivalent to the following commercially available
predicate devices with respect to indications for use, device design, materials, and

method of manufacture.

32 |
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

Substantial Equivalence Comparison: The : OmniCorder BioScan System is

similar to commercially available devices with respect to intended use, material, design

and operational principles as follows:

Inframetrics, Inc., Inframetrics infracam-Med ~ (K982327)
Bales Scientific, inc., BSI Model Tip ~ (K897191)
JEOL Model #JTG-500M ~ (K823041)

DCATS by Dorex Inc. ~ (K812799)

1. Qperational Principles: The basic operational principles of the OmniCorder
BioScan System and the predicate devices measure and record, without
touching the patient's skin, self-emanating infrared radiation to reveal
temperature variations. The parameters that are measured and displayed

are generally the same as those for the predicate devices.

2. Indications and Contraindications: Relative indications and contraindications
for the OmniCorder BioScan System and commercially avaitabie devices for

similar intended uses are the same.

Assessment of non-clinical performance data for equivalence: Currently
there are no FDA standards for this device. However, the OmniCorder BioScan

System complies with:
CSA Standard C22.2, No. 125-1984, Electromedical Equipment

UL544 09/1985, Underwriters Laboratories Standard for Medical and Dental

Equipment

512~
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Conclusion: In accordance with the Federal Food, Drug and Cosmetic Act and

21 CFR Part 807, and based on the information provided in this premarket notification,

OmniCorder Technologies concludes that the new device, the OmniCorder BioScan

System, is safe, effective and substantially equivalent to the predicate device as

‘described herein.

Table 1
Feature BioScan InfraCam-Med | BSI Model TIP Jeol Model# DCATS
System (K982327) (K897191) JTG-500M (K812799)
(K823041) B
Intended Use | Visualization/ Visualization/ Visualization/ Visualization/ Visualization/
documentation documentation documentation documentation documentation
of temperature | of temperature | of temperature | of temperature | of temperature
patterns and patterns and patterns and patterns and patterns and
changes changes changes changes changes
Method of Non-contact Non-contact Non-contact Non-contact Non-contact
Data Passive Infrared | Passive Infrared | Passive Infrared | Passive Infrared | Passive Infrared
Collection Emissions Emissions Emissions Emissions Emissions
Collection Infrared Infrared Infrared Infrared Infrared
Instrument Camera Camera Camera Camera Camera
Data CPU/Custom CPU/Custom CPU/Custom CPU/Custom CPU/Custom
Processing Algorithms Algorithms Algorithms Algorithms Algorithms
Storage Hard Disk PCM/CIA card Hard disk Video tape Hard disk
Detector Focal Plane Focal Plane ! Single Detector | Single Detector | Single Detector
Type Array - Array
Display Monitor/TV Monitor/TV Monitor/ TV Monitor/TV Monitor/TV
Printer Printer Printer Printer Printer
User Keyboard, On-system Keyboard, Keyboard, Keyboard,
interface Mouse, controls Mouse, On-system On-system
On-systemn On-system controls controls
Questiohs? Cgr?tggiol!BA/CD’RH/OCE/DID at CDjH-FOIm&fﬂé@fda hhs.gov or 307948118
1
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Page_1 of 1
510(k) Number: KS90416

Device Name : OmniCorder BioScan System
Indications for Use:

The OmniCorder BioScan System is intended for viewing and recording heat patterns
generated by the human body in the hospital, acute care settings, outpatient surgery,
healthcare practitioner facilities or in an environment where patient care is provided by
qualified healthcare personnel. The patient populations include aduit, pediatric and neonatal.
The device is for adjunctive diagnostic screening for detection of breast cancer and diseases
affecting the blood perfusion or reperfusion of tissue or organs. This device is intended for

use by qualified healthcare personnel trained in its use.

K/u A

(Division Sign-Off)
Division of Reproductive, Abdomina!, ENT,
and Radiological Devices

510(k) Number qu(w I (0

Prescription Use /‘/

(Per 21 CFR 801.109)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 3&-%5181 18
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fFood and Orug Administration

9200 Corporate Boulevard
OEC 23 1990 Rockvilie MD 20850
Mark Fauci Re: K990416
OmniCorder Technologies, Inc. OmniCorder BioScan System
25 East Loop Road Dated: September 18, 1999
Stony Brook, New York 11790 Received: September 29, 1999

Regulatory Class: I
21 CFR 884.2980/Procode: 90 LHQ

Dear Mr. Fauci:

We have reviewed your Section 510(k) notification of intent to market the device referenced above and we 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 enaciment date of the
Medica! Device Amendments, or to devices that have been redlassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Acl). 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 il (Special Controls) or class Il (Premarket Approval), it may
be subject to such additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Requlations, Title 21, Parts 800 to 885. A substantially equivalent determination assumes compliance with
the Current Good Manufacturing Practice requirements, as set forth in the Quality System Regulation (QS) for
Medical Devices: General regulation (21 CFR Part 820) and that, through periodic QS inspections, the Food and
Drug Administration (FDA} will verify such assumptions. Failure to comply with the GMP regulation may result in
regulatory action. In addition, FOA may publish further announcements concerning your device in the Federal
Register. Please note: this response to your premarket notification submission does not affect any obligation you
might have under sections 531 through 542 of the Act for devices under the Electranic Product Radiation Control
provisions, or other Federal laws or regulations.

This letter will allow you to begin marketing your device as described in your 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 1o proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and additionally 809.10 for in
vitro diagnostic devices), please contact the Office of Compliance at (301) 594-4613. Additionally, for questions on
the promotion and advertising of your device, please contact the Office of Compliance at (301) 594-4639. Also,
please note the regulation entitled, “Misbranding by reference to premarket notification"(21 CFR 807.97). Other
general information on your responsibilities under the Act may be obtained from the Division of Small Manufacturers
Assistance at its toll-free number (800) 638-2041 or (301} 443-6597, or at its internet address

“hitp/Awww fda.govicdrh/dsma/dsmamain.html”,

APT Danie! G. Schultz, M.D.

Acting Director, Division of Reproductive,
Abdominal, Ear, Nose and Throat,
and Radiclogical 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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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
. Foud And Drug Administration
BN o Do dmiison
_L\‘. \E/ Y / /'ﬂ/[emorandum 7 jf
VoW T # S
Date: [} L',; 9 ,Ci g &¥ %6 / 1L ,,/
Xl g
From: Document Mail Center (HFZ-401) e 9
¢, Gy [ / ?’/(7 [V ~—
Subject: Premarket Notification Number(s): K 19C e (gt ! - p j\-}c
t
To: Division Director:__ K () / O A K ]

The attached information has been received by the 510(k) Document Mail Center (DMC), on the

above referenced 510(k) submission(s). Since a final decision has been rendered, this record is
officially closed.

Please review the attached document and return it to the DMC, with one of the statements
checked below. Feel free to note any additional comments below.

Thank you for your cooperation.

Information does not change status of the 5 10(k); no other action required by the
DMC; please add to the image file. [THE DIVISION SHOULD PREPARE A
CONFIRMATION LETTER - AN EXAMPLE IS AVAILABLE ON THE LAN (K25). THIS
DOES NOT APPLY TO TRANSFER OF OWNERSHIP. PLEASE BRING ANY TRANSFER
OF OWNERSHIP TO POS.] :

Additional information requires a new 510(k) however the information submitted is

incomplete. Notify the company to submit a new 5 10(k). [THE DIVISION SHOULD
PREPARE THE (K30) LETTER ON THE LAN]

Additional information requires-a-new-510(k);-please process. fTHiS----— - —----
INFORMATION WILL BE MADE INTO A NEW 510(K)].

No response necessary (e.g., hard copy of fax for the truthful and accuracy statement o
510(k) statement). :

This information should be returned to the DMC within 10 working days from the date of
this memorandum.

Reviewed by: Wﬂ

Date: /L/?,(/ﬁé/ TN
7 ’ o
ey
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FO’ISTATL\S)@{ a.hhs.gov or 301-796%3,8(:' }
- . Vi 7/




sed by CDRH on 10-22-2015

Onnni&)rder Technologies, Incorporated

. )
j(_"rlu/,}

25 East Loop Road
Stony Brook, NY 11790-3350
Fax: (516) 444-8825

www.omnicorder.com

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401).
9200 Corporate Boulevard
Rockville, MD 20850
12/22/99
ATTN: Dr. Robert Phillips
Reference: 510(k) K990416, OmniCorder BioScan System

Bob,

As you requested, please find attached a hard copy of the “Indications for Use” page that I
faxed to you on 12/22/1999. Please don’t hesitate to call if you have any other questions.

:::':ﬂ = -
Mm% -
L [ W] (:
Sincerely, —_
Lt
w _
=
[ =]
Mark A. Fauci
President and CEO

DL, .

\{__ \ Jest.ons‘i' BT B3R /53X at CDRH-FOISTATUS @fda.hhs.gov or 301-796-8118 2
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Indications for Use

Pagei of 1
510(k) Number: K990416

Device Name : OmniCorder BioScan System

Indications for Use:

The OmniCorder BioScan System is intended for viewing and recording heat patterns
generated by the human body in the hospital, acute care settings, outpatient surgery,
healthcare practitioner facilities or in an environment where patient care is provided by
qualified healthcare personnel. The patient populations include adult, pediatric and
neonatal. The device is for adjunctive diagnostic screening for detection of breast
cancer and diseases affecting the blood perfusion or reperfusion of tissue or organs.

This device is intended for use by qualified healthcare personnel trained in its use.

8

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79381 18
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Infrared Sciences Corp. 380 Townline Road, Hauppauge, NY 11788
Tel: 631-265-5450 Fax: 631-979-2085 email:info@infraredsciences.com

L

*

e
»

+
+

-
O 43
000
&
*

focused on a healthy image

Infrared Sciences Corp.

BreastScan IR Professional
Version 4.5

Operator Manual

BreastScan IR 4.5 Users Guide — Page 1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Infrared Sciences Corp. 380 Townline Road, Hauppauge, NY 11788
Tel: 631-265-5450 Fax: 631-979-2085 email:info@infraredsciences.com
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Indications for Use

The Infrared Sciences BreastScanIR system is intended for viewing and recording heat
patterns generated by the human body in the hospital, acute care settings, outpatient surgery,
healthcare practitioner facilities or an in environment where patient care is provided by qualified
healthcare personnel. The patient populations include adult. The device is for adjunctive
diagnostic screening for detection of breast cancer and diseases affecting blood perfusion or
reperfusion of tissue or organs. This device 1s intended for use by qualified healthcare personnel
trained in its use.

Contraindications for Use
None Known

Warnings
Do not use as an independent breast cancer diagnostic or screening method. This device
is not compatible for use in an MRI magnetic field.

Precautions

Do not operate without proper training. Report malfunctioning or damaged components
to the manufacturer immediately.

Prescription
Caution: Federal law restricts this device to sale by or on the order of a physician.

Introduction

Breast Scan IR is a new, non-invasive procedure offered to women, of any age, to
determine current breast health, by measuring various temperature parameters in the breast.
These readings are then compared to our large database, to determine overall breast health,
relative to known cases. Designed exclusively by Infrared Sciences Corp., Breast Scan IR has
demonstrated it effectivencss as an adjunctive tool when used in conjunction with
mammography, ultrasound, and clinical examination. The entire procedure takes approximately
10 minutes with the results immediately available to the doctor, to assist in the doctor’s
determination of breast health. The procedure does not involve any compression of the breast, or
touching of the breast in any way. The patient simply sits in a chair, facing an infrared camera
for a few minutes.

