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Comment on
FDA WarningLetters to thermographic equipment providers

Philip P. Hoekstra, III, PhD, DABT

Medicine as an industry and a practice is more heavily regu-
lated by the various agencies of Government than the nu-
clear power industry. Diagnostic Infrared Imaging in all of
its iterations and by what-ever name we wish to use
(thermography, Digital Infrared Thermal Imaging, infrared
mammography or thermology) has been a notable excep-
tion to this pattern of regulation. Doubtless this exception
is due, at least in part, to the completely non-invasive and
non-harmful nature of infrared imaging and the fact that it
has not been incorporated into Radiology, as has every
other diagnostic imaging procedure. Consider that X-ray
mammography is the most regulated application in the en-
tire heavily-regulated field of Medicine and the contrast be-
comes clear for Diagnostic Infrared Imaging as it is applied
to the detection of breast cancer. Medical thermographs
(the instruments) were actively applied in the diagnostic
process for breast cancer, cerebral and peripheral vascular
disease and peripheral neuropathies long before the US
Food and Drug Administration received a Congressional
mandate to regulate medical devices. Due to the high costs
related to the FDA’s formal approval process for Class I
Devices, new generations of medical thermographs have
been submitted to the FDA in order to be ‘determined to
be substantially equivalent’ with the “Grandfathered” in-
struments as Class III devices through the 510(k) process.

Diagnostic Infrared Imaging has been known to and sup-
ported by various Federal regulatory agencies and insti-
tutes. In 1972, a letter from the Acting Commissioner of
the US Health, Education and Welfare agency approved
Diagnostic Infrared Imaging (thermography) as a diagnos-
tic technique “beyond the experimental stage of develop-
ment” for the detection of breast cancer, vascular disease
and peripheral nerve disease as determined by an inde-
pendent panel of experts as to be a Medicare benefit. In
1982, the FDA listed Diagnostic Infrared Imaging (thermo-
graphy) as an adjunctive diagnostic screen for the detection
of breast cancer. In 2005, the FDA reaffirmed Diagnostic
Infrared Imaging for breast cancer screening. In 2002, the
National Cancer Institute listed Diagnostic (Digital) Infra-
red Imaging as a means for the early detection of breast
cancer and stated, “images of these temperature variations,
which may be among the earliest signs of breast cancer”.
During the span of approximately forty years, Diagnostic
Infrared Imaging, as an industry, has grown considerably in
the aura of relative regulatory neglect but also without any
effective standards for application or practices. While the
growth of this industry has spired innovation and entrepre-

neurs, it has also attracted irresponsible claims for imagi-
nary applications and pseudo- experts. While Medicine, as
an institution, has either tried to ignore Diagnostic Infrared
Imaging or exclude it as a medical practice, the growth of
the industry has reached a scale that it is too widely recog-
nized to ignore.

The FDA also has regulatory authority over the claims
made by the manufactures and sellers of medical devices
either from their literature or their websites. In the past few
years, I have heard rumors of the FDA applying a new level
of scrutiny to the Diagnostic Infrared Imaging industry
while I have witnessed the promulgation of absurd claims
for diagnostic application. Only recently has the rumored
regulatory attention of the FDA been manifested in the
form of Warning Letters that challenge the claims of some
equipment sales companies. In their promotional material,
these companies has misrepresented Diagnostic Infrared
Imaging as a ‘stand-alone’ procedure, itself sufficient to di-
agnose breast cancer and made diagnostic claims for “Vis-
ceral Health”, “Digestive Disorders: Irritable bowel syn-
drome, diverticulitis and Crohn’s disease”, “Immune Dys-
function”, “Nutritional disease (alcoholism, diabetes)”,
“Fibromyalgia”, “Chronic Fatigue” and “Gingivitis”. The
FDA contends these claims are “outside the 510(k) clear-
ance of the device” and, then, the thermographic systems
as “adulterated” and “misbranded”. To the best of my
knowledge and as a recognized expert in the field, I know
of absolutely NO credible evidence for such novel applica-
tions for Diagnostic Infrared Imaging. These purported
applications must be considered investigational at best and
speculative by any objective standards. There is an implicit
burden to substantiate the claims for applications of a
medical device that has not been met (or, for that matter,
even attempted) by these rogue companies. At least one
company attempted to evade the regulatory scrutiny of
their thermo- graphic system by rebranding it with an en-
tirely novel classification as a “health indicator”. I wish I
knew what that meant.

