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he clinical importance of diagnostic ultrasound as a primary

imaging modality has escalated dramatically over the past 20

years, driven in part by the development and integration of
sophisticated high-speed computer technology as well as advanced
image-processing algorithms into ultrasound system mainframes.
Additionally, the creation and use of new composite and single-
crystal transducer materials and methods of construction have sub-
stantially enhanced the sensitivity and bandwidth of the transducers
(probes) used with the ultrasound mainframes." Consequently, the
breadth of the use of diagnostic ultrasound in ever-more-complicated
clinical circumstances is well documented in the literature. Further-
more, clinicians now partly rely on the ultrasound results to direct
management and treat patients with higher levels of quantification.
Physicians and sonographers rely on the optimal performance of the
probe to obtain a high-quality diagnostic image.

To that end, ultrasound original equipment manufacturers
(OEMs) take great care during the design process to ensure the max-
imum possible transmit and receive sensitivity of the array inside the
probe. The probe design is carefully and rigorously matched to the
ultrasound system design to further ensure that the highest-quality
ultrasound image and Doppler signal can be produced. In addition,
because the US Food and Drug Administration (FDA) considers an
ultrasound probe as a finished medical device,” OEMs are required
to perform extensive testing of the probes to ensure that the acoustic
output power of the probe” is within acceptable levels for all imaging
modes and that that they are matching the mechanical index and
thermal index values displayed on the ultrasound system’s monitor.
Original equipment manufacturers must also ensure that the temper-
ature increase of the probe surface is less than 43°C, and the probe
satisfies all biocompatibility and electrical leakage safety require-
ments. Furthermore, OEM:s are required to perform extensive testing
on their finished probes to validate what sterilization and disinfection
protocols (and chemicals) should be used to ensure mitigation of
cross-contamination risks, especially important with transesophageal
and other invasive probes.

An important issue arises when an ultrasound transducer is in
need of repair or has faults. Original equipment manufacturers as
well as third-party repair vendors might be called on to assist when

there is evidence of either internal or external transducer defects.
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Unfortunately, non-OEM probe repair companies in the
United States are not currently regulated by the FDA
and are performing one or more repairs that could affect
the performance and safety issues outlined above, put-
ting both the patient and the user at risk. For example,
acoustic arrays manufactured by entities other than the
OEM that are used in some probe repairs may produce
acoustic output values that are substantially variant from
the displayed mechanical and thermal index values.
These arrays may also be less efficient in transmitting
acoustic energy, thereby giving up that energy as heat at
the face of the aperture (patient contact area). The
amount of heat may exceed that allowed by the FDA
standards and could, depending on the clinical applica-
tion, represent a patient safety issue (eg, transvaginal
examinations in which excessive heat could result in tis-
sue damage). Furthermore, if the design and/or geome-
try of the acoustic stack is altered, the measurements
made using the imaging system may no longer be accu-
rate, as the ultrasound software is calibrated for the spe-
cific probe. “Repair” companies that remanufacture
OEM probes may also replace the probe housing and
acoustic lens using non-OEM materials. These compo-
nents that contact a patient’s skin are required by the
FDA to be made from materials tested and proven to be
biocompatible, including tests for the potential of cyto-
toxicity (Biological Evaluation of Medical Devices and
21 CFR, Part 58; International Organization for Stand-
ardization (ISO) 10993-10, Biological Evaluation of
Medical Devices—Part 10: Tests for Irritation and
Delayed Type Sensitivity; and ISO 10993-S, Biological
Evaluation of Medical Devices—Part S: Tests for Cyto-
toxicity). Also, when a non-OEM repair entity replaces a
material with one of unknown origin and composition,
the cleaning and disinfection recommendations pro-
vided by the OEM may no longer be valid and can
potentially increase the risk of cross-contamination and/
or probe damage.” Last, improper electrical testing by
any of the repair companies to verify insulation integrity
may lead to an electrical leakage hazard to the patient.
This factor is especially important with probes used for
transesophageal echocardiography (TEE), which are
inserted into the patient’s esophagus during heart sur-
gery. Clearly, a device defect in this type of medical pro-
cedure could have fatal results.