Breast Scan IR uses thermographic information obtained by recording “temperature” data
taken from the surface of the breast. This technology is new, and is often referred to as digital
infrared imaging. It is well documented in the medical literature on past studies, that
abnormalities in the breast have definite correlation with breast temperature and its response to
external temperature stimulation. Breast Scan IR is able to measure these variations in great
detail to not only indicate that there is an abnormality, but also to determine its relative location.
The procedure then compares the measured data to a large database of known patient parameters,
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and generates a report for the doctor with the parameter variance for the patient being tested. No
data is “read” or “interpreted” by the doctor, but is quantified by the computer, and provided to
the doctor in a report format.

BreastScan IR™ is intended to be an adjunctive procedure and does not replace
mammography or ultrasound'. Currently, the best indication of an abnormality is through
corroboration of different procedures. BreastScan IR™ will draw attention to areas that may not have
been detected with standard mammograms. Also, it can localize arcas that can be further investigated
using ultrasound technology. For younger women, BreastScan IR™ can track breast health and
provide healthy baselines to be used for comparison purposes in the future.

! Infrared Imaging for adjunctive use in detecting breast cancer has been FDA approved. However the BreastScan
IR system does not yet have 510k approval

'}’5'2/
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Installation

Warning: Do not install any software other than Windows XP and ThermaCam Researcher
2002. Any use of this software other than those specified will violate the safety, effectiveness
and design controls of this medical device and any such use may result in increased risk to users
and patients.

Every BreastScan system is delivered with an installation CD. This CD contains all of the
required software for running both the BreastScan IR Server and remote viewing clients.

To begin the installation, place the CD in the CD-ROM Drive of the PC. The system should
automatically run the BreastScan installation utility. If the setup program does not automatically
run, it can be run manually by double clicking on “Install.exe” located on the CD.

™ Infrared Sciences Program installer

£ Hreastseon e foe Seever

¥ instnll Thermocnm Sattenre

| et Siatgn Install Oaly

it

If the system being installed is the server (collocated with the infrared device) click on
BreastScan IR for Server option. Thermocam is a requirement for the server to operate correctly
and must be installed prior to running the BreastScan IR software. Select the “Install
Thermocam Software” option if Thermocam is not already installed. If Thermocam is already
installed, uncheck this option.

As a remote viewer client, simply click the Viewer Station Install Only option.

When the desired options are selected, press “Start Installation” to install. In most cases, the
operator may complete the installations using all default settings. For advanced users, the
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program path may be altered. Upon completing the installation, the new programs will appear
by pressing the “Start” button in Windows, clicking “Programs”, and then selecting “BreastScan
IR”. For convenience purposes, the user may also decide to make a shortcut for the desired
program on the desktop.

System Requirements

Local Server

The local server is defined as the PC and ancillary equipment required for conducting a complete
BreastScan IR procedure.
The system requirements are as follows:

PC with Windows XP Professional operating system
ThermaCam Researcher 2002

FireWire (IEEE 1394) Interface on PC

USB 2.0 Interface on PC

Network Interface (10/100 MB)

Optional Wireless 802.11b Interface if needed for network connectivity
256MB RAM, 40GB HD, 80GB removable HD and chassis
Video Card capable of 1024/768 resolution

Monitor (1024/768), mouse, keyboard

10.  Optional color printer

11.  Infrared Imaging Device (IEE1394 Interface)

12. BreastScan IR medical chair/positioning equipment

13.  Internet connectivity (either broadband or dial-up}

14.  Cool air source (i.e. air conditioner) with X10 control equipment
15.  Optional power strip/surge protection

el e

Remote Viewer Station

The remote viewer station is defined as PC that is networked to the Local Server for the purpose
of viewing results obtained by the Local Server. There may be any number of Remote Viewer
Stations connected to a Local Server.

Monitor, mouse, keyboard
Optional Printer
Optional power strip/surge protection

1. PC with Windows XP Professional operating system

2. ThermaCam Researcher 2002

3. Network Interface (wireless 802.11b or standard 10/100MB NIC)
4. 128MB RAM, 40GB HD

5. Video Card (1024/768)

6.

7.

8.

3
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BreastScan IR is a software application developed using Microsoft development tools
exclusively and is designed to operate on Windows XP operating systems. All standard
Microsoft Windows conventions are incorporated into the BreastScan IR application.

22"
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Infrared Camera Connections (S40/560)

The following diagram indicates the input/output ports of the infrared imaging device. Note that
the CompactFlash slot indicated by (4) is not used for BreastScan IR.

|
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Components of the BreastScan IR Procedure

A complete BreastScan IR procedure contains two separate components. These components are
Session Recording and Session Processing, both of which are achieved through the BreastScan
IR software application. At no time during either portion is there any radiation, compression or
any other invasive procedures.

Session Recording

The Session Recording component of BreastScan IR must be completed before the Session
Processing can begin. This part of the procedure requires the patient to be present for the entire
session (approximately 4 minutes). During this time, the software will instruct the infrared
device to capture thermographic images of the patient. In addition, this procedure will also
command the cooling device to activate and deactivate at the appropriate times. During the
procedure, the software will guide the operator through the session recording. When the
software has completed the recording, it will inform the operator and the Session Recording part
of BreastScan IR is complete. At this time, the patient is no longer required. For complete
details on performing a session recording, refer to Appendix A: Recording a New Session.

Session Processing

Session Processing can begin at any time after the Session Recording has completed. The
purpose of this component is to analyze the information obtained by the Session Recording
portion of BreastScan IR. The software will allow the operator to select the session that is to be
processed. At this point the software will guide the operator through all the steps of processing
the recording. At the conclusion of the processing, the software will ask the operator if the
results of the processing should be saved. If the operator chooses to save the process, the
software will save and display the results. The results can also be printed at this time. For
complete details, refer to Appendix B: Processing a Pre-Recorded Session.
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BreastScan IR Main Application Window

The BreastScan IR application is launched by double-clicking the icon labeled “BreastScan IR
4.5, after which, the following screen appears:

focused on a image..

Infrared Sciences Corp

<&
& 0
& O 0

IR
o <
<

ISC

focused on 2

Legend:

1.

&

N o LR W

Record A Sequence — Starts the recording wizard. The user must be logged in to access
this feature.

Process A Sequence — Starts the processing wizard. The user must be logged in to access
this feature.

View A Sequence — Allows the user to view raw infrared video that has been recorded.
Edit Patient Database — Allows the user to add, edit, or delete patient information.
View Patient Results — Starts the ResultsViewer Application.

Pre-Coo! A/C Unit — Turns the air conditioner on for approximately 3 minutes.

Login- Allows the user to log into the system.

View Summary Report — Allows the user to produce reports on standard patient
demographics or test results.

Exit- Allows the user to exit the application.
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Patient Database Form

The patient database form is accessed automatically from multiple locations within BreastScan
IR. In addition, the operator may choose to see this form manually by pressing the button
labeled “Edit Patient Database” on the main application window. In order to display patient
information, a patient must be chosen first or a new patient must be entered. The following
describes the functions of the patient search form and the patient information form.

1. Search By :,rLastName :_J |
2 I Find
Seaich Results:
3. >
4.
\-..,_____\- g

S 4
Legend:

1. Search Criteria — Choose from the Iist the critera to search for (Last name, ID,

Telephone Number)
2. Find — Searches the database for any instances of search text within the search

criteria field.

3. Search Results — displays all matches after pressing “Find”

4. Add New — The patient does not exist so the operator can add a new patient.

5. Cancel — Quit Search

6. Search Text — Enter the search text to search for in the search critera field of the
database.

7. Select — Select the patient currently highlighted in the Search Results box.
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Legend:

Rl A i ol e

10.
11.
12.
13.
14.
15.
16.

17.
18.
19.
20.

First Name: £
R I T
Ethnicily: [

Address:

EH.

City: -

Telephoney |

Current
Notes:

New Holes:

* - Indicates Required Field
AddNow Jw  Edi__LWFnd. s Delete

Patient Last Name

Patient Date of Birth

History Checkbox — Check if the patient has had breast cancer before

Both Breasts — Indicate if the patient has 2 normal breasts (no reconstruction)
Patient address

Patient city

Patient telephone number

Notes — Current notes entered for the selected patient

New Notes — When in edit mode, the operator can enter a new patient note here
and then press “Add Note” to add to the Notes field.

Add New — this button allows the operator to enter a new patient

Edit — Allows the operator to edit any information of the current patient
Find...- The operator can use this feature to select a different patient

Patient first name

Patient middle initial

Patient ID number

Ethnicity Selection List — This control allows the operator to select an ethnicity
for the patient.

Ethnicity — Indicates the current ethnicity of the patient. (Not a required field)
Both Nipples - Indicate if the patient has 2 normal nipples (no reconstruction)
Patient State

Patient Zip Code
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21.  Edit Notes — The operator may edit the “Notes” field directly while in edit mode
by pressing this button.

22, Add Note — Adds the note indicated in the “New Notes” field along with a date
and time stamp.

23.  Save - Either saves a new patient or changes made to an existing patient,

24.  Delete — Deletes the currently selected patient.

25.  OK - Exits the patient information form.

26.  Cancel Add New — Use this button to cancel the “Add New” operation and return
to select an existing patient.

27.  Cancel — Aborts the current operation performed by BreastScan IR (either session
recording or session processing)

>
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New Session Recording Wizard

Upon pressing the “New Sequence” button on the main application window and selecting a
patient, the “New Session Wizard” screen will appear. It contains the following features:

Last Name:

Auto Adjust

Legend:

Connected Status — Indicates if the infrared imaging device is connected or not
Patient Last Name

Patient Date of Birth

Patient Identification Number

Begin Button — Press this button to start the new recording
Text Status Indication

Progress bar indicating overall progress

Live raw infrared window

Patient First Name

Patient Middle Initial

Camera Focus Control ~ Use these buttons to focus camera

R RN RS

—

{4
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12, Auto Color Adjust — Press this button to auto adjust the camera settings to default

conditions.
13.  Close — Exits the New Sequence Wizard

Sequence Viewer

14.4°C

1
‘ Main Auto Temp i 14
2 J I~ Palette inverted
I e —
<< | <L l < } < } o I >+ l > | 55> l >3 | EXIT
4 5 6 7 8 9 10 11 12 13
Legend:
L. Palette Selection — This list displays the available palettes to be used during
processing. This is strictly for presentation and does not affect test results.
2. Palette Inversion — Allows the operator to invert the selected palette. Again, this
is for presentation purposes only.
3. Color Contrast Control - The operator may adjust the red and blue markers in

order to adjust the colors in the displayed picture. This tool may help identify
features of the breast more easily. Note that this feature is only used for
presentation purposes.

4. Go to beginning of recording

5. Play recording backwards quickly

BreastScan IR 4.5 Users Guide — Page 17
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

S



Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

Infrared Sciences Corp. 380 Townline Road, Hauppauge, NY 11788
Tel: 631-265-5450 Fax: 631-979-2085 email:info@infraredsciences.com

6. Play recording backwards
7. Step back one frame

8. Stop

9. Step forward one frame
10. Play recording

11.  Fast forward recording
12, Goto end of recording
13.  Exit screen

14.  Auto Temp — This button adjusts the Temperature Window settings to default
predetermined settings.
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Risk of Corrupted data

There are several steps to performing an accurate recording sequence as well as an accurate test
results sheet. It is absolutely essential that the BreastScan IR operator is aware of the critical
issues that may result in inaccurate data.

Session Recording

Before actually beginning a new recording session, the operator must insure that the patient is
correctly positioned. This includes assuring both breasts are visible on the television monitor
and positioning the mirrors to properly reflect the lateral sides of the breast into the infrared
imaging device. Also, be sure that there are no “non-essential” objects being reflected in the
mirrors, such as other people, windows, or other heat generating devices. Below indicates a
properly positioned patient.

b

B T

Incorrectly Positioned Patient

Nq
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Appendix A: Recording a New Sequence

I.

3.

Start “BreastScan IR” by double-clicking the icon labeled “BreastScan IR” on the desktop
of the PC.

Be sure that the TV and the IR Camera are turned on. A live infrared picture should be
visible on the TV.

