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Introduction to SureTouch for Clinicians 
 

Joe Peterson, MD 

 
The SureTouch device is a unique and highly accurate means of detecting abnormal 

breast masses including cancer.  It is a new & transformational screening technology for 
the early detection of breast cancer, and addresses a global market of women who refuse, 

don’t have access to, or are too young for traditional screening mammography. 
 
 
Section I: The SureTouch device & proprietary technology. 

 
Introduction. 
 
The basis for the SureTouch device is the unique, proprietary tactile sensor invented by Dr. Jae 
Son during his tenure in the Harvard Robotics Laboratory.(1)  The sensors were designed as part of 
a successful effort to confer a digital sense of touch to robotic “hands,” thereby allowing the 
robotic manipulation of fragile objects.  During Dr. Son’s experience with breast imaging when his 
mother developed breast cancer he realized that a flat array of his sensors could very accurately 
evaluate the hardness of tissue gently compressed between the sensor array and the chest wall.(2) 
The SureTouch device processes this quantitative characterization of tissue structure through a 
unique and patented set of mathematical algorithms to create an ‘image’ of any abnormally hard 
tissues within the substance of the breast – a process called “tactile imaging.”  All abnormal tissues 
are ‘harder,’ than normal breast tissue, and cancerous tissue is hundreds of times harder than 
normal breast tissue – this is the basis for the unmatched accuracy of the SureTouch device, 
including in women with dense breasts or implants.(3,4)  Not all abnormal tissues or cancers are 
significantly more dense than normal breast tissue which is why radiologic study of breast tissue 
has been shown to miss 20% of cancers in women over age 40, 40% to 55% of cancerous lesions 
in women under 40 whose breasts are typically significantly dense.(5,6,7) 
 
Detail 
 
Tactile Imaging.  A relatively new modality for cancer diagnostics, termed Elasticity Imaging (“EI”), 
allows visualization and semi-quantitative assessment of the mechanical properties of soft tissue. 
When explaining the means by which SureTouch technology operates we use the term “hardness” 
as a simple and easily understood contrast to density; but in strictly technical terms, SureTouch 
sensors are actually measuring the stiffness of tissue: the amount of stress (force per unit area) that 
produces a strain (proportional deformation) in a material.(3,4) The relationship between the stress 
applied to a material and the amount by which the material is deformed is known as the elastic 
modulus, or Young’s modulus, of the material.  

The mechanical properties of tissues (expressed as their elastic modulus) are highly 
sensitive to tissue structural changes accompanying various physiological and pathological 
processes such as scarring, fibrosis or the abnormal cellular architecture of cancerous tissue. More 
specifically, the abnormal tissues of a malignant tumor have a Young’s modulus that is consistently 
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hundreds of percent greater than non-malignant tissues (Skovoroda 1995; Krouskop 1998; Parker 
1990).  

SureTouch’s Tactile Imaging (“TI”), is a branch of EI, and uses an array of TI sensors to 
produce a tissue elasticity map of the breast enabling the capture and visual representation of such 
a change.  (Sarvazyan 1998; Kaufman 2006; Egorov 2006; Weiss 2008).  The SureTouch TI sensor 
system essentially mimics manual palpation of the breast similar to that performed by fingers 
during clinical breast examination, but is enormously more sensitive and accurate than the human 
sense of touch.  During examination with the SureTouch device these very sensitive sensor 
measurements are translated by complex processing algorithms to produce a map of the breast’s 
tissue elasticity.(8,9).    
 
Comparative accuracy in the detection of abnormal masses.  Clinical data on the screening 
potential of Tactile Breast Imaging has demonstrated it to be vastly superior to a manual breast 
examination. In reviewing 7 articles measuring the sensitivity of EI and Tactile Breast Imaging 
comprising 1,652 patients with known lesions, elastography identified 1595. Elastography was 
96.55% accurate in identifying lesions and had only a 3.45% false negative rate.(10) Clinical breast 
examinations are no longer recommended by the US Preventative Services Task Force (“USPSTF”) 
or the American Cancer Society because of the high false negative rates, and mammography has 
been shown to have an overall 20% false negative rate, much higher in women under 40 years of 
age. (5,6,7,11) 

Ultrasound, and especially ultrasound elastography, a means of using ultrasound 
technology to approximate the relative Young’s modulus of adjacent tissues, can accurately 
determine tissue hardness, but performs poorly as a screening exam as measured by false 
negative rate or more simply stated, the proportion of abnormal masses that are not detected by 
the examiner (“miss rate”), and especially the miss rate for smaller lesions.(12,13,14)  This is due to the 
nature of the field of tissue being examined by an ultrasound beam: the very thin, essentially 2D 
beam or plane of tissue being measured at any moment during ultrasound of the breast requires a 
high degree of examiner skill, and even then is challenging as a screening technology, as the 
challenge in screening is the search for unknown, not previously identified lesions as the thin 
ultrasound beam passes over them.(12)  In contrast, ultrasound is an excellent means of imaging 
known lesions, and in fact the most common next-step in the evaluation of suspicious abnormal 
masses identified during a SureTouch examination is ultrasound.  
 