The purpose of this document is to highlight the
dangers and risks associated with a poorly repaired
probe. To this end, we will first discuss ultrasound probe

nomenclature. We will then review the FDA approval
process for ultrasound probes: specifically, the premarket
testing and validation requirements. Numeric simulation
results will then be provided, illustrating how even small
changes in probe construction can substantially affect
probe performance and safety. We will then give some
examples of poor probe repair from third-party vendors,
illustrating the severity of the problem. Last, we will con-
clude by providing some recommendations for third-
party probe repairs in the future.

Probe Nomenclature

The configuration for a standard general imaging probe
is shown in Figure 1, and a TEE probe is shown in
Figure 2. Notable in each example is a connector that
allows bidirectional transmission of electrical signals
between the probe and ultrasound imaging system. The
connection is needed to provide power and acoustic sig-
nal paths to the acoustic stack, consisting of the piezo-
electric elements and their backing and matching layers.
The connection must support precise phase control of
the transferred signals. The acoustic stack is protected

Figure 1. Review of probe nomenclature for a standard probe.

Connector Housing Transducer Lens

/
S (\

K Transducer Housing
Contains acoustic stack w/ wiring

- connections for each channel
7 =N
VAT AN
[ ')

-.‘\K / Transducer Strain Relief

Cable w/ Wire for Each Channel

P

Connector Strain Relief

Figure 2. Review of probe nomenclature for a TEE probe.
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and stabilized within the transducer housing (standard
probe) or distal tip (TEE probe). It must provide precise
positioning relative to the transducer lens. Some probes,
such as those used for 3/4-dimensional fetal imaging (ie,
wobblers) and TEE probes, also contain coupling fluid
in the transducer housing/distal tip. In addition to pro-
viding electrical isolation from the patient, the lens on a
standard probe can provide additional wave front shap-
ing to achieve the desired ultrasound beam profile in the
elevational direction, and it provides protection for the
acoustic stack.

For the ultrasound probe, the acoustic stack is the
most critical component for obtaining high-quality imag-
ing and Doppler performance. It must be precisely man-
ufactured with known array element sizes, spacing,
frequency, and damping characteristics so that the ultra-
sonic waves can be properly focused on both the trans-
mit and receive cycles.” In addition, care must be taken
to minimize element interference and “cross talk,” as
these factors can degrade image quality. This interfer-
ence can be both acoustical via surface waves and electri-
cal via electromagnetic interference.>® Last, properly
designed matching layers must be included between the
piezoelectric elements used to generate the ultrasound
and the lens/distal tip so that the ultrasonic energy can
be effectively coupled into the patient for imaging.™”

Food and Drug Administration Clearance
Process for Ultrasound Probes

The entirety of an ultrasound probe is the single most
critical component of the diagnostic ultrasound system
in developing clinically acceptable ultrasound images.
The hardware and software driving the probe are only
secondary to the design of a high-quality probe. Further-
more, the probe itself must prove to be safe, eg, have
minimal electrical leakage and use biocompatible materi-
als, as both the user and the patient come into contact
with various probe components during an ultrasound
examination. Additionally, probes are portable, meaning
they can be used on multiple in-kind systems. Therefore,
the FDA considers diagnostic ultrasound probes to be
“finished medical devices”; thus, they are subject to the
FDA 510(k) premarket clearance process.” The amount
of testing and data necessary for this regulatory submis-
sion are quite extensive and are focused on satisfying 2
key components: safety and substantial equivalence (ie,
there must be a predicate device on the market), which
inferentially relates to the clinical efficacy of the device
for its intended use. Those probes and ultrasound
systems following the 510(k) track 3 process (also
known as the output display standard) must meet spe-
cific compliance requirements related to maximum