After the introduction screen disappears, the main application window will appear. Press the
button labeled “Record A Sequence”. Press “Yes” when the confirmation appears.

The patient selection form will now appear. You must either search for an existing patient or
enter a new one.

* For an existing patient, you may search by last name, telephone number or patient ID.
Select from the dropdown list the criteria to search as well as the text to search for. For
example, to search for John Smithfield, select “LastName” from the pull down list, type
in “smith” and press “Find”. The system will now display all patients that contain
“smith” in their last name. The text is not case sensitive. To select a patient, double-
click on the desired patient or press the “Select as Patient” button. The patient’s
information will now appear on the patient information form. If you selected a patient in
error, you may press “Find...” and you will be allowed to select a different patient.

* For a new patient, press “Add New”. A blank patient information form will appear.
Enter all required information and press “Save”. If you pressed the “Add New” button in
erTor, you may return to patient selection by pressing the “Cancel Add New” button on
the patient information form.

Whether it is a new or existing patient, the information may be edited by pressing “Edit”.
Keep in mind “*” means the field is required. After pressing “Edit” you may modify
the existing patient notes field by pressing the “Edit Notes” button. Then press “Save
Notes” when completed. If you wish to add notes while editing a patient, type the new
note in the field labeled “New Notes”, then press “Add Note”. You will be prompted to
confirm your selection. The note will be added with a time-date stamp. Information may
now be permanently saved by pressing “Save”.  After all information is confirmed
correct, press “OK” to continue. You also may press “Cancel” to completely abort the
procedure and return to the main application window.

The “New Sequence Wizard” now appears. The live infrared image should appear at the
bottom of the screen. If the infrared image does not appear, there may be a hardware
problem or the camera may be turned off. Check these items and restart the PC.

Use the “Focus Near” and “Focus Far” buttons to adjust the focus so that the image
appears focused in the infrared window. In addition, you may tap the “A” button on the top
of then camera to auto adjust the colors. The camera may be auto focused by pressing and
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10.

11.

holding the “A” button on the camera until you hear the camera start to auto focus. Then
you may release the button.

Instruct the patient to position the infrared target so that it is located on the cross hairs
located on the TV screen. Also inform the patient to be as still as possible for the duration of
the test (approx. 4 min).

Press the “Begin” button. You will be asked it you prefer voice prompting. Selecting
“Yes” will cause the program to prompt you and the patient throughout the test. Pressing
“No” will keep the system silent.

The Status window will indicate “Gathering Initial Images”, then change to “TURN ON
AIR NOW”. The A/C unit will now turn on and the system will begin to countdown from
3:30 to 0:00. If the A/C does not turn on, there may be a hardware problem or the unit may
have to be turmed on manually.

There will be no change for about 3 minutes. The status will indicate “Finishing”, the A/C
will turn off and the status will read “Complete”. 1f a message appears that indicates that the
session creation failed, the test experienced a system problem and must be retaken at a later
date. Please call ISC if this occurs.

After a moment, the screen will close and the main application window will appear. You
may choose to process the results immediately by pressing “Yes” when prompted or you
may process this patient at a later date. At this point you may record another session or
process a different patient by following “The BreastScan IR Step-by-Step ... Processing a
Recorded Session.”
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Appendix B: Processing a Recorded Session

I. Start BreastScan IR™

2. Itis not necessary to have the TV on or the camera on in order to process an image. After
the introduction screen disappears, the main application window will appear. You will
have to log in before you can process a recording. After logging in press the “Process A
Recording” button on the main screen.

3. You will then be prompted to select the recording you wish to process. The recordings
are stored in folders labeled by recording date and within each date in folders by patient
last name. Select the recording you wish to process and press “Open” to continue.

4. After pressing the "Open’’ button, the software will search the patient database for a
patient who is associated with the sequence file. If the software cannot find a match, you
will be prompted to add a new patient .

ISC ImagelR

Patient does not exist, please add,

5. Once either an existing patient was found or a new patient was added, the patient
information form will appear. Confirm that all information is correct. If modifications
must be made, press “Edit”, make the changes, then press “Save”. When all information
is confirmed correct, press “OK”.

<
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* - Indicates Required Field
Add Newi Edit | Find... | j Delete 0K

Cancel

6. The “Target Selection Box” now appears. The software will attempt to locate the thermal
target automatically. If it is successful skip to step 9. If it is unsuccessful a message box
will appear. Simply continue with step 7 in that case.

7. “Select the Center of the target” will now be highlighted. Click the center of the thermal
target to continue.

1-,”{"
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Infrared Sciences Corp. 380 Townline Road, Hauppauge, NY 11788
Tel: 631-265-5450 Fax: 631-979-2085 email:info@infraredsciences.com

Appendix D: BreastScan IR Specifications

Cart
e Overall Dimensions: 36.25" W x 26”D x 70”
H

+  Shelf Dimensions: 23.75”W x 21.5”D
o Base Shelf: 4.5"H
o  Alr Conditioner Shelf: 24”"H
o Camera Shelf 39”H
o Television Shelf: 55”H

¢ Kevboard Shelf: 20"W x 1 1.257D x 37’H

Computer

e Network Connections: Wireless, CAT-3
Camera Data Interface: FireWire IEEE 1394
Air Conditioner Control: 9-pin Serial Port
Primary Hard Drive: 20Gig Minimum
Secondary Hard Drive: 80Gig Minimum
Processor: Pentium IV 1-GHz Minimum
Operating System: Windows XP Professional
Office Studio: Microsoft Office XP
Display: 15”7 LCD Monitor

Cold Air Source
+ 5250BTU/M
s Electrical Specs:
o Power Usage: 540W
o  Operating Voltage: 115v*
o Operating Amperage: 5.0A
o Operating Frequency: 60Hz*

Video Monitor/Recorder
» Viewable Screen: 13”
¢ Video Input; Standard RCA connector
+ Electrical Specs:
¢ Operating Voltage: 120v*
o Power Usage: 60W
o QOperating Frequency: 60Hz*

* European power requirements are also
available

Camera
Imaging Performance
e Field of View/Min focus distance: 24° x 18°
/0.3 m (.98ft)
Spatial Resolution: 1.3mrad
Thermal sensitivity @ + 30° C: 0.08°C
Image Frequency: 50/60 Hz, non-interlaced
Electronic Zoom; 2x, 4x- interpolating
Focusing: Automatic or Manual
Digital Image Enhancement: Adaptive Digital
Noise Reduction
Detector
¢  Type: Focal Plane Array (FPA), uncooled
microbolometer 320,249 pixels

e  Spectral Range; 7.5-13pm

. & * & » @

Image Presentation
+  Viewfinder: Built in high resolution LCD

Measurement
¢ Temperature range: -40 - +120°
¢ Precision: 0.05°C — 14 Bit Digital

Power System
¢ AC Operation: 90-260VAC, 50/60Hz, 12VDC
Out

Environmental Specifications

Operating Temperature Range: -15-+50 °C
Storage Temperature Range: -40-+70°C
Humidity: 10-95% non-condensing
Encapsulation: IP 54 (IEC 529)

Shock: 25g, IEC 68-2-29

Vibration: 2g, IEC 68-2-6

Physical Characteristics

e Weight: 1.4kg incl. battery

e Size (L x W x H): 220 x 120 x 100 mm
o Tripod Mounting: Standard 1/4”-20

Interfaces

¢ Power Input: 10-16VDC 2.1mm connector
Video Qutput: Standard RCA connector
FireWire: IEEE 1394

Removable Storage: CompactFlash™
card

BreastScan IR 4.5 Users Guide — Page 38

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

1SC
:.eastscan I RTM focuset oh 8 Bealthy Image

BreastScan IR™ is a new, non-invasive procedure offered to women, of any age, to determine
current breast health by measuring various temperature parameters in the breast. Designed
exclusively by Infrared Sciences Corp., BreastScan IR™ has demonstrated it effectiveness as an
adjunctive tool for the doctor to use along with mammography, ultrasound, or clinical examination.
The entire procedure takes approximately 10 minutes with the results immediately available, to assist
in the doctor's determination of breast health. The results are analyzed by proprietary algorithms and
then presented in a non-subjective report. The procedure does not involve any compression of the
breast, or touching of the breast in any way. The patient simply sits in a chair, facing an infrared
camera for a few minutes.

BreastScan IR™ System Features

Sample Result Images

s Automated software requires only basic computer
skills to operate

Remote troubleshooting and diagnostic capability
Automatic software updates/upgrades

Automatic update of evaluation algorithm

System is designed to “learn” as more tests are run
Automatic billing and tracking

Real time reporting to doctor in easy to read format
Remote client terminal for doctor's use

Fully wireless LAN connection for instant network
access

Secure data transfer over internet or dial-up

Highly sensitive state-of-the-art infrared camera

Off the shelf high speed workstation and client
terminal allows easy hardware upgrades in the future

¢ Automatic secure download of results and database
information to 1SC server

Examples of “notmal” d images

LreasiScan (R Pabant Anabsis Rosois

Noww,  Doe ane )
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Rapon iioda D1 R e 412002
Frére Smew

Examples of “abnormal® infrared images
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I ]

BreastScan IR Sample Patient R
ample Patient Results BreastScanIR™ results and corresponding mammography

fbb\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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L IMPORTANT SAFETY INSTRUCTIONS
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m_:_uo:m:. Safety Information, continued

H
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Do not place the TV/VCR on an unstable cart,
stand, tripod, bracket, or table. The TV/VCR may
fall, causing serious injury to a child or adult,
and serigus damage to the unit. Use only with a
cart, stand, tripod, bracket, or table recom-
mended by the manufacturer or sold with the
TV/VCR. Follow the manufacturer's instructions
when mounting the unit, and use a mounting accessory recom-
mended by the manufacturer. Move the TV/VCR and its cart with
care. Quick stops, excessive force, and uneven surfaces may
cause the unit and cart to overturn.

Operate your TV/VCR only from the type of power source indicated
on the marking label. If you are not sure of the type of power
supplied to your home, consult your appliance dealer or local
power company.

Use enly a grounded or polarized outlet. For your safety, this
TV/VCR is equipped with a polarized alternating current line plug
having one blade wider than the other. This plug will fit into the
power outlet only one way. If you are unable to insert the plug fully
into the outlet, try reversing the plug. If the plug still doesn't fit,
contact your electrician to replace your outlet.

Protect the power cord. Power supply cords should be routed so
that they are unlikely to be walked on or pinched by items placed
on or against them, Pay particular attention to cords at plugs, con-
venience receptacles, and the point where they exit from the unit.

Unplug the TV/VCR from the wall outlet and disconnect the
antenna or cable system during a lightning storm or when left
unattended and unused for long periods of time. This will prevent
damage to the unit due to lightning and power-line surges.

Save These Instructions

Avoid overhead power lines. An outside antenna system should not
be placed in the vicinity of overhead power lines or other electric
light or power circuits or where it can fail into such power lines or
circuits. When installing an outside antenna system, he extremely
careful to keep from touching the power lines or circuits. Contact
with such lines can be fatal.

Do not overload the wall outlet or extension cords. Overloading
can result in fire or electric shock.

Do not insert forsign objects through openings in the unit, as they
may touch dangerous voltage points or damage parts. Never spi
liquid of any kind on the TV/VCR.

Y

IMPORTANT SAFETY INSTRUCTIONS 3
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w IMPORTANT SAFETY INSTRUCTIONS S .
QN ave These Instructions
Se
m:__.o;m:. Safety Information, continued
Read these instructions. DOUBLE INSULATED - 13) Unplug this apparatus. When a cart is used, use caution when
Keep these instructians. When servicing use only moving the cart/apparatus combination to avoid injury from tip-
identical replacement parts. gver.

Heed all warnings.