Practical implications of SureTouch’s proprietary technology.  The SureTouch tactile 
imaging technology has several attractive practical qualities, in addition to the inherent accuracy of 
the SureTouch tactile sensors.   
 

• The examination is painless, radiation free, and provides immediate digital results. 
 

• The equipment itself is low cost, and requires no specialized facilities, cooling equipment or 
power supplies.  Cost analysis of currently used breast screening and diagnostic modalities 
demonstrates that TI can be over ten times more cost-effective than mammography. (10) 

 

• The SureTouch sensors emit no energy of any sort and so are free of side or negative 
effects. 

 

• The proprietary SureTouch sensors remain accurate and effective through tens of 
thousands of exams and require infrequent recalibration, and recalibration can be 
performed by a SureTouch examiner in less than 2 minutes. 
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• Use of the SureTouch device by examiners is simple and training to perform examinations 
is straightforward, as there’s no “aiming,” of the SureTouch field of examination as with 
ultrasound (the SureTouch sensor unit “images” a 2.5 x 4 cm column of tissue), and there’s 
no diagnostic interpretation of the images – this is a screening device, not a diagnostic 
device.   

 

• No physician is required on-site during SureTouch screening examinations – there is no 
required concurrent review of studies by a physician. 

 

• The SureTouch unit is highly portable allowing it’s use in community-based, non-traditional 
settings that lack the intimidation factor that is so often cited as a deterrent to women who 
refuse to comply with traditional screening guidelines. 

 

• The low-cost and simple technology allows the broad geographic deployment of screening 
sites. 

The SureTouch Device. SureTouch™ is an FDA-cleared, CPT coded, Tactile Imaging Device for 
breast cancer screening developed and deployed by Sure, Inc. (formerly Medical Tactile, Inc.).  The 
SureTouch™ device uses pressure sensors to obtain tactile input used in conjunction with 
processing algorithms to identify and characterize masses in breast tissue.(10) The current 
generation of the SureTouch™ device, hereafter referred to as “SureTouch™,” uses a computer 
mouse type sensor with 192 micro-tactile sensors and a 
wirelessly connected tablet to process and visualize 
examination procedure results. SureTouch™ has De Novo 
clearance from the US Food and Drug Administration 
(“FDA”) as a visual mapping system for documentation of 
the findings of a screening breast examination.(15) Sure’s 
proprietary sensor array technology and processing 
algorithms are ideally suited for application to breast cancer 
screening in all populations. The SureTouch™ device provides immediate, accurate, objective 
digital results.(8,16) The substantial difference in the elastic modulus of the majority of lesion types 
and of normal healthy tissue yields a fundamentally strong signal for detection of abnormal masses 
in all breast categories, including larger breast sizes and dense breast tissue that is impervious to 
mammography.(3,4) 
 
The high-resolution pressure sensor array and advanced data processing methods incorporated in 
SureTouch™ allow the device to significantly exceed the limit of lesion size and depth detectable 
by conventional manual palpation techniques used during a clinical breast exam.(8) The size at 
which breast cancers become operationally detectable by screening mammography is 
approximately 7mm (Michaelson 2003). SureTouch™ is capable of detecting lesions that are 
approximately 5mm in diameter, to a depth of up to 4.5 cm; because women are examined in the 
surgical position, recumbent with the ipsilateral hand on the back of the head, it is uncommon to 
have more than 4 cm of tissue depth to evaluate even in women with larger breasts.(8,9,10) 
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Section II: Reality Check: Breast Cancer Screening Today 

 
 
Globally, current breast cancer screening with mammography is frequently not adopted by or 
available to hundreds of millions of women; more than 20 million women in the US do not engage 
in any mammography screening regimen. 
 