Table 1. Relevant Safety Standards for FDA Clearance That Are Potentially Affected by Probe Repair

Ultrasound-  Bio-compatibility,
Electrical Specific 1ISO 10993-1, Electrical Acoustic
Probe Safety, Safety, IEC FDA 21 CFR, Leakage, Output, Disinfection
Component IEC 60601-1 60601-2-37 Part 58 IEC 62353 IEC 62359 Protocol
Plastic housing X X X X X
Lens X X X X X X
Acoustic stack X X
3-dimensional wobbler dome X X X X
Cable X X X X X
Insertion tube (TEE) X X X
Array tip and lens (TEE) X X X X X
Bending neck rubber (TEE) X X X
Articulation wires (TEE)
Shaft plastic (endocavitary) X X X
Thermal shielding X
Electromagnetic shielding X
Seam line adhesive X X
Connector X X X X
Thermistor (TEE) X
Coupling fluid (3-dimensional X X
wobbler)
Coupling fluid (TEE) X X
J Ultrasound Med 2017; 00:00-00 3
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recommended acoustic outputs.**'® Additionally, pro-
bes must meet patient contact temperature limits as well
as requirements for biocompatibility. Thus, regulatory
compliance, the accuracy of the results, and patient
safety are all implicated in any substantive changes to
these probes. Specifically, any changes in the probe com-
ponents could potentially affect the results of the testing
performed and validated by the OEM, as detailed in
Table 1.

For example, the acoustic stack in an ultrasound
probe contains an array of piezo-electric elements, which
produce the acoustic energy that enters the patient. For
a track 3510(k) submission, the FDA’s maximum rec-
ommended level for the derated spatial-peak temporal-
average intensity is 720 mW/cm”. Replacing the OEM
array, which is the active component of the probe, with a
non-OEM array in a repair process raises the question of
continuing compliance with this FDA acoustic output
level. Moreover, other materials used in third-party
probe repair processes (eg, those used in the probe
housing, insertion tubes [TEE], and acoustic lens
replacement) are subject to biocompatibility and electri-
cal leakage testing requirements that may not have been
adequately validated or precleared via a successful

510(k) filing,

Table 2. Parameters of Matching Layers Used in Simulations

Acoustic
Impedance, Speed of Thickness,
Layer MRayl Sound, m/s pm
Piezoelectric crystal 350 5000 714
Matching layer 1 151 5400 385
Matching layer 2 4.29 2800 200
Matching layer 3 1.85 1800 129
Tissue 15 1540 Infinite

Figure 3. KLM model with 3 matching layers for our illustrative example.

[llustrative Simulations

Simulation Parameters
To better understand the potential impact of a poor
probe repair on patient safety and image quality, simula-
tions were conducted. For our illustrative example, a
basic probe with 3 matching layers was selected to maxi-
mize the efficiency of sound transmission from the pie-
zoelectric element to the tissue. The elements were
assumed to have air backing to maximize power trans-
mission into the medium and minimize losses in the
probe. Other backing materials would have increased
acoustic absorption within the probe itself, which could
result in more substantial probe heating, particularly if
there were errors made in probe repair. Therefore, our
case was in some sense a “best-case” scenario for third-
party vendors. The ideal impedances and thicknesses of
the different layers were determined by binomial multi-
section matching and are given in Table 2.>”'" For the
simulations, an operating center frequency of 3.5 MHz
was selected, as it is a typical operating frequency for
ultrasound imaging probes used in general abdominal,
obstetric, and gynecologic imaging. Some deep abdomi-
nal probes might operate as low as 2.5 MHz, whereas
some specialty probes can operate as high as 15 MHz,
but these probes are not as common. The simulations
were conducted by using the KLM model for the trans-
ducer with the 3 matching layers added, as shown in
Figure 3, as it is the simplest model for assessing the
transmission through multilayer structures.'*">