Follow all instructions 14} mﬂm.ﬂ all servicing to qualified service personnel. Servicing is

. : required when the apparatus has been damaged in any way, such
Do not use this apparatus near water, as power-supply cord or plug is damaged, liquid has been spilled
Clean only with dry cloth. ar objects have fallen into the apparatus, the apparatus has been

exposed to rain or moisture, does not operate normally, or has
been dropped.

Do not block any ventilation epenings, Instalt in accordance with
the manufacturer's instructions.

Do not install near any heat sources such as radiators, heat
registers, ar other apparatus {including amplifiers} that produce
heat.

Do not defeat the safety purpose of the polarized or grounding-
type plug. A polarized plug has two blades with one wider than the
other. A grounding type plug has two blades and a third grounding
prong. The wide blade or the third prong are provided for your

< safety. If the provided plug does not fit into your outlet, consult an

O electrician for replacement of the obsolete outlet.

L, . .

10} Protect the power cord from being from being walked on or
pinched particularly at plugs, convenience receptacles, and the
point where they exit from the apparatus.

J) Only use attachments/accessories specified by the manufacturer.
A2) Use only with cart, stand, tripod, bracket, or table specified by the

Requegt #2013:614]; Belsaged by ,CORH

"O‘CE'ID'ID"é't"CDRHfFOI'STATUS@fd'éfHHS."g'j'dV'"d'r”'éO1 -796-8118

unde
Questions? Contact FDA/CDRHY/

[

8 manufacturer, or sold with the apparatus. When a used, caution

©  when moving the cart/apparatus combination to avoid injury from

2 tip-over.

o tip-over

°
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2.9

TL_EARNING ABOUT YOUR NEW TV/VCR

0-2

w..:._mqwﬂm_:::m the
1Controls

[

a

Qo
Zront Panel Controls & Jacks

TURBQ REWIND MECHANISH Vi
S L 00 080

7 —

i e et i W M %

¥ el e m | )

[Tp] )
P e P T i
(ep)

N

¥ 000000000 ©® O ®

D

>

@he buttons on the front panel
Qeontrol basic features.

<or more advanced features,
@o: will use the remote control,

VIDEO and AUDI0 [N jacks
Connect components, such
as a camcorder, to these
jacks.

Records processed unger

Z EARPHONE jack
Connect a set of earphones
(with a mini connector) to
this jack.

3 STAND BY indicator
Lit when TV/VCR power is
aff.

4 REC indicator
Lit when the TV/VCR is
recording or when program
times are stored,

3

10

REMOTE sensor
Receives signals from the
remote control,

STOP/EJECT button

Press to stop a video tape
during play, record, rewind,
or fast forward. Press to
eject a video tape if the
tape is stopped.

REW button
Press to rewind a video
tape.

PLAY button
Press to play a video tape.

FF button
Press to fast forward a
video tape.

- VOL and VOL+ buttons
(VOLUME)

Press to change the volume
or to change features on
the menu.

i

12

CHY and CHA buttons
(CHANNEL)

Press to change channels
or to select features on the

menu.

POWER button

Press to turn the TV/VCR on

or off.

CHAPTER OONE: LLEARNING AROUT YOUR NEwW TV/AVCR
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2.2

“_-lm>-2~20 ABOUT YOUR NEwW TV/VCR

0

3Inderstanding the
Wncﬁqo_m. continued
a

1

@)
ZRemate Control
dJse the remote control within 33
Beet (10 meters) of the TVACR
nd point it directly at the
NCR.
POWER
Press to turn the TV/VCR
on and off.
Number buttons
Press to selact specific
channels.
+100
Press to select channeis over
100.
REW (rewind)
Press to rewind a tape.
sTOP
Press to stop a tape.
PLAY
Press to play a tape.
FF (fast forward)
Press to fast forward a
tape.

Records processed,under FQIA Request #2013:6141, R

8 CLEAR
Press to correct
programming errors, clear
programs, or reset the tape
counter.

9  _voL and VOL+ (volume)
Press — VOL to decrease or
VOL+ to increase the
volume.

1 CHA and CH¥ {channel)
Press CHA or CH¥ to
change channels. Also
used with the menu
system.

17 MENU
Press to display the on-
screen menu.

12 DISPLAY
Press to show on-screen
displays.

13 LINEIN
Press 1o select the
component connected to
the Audio/Video jacks.

14 PRE-CH (previous channel}
Press to return to the last
channel viewed.

CHAPTER ONE: LEARNING ABOUT YOUR Nitw TV/AVCR

15 MUTE
Press to silence the
volume.

16 PSTD {picture-standard)
Press to select memorized
or standard picture
settings.

37

SAMSUNG

11
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q
e
=

Lonnecting VHF and

INSTALLATION

M:.__" Antennas
74

(m)

FVWM you do not have cable TV, you
Cnust connect an antenna to your
DVACR. First you need to identify
@our antenna's lead type:

Rele

6141;

Records processed under FOIA Request #2015-

Antennas With 300-ohm
Flat Twin Leads

If you use a different 300-chm
antenna with twin flat leads,

If you are using the antenna follow the directions befow, but
that has 300-chm twin flat skip step 1.

leads, (see the illustration 7 Push the stem of the rod
below) see "Antennas With antenna into the antenna
300-ohm Flat Twin Leads,"on mount.

this page.

If your antenna has a 75-chm
round lead (see the
illustration below), see
“Antennas With 75-chm
Round Leads,” on this page.

g -

If you have two antennas,
see "Separate VHF and UHF
Antennas,” on this page.

z

3R

Place the wires frem the twin
leads under the screws an
the 300-75 chm adapter (not
supplied). Use a screwdriver
to tighten the screws.

Antennas With 75-ohm

Round Leads

1 Plug the (ead into the
terminal on the rear panel of
the TV/VCR.

O

Plug the adapter into the
terminal on the rear panei of
the TV/VCR,

Separate VHF and UHF
Antennas

If you have twc separate anten-
nas for your TWVCR {one VHF
and one UHF), you must combine
the two antenna signals before
connecting them to the TV/VCR.
This procedure requires a com-
biner attachment that you can
purchase at an electronics

Y T

/
!
|
'

adjust it for the ciearest
picture, To reduce the risk of

damage, only adjust the store.
antenna by maving the black
plastic base.
CHAPTER W DNSTALLATION 13
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onnecting Cable TV Systems
o the TV/VCR, continued

Connect one of the coaxial cables between the splitter and the 5 Connect the fourth coaxial cable between the output on the RF
input on the converter box. {A/B) switch and the terminal on the TV/VCR's back panel.

Ineoming
Cable

Incorming
Cable

Sptitter Splitter

IN FROM ANT
VHFUHF

RF (&/B)
Switch

~Gonverter Box
Gonverter Box

TV/VCH Rear

Connect a second coaxial cable between the output of the
converter box and the "B” input on the RF {A/B) switch,

Choose the “A” position on the A/B switch to select all non-
scrambled channels by remote control. Chaose the “B” position an
the A/B switch to select scrambled channels via the converter hox.
When using the “B” position, tune your TV/VCR ta the output
channel of the converter box {usually channel 3 or 4).

Incoming
Cable

Splitter RF (A/B)

Switch

Converter Box

Connect a third coaxial cable between the splitter and the "A”
input on the RF (A/B) switch.

Incoming
Cable .

2 RF (AVB)

Switch

Splitter

|00:<m_.8« Box

Records processed under EOIA Request #2019;6141; Released bK,CDRH, ola} 19-22-2015
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SRCEASARE N INGEN TV OPERATION i)
oN o
D ; . . : . oi
5Viewing the Viewing the Main Menu | Selecting the >
wcz-mnqmg Display On-screen Language o
o) : <
&)

ZThe on-screen displays 2 Press DISPLAY again (while T With the power on, press On-screen text can appear in
Sautomatically appear on the the display items are still on MENU. English, Spanish, or French.
S scraen when you turn the the TV/VCR screen| to display | — T Press MENU to display the
STV/VCR on or change its status the time counter. Picture menu.
g (from stap to play, from play to Time Set 2 Press CHY until “Setup” is
@ stop, etc.). You can also activate 90:00:00 m%owm_% selected. Press VOL+, P %)
«—the on-screen displays manually Captian !
by using the remote contral, V-chip Menu e
. H B PFi H
% 1 %Mﬂmﬁw POWEr ON, press A¥Move «»Sel [N Exit jﬂ“_ma wnn
~— . Setup O
Q : The main menu appears on - VCR Setup Q
3* ANT 04 the screen. Press MENU e =
@ Stop Press DISPLAY once more to | again to remove the main ; ‘ a
o Clock : 10:30am Hl displ f Y A¥Move «wSel O Exit =
2 Pcture - Cutom remove all displays from the menu from the screen. W a
o) Sleen - oft screen and return to normal The menu will disappear from | - |
& oy o o \ ppear from 3 Press CHV until “Language )
< viewing. m the screen in tess than thirty ﬂ, is selected. Press VOL-or &
3 seconds if you don't press VOL+ to select the on-screen T
ny button the remote. | ' "
_._ru v This display disappears from the any son © language you want m
% screen within ten seconds. Setup Q
C TViLire T TV N
S AirfCable  : Antenna a
o Auto Program L
Q Add/Erase Nt
(%] Auto Clock Set ]
w Language :English =
m AY¥Move «»Sel  [MMe POv
r 2
m_m w& W CHAPTFR THREE: TV OPLRATION 17 3
>
(¢}
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TV OPERATION g

10-22-2015

s Programming
T the Channels, continued

* When entering three-digit
channels, press the +100
button on the remote control
first. For example, to select
channel 104, press +100, then
press 0, then 4.

« You can manually add or erase a
S channel from your TVVCR's
© memary.

Released by CDR

L 71 Press MENU to display the
meni.
2 Press CH until “Setup” is
selected.
3 Press VOL+ to display the
Setup menu.
Setup
TV/iLine :Tv
AirfCable : Antenna
Auto Program
Add/Erase
Auto Clock Set
Language : English

AV¥hiove «ApSel. DDMen

4 Press CH¥ until "Add/Erase”
is selected.
Press VOL+.

Records processed under FOIA Request #20

Setup

Tviline TV
Air/Cable * Antenna
Auto Program
Add/Erase

Auto Clock Set
Language : English

A¥Move «wSgl {MMenu

5 Press VOL+ or VOL- to select
a channel.

& Press CHW until “Add/Erase”
is sefected.

Press VOL+ to select
“Added” or “Erased”.

Add/Erase
Channel :ANT 07
Add/Erase  : Added

4A¥Move ApAd) HOMenu

You can still view a channel that
is not stored in memory by using
the number buttons to select the
channel directly.

Setting the Clock

To record programs while you
are away, or to use the sleep
timer, you must first set the
clock and calendar.

There are two ways to set the
clock:

Option 1, Manual: The digits for
hours and minutes are entered
directly.

Option 2, Auto: The TV's clock is
synchronized to a time signal
sent out by the iocal PBS
channel.

Option 1: Setting the clock
directly (“Manual” Method)
T Press MENU to display the
menu.
. 2 Press CHY until “Time Set”
is selected. Press VOL+.

Menu

. Picture

¢ Time Set
Setup
VCR Setup
Caption
V-chip

A¥Move «kSel.

3%t

m Exit

CHAPTER THREE: TV QPERATION

3 Press VOL+.
The Time Set menu appears.
Time Set
" Clock 12:00pm
On Time 12:00pm Oftf
Off Time 12:00pm Off
- Sleep Off

A¥Wove «»-Sal. O Menu

4 Press VOL+ to select the hou
digits. Press CHA or CHW
repeatediy until the correct
hour appears.

Time Set
Clogk
. Date

07.00pm
01/61/2002 Tue

<“rMave A¥Ad. OH Meru

v Be sure to set the correct time of
day {am or pm), which appears to
the night of the minutes.