 Breast cancer screening is a multi-dimensional topic with a history of successes, 
misunderstanding & failures.  Introduced in 1963, mammography and today 3-D mammography 
have been the mainstay of both screening efforts to detect breast cancer early, and to detect the 
micro-calcifications of the increased risk condition called Ductal Carcinoma in Situ or DCIS.(17) 
Screening for breast cancer using mammography in middle-aged and older women has been the 
standard of care, but is not a comprehensive screening solution and leaves millions of women 
without a screening option, for a number of reasons that are common across countries and 
cultures:(18) 

 
 Women are confused about the pathophysiology of breast cancer, and the 
guidelines for mammograms prescribed for the early detection of breast cancer.  Despite 
years of awareness campaigns, this confusion continues to suppress the adoption of 
mammographic screening recommendations, and the lack of adoption of mammography 
by many women is worsening.  The guidelines for the application of screening in general 
populations have changed frequently over the years as data on the effectiveness and limitations of 
mammography have been better defined, and as attitudes towards medical expense, 
overdiagnosis, the value of early detection and population health have changed; this has created 
documented confusion among women. Additionally, different healthcare leadership groups have 
and continue to promote substantially different guidelines despite all of them working from the 
same collection of peer reviewed research and data.  Today, the American College of Obstetrics 
and Gynecology (ACOG) recommends that all women have annual mammograms beginning at age 
40.(19) Most breast oncologists agree with age 40 as a starting age for annual mammograms for all 
women except those known to have a genetically-based increased risk for breast cancer – these 
women are particularly sensitive to radiation as a trigger for the development of breast cancer.(20) 
Contrast this with the recommendations of the US Preventative Services Task Force (“USPSTF”) 
who issued guidelines declaring that women needn’t start getting mammograms until age 50 and 
then only every other year.(21) This largely cost-benefit analysis issued by the USPSTF and placed 
over the intensely personal decision of screening sparked such outrage among women’s groups 
that Congress passed a law in 2015 that pragmatically contradicts the USPSTF guidelines by 
requiring that all insurers including Medicaid and Medicare reimburse fully for mammograms in 
women over age 40.  There are many more continuously changing and contradictory 
recommendations and screening regimens, and the net effect of this confusing landscape has 
been demonstrated to reduce women’s motivation to engage in regular screening mammography. 
 

In addition to these guidelines for the general population, there is equally confusing 
information published regarding women with elevated risk from genetics or periods of dramatic 
hormonal flux (i.e. breast feeding).  Major breast cancer screening organizations advise women to 
have genetic testing for elevated breast cancer risk if they have a family history of breast cancer(22), 
yet males in any family may carry the BRCA gene, allowing genetically elevated breast cancer risk 
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to “skip,” one or more generations, creating the appearance of absent genetic risk.  In fact, 44% of 
women who have either BRCA1 or BRCA2 chromosomal mutations have no family history, and on 
that basis these women who are at such extreme risk from radiation exposure are sadly directed to 
annual screening mammograms along with the general population.(23) Lactating women are at 
elevated risk for breast cancer based upon the hormonal flux of the puerperium; even though 
approximately 1 in 3000 births in the US develop pregnancy-related breast cancer each year, there 
is no mechanism for screening these women,(24) as mammography is contraindicated during 
lactation because of the risk of radiation in the babies milk, and the normal physiologic lumpiness 
of breasts during lactation confuse women’s ability to identify new and abnormal breast masses 
through self-exam, leading to tragically delayed diagnoses of cancer in new mothers.   

 
Lack of consistency in recommendations from professional organizations is 

playing to women’s fear of the procedure.  Authoritative medical organizations such as The 
American Cancer Society, the American College of Obstetrics and Gynecology, the US Prevention 
Services Task Force and the American Academy of Family Practice all recommend different breast 
cancer screening guidelines. (18,19,21) The guidelines vary as to starting age, frequency of 
mammography at different ages, and the use of Clinical Breast Exams. There are no uniform 
guidelines for high-risk women or when and if to perform genetic testing. There is no way for 
women to make a rational decision as to when to start and how often to have mammography 
since none of the authoritative institutions agree. This lack of consensus encourages 
procrastination and avoidance of screening and reduces the willingness and motivation of women 
to submit to a painful and frightening test. 

 
Mammography itself causes cancer. (25) Women are increasingly aware that their 

historic fear of the radiation exposure during regular mammography has been validated by recent 
documentation that mammograms cause some cases of breast cancer.(25) Newly evolving 
guidelines for mammography and popular media articles are reinforcing this fear as women learn of 
recent research that has quantified the carcinogenic risk of mammography. Now leading 
healthcare centers and practitioners are recommending that women have mammograms 
according to a personalized risk assessment, and that for most women proper accommodation of 
the radiation risk means mammograms recommended every other or every third year. This 
confirms the fears that women and clinicians have long had, based upon common sense: the 
repeated exposure of a human organ to concentrated doses of radiation increase the cancer risk in 
that organ.  Worse yet, the changes in screening recommendations are confused by women as 
changes in their risk for breast cancer when it’s not the risk of cancer that has changed, it’s the 
risk of radiation exposure that’s driving much of these new recommendations.  Sadly again, very 
few women understand that need for annual screening hasn’t changed; it’s the radiation risk of 
annual mammography that has changed the guidelines for mammography frequency.   