In this model, V3 and I3 are the respective voltage
and current applied to the piezoelectric crystal, which
produces the resulting acoustic forces and particle veloc-
ities at the faces of the crystal. The model parameters
include the thickness of the crystal, d, the area of the

Acoustic Transmission Line ond 3re
d/2 d/2 Matching Layer  Matching Layer Matching Layer
" . g Lay
Air Backed E Zs Z; F

} Tissue

Piezoelectric
Crystal with
Matching Layers

ch 1%
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crystal, A, and the characteristic impedance of the acous-
tic transmission line (ie, the radiation impedance) mod-
eling the piezoelectric crystal, Z,. To complete the
model, it is also necessary to include a capacitor, C,,
impedance, jX;, and a transformer with the ratio (1:¢)
that converts the electrical signal into the appropriate
acoustical values. C, results from the resonator consist-
ing of a dielectric, the piezoelectric crystal, between 2
excited conducting surfaces. The values for these param-
eters are given by

Zy=pcA

c= €A

°d
h? .

X1=—sin((0 d) ’ )
0?Z, c

_0Z, o-d

[0) o cosec >

where € is the permittivity of the piezoelectric under no
applied voltage; h is the piezoelectric pressure constant
for the crystal [ie, h=(—0T/0D),]; p is the density;
and c is the speed of longitudinal sound waves in the
crystal.">'*

With the use of the KLM model, both the transmit-
ted pressure waveform into the tissue and the total
power lost in the acoustic stack was calculated, as our
“repaired” probes deviated from the ideal case when the
probe was excited by a single-cycle pulse at the reso-
nance frequency (3.5 MHz) for V; using custom code
programmed in MATLAB (The MathWorks Inc,
Natick, MA). In all of our simulations, the voltage ampli-
tude of this single-cycle pulse was kept constant. This
approach is a simplification of the problem, as changes
in the properties of the matching layers could affect this
voltage depending on the output impedance of the driv-
ing circuitry connected to the probe. However, given the
potential for numerous drive configurations, this compli-
cation was not included in our illustrative example. To
assist in our comparison between the optimal and
repaired probes, the pulse duration and peak-peak pres-
sure amplitude values were calculated. For our purpose,
we defined the pulse duration as the time beyond which
the oscillations were equal to or greater than 10% of the
peak value. The pulse duration directly relates to the
axial resolution of the imaging system, whereas the peak-
peak pressure amplitudes would directly relate to the
radiated acoustic power and the sensitivity of the

J Ultrasound Med 2017; 00:00-00

imaging system. Likewise, the power absorbed by the
acoustic stack would be directly related to probe surface
heating. The pulse duration, peak-peak pressure ampli-
tude, and total power absorption were then normalized
with respect to the quantities when there were no errors
in the repair process.

After developing the model, 2 different sets of simu-
lations were conducted. For the first set, it was assumed
that the probe repair was conducted with the correct
types of materials (same acoustic impedance, speed of
sound, and attenuation), but errors were introduced in
the thicknesses of the different matching layers. Specifi-
cally, the error in each matching layer was varied from -
50% to + 50% in steps of 5%, and 2 possible scenarios
were evaluated. In the first scenario, the overall thickness
of the matching layers was kept constant. Therefore, for
this case, if the thickness of the middle layer increased
by 50% or 100 pm, then the thickness of the first and
third layers decreased by S0 pm each so that the total
thickness was maintained at 714 pum. Likewise, if
the thickness of the first layer decreased by 50% or
192.5 um, then the thickness of the second and third
layers would both increase by 96.25 pm. This “constant-
thickness” scenario would be analogous to a probe repair
shop that was able to fit all of the original components
into the original packaging so that the probe looked
identical to the original OEM probe. For the second sce-
nario, the thickness of each layer was allowed to change
without any corresponding change from the other layers.
Therefore, a 50% or 100 pm increase in the middle layer
would mean that the acoustic stack would now be
100 pm thicker. As a result, these repaired probes would
not fit in the original packaging, and a new lens cap
would need to be manufactured by the repair house.