>
Questions? Contact FDA/CDR_H/OCE/DIDwa_F‘gQR_Ij

FOISTATUS@fdahhsgov or 301-796-8118
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TV OPERATION

Setting the Clock,
continued

3 Press CHW until "Auto Clock
Set” is selected. Press VOL+.

4 Setup

TviLine v
AiriGable ©Antenna
Auto Program
Add/Erase

Auta Clock Set
Language English

V>1z_a<m A»-Sel. MMenu

4 Press VOL+ to select Auto
Clock Set “On".

i

Auto Clock Set

Auto Clock Set : On

PBS Channel  : 06
Time Zone : GEN.

- DST No

m»q_so,a “»Sel. DMenu

5 Press CHW 1o select the
“PBS channel”.

Auto Clock Set

Auto Clock Set - On
PES Channel :06
me Zone : GEN
DST :No

A¥Move «kSel. OOMenu

& PressVOL +. Press CHA and

CH¥ to select your local

PBS channel. Press VOL + or
VOL - again to lock in the PBS
channel.

Auto Clock Set

Auto Ciock Set  : On
PBS Channel ;07
Time Zone : CEN.
DST : No

A¥Move «kSel MMMenu

The picture changes according to the
channel

Press the CH'W button to
select the "Time Zone”

Auto Clock Set

Aute Clock Set @ On
PBS Channel  : 07
Time Zone T HAW.
DST - No

A¥Move <»Sel MOMenu

While “Time Zone” is selected, press
either VOL + or VOL - to change the
Time Zong

Seguence : ATL., EAST, CEN., MTN.,
PAC . ALAS, HAW.

8 Press CH to select the

“DST"{Daylight Savings
Time).

" Auto Clock Set
Auto Clock Set : Cn
PBS Channel 07
Time Zone HAW.
DST : Yes

A¥Move «mSel MMMenu

While "0ST" is selected, press VOL +
to indicate "Yes,” or "No.”

{Set OST "Yes” on the appropriate day
in April. And set DST "No” on the
appropriate day in Octaber)

Press MENU to exit the
menu.

The time is automatically corrected
when viewing your local PBS channel.

389

Choosing
Picture Settings

Your TV/VCR has preset
standard values for picture
settings (contrast, brightness,
sharpness, color, and tint), You
can also customize these
settings.

Customizing

Picture Settings
T Press MENU to display the
menu.

2 Press CHW until “Picture” is
selected. Press VOL+.

Manu
Picture
Time Set
Setup

VCR Setup
Caption
V-chip

{ A¥Move «»Sel. OO Exit

CHAPTER THREE: TV OPLERATION 21

Questions? Contact FDA/CDRH/OCE/DID at CDRH
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TV OPERATION

Setting the m_mm._u Timer

The sleep timer automatically

turns off the TV/VCR at the time

you select. This is cenvenient if

vou like to fall asleep with the

television on.

1 Press MENU to display the
menu.

Z Press CHW until “Time Set”
is selected. Press VOL+.

Menu
Picture
Time Set
Setup

VCR Setup
Caption
V-chip

L. AV¥NMove «p»Sel MM Ex

3 Press CHW until “Sleep” is
selected.

4 Press VOL+ or VOL- to set
the length of time you want

the TV/VCR to remain on; off,

10, 20, 30, 60, 90, 120, 150, or
180 minutes.

Time Set

Clock 07:30pm
On Time 12:00pm Off
Off Time 12:00pm Off
Sleep 30

. A¥iove AmSel [ Menu

5 Press MENU to exit the

mentu.

Using the On/Off Timer

This timer turns the TV/VCR an

or off at a specific time. You may

set the on time, the off time, or

both.

Whatever you choose, you must

turn the timer on after you set

the on or off times.

T Press MENU to display the
menu.

2 Press CHV until “Time Set”
is sefected. Press VOL+.

Setting the on time
T Press CHY 1o select "On
Time.”

2 Press VOL+ to make the hour
flash.

Time Set

Clock 07:30pm
Cn Time 07.00pm Off
Off Time 12:00pm Off
Slesp oft

“rMove AVAC. N Menu 4

39

CLIAPTER THREE: TV (OPERATION
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Press CHa or CHW to set th
hour the setwill turnon. &

Press VOL+ to make the
minutes flash.

Press CHA or CHY to set ﬁm
minute the set will turn on. _&

Press VOL+ to make the OffO
flash.

7 Press CHaA or CH to set ﬁ%
timar to "0ON.”

Setting the off time
1 Press CHY 1o select “Off
Time.”

2 Press VOL+ to make the houl)
flash.

3 Press CHA or CH¥ to mm:ﬁ
hour the set will turn off. o

4 Prass VOL+ to make the
minutes flash.

5 Press CHaA or CHY to set i
minute the set will turn off. +=

6 Press VOL+ and CHA or
CH¥ to set the timer “On”.

7 Press MENU to exit the
menu.
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U\ﬁw OPERATION

Playing a Video Tape,
continued

Using Picture Search
Picture Search lets you quickly
search a pre-recorded video
tape for a particular scene.
T While playing a tape, press
and release FF or REW.
The images from the tape are
displayed on the screen at a
high speed.

This technique is useful if you
are searching a small amount
of tape, If you want to search
a large amount of tape, stop
the tape before pressing FF
or REW.

There is no sound while you
search for a picture at high
speeds, and some harizontal
streaks may appear on the
screen.

Z When you find the scene you

want, press and release FF or
REW again to resume playing
the tape at regular speed.

Using Tracking
This feature automatically
adjusts tracking on video tapes.

1 Insert and play a video tape.

Tracking

When the tape begins to play,

the TV/VCR begins automatic
tracking.

The tracking display will
appear the first time a tape is
played after being inserted
into the TV/VCR, when there
is a change in tape speed, or
when you press TRK +,-,

2 If automatic tracking doesn'’t

remove the streaks from the
picturg, press and hold TRK+
or TRK— until the streaks
disappear.

Using the Time Counter

The time counter allows you to

keep track of how much time

lin hours, minutes, and seconds)

has elapsed on the video tapa.

The counter can also he useful if

you want to find a specific point

on a pre-recorded tape.

1 While a tape is playing, press
DISPLAY twice.

00:01:41

The time counter appears.

The counter displays time
only for recorded sections of
tape. Blank tapes or blank
sections of tapes do not
affect the counter display.

2 Press CLEAR to set the

counter to “00:00:00."

2973

CHAPTER FOUR: VCR QOPERATION 25

v The TV/VCR automatically
resets the counter to “00:00:0
when you sject a tape or recor

3 Press DISPLAY to remove th
time counter.

Stotda.hhs.gov or 301-796-8118

Using Memory Stop
Memory Stap makes it easy to (L
find a particular scene in a videmr
tape. The TWVCR mcﬁoam:nm_ER
stops rewinding or fast
forwarding when the memory —
counter reaches “00:00:00."
If you mark a desired scene as = o
“00:00:00,” you can search for o
the next time you watch the
tape.
T While playing a tape, when
you reach the scene you
want, press DISPLAY twice.

The time counter appears.

2 Press CLEAR to reset the
timer to "00:00:00.”

OISTATY

CD

IDa

Questions? Contact FDA/CDRH/OC




HINAL BY woL
aA0WaA. pue adel ayl puImal
‘BuIplaoal ysiuy noA UsyYAA
yIeqAe|d
Buunp uoipoisip asmad
asned Aeui syl ‘Buipiozal
Ay spagds adey sbueya 1ung A

y CDRH on 10-22-2015

Buipioda:
Al 12 401 ssaud A
‘ade) a1y o pua
oLt s8Yoeal 1 uaym Buipiood
5015 A BIIRWOINE YIASAL BUL A
~Buipiosal suibag yan/nL oy
M pue sajeujun|| jgued [0J1UCD
3yl uo I0IRJIpUI pJodal 8y
043U
a10uWa) 8l uo 93Y sseld
16’0 ssaud g
‘D |suuey 104) Jaquinu |auuRyd
;2. nbip-ajbuls e 810439 § ssaid
‘@'|audela a1 199}as 01 suonng

d

=1
b=
7]
o
=
®

1; Released b

t #2015-61

q

mnn Jaquunu au3 Buisn ale noA )i
mlu "SUORNG Jaquini
[ ayl Buisi Ag Jo AHD 0
5 WHD Buissaud Ag uem nok
'S jauLBL) UOISIARE] BU}108]3S ¢
5 ,

5

D

HJ

N

‘Q

Q

2

o

hbs

0f abed aas “spoods

50R; UD UOIEUUONL 3101 104

fuipJogas o) paads LOWWIOD
150U 3U3 81 {ABYd pIBPURIS) 45 A
‘sieadde
{dS '47S) Juem noA paads ayl

[un Alpa1eadal 0334S ssaid 7

‘ugalos
3UL J0 18UI0D YB3 iam0| BY}
ur sieadde peads ade) ay]

‘o 58ed aas ‘ge) A1ajes piodal
Uy Uo UoiewoUl o4 “3aed ul
$ el Aages piodal ayl ains ag A
‘g334s ssaud
‘uun ay3 ui adel B yum pue
‘U0 pauInl YIA/AL INOA YU §
Guipioaay

1§21eAA NOA SE
sweiboid AL Buipioday

NOLIHTLICY 2170 1O o TLEVELDD qz

440 8Q ||1w 8inies)
5n|4 [E1USY Ay} ‘paLIasuIa)
oue patoafa s adel sy )| A

‘paAe|d Bulag

st adel e uaym Ajuo suciIUNy

s$fl|d 2.Mo1d (ejuay syl
*,uQ SNig 8.M3alg, 0} LN} 0}
uiebe gndd ssald uaalds
ayj uo sieadde  J0 snid
8in1ald, pue ‘'sfidd ssaid 7

‘Ny1d ssaid pue adel e Liasuj §

uQ: Shid sInioid

‘adey [ejuels Jood ®
10} a1esuaduwos 03 SNdd $S8id

SN1dd Buisf

‘uefie payiew noh

3U3IS AULMBIA 01 A4 SSa4d £
. 00:00:00.,
$8Jeal JaluNod ayl uaym
adey ay sd01s YIAAL BUL
‘PaR4BW NDA AUAIS B

07 uIn3aJ 01 pAJY 10 44 ssald NC

d0LlS sseld | ¢
pavie
noA auaos ayl 01 uinial Uo

<

a
panuuooL

‘ade] oapip e Puikeld g

E/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

0]

D

on

o
ﬁzo_bmmumo MADOA W
)

Quest



Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

W/\OW me?»ﬁOZ#

Recording TV Programs
as You Watch, continued

Editing While Recording
You can edit while recording,
selecting only those scenes you
wantto record from the currant
television program.

Thi

is especially helpful ¥ you

wantto record a program
without commercials.

1

Be sure you have begun
recording and that the record
indicator light on the front
panel is lit.

Press P/STILL to temporarily
stop recording.

After ten minutes in pause
mode, the TV/VCR stops the
tape automatically and
switches to TV mode to
protect the video heads. If
this happens, press REC to
resume recording.

To resume recording, press
P/STILL again.

Using Advanced
Recording Features

One-touch Recording
One-touch Recording (OTR} lets
you record television programs
with the touch of a button.

You can program the length of
time {up to four hours} that you
want to record,

T insert a video cassette tape,
set the tape speed, and
select the channel you want
to record.

v’ The TV/VCR won't record if the
record safety tab on the tape
has been remaved. For more
iformation, see page 40.

2 Press REC on the remote
control twice.

Your recording time options are:
30 minutes, 1 hour, 1 hour and 30
minutes, 2 hours, 2 hours and 30
minutes, 3 hours, ar 4 hours.

3 Press REC on the remote

control repeatedly until the
time you want appears.

The TV/VCR begins recording,

You can increase the length
of time you want to record at
any time during the recording
process by pressing the REC
button again and choosing
additional time.