 
The value of mammographic screening is being called into question publicly, and 

with increasing frequency.  There is an increasing drumbeat of articles in peer reviewed medical 
journals that question the overall utility of mammography based upon an increasing amount of data 
suggesting mammography screening may not decrease mortality. (5,25)   While this is a complex 
issue and requires much medical knowledge to interpret and act upon, increasingly these articles 
are being reported in the popular press, and this too serves to decrease women’s compliance 
mammography screening recommendations. 
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Current screening guidelines are driven not by breast cancer risk but instead by 
the limitations of mammography, which are greater than most physicians and the vast 
majority of women understand.  While mammography has been the clinical standard of care, 
it’s not been a comprehensive standard of care – limitations on the use of mammography are 
based upon the limitations of the test itself and have grown over time.  Radiation risk now limits the 
regular use mammography in women of younger ages and in women with genetically increased 
risk for breast cancer. (5,21,25)  Accuracy of the test itself limits its use and effectiveness, especially in 
younger women (<40) due to their higher breast density; in their denser breasts mammography 
fails to detect up to 50% of breast cancers.(6)  In women over 40 mammography misses 20% of 
breast cancers, depending upon the density of their breast tissue and the skill of the radiologist 
reading the study. (5,6,7)  Current changes to screening guidelines are not driven by changes in or 
new knowledge of the risk of the disease, but instead by the limitations of mammography. 

 
Many millions of women will never have a mammogram for practical reasons: 
 

• Lack of access 
 

o Inconvenience is an important form of lack of access in the US and abroad.  
Centralized location of mammography equipment in traditional medical 
facilities requires travel, time off work and childcare expense is effectively 
reducing access to mammography for millions of women.  While a 
mammogram itself, including real time physician review for adequacy of the 
study, can be performed in less than 30 minutes, the entire experience of 
mammography is usually longer than 2 hours (registration, queuing, 
discharge).  These factors combine to make mammography logistically and 
financially unrealistic for many lower income and rural-based women both 
within the US and abroad. (26) 

 

o Lack of mammography equipment is the main factor limiting screening to a 
small proportion of the women at risk in many countries.  In South America, 
for instance, screening rates are usually fall below 10% of women at risk 
because mammography equipment and facilities are too expensive to 
widely deploy.   

o Lack of commitment to screening is a factor even in countries with the 
ability to pay.  Saudi Arabia, not lacking in funds or infrastructure, has few 
mammography facilities yet a robust ability to pay. It’s worth noting that as 
women in these countries continue to expand their voice, the lack of breast 
cancer screening is a central and consistent topic the resolution of which 
using SureTouch, is increasingly politically expedient. (27) 
 

• Refusal to participate in mammographic screening 
 

o less than 10% of women worldwide will ever get a mammogram or regular 
mammographic screening 

 

o 31% of, or 20.3 million, US women at the highest risk ages will not agree to 
have a mammogram or regular mammograms 
 

o 45% of, or 6.5 million, US Hispanic women do not and will not get a 
mammogram 
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o 48% of or 5.6 million US African American women do not and will not get a 
mammogram 
 

 

o In the US, breast cancer awareness – who is at risk, and when and how 
they should get screened – is especially low among the largest ethnic and 
socioeconomic minorities, leading to reduced screening adoption and a 
dramatic racial disparity in breast cancer early detection. 

 

o Outside the US, breast cancer awareness – who is at risk, and when and 
how they should get screened – is generally much lower than within the US, 
making adoption rates for mammography very low.  

 

o Outside the US refusal rates are higher, resulting from a combination of lack 
of information and fear.  

 
 

• Contraindications 
 

o Youth is a contraindication to mammography, as mammography has a very 
high miss-rate, and overdiagnosis rate, when applied to the denser breasts 
of younger women; x-ray imaging is not effective in complex organs with 
many similar tissue densities.  However young women do want the 
protection of screening – it is common for 1/3 of the women who seek 
screening from mobile mammography vans providing community – based 
service to be below 40. 
 

o Increased genetic risk is a contraindication to mammography and this is a 
large factor in countries that have elevated genetic risk for which there’s no 
commonly available testing – in these countries either women abandon 
mammography in the absence of knowing their genetic risk, or they have 
mammography in the absence of knowledge of their genetic risk and are 
then irradiated, tragically because genetically at-risk women have a greatly 
increased vulnerability to radiation as a mutagen and carcinogen.(20)  There 
are countries in which the rate of genetic susceptibility is estimated to be as 
high as 22% of all women. 