For the second set of simulations, it was assumed
that the probe repair was conducted with the correct
thicknesses, but errors were introduced in the selection
of the materials. Specifically, the errors in the acoustic
impedance of the materials varied from —-50% to + 50%
in steps of 5%. These ranges are reasonable for the type
of composites typically used for matching layers."> In
addition, the attenuation for the acoustic stack was var-
ied as 025 dB/cm-MHz (lower attenuation for the
acoustic stack), 0.75 dB/cm-MHz (original attenuation
for the acoustic stack), and 2.25 dB/cm-MHz (higher
attenuation for the acoustic stack). These values are typi-
cal for materials used in ultrasound probes.'®'” To sim-
plify our simulations, the entire acoustic stack was
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assumed to have the same attenuation even though the
attenuation of the different layers of the probe would
vary dramatically.

Simulation Results

The results for the first set of simulations are shown in
Figures 4-6. In each of these figures, the horizontal axis
is the percent error in the matching layer thickness,
whereas the vertical axis is the normalized values for
power absorption, the pulse duration, and the output

Figure 4. Normalized power absorption relative to the optimal case
as a function of the error in the corresponding matching layer
thickness. The results for both constant acoustic stack thickness and
variable acoustic stack thickness are shown.
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function of the error in the corresponding matching layer thickness.
The results for both constant acoustic stack thickness and variable
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peak-peak pressure amplitude, respectively. The step
changes in Figure S are expected on the basis of our defi-
nition of pulse duration. If you recall, the pulse duration
was set as the time during which the amplitude of the
pulse was equal to or greater than 10% of its maximum
value. Therefore, the pulse duration will jump by approx-
imately half of the wave period as subsequent acoustic
cycles increase in amplitude with the degradation of
probe performance. From these figures, it is clear that
errors in the thickness of the second matching layer con-
sistently result in the largest degradation in probe per-
formance and safety. The degradation that occurs due to
errors in the first layer thickness when the overall thick-
ness is kept constant is likely an artifact caused by the
constant-thickness constraint due to the change in the
second-layer thickness to compensate for the changes
in the first-layer thickness. Recall that the constant-
thickness scenario required the second and third layers
to change along with the first layer so that the overall
thickness remained the same.

Focusing on the second layer, errors in layer thick-
ness on the order of 20% to 30% (only 40-60 pm)
result in a 20% to 35% increase in power absorption by
the matching layer material. Therefore, if under normal
conditions a standard imaging probe was warmed from
room temperature (R222°C) to approximately 40°C, the
repaired probe could have approximately a 20% to 35%
higher increase in temperature, bringing it to approxi-
mately 45°C. This temperature is beyond the safety limit
and has the potential to burn the patient. In addition,

Figure 6. Normalized peak-peak pressure amplitude relative to the
optimal case as a function of the error in the corresponding matching
layer thickness. The results for both constant acoustic stack thickness
and variable acoustic stack thickness are shown.
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errors in the second-layer thickness of 20% to 30% will
result in a 4-fold increase in the pulse duration. Since the
pulse duration is directly related to the axial resolution in
the imaging system, a 4-fold increase in the pulse dura-
tion corresponds approximately to 4 times poorer axial
resolution for the imaging system. Therefore, the reduc-
tion in image quality with errors in probe repair is even
more pronounced than the potential safety concerns.
Last, there is some decrease in the peak-peak pressure
amplitude with errors in layer thickness. Since the peak-
peak pressure amplitude values only decrease under the

limitations of the simulation parameters considered in
this example, the field values are not anticipated to
exceed the FDA level of 720 mW/cm”. However, the
reduction in pressure amplitudes would mean a loss of
sensitivity and a loss of imaging depth for the probe.
The results for the second set of simulations are
shown in Figures 7-9. For these results, the thicknesses
were assumed to be the same as the optimal probe con-
figuration, but the acoustic impedance of the layers and
attenuation of the acoustic stack were varied. From
Figure 7, it is clear that changes in the attenuation of the