If you want to stop recording
before the time is up, press
the REC button until the OTR
display shows “Stop.” The
recording stops after a few
seconds. You can also press
STOP/EJECT an the front
panel.

MQ ,q CHarrer Four: VCR QPLRATION

01-796-8118

A
v

Timer Recording
You can set the timer to reco
up to six different programs.
timer can turn the TV/VCR on
the time you select, record E*Alm
selected length of time, and :rw:
turn off.
O

You can record a program oneL
time, daily (every day, go:amﬁ
through Friday), or weekly #:mDDu
same day every week). [S)
T Press MENU to display the'

menu.

2 Press CHW until “VCR Set@’
is selected. Press VOL+.

%da.hhs.gov or

)ID

Menu
Picture
Time Set
Setup

VCRA Setup
Caption
V-chip

A¥Move «mSel. OD Exit

act FDA/CDRH/OCE

v The clack must he set to the ©
correct time and date before @
program the timer.

N
Quéttions?
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VCR OPERATION

Using Advanced Recording
Features, continued

& Press CHY to select
“"MO/DAY.” Press VOL+.

imer Record 1)
05/01/2002 Weg 05:30pm
Channgl : 11

ime : 06:30pm M 07:30
MO/DAY : 05/01/2002 Wed
Speed : SLP

Select - One Time

Clear :REC Cancal

A¥Move «wSel [ Confim

Press CHA or CHY to select
the month to begin recording.

8 Press VOL+.

Timer Record 1)
05/01/2002 Wed 05:30pm
Channel : 11

me : 06:30pm I 07:30
MCDAY © 05/01/2002 Wed
Speed : SLP

Select : One Time

Clear :REC Cancel

A¥Mave «wSel. MDGonfirm

Press CHa& or CHY to select
the day to begin recording.

10 Press VOL+.

Timer Record (1
. 05/01/2002 Wed 05:30pm
Channel : 11
. Tima : 06:30pm » 07:30
E MO/DAY - 05/01/2002 Wed
| Speed : SLP
Salect : One Time
| Clear :REC Cangel
. A¥Move «pSel [ Confim,

Pse CHa or CHWY to select

the year to begin recording.

Press VOL+ to lock in the
year. "
T1 Press CH to select
"Speed”.

Timer Record 1
05/01/2002 Wed 05:30pm

. Channel ' 11
Time : 06:30pm M 07:30
MO/DAY : 05/01/2002 Wed
Speed ; SLP
Select : One Time
Clear :REC Cancel
A¥Move «pSel [ Confirm

Press VOL+ and CHA or
CH¥ to select the speed at
which you want to record.

12 Press CHW to select
"Select”. Press VOL+

Timer Record {
05/01/2002 Wed 05:30pm
Channel : 11

Time : 06:30pm » 07:30
MO/DAY : 06/01/2002 Wed
Speed : SL.P

Select : One Time

Clear :REC Cancel

A¥Move «»Sel. M Conk

Press CH¥ to salect the
“One Time", or “Weekly”,
“Daily".
13 Press MENU to exit the
mendu.

v If you enter twa program times
that overlap, a program overlap
warning appears on the TV
screen, along with instructions
for fixing the overlap

v The REC indicator on the front
panel of the TV/VCR is lit when
program times are stored.

14 Press POWER to turn off
the TV/VCR.

377+

Important

CHAPTER FOUR: VCR OPERATION

da.hhs.gov or

The TV/VCR should be off t
record the programs you'v
chosen. But, ifyouare
recording a channel that £
comes through a cable box—
be sure to leave the cable L2
box on and tuned to the m
channel you want to anoqﬁ
During timer recording, Emm
is no picture on the screency
because the power is off. ifs=
you want to watch the

channel while it's being
recorded, press POWER o
the remote control,

One-time timer programs
clear from memary after
recording. Daily and weekhQ
programs remain in the tim
until you remove them. If
power to the TV/VCR is
interrupted, all programs with
be disabled until you reset <
the clock. Then, the progranG
will be restored.

A

a

RH/OCE/DID
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CHAPTILR TV

SPECIAL u.ummﬁczmﬂ

Using True Repeat

You can set your TV/VCR to
automatically repeat a tape or a
section of tape. When you use
True Repeat, your TV/VCR will
play until it reaches the end of a
tape. Then, it will rewind to the
beginning of the tape and begin
playing again.
1 Press MENU to display the
meny.
Z Press CHY until “VCR Setup”
is selected. Press VOL+.

Menu
Picture
Time Set
Setup

VCR Setup
Caption
V-chip

A¥Move «pSel. O Exit

3 Press CHW until “True
Repeat” is selected. Press
VOL+ to turn True Repeat on.

VCR Setup

Timer Record
Program Review
True Repeat : On
Black Repeat @ 1

A¥Move «pSel. OO Exit

4 Press MENU to exit the
mentu.

5 Insert and play a pre-
recorded video tape.

The TV/VCR will play the tape

until it reaches the end.
Then, the TV/VCR will stop
the tape, rewind it to the
beginning, and begin playing
again,

If the TV/VCR reaches an
unrecorded section of tape
before it reaches the eng, it
will search forward and
gheck the tape again. If it
finds a recorded section of
tape, it will _u.mm_: playing. If
the tape is still blank, it will
continue to search forward,
ﬁEz__ it reaches the end of the
ape.

6 Press STOP to end the
repeat.

Using Block Repeat

Block Repeat allows you to

repeat a section of tape that you

select. You can repeat this

section of tape {the “block”)

from one to ten times. “Repeat”

section should be setup ata

minimum ten-second interval.

1 Press MENU to disptay the
menu.

2 Press CHW until “VCR Setup”
is selected. Press VOL+.

Menu
Picture
Time Set
Setup

VCR Setup
Caption
V-chip

A¥Move «p5Sel. O Exit

3 Press CHY until “Block

Repeat” is selected. Press
VOL+ to select the number of
times you want your “block”
to repeat.

W G

CHArTLR FIiv

E. SPECIAT. FEATURFES

VCR Setup

Timer Aecord
Program Review
True Repeat  : Oif
Block Repeat : 1

A¥Move «AMSel. I Exit

OISTATUS@fda.hhs.gov or

You can choose to have Yfur
“block” repeat from one ﬁ
ten times. a)

Press MENU to exit the
ment,

Insert and play a pre-
recorded video tape.

Press REPEAT at the
beginning of the “block” Qu
want to repeat. ("Repeat T
setting” appears on the o)
screen when the button i
pressed.}

CE/DID at C

R
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SPECIAL FEATURES

Using the V-Chip

3 Press VOL+. The “Enter PIN”
screen will appear. Enter
your 4-digit PIN number.

Note: The default PIN
number for a new TV set is
“0-0-0-0."

The V-Chip feature automatically
locks out programming that is
deemed inappropriate for
children. The user must first
enter a PIN (personal ID
number} before any of the
V-Chip restrictions can be setup
or changed.

Setting Up Your Personal

ID Number (PIN)
f Press MENUY to display the
menu.

Z Press CHW until “V-chip” is
selected. Press VOL+.

Enter Pin : |

C-9:Sel. OO Exit

. 4 After entering a valid PIN
Meny number, the “V-chip” screen
Dot will appear. Press
Setup CHW and select "Change
VCR Setup n_:.“
mwﬂ,_w 5 While the “Change pin” is

selected, press VOL+.

The Change pin screen will

appear. Choose any 4-digits
for your PIN and enter them,

A¥Move «pSel OO Exit

As soon as the 4 digits are
antered, the "Confirm new
pin” screen appears. Re-
enter the same 4 digits.
When the Confirm screen
disappears, your PIN has
been memorized.

P

Change Pir

Entar naw Fin -

g

Pt

Change Pin

Confirm new Pin

Note: If you farget the PIN,
press the remate-control
keys in the following

sequence. {this resets the pin

to 0-0-0-0:}

FOWER OFF = MUTE = § =

2= 4 - POWER ON.

=l

CHAPTER Fivi

How to Enable/Disabl
the V-Chip

7 Press MENU to display the)

menu.

2 Press CH untii “V-chip’
selected. Prass VOL+.

hhs.gov or 72%01-796-81 18

@i

S

-

(i
]

A

3 Press VOL+. The :m:a;@_:

screen will appear. Enter
your 4-digit PIN number.

4 The "V-Chip” screen will
appear, and "V-Chip lock
will be selected.

I
o
o

-—

To

enable the V-Chip featureQ

press VOL + so that the
“V-Chip lock” field is Yes.

Q
T

{Pressing VOL+ will alterfte

between Yes and No.}

% Vechip

 V-chip Lock :Yes
TV Guide lines
MPAA Rating
Change Pin

i

? Contact FDA/CDRH/O

A¥Kove «AwSe. M Menu

S0 I P ATURES
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ﬁmvmﬁgr FEATURES

Using the V-Chip, continued

7 Howto setthe FV, D, L, § and
V sub-ratings.

First, select one of these TV-
Ratings: TV-Y7, TV-PG, TV-14
or TV-MA (See Step 4,
above).

Next, while the TV-Rating is
selected, repeatedly press
VOL+. This will cycle
through the availabte sub-
ratings {F¥.L, S,D ar V).

A selecting letter ("U" or
“B") will be displayed for
each sub-rating. While the
“U" or “B" is selecting, press
CH & or CH W to change the
sub-rating.

Press MENU once to save
the TV guidelines.

A particular TV-Rating will be
selected, and no letters will
be selected. To exit this
screen, press MENU again.
To selecta diffarent TV-
Rating, pressCH & orCH'W
and then repeat the process.

Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

Note: The V-chip will
automatically block certain
categories that are “More
restrictive”.

For example, if you block the
“L" sub-rating in TV-PG, then
the "L" sub-ratings in TV-14
and TV-MA will automatically
blocked.

& Press MENU to clear ali the
screens.
{Or proceed to the next
section, and set up additiona
restrictions hased on the
MPAA codes).

:2%3%2 ﬂm m.a.m.,:.naaam
ising the MPAA Ratings:
G, PG, PG-13, B NC-17. X

The MPAA rating system uses
the Motion Picture Association
of America {MPAA) system, and
its main application is for
movies. {(Eventually, movie
videocassettes will be encoded
with MPAA ratings.) When the
V-Chip lock is on, the TV will
automatically block any
programs that are coded with
objectionable ratings (either
MPAA ar TV-Ratings).

! Press MENU to display the
menu.

2 Press CHY until “V-chip” is
selected. Press VOL+.

3 Press VOL+. The “Enter PIN”
screen will appear. Enter
your 4-digit PIN number.

4 The “V-chip” screen will
appear. Press CH ¥ 1o select
the “MPAA rating”.

V-chip

V-chip Lock :Yes
TV Guide lines
MPAA Rating
Change Pin

A¥Move «wSel, [ Men

5 While “MPAA rating” is
selected, press the VOL +
button. The “MPAA rating”
screen will appear.

3

MPAA Raling
G

PG
PG-13
R
NC-17
X

NF

coCCCcCccoco

U: Unblocked B Blocked

CrHArreER FivE: Seucial FEATURES

OISTATUS@fda.hhs.gov or é01-796-81 18

Repeatedly press CH W %H__.
select a particular MPAARYY
category. Pressing CH WG
cycle through the MPAA ©
categories:

G: Generai audience {no
restrictions).

PG: Parental guidance
suggested.

PG-13: PG-13{Pzarents ﬂazamm
cautioned).
R: R{Restricted. Children undgn
17 shouid be accompanied bfdn
adult).
NC-17: No children under agdd7
X X {Adults only). ;
NR: Not rated.

OCE/DID a

R

Quedlions? Contact
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ﬁmwmngr FEATURES

Using Special
Playback Features

Your TV/VCR provides you with
special features that are
available when you are playing a
tape. These features are Frame
Advance, Skip Search, and Slow
Mation.

Frame Advance

Frame Advance allows you to

watch a tape frame-by-frame.