 

• Expense 
 

o Insurance coverage details for mammography vary by payor and by state 
and country; retail prices for mammography vary enormously almost rivaling 
pharmaceutical usury: from US$ 231 in some locations to over US$ 2100 in 
others. (28) 
 

o Mammography is expensive to provide, and the cost of mammography is 
commonly understated.  First, reporting the ‘cost’ of mammography as 
being the same as it’s billed charge or reimbursement – say $150 – is not 
reporting cost, it’s reporting price, and understates the real cost.  Capital 
expense, facilities build out including lead shielded walls and dedicated 
cooling systems, equipment and software maintenance and upgrades, 
radiology technician staff, concurrent physician review and eventual 
physician interpretation fees all contribute to a fully-reported cost of 
mammography that is a great deal more than the per-study reimbursement.  
This hampers the expansion of mammography not only abroad but also in 
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the US, and understates the opportunity for new and dramatic financial 
efficiency gains available with the lower cost technology of SureTouch. 

 
 
 There are catastrophes occurring in specific countries and populations.  The Gulf 
Cooperative Council (“GCC”) countries represent a particularly poignant example of an active and 
progressing tragedy.  In these countries, the average age of onset of breast cancer is racing down 
the age scale, and women in their late 20’s, 30’s and early 40’s now represent half or more of all 
cases of breast cancer, affecting and killing women in the prime of their lives when they are the 
stabilizing foundation of families.(29) These younger women have no mammography screening 
option due to the limitations of repeated radiation in women at younger ages and with potential 
chromosomal risk - mammography is not offered until age 40 or 45 – roughly the same age as the 
median age of breast cancer discovery.  These younger women are defenseless in the face of the 
most common cancer in women.  Worse yet, the breast cancer occurring in this younger age 
group is more aggressive than breast cancer first occurring in women older than 45.  It’s a travesty 
that throughout the Middle East 50% to 63% of breast cancers are occurring in women under age 
45 before they’re even eligible for a mammogram, resulting in more than 50% of the breast 
cancers not being detected until Stage III or IV where mortalities rates skyrocket and the expense 
of treatment increases more than tenfold.(29)  And all this is compounded into a “perfect storm” by 
the fact that the great majority of women in these populations are young – in most of the Middle 
East, for instance, 80% of the female population is below age 45. (30)  With this wave of young 
women entering these younger at risk ages the tragedy of breast cancer in younger women in the 
GCC is just beginning. 
  
In summary, good things have happened in the pursuit of breast cancer early detection, 
but the unaddressed tragedy of large gaps left by traditional screening is getting worse 
not better.   
 

All the efforts of governments, healthcare providers and volunteer organizations to get women 
screened with mammography have made an enormous impact getting women to adopt early 
detection.  That said, millions of women are still not getting mammography, the impact of 
awareness efforts has peaked, and in the face of growing and publicly aired questions about the 
efficacy mammography even within the medical community, ground gained is now being lost.  The 
mismatch between the need for screening and the overall effectiveness of mammography as a 
screening modality is large and glaring. This is commonly misinterpreted as a criticism of 
mammography or mammography technology, which it is not.  Instead, it’s simply an honest 
appraisal of the limitations of mammography as a screening solution.  What’s needed is recognition 
of the gaps and a new screening solution for the women who are being left behind at their and 
their family’s peril.  Mammography is an important screening modality, it’s just far from being a 
comprehensive solution. The population of women who need or want screening is enormous and 
growing as is the incidence of breast cancer. Globally, breast cancer is the most common cancer 
and cause of cancer death among women, but today screening is a luxury most women will never 
have.  Without early detection, women are defenseless.  Widespread screening can prevent most 
suffering and death.   
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Section III. The Role of SureTouch 

 
SureTouch does not compete with mammography.  The common, knee-jerk response to 
SureTouch is that the device represents competition to mammography, setting up a battle with the 
established standard of care for breast cancer screening.  In fact, the opposite is true: SureTouch 
is focused squarely upon the “white space,” outside of mammography, upon those women who 
do not receive or refuse mammographic breast cancer early detection.  The role of SureTouch is 
one of addition to mammography to form a comprehensive screening strategy that can efficiently 
and effectively be broadly deployed to include all women.  SureTouch is an easily adopted 
examination that draws women who would otherwise be left behind into screening and in doing so 
advances our goal: no woman shall remain defenseless in the face of the most common female 
cancer. 
 
The role of SureTouch in the US and developed healthcare systems.  SureTouch represents 
an opportunity to draw into screening these populations: 
 

• Women who refuse screening or regular screening. 
 