There are more than one thousand articles in the peer-re-
viewed scientific and medical literature relevant to Diag-
nostic Infrared Imaging as applied as a screen for breast
cancer and the experience of millions of world-wide case
studies over more than fifty years. While not yet engrained
into the mainstream of Medicine, any objective review
must conclude that Diagnostic Infrared Imaging as a screen
for breast cancer is beyond any investigational level of de-
velopment. I urge that we should not abrogate our respon-
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sibility to our peers or our patients by representing Dia-
gnostic Infrared Imaging as anything less than a legitimate
diagnostic application for screening breast cancer in order
to evade the scrutiny of the regulators.

I don’t have any inside information relative to the scope or
the scale of the FDA’s recent regulatory actions for Diag-
nostic Infrared Imaging. While it is yet possible these ac-
tions could develop into a ‘witch hunt’; thus far, the FDA’s
regulatory attention has been only been directed toward the
most irresponsible claims of some of the rogue companies
involved in Diagnostic Infrared Imaging, and I would con-
tend that this bit of regulation is not misapplied.
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The 11th Quantitative InfraRed Thermography
Conference
hat will take place on June 11-14th, 2012 at University of
Naples Federico II, Naples, Italy.

The Quantitative InfraRed Thermography (QIRT) confer-
ence is an international forum which brings together spe-
cialists from industry and academia, who share an active
interest in the latest developments of science, experimental
practices and instrumentation, related to infrared thermo-
graphy.

The conference will include technical sessions with oral
and poster presentations concurrent with an exhibit. You
are invited to present your latest research, development or
application at this meeting. The subject matter may cover
any aspects of Quantitative Infrared Thermography.

The DEADLINE for submitting a 2-page abstract is
DECEMBER 15, 2011.

Value Adding Factors
Abstract and Paper Submission handled electroni-
cally via the conference website

Papers will be published online in the QIRT Open
Archives and can be found via Google Scholar. All ac-
cepted conference papers will be also distributed to
conference participants in a USB flash drive. Selected
papers will be published on QIRT Journal after review
by experts.

High level Keynote lectures

Awards to the best three conference contributions
from students

Extra Events: QIRT Pre-Conference courses (scheduled on
Sunday, June 10), Technical Visit to CIRA wind tunnels
(scheduled on Friday, June 15), Symposium in honour of
Prof. Giovanni M. Carlomagno (scheduled on Monday
morning, June 11).

The University of Naples Conference Centre, su-
perbly located in Naples waterfront which is unique for
its focus on creative, cultural, entertainment and leisure
activity. Naples location offers also an ideal base for in-
ternational visitors hoping to experience Campania’s
iconic attractions: Capri and Ischia islands, Hercula-
nneum, Pompeii Positano, Sorrento, Ravello, all accessi-
ble within an hour.

The registration fee includes the USB flash drive pro-
ceedings as well as lunches, coffee breaks, the welcome
reception and the social dinner. For regular participants
only, fee includes also a subscription to the QIRT Jour-
nal for 2 years. A reduced student registration fee has
been set in order to allow as many students as possible
to attend this meeting.

An exhibition will take place during the workshop.
Space is available for companies and institutions wish-
ing to display their products and services and to develop
new contacts and partnerships. Sponsorship opportuni-
ties are also available.

For further information and updates please visit:
www.qirt2012.unina.it or contact the organizing com-

mittee at qirt2012@unina.it

Please mark the above dates on your calendar and pass
this information to colleagues who might be interested.
Please feel free to contact me if you have questions or
comments.