1 While a tape is playing, press
P/STILL on the remote.

If the picture jitters, pressTRK
+,- .

2 Press FADV/SKIP repeatedly
to move forward frame-by-
frame. Do not hold the button
down.

Press PLAY to resume normal
playback.

Skip search

Skip search allows you to

quickly search through a short

section of tape.

T While a tape is ptaying, press
FADV/SKIP.
The TV/VCR will fast-forward
through the tape for 60
seconds, then continue
playing.

Slow motion

You can watch a tape at various

slow-motion speeds.

1 while a tape is playing, press
SLOW + or SLOW - an the
remote.

If the picture is jittery or
shows noise, try using the
TRK buttons to clear the
picture.

2 Press SLOW + or SLOW - to
adjust the slow motion speed
hetween 1/5 and 1/60 normal
speed.

3 Press PLAY to resume normal
play.

There is no sound during

slow motion.

v Itis normal to oocasionally see
some streaks or jitter during
slow motion play.

v |f slow metion continues for
mare than five minutes, the
TV/NCR may play automatically
ta protect the tape and video
heads.

Jet search

When pressing FF or REW
during play, the search speed
becomes faster.

N\Q m\ CHArILR FIVE: SPECIAL [FEATURES
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SISV T ROUBLESHOOTING

identifying TV Problems

Poor picture, no picture, blurred
picture, or blue screen.

* Try another channel. Make
sure the unit is plugged into a
working wall outlet.

* Adjust the antenna.

» Press LINE [N,

+ Check all wire connections.

Poor sound quality.

* Try another channel.
» Adjust the antenna.

Ne color, wrong colors or tints.

+ Make sure the program is
hroadcast in colar.

+ Adjust the picture settings.

+ If the set is moved or turned
in a different direction, the
power should be OFF for at
least 30 minutes.

Picture rolls vertically.

+ Adjust the antenna.
+ Check all wire connections.

Identifying VCR
Problems

Unit won't turn on.

* Make sure the unit is plugged
into a working wall outfet.
* Press the POWER button.

Unit won't take video tape.

= Make sure the tape is
window side up with the
arrow pointing away from
you.

+ Make sure there is na other
tape in the compartment.

Unit didn’t record a program.

* Make sure the antenna or
cable is connected and that
the TV/VCR is receiving the
broadcast signal.

+ Make sure the record safety
tab on the tape is intact.

Unit didn’t record a timer
program.

+ Make sure the unit was
turned off.

+ Check the programmed start
and stop times.

* Make sure the time is set
correctly.

There is no picture, the picture
is distorted during video tape
playback, or noise or streaks
appear in the picture.

s Adjust the tracking.

+ Clean the video heads.

* Make sure there has been a
recording on the tape.

You can't receive regular
broadcasts.

s (Check the antanna or
cable connections.

A\O ‘N\\ CIHIAPTER S1X:

TROUBLESHOOTING

dg.hhs.gov or 301-796-8118

Rewind command doesn’t s_qn..

* Make sure the VCR is not @
pause moda.

* Make sure the tape hasn’ HT
already been rewound,

Fast forward command n_omma_w

work.

* Make sure the VCR is not W
pause mode.

» Make sure the tape :mmiD
already been forwarded. C

Picture is streaked during
pause mode.

This is normal for SP recordings.

FOI

at

(@]

=Dl

Quetions? Contact FDA/CDRH/OCE




~Reteased by CDRH on 10-22-2015

‘adey aueydojaa yum
ajoy 241 15A02 ‘panoWai qE]

8y} UM B118SSED B UD pI0D84 0]

1L

Records p-rocessed-‘und‘er-FO-I-A"R-equ-eS‘t-#20-1-5=6-1-41‘

‘get 8yl 4o yeauq ued nod
‘ainsels woly adel e 308304d 0]

‘plo2a) 01398IU) 3G 1SNW 181 0E)

Aajes e asey sade] 0aplA IS0

qey A1ajes pioaay ayy
suw 0f

Siyg "SMzo 09l-L

SI9 TSIl C0eleL

siyg I 0eL

d1s  dS 3dvl

‘leustew welboud alow
ploy o1 sade} smo|je spaads
adey jamols 1e Buipioaay

‘pagds Jado:d ay) 1e sade)
sAg|d Aj|2anelioine Yoasal SNoA

paads (Ae|4 Buo J8dng) 415 =
paads {Ae|d piepUBIS) S e

e ade} e pi02aJ 10 Aejd uea noy,

spaadg Buipioday

'sade} oapia yum paijddns
SUOIIONASUL BY) PEDY

"8sRD

adel syl apisul Buiyliue

nd o ‘adel ayl yanoy
‘a119ssea ayp uado jou 0 .

"ade} oapia & 30)jds
1o pede 91 01 ALL18ABN

"$)I0YS 10 $UONBIGIA JUB|OIA
01 sade11oalgns 10U 0

‘NoA woiy Aeme Bunuiod

MoJlJe Byl pue dn apis
MOpPUIA 3yl YU sadel uasL| «

‘p|na 10 1eay ‘Wbijuns

10841p woi) Aeme sadey daay

sadef 0apip 10§ .mESu

HIAAL SIUIYUM SHA
paxsew sadel 0apIA Ajuo asf

sade] oapip moqy

OINTLOYOHS T I et |

‘Ajgraidwoa Aip

0} HLUN 3yl apIsul pawIoy) ALy
ABLW 3BUY) BINISIOW 10) SINCY 0AAY
15B3| 1B MO|[E pUB ‘PI0I Jamod

ay1 bnjdun 'aaejd Wiem e 01 plo2

2 WOoJ) pAACU S| HIANL SN0A J|
ammeiadwaj

‘83{] peay usyoys ued sde}
Buluea|a e Jo asn 8AISS20Xa
‘ade) Buiues|o ayl yum awod

1B SUOILANNSUI 341 AO||0] »

"speay

08pIA 841 Lo paleiNWNIZE
SeY 1211 LIp AuB BACLUBI

01 adey Guiuea)d peay e asfy

speay cut_s

JeuIges ayl jo doy

uo s1o8lqo Adeayindiouog

"S[OIWALD 10
‘xem ‘spiny Guiues o Jaiem
38N JaAaN 110|2 AIp ‘uea|d

B yum YIA/AL InoA adipy «

“apisul sped ay) yanoy

1018U1082 3} uado JaABN e

Jau1qe)

N1 R NIRIARS

afeweps

o

301-796-8118

()

SNOLIAS 8SNEI UBD 1 Clulg,
Ids 1841 SPINBIT HIA/AL 3UIS,

U0 J0 JE8U SPINDI @|puBL Jou

207

%.ssm

‘Ajuo uosod yBudn

UE B HIA/AL Byl 88|d
1aded Jo y10]a se yons
‘8aBlNS 1JOS & U0 YIA/AL

ayl aae(d Jou op ‘Jes|d
sBuluado uone|nuan ay) dasy
‘S13UB3|2

WNNJeA SB 1JaNs ‘Sp|al
anaubeus ayea12 JBY} SI0J0W
211308|3 yum saauedde

1BaU YOA/AL 2 eoed 10u 0
‘saog|d Aisnp

10 plwny ‘pjoa 1oy Ajawalixe
leau yJa/aL dyl ade|d 1ou oQ

/DID at*CDRH-FOISTATUS@fda

SVENTEEEIR G

"YIAAL IN0A WOJ) BIUEWIONA
wnwixew sy 186

sauljapind asey) mo||0} ase

YIA/AL 1nop 10} Bune

9|

cbrﬁ-éct FDA/EDRIIO

Questi



Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

ﬁ APPENDIX

Specifications

Format
VHS Standard

Recording system

Rotary, azimuth four-head
helical scanning system
Luminance: FM azimuth
recording

Cofor signal: Converted
subcarrier phase shift recording

Television system

NTSC-type color signal EIA
Standard (525 lines, 60 fields)
Audio track

One track

Tape width

127 mm {1/2 inch)

Record speed

SP: 33.35mm/s (1.31 in/s}
SLP: 11.12 mm/s (0.43 in.fs)
Record/playback time

180 minutes with T-160 used in
SLP mode

FF/REW time

Less than 2 min. with T-120

Heads

Video: Four rotary heads
Audio/control: One stationary
head

£rase: One fult track erase, one
audio track erase

Video

Input

VIDEQ IN jack (RCA} 1.0V p-p,
75-chm unbalanced

Audio

Input

AUDIO IN jack (RCA) -8 dBm,
50K-ohm unbalanced

TV tuners

VHF input: ch. 2 - ¢ch. 13, cable
channels “44A, A~W, W+1-W+84,
A-5~A-1" 75-ohm unbalanced

UHF input: ch. 14 - ch. 69 VHF,
UHF one input 75-0hm unbalanced

Operating temperature
41°F-104°F(5°C—-40°C)
Operating humidity

10% - 75%

mqs.bami m%mn_.:.nm:c:m ma
subject to change without
notice

Model

CXMi374

CXM1974

Power requirements

120 AC, 60Hz

120V AC, 60Hz

S@fdalhhs.gov or 301-796-8118

Power cansumpticn

Approx. B0watts when on

Apprex. bwatts when off

Approx. Twatts when on

A

T
Approx. Swatts when %S

Dimensions(w x d x h}

366 x 382 x 381 mm
14.41 x 1504 x 15.00 inches

486 x 468 x 487 mm m

18.13x 18.43 x 19.17 inche

Weight

1.2kg ; 24.691bs

19g ; 41.891bs

¢ o

Quegtions? Contact FDA/CDRH/OCE/DID at.CD
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Room Air Conditioner
Installation and Operating
Manual

ZStar™  £agshieb
115 Volts © ZQ05 ® ZQ07

Registering Your
Room Air Conditioner

Model information can be found on the name plate located on the
side of the unit near the control panel. Please complete and mail
the owner registration card furnished with this product. For your
future convenience, record the model information here.

MODEL NUMBER SERIAL NUMBER PURCHASE DATE
920-095-02 (01/02)

77
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EFriedrich

Congratulations!

You have purchased a Friedrich ZStar™
room air conditioner. The Friedrich
ZStar™ is designed to give maximum
comfort and quietness.

Table of Contents

INErOdUCHION ... 2

Safety Precautions...............cccoeiiiiinni 3

How to operate your Friedrich ZStar™ ..., 5

Installation Instructions..............ccco i 7

Troubleshooting TIPS .......cccooviiverircecir e 11

Warranty ..o 12
41~
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Before Operating Your Unit

Make sure the wiring is adequate for your unit.

If you have fuses, they should be of the time delay type. Before you install or relocate this unit, be sure that
the amperage rating of the circuit breaker or time delay fuse does not exceed the amp rating listed in figure 1.

DO NOT use an extension cord.
The cord provided will carry the proper amount of electrical power to the unit; an extension cord will not.

Make sure that the receptacle is compatible with the wall plug provided.

This insures proper grounding. If you have a two-prong receptacle you will need to replace it with a
three-prong grounded receptacle that meets all national and locai codes and ordinances. You must use the
three-prong plug furnished with the air conditioner.

CIRCUIT
"IE:I\A/I-II-E”\IBGEE)AF\" PLUG FACE
MODEL FUSE
AMP VOLT NEMA NO. Figure 1
ZQO5A10B |.'
ZQO7A10A 15 125 5-15P

For the Best Cooling Performance and Energy Efficiency

Keep the filter clean

Make sure that your air conditioner is always in top performing condition by cleaning the filter regularly.
instructions for removing and cleaning the filter can be found on page 6.

Provide good airflow

Make sure that the airflow to and from the unit is clear. Your air conditioner puts the air out at the top of
the unit, and takes in air at the bottom. Airflow is critical to good operation. It is just as important on the
outside of the building that the airflow around the unit exterior is not blocked.