Women refuse screening for reasons already described, including fear, radiation, pain, 
intimidating locations, access, cost and inconvenience. SureTouch can draw the majority of 
these women into regular screening with the SureTouch device and in doing so, into a habit 
of screening that can evolve to include mammography.  The extreme portability of the 
SureTouch device, combined with the absence of need for specialized facilities or on-site 
physician presence makes SureTouch 
easy to deploy in non-intimidating, 
community-based settings that don’t 
“feel” medical – and don’t require that 
women sit next to sick patients waiting 
for their mammogram – a consistent 
complaint of women who avoid 
screening.  The examination is quick – 
20 minutes including undressing and 
dressing – and results are provided 
and discussed with the patient 
immediately after the exam, and 
patients are provided with a copy of 
their exam results. 
 As a “gateway test,” SureTouch represents an opportunity to draw reluctant, 
frightened women into screening as a behavior, a first step down a path that can evolve to 
include the mammography they have previously avoided.  Having taken this step, Sure will 
begin a relationship with customers that will allow Sure to inform women of their need to 
have screening mammography at regular intervals – Sure will increase adoption of 
mammography from the only position that that advice is going to have effect: from within a 
relationship. 
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• Women younger than age 40 who wish to be screened. 
 
SureTouch is accurate in the denser breasts of younger women and women of color.  For 
those women who want to be screened but are too young to begin the radiation of 
mammography, SureTouch represents an opportunity for an accurate screening 
examination.  This is not a small population; it is a common experience with mobile 
mammography units that 30% of the women who seek screening are younger than 40.  
 

• Women with contraindications to radiation and severe breast compression. 
 
Because the SureTouch device doesn’t emit radiation of or energy of any sort but passively 
evaluates the structure of underlying breast tissue, SureTouch is safe to use in pregnant or 
nursing women, and in women with either a family history of breast cancer or documented 
BRCA1 or BRCA2 chromosomal variants – allowing the safe use of SureTouch on all 
women in populations with unusually high BRCA incidence.   
 Women with breast implants who elect to avoid the 56 lbs. of compression required 
for traditional mammograms can be effectively screened with SureTouch.  The tactile 
sensor technology recognizes hardness and not density, and the presence of implants 
does not impede the function of SureTouch’s proprietary tactile sensors. 

 
 
SureTouch in international, less developed healthcare systems.  SureTouch represents a 
powerful tool to rapidly expand screening in countries with limited mammography capacity.  In 
most countries, the expense of mammography equipment and facilities, as well as a limited 
number of qualified radiologists & radiology technicians, is a barrier to expanding access to 
screening.  In these countries and regions SureTouch is a perfect solution: 
 

• inexpensive to use and widely deploy 
 

• simple to use – easy to train examiners 
 

• non-intimidating 
 

• no physician required at examination sites - positive exams can be interpreted and patients 
counseled by physicians or nurse practitioners in centralized locations, via phone or video 
conference using the SureCloud operating system 

 
 
SureTouch in the GCC.  SureTouch has critical relevance in the GCC countries due to the high 
and rising rates of breast cancer in women in their 20’s,30’s and early 40’s. 
 
As previously described, the GCC countries as well as a few African countries have a ‘perfect 
storm’ of high breast cancer incidence in younger women in whom mammography is not accurate 
and not safe, along with a population most which is under 35 years old.  Combined with the fact 
that younger breast cancers are particularly aggressive, there is a coming tidal wave of suffering 
and death among women in the prime of their lives unless there is a widely deployed, quickly 
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deployed, effectively adopted breast cancer screening solution.  SureTouch is the perfect and the 
only solution to this problem today. 
 
 
Section IV: Clinical Use of the SureTouch Device 

 
The SureTouch device is simple to use.  An examination consists of the SureTouch sensor 
being moved across the lubricated breast of a woman in the recumbent, surgical position.  
Because the sensor array is examining an approximately 2.5 x 4.0 cm column of tissue between its 
surface and the chest wall, no careful “aiming,” is required as one must do with an ultrasound 
probe and its thin two-dimensional beam; the SureTouch device is very simple to manipulate.   
 Examiner required skills are (1) the technical operation of the tablet computer (which 
buttons to push when), and (2) the coverage of the full substance of the breast during the 
examination.  This latter skill involves teaching examiners the normal geography of the breast and 
especially the tail of the breast (where mammography most often fails yet the region where 20% of 
all cancers occur) as well as common variations on normal breast anatomy.  The examiners’ 
primary task is to not miss any breast tissue. 
 As the examiner systematically moves the sensor across the surface of the breast her goal 
is to consistently apply 1 kg of pressure to the breast via the sensor; a real-time pressure monitor 
displayed on the screen of the tablet assists the examiner in doing so. 
 The SureTouch sensors use an energy-passive version of the well–studied and highly 
accurate physics of elastography, a means of representing the relative hardness of tissues lightly 
compressed beneath the sensor. (1)  Abnormal masses show up as “spikes” in the tissue 
landscape, and their relative hardness, any central softness, and borders are displayed on the 
tablet screen and recorded for later review.  The location of masses within the breast is also 
denoted on the record to facilitate any requisite follow-on exams such as ultrasound (with or 
without biopsy).  Further, within the cloud-based, HIPAA-compliant SureCloud operating system 
each customer has an electronic record that includes their clinical histories – e.g., age of 
menarche, age and number of children use of birth control pills, etc. – along with all recorded 
images allowing a remote physician to review the studies. 
 The SureTouch device renders a machine produced, binary result – either negative, 
meaning no mass detected, or positive, meaning that a mass has been found.  There is no human 
factor involved in the determination of ‘negative’ or ‘positive,’ so that no physician is required to be 
on site where SureTouch exams are being performed. 
 
Negative and Positive SureTouch exams.  SureTouch exams and elastography in general are 
highly accurate in the detection of abnormal breast masses, by all studied estimates missing 4% of 
less of abnormal masses.  (10)  For comparison but not competition’s sake, mammography misses 
25 to 33% of all cancerous breast lesions in mature women, 45 to 50% in younger women with 
denser breasts. (18) 
 The concern when developing SureTouch was that such a low miss rate would result in an 
untenable rate of ‘positive’ studies requiring invasive and expensive “follow-on” diagnostic studies.  
Our experience across thousands of women has been just the opposite.  In summary, in an 
average US population, 6 to 8% of women examined with SureTouch will have an abnormal mass 
identified (variation driven primarily by age).  Women with a mass demonstrated on a SureTouch 
exam speak either by phone or video with a physician who is viewing the images.  Because of this 
interview approximately three quarters of these masses can be confidently dismissed as not 
significant: for example, previously known fibroadenomas, bilaterally symmetrical physiologic cysts, 
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etc.  Approximately one-quarter or 1-2% of all positive exams are not accompanied by a clinical 
history or features that allow the characterization of the lesion as not significant; these patients 
must be referred for additional diagnostic study, most commonly ultrasound during which a biopsy 
can be performed if indicated.  For comparison’s sake, screening mammography typically has a 
rate of referral for additional diagnostic studies of 5 to 8% of all patients screened.  
 As a screening exam, SureTouch performs very well, missing very few lesions and at the 
same time not sending an overabundance of patients on for expensive and invasive diagnostic 
studies.  Combined with the fact that SureTouch has no side effects and emits no form of 
radiation, the SureTouch device represents a safe means of screening for abnormal breast masses 
including cancer without risk of expensive and unnecessary overdiagnosis. 
 

DCIS.  Ductal Carcinoma in Situ or DCIS occurs when epithelial cell inside tubules of the 
breast become atypical but remain in their location; DCIS is not cancer. These cells are detected 
by mammography when they accumulate small calcium “micro-deposits.”  SureTouch does not 
detect the micro-calcifications due to their small size.   Detecting and acting upon the finding of 
DCIS is a very controversial topic, as an increasing chorus of breast oncologists consider the 
condition a form of overdiagnosis as while 15-20% of lesions detected every year are DCIS,(33)  only 
a minority of women with DCIS will develop invasive breast cancer in the 10 to 30 years after 
discovery - yet most of the women with DCIS will undergo lumpectomy or mastectomy followed by 
a medical therapy(17,31,32)  because it is not currently possible to identify which women with DCIS will 
progress to invasive malignancy. Treatment recommendations have become more and more 
conservative, and currently range from quarterly follow up, to Aromatase therapy, to lumpectomy. 
(17) Radiation has not shown to improve the outcome of DCIS. (17)  

DCIS is largely a mature woman’s condition.  In 2015, 60,000 patients in the US were 
diagnosed with DCIS, but only 1,650 or 2.75% were under the age of 40; this very low frequency 
makes SureTouch an appropriate and effective tool for annual screening younger women.  
 SureTouch does recommend that women over age 40 get a mammogram to detect DCIS, 
as this remains the most common recommendation and the current standard of care.  However, 
the guidelines are evolving towards recommending that women over 40 get mammograms every 
other or every third year, as DCIS progresses to malignancy over decades.  Women following 
these guidelines in order to limit their radiation exposure and overdiagnosis should receive 
SureTouch exams on years between mammograms, as there are aggressive tumors that evolve to 
problematical stages in periods less than these extended intervals between mammograms.  
 There is an interest in using SureTouch to track women with DCIS for the development of a 
mass, thereby avoiding surgery and medical therapies in that majority of women with DCIS that do 
not progress to develop invasive cancers.  This protocol will be evaluated as a part of Sure’s 
expanding clinical trials. 
 