Unit Placement

If your air conditioner can be placed in a window or a wall that is shaded by a tree or another building, the
unit will operate even more efficiently. Using drapes or blinds on the sunny side of the dwelling will also

add to your unit's efficiency.

Insulation
Good insulation will be a big help in maintaining desirable comfort levels. Doors should have weather
stripping. Be sure to caulk around doors and windows.

N (e

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

To prevent injury to the user or other people and property damage, the following instructions must be

followed.

B Incorrect operation due to ignoring of instruction will cause harm or damage, the seriousness is classified
by the following indications.

( A WARNING  This symbol indicates the possibility of death or serious injury.

L é CAUTION This symbol indicates the possibility of injury or damage to

properties only.

W Meanings of symbols used in this manual are as shown below.

(® Be sure not to do this.

Be sure to follow the instructions.

— | —

~ - /\ WARNING' .
Plug in the power plug Do not ?perat_'e or stop the Do not damage or use an
properiy. unit by inserting or pulling unspecified power cord.
. out the power plug.

*» Otherwise, it will cause efectric * It will cause electric shock or fire  « It will cause electric shock or fire.
shock or fire due to heat due to heat generation. * If the power cord is damaged, it must
generation. be replaced by the manufacturer or

its service agent or a similarly
qualified person in order to avoid a
hazard.

Do not modify power cord
length or share the outlet
with other appliances.

Do not operate with wet
hands or in damp
environment,

Do not direct air flow at room
occupants only.

* It will cause electric shock or fire It will cause electric shock.
due to heat generation.

[ WY

G
R

713
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Safety Precautions

/

When the air filter is to be i When the unit is to be
removed, do not touch the conditioner with water. cleaned, switch the unit off,
metal parts of the unit. and unpluy it.
* They are sharp and may cause » Waler may enter the unit and * Since the fan rotates at high
an injury. degrade the insulation. It may speed during operation, it may
cause an electric shock. cause an injury.

purposes.

"Do not put a pet or house
plant where it will be
exposed to direct air flow.

Do not operate the unit
without the air filter or when
the front intake grille has
been removed.

« Do not use this air conditioner to

= It could cause dust to « This could injure the pels
accumulate on the heat or plants. preserve precision devices, food,
exchanger. pets, plants, and art objects.

It may cause deterioration of
quality, etc.

Do not operate switches Do not apply an inse
with wet hands. or flammable spray. The edges of the case can

be SHARP!

* |t may cause a fire or » Use caution when handling the
deformation of the cabinet. case. Grip it firmly and do not aliow
it to slip white holding it.

« Use heavy gloves to handle
the case if necessary. "

« DONOT : ;
allow the
case o slide
against
your skint

Sharp

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



Records processed under FOIA Request #2015-6141; Released by CDRH on 10-22-2015

How to operate your Friedrich ZStar™

Function Controls

on FUNCTION CONTRCOL
Fn Q) o Co This dial allows you to select 2 cooling and 2 fan speeds.
Turn to Off to turn everything off.
Lo o Lo Turn to Hi Cool for quick cooling.
Fan ool Turn to Lo Cool to maintain a desired temperature.
The Hi Fan setting provides maximum circulation of filtered room air
without coaling.
[ Mode ) The Lo Fan setting is a slow fan speed without cooling.
gy 8 TEMPERATURE CONTROL
, This dial is the thermastat. Turn it clockwise for cooler and
\ counterclockwise for warmer.
Warmer Coofer’

* FOR NORMAL COOLING

1. Turn the Mode switch to the Hi Cool or the Lo Cool setting.

2. Set the Temperature control to the desired temperature point {the mid-point is a good
starting position). If the room temperature is not satisfactory after a reasonable time, adjust the
control to a cooler or warmer setting, as appropriate.

* FOR MAXIMUM COOLING

1. Turn the Mode switch to the Hi Cool setting.
2. Set the temperature control to the highest temperature point (all the way to the right).

* FOR QUIETER OPERATION

1. Turn the Mode switch to the Lo Cool setting.
2. Set the Temperature control as needed.

When the air conditioner has finished cooling the room and is turned off or set to the fan
position, wait at least 3 minutes before resetting to the cooling operation again.

Yl

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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How to operate your Friedrich ZStar™

Additional controls and important information.

Air Direction

+ ADJUSTING THE AIR DIRECTION USING THE HORIZONTAL AIR-DEFLECTOR CONTROL
Using the Control Tabs, the air flow can be directed 4= w=p
to the left, right, straight ahead, or any combination —————
of these directions.

Care and Maintenance

TURN THE AIR CONDITIONER OFF AND REMOVE THE PLUG FROM THE POWER OUTLET.

* To Remove the Filter

1. Remove the fronl cover by gripping the top outside
edges and pulling toward you (see Figure 1).

You will notice that the grilie will only open to goenol mmen 100 &
about 56°. Do not force the grille apen too far. pen orapen 100
far {about 567

2. Find the two clips that hold the grille in place.
Gently lift the filter out.

* To Clean the Fiiter

1. Clean with warm (104°F or 40°C) water. Be sure to
shake all water off before replacing the filter.

2. Carefully position the filter, bottom first, and snap
back into place.
The filter should be cleaned every two weeks for best s
results.

+ Cleaning The Air Conditioner

The front grille and Inlet grille may be wiped with a
cloth dampened in a mild detergent solution. (Fig. 2)
The cabinet may be washed with mild soap or
detergent and lukewarm water, then polished with
Liquid Wax for Appliances.

To ensure continued peak efficiency, the condenser
coils(outside of unit) should be checked

periodically and cleaned if clogged with soot or

dirt from the atmosphere.

* Removing the Front Grille

1. Remove the temperature and mode control knobs by
gently pulling them off.(Fig.3)

2. Remove the screw securing the Front Grille.(Fig.3)
The screw is located behind the bottom temperature
knob.

3. Push the grille up from the bottom and pull
the top of the grille away from the case as
the top tabs lift out of their slots.(Fig. 4)

4. Garefully position the filter, bottom first, and snap
back into place.

o,

6
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Installation Instructions

Learning the key components will help you properly install the unit.

Features

8
1. CABINET 6. AIR FILTER
2. HORIZONTAL AIR DEFLECTOR 7. KNOBS
3. COOL AIR DISCHARGE 8. AIR INTAKE
4. FRONT GRILLE 9. UPPER GUIDE

5. INLET GRILLE

@ g2

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

Window Requirements

NOTE: All supporting parts should be secured to firm wood, masonry, or metal.

1. This unit is designed for installation in standard double hung windows with actual opening widths of
22" {0 36". The upper and lower sash must open sufficiently to allow a clear vertical opening of 13"
from the bottom of the sash to the window stool.

2.If storm window presents interference, fasten a 2" wide wood strip to the inner window sill across
the full width of the sill. The wood strip should be thick enough to raise the height of the window sill
so that the unit can be installed without interference by the storm window frame.

See Fig. 5-2. The top of the wood strip should be approximately 3" higher than the storm window
frame {STORM WINDOW FRAME} or wood strip (OUTDOORS) to help condensation to drain
properly to the outside.

3. Install a second wood strip (approximately 6" long by 11" wide and same thickness as first strip) in
the center of the outer sill flush against the back off the inner sill. This will raise the L bracket as
shown Fig. 5-2.

4. |f the distance between STORM WINDOW FRAME and WOOD STRIP MOUNTED ON TOP OF
INNER SILL is more than 1", two of wood strips are not necessary.

INNER WOOD STRIP MOUNTED 1" MAX. "
ILL ONTOP OF INNER SILL ™ - a
S ~ CLEARANCEY
Y S | .
-~ —~— ]|«  stomrm &
4 WINDOW
INNER FRAME
SiLL WOOD STRIP
» FOR L BRACKET || ¥
OUTER OUTER
SILL SILL
INDOORSW OUTDOORS INDOOHQ OUTDOORS
Fig. 5-1 Fig. 5-2
Installation
[ HARDWARE |
TYPE A: 11EA TYPE B: 5EA TYPE G: 3EA
(SHORT SCREW) (WOOD SCREW) (L BRACKET)
e _
% 5 %T 6
i
TYPE D: 1EA TYPE E: 1EA TYPE F: 2EA TYPE G: 1EA
(SEAL STRIP) (SASH SEAL) (GUIDE PANEL) (SUPPORT BRACKET)
(Adhesive backed) (Not adhesive backed) \> L[
ya Lo V. » ‘ \:j)
C/ 2L

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

1. Insert the guide panels into the guides of the air
conditioner. Fasten the curtains to the unit with
screws (TYPE A}, as shown Fig. 6.

2. Cut the adhesive-backed seal strip (TYPE D} to the
window width.

Remove the backing from the seal strip and attach
the seal strip to the underside of the bottom
window. (Fig. 7)

B. NOW START INSTALLATION

1. LOCATING UNIT IN WINDOW
Open the window and mark center line on the
center of the inner sill, as shown in Fig. 8.

2. ATTACH L BRACKET
a. Install the L brackets behind the inner window
sill, with short side of bracket as shown. Use the
2 screws (TYPE A) provided.
b. The bracket helps to hold unit securely in place.
Be sure to place bracket edge flush against back
of inner sill. See Fig. 9.

During the following step, hold unit firmly until
window sash is lowered to top channel behind
side pane! frames. Personal injury or property
damage may result if unit falls from window.

3. INSTALL THE AIR CONDITIONER IN THE
WINDOW
a. Carefully lift the air conditioner and slide it into
the open window. Make sure the bottom guide of
the air conditioner drops into the notches of the
L bracket. See Fig. 9.

IMPORTANT :

When the air conditioner drops into the L bracket, the
air conditioner will be centered in window opening as
shown in Fig. 10

b. While steadying the air conditioner, carefully
bring the window sash down behind the upper
guide of the air conditioner, as shown in Fig. 11.

Fig. 6

SEAL STRIP
(TYPE D)

Fig.7

INNER SILL.
™ 4
. ROOM SIDE
Fig. 8

INNER SILL
OUTER SILL

OUTSIDE

Fig.9
L BRACKET

T :
Fig. 10 CENTER LINE

WINDOW FRAME .
UPPER GUIDE o k4

ABOUT V"

M
" S |

BCOTTOM

GUIDE . i
ST

L BRACKET

Y32

M

(]

i

Fig. 11

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

4. SECURE THE GUIDE PANELS

Extend the guide panels (TYPE F} to fill the window
opening using 4 screws (TYPE B) to secure them, as

shown in Fig. 12.

5. INSTALL THE SASH SEAL AND SASH LOCK
a. Cut the sash seal (TYPE E) to the window width.
Stuft the sash seal between the glass and the
window to prevent air and insects from getting into

the room, as shown in Fig. 12.

b. Fasten the L bracket using a screw {TYPE A), as

shown in Fig. 12.

6. a. Remove the screws that secure the cabinet and

base pan in the right side.

b. Fasten the suport bracket (TYPE G) using a
removed screw. Attach the suport bracket (TYPE G)
in the inner window sill with a screw (TYPE B), as

shown Fig. 13.

7. Window installation of room air conditioner is now
compleled. See ELECTRICAL DATA for attaching

power cord to electrical outlet.

REMOVAL FROM WINDOW

L BRACKET

Fig. 13

1 SASH SEAL
(TYPE E}

Support Bracket (TYPE G)

ST

Turn the air conditioner off, disconnect the power cord, remove the L bracket, the screws and Support Bracket
instailed through the top and bottom of the guide panels, and save for reinstallation later. Close the guide panels.
Keeping a firm grip on the air conditioner, raise the sash, and carefully tilt the air conditioner backward, draining
any condensate. Lift the air conditioner from the window and remove the sash seal from between the windows.

Electrical Data

Line Cord Plug

Use Wall Receptacle

Power Supply

Do not under any
circumstances cut

ar remove the

grounding prong
from the plug.

Power supply cord with
3-prong grounding plug

Standar