 
Section V:  Financial Considerations 

 
SureTouch drives new radiology & clinical revenues.  As previously described, Sure’s focus is 
not upon women who are currently complying with mammographic screening guidelines; instead 
our focus is upon the millions of women in the “white space,” outside of mammography.  Today, 
these women are not generating billable radiology studies and fees.  As this population adopts 
SureTouch they will drive new revenues in these ways: 
 



	 13	

• new mammography revenues:  as women develop a relationship with SureTouch we will 
direct them, as is appropriate per the then current guidelines, towards mammograms 
which will be indicated every two to three years (this is already the frequency 
recommended by leading breast cancer researchers and oncologists); given that we will 
have a relationship with these SureTouch customers our ability to cause them to comply 
with guidelines can be reasonably assumed to be much higher than the impact of 
continued major media advertising to this population that resists mammography despite 
the media presence of breast cancer awareness messages 
 

• new radiology and procedural revenues:  women who are currently outside the system 
regarding mammography but who adopt SureTouch and have suspicious lesions found on 
SureTouch exams will need ultrasounds and biopsies of their lesions; 

 

• increased compliance with mammography: women who engage SureTouch as a 
screening option at younger ages will be adopting screening as a behavior and will comply 
in greater percentage with mammography screening guidelines as they age 

 

• new cancer care revenues: as women who are currently outside the system have cancers 
discovered by SureTouch exams 

 
SureTouch reduces the overall financial burden of cancer care.  The average cost of breast 
cancer care varies by study, but in discussions of the literature with health plan executives and 
managers we have consensus that a very conservative estimation of cost puts the cost of 
treatment of Stage I & II breast cancer around $10,000, and the cost of Stage III or IV around 
$100,000.  Given the 96% accuracy of the SureTouch device, nearly all of the cancers in a 
population of women who are regularly screened with SureTouch should be detected at an early, 
less expensive stage; this is real savings for payors and plans that are at risk for the overall costs of 
their members’ care.  
 
 
 

Section VI: Patient response to SureTouch 
 

 
The effectiveness of the SureTouch device as a complement to mammography depends upon the 
ability of the device to capture the attention of women as not only an acceptable option but in fact 
an attractive option for breast cancer screening.  To date, thousands of women in the US and 
abroad have received SureTouch exams at screening events or as part of small screening pilots 
and their response has been nothing short of terrific. In the surveys that we perform as exit polling 
of all women screened: 
 

• 100% thought the test was very comfortable and non-intimidating 
• 100% would have the exam annually 
• 100% would and will recommend screening with SureTouch to family and friends 

 
Even these numbers understate the strikingly positive response that women have to a SureTouch 
exam:  in every screening event, from Washington, DC’s urban population, to Sonoma’s suburban 
population, to women in Qatar, our resources are always overrun because after screening with 
SureTouch the women screened jump onto their smartphones as soon as they are in the lobby or 
waiting area and start imploring family and friends to come and get screened.  In the very socially 
conservative environment of Qatar we scheduled 80 women for screening over 4 days – we ended 
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up working into the late evening every day as the women who had SureTouch exams recruited 
other women to come the same day, and in the end, we screened 121 women – all of them asked 
when we were coming back and offered to assist with recruiting new women. SureTouch will 
expand virally in every region we touch once we launch operations. 
 
 
Section VII: Summary 

 
 

SureTouch is an excellent screening option for women ‘outside’ of mammographic screening, 
either because they can’t access mammography, refuse to have a mammogram, are between 
mammogram years, or are too young.  SureTouch is more accurate than other technologies for the 
identification of masses yet doesn’t over-diagnose and subject women to unnecessary procedures 
and drive unnecessary expense into the system. Instead, SureTouch will reduce the number of late 
stage diagnoses in every population, reducing morbidity, mortality and expense.  In this population 
that is so resistive to the pain and fear of mammography, SureTouch has the psychological and 
social qualities to spread virally.  SureTouch does not compete with mammography, and instead 
initiates a screening habit in younger women that will lead to compliance with mammography 
guidelines, and serves as a gateway test in older women that will encourage them to comply with 
mammography screening guidelines.  SureTouch combined with mammography represents the 
first truly inclusive and comprehensive strategy for the early detection of breast cancer. 
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