Figure 7. Normalized power absorption relative to the optimal case as a function of the error in the corresponding matching layer impedance for

acoustic stack attenuations of 0.25 (A), 0.75 (B), and 2.25 (C) dB/cm-MHz.
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acoustic stack dramatically affect the power absorbed
within it; consequently, probe heating as the power is
absorbed is 2.5 to 4 times higher for the more-
attenuating material. Therefore, if a probe repair facility
selects a lossy substitute layer material, probe heating
can be dramatically higher than it was in the original
OEM configuration. This factor is especially a concern
for some epoxy composites, given their higher attenua-
tion values. Errors in matching layer impedance are
much less substantial but can still result in dramatically
increased heating for large impedance mismatches. For
example, a 30% drop in impedance can result in a 30%
increase in power absorbed.

Figures 8 and 9 show that changes in attenuation
have a relatively minimal impact on the pulse duration
and the peak-peak pressure amplitude. Therefore,
changes in image quality and sensitivity would not be
clearly identifiable if the only deviation in material
properties were the attenuation. However, substantial
changes in attenuation would likely be accompanied by
changes in acoustic impedance, which would result in
poor spatial resolution (Figure 8) and a reduction in
imaging sensitivity (Figure 9). For example, a 30% drop
in impedance would give more than a factor of 5
increase in the pulse duration (Figure 8), resulting in a
factor of 5 loss in image resolution as well as a 10% loss
in pressure amplitude (Figure 9). The lack of depend-
ence of the peak-peak pressure amplitude on attenuation
is likely due to the relative thinness of the layers.

Examples of Poor-Quality Probe Repairs

Now that our simulations have illustrated how relatively
small changes in probe construction can have a dramatic
impact on ultrasound image quality and probe heating,
consider some examples of actual poor-quality probe
repairs. To begin, consider a third-party repaired probe
in which the OEM acoustic stack was replaced with an
array made by a third-party manufacturer. Also, a new
transducer housing was used that had no label and,
because of improper fit and design, no longer allowed
the original biopsy guide to be used (Figure 10). This
change could potentially create a substantial hazard to
the patient, as a misregistered biopsy guide could result
in sampling of the wrong tissue for biopsy, which could
result in a wrong diagnosis as well as damage to sensitive
tissue structures.

In addition to noting the new housing, the sensitiv-
ity of the non-OEM array was assessed with an elec-
tronic transducer tester (FirstCall; Acertara Acoustic
Laboratories, Longmont, CO), which measured the
echo amplitude from a reflecting surface for each ele-
ment. The results shown in Figure 11 indicate that the
sensitivity response was only 63% of that of the OEM
array. The sonographers reported that this probe pro-
duced non-diagnostic-quality images, and they ceased
using it.

If we compare this reduction in sensitivity with our
prior simulations, as well as consider the fact that the

Figure 9. Normalized peak-peak pressure amplitude relative to the optimal case as a function of the error in the corresponding matching layer
impedance for acoustic stack attenuations of 0.25 (A), 0.75 (B), and 2.25 (C) dB/cm-MHz.
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probe did not fit in the original case, it is very likely that
the repaired probe had errors in layer thicknesses of
50% or greater. Therefore, it is likely that in addition to
poor sensitivity, this probe would have poor imaging

Figure 10. Original OEM probe next to a poor-quality repaired probe.
The repaired probe had only 63% sensitivity relative to the original
probe, was not properly labeled, and had a new case that did not
allow the biopsy guide to be used.

resolution and a substantially greater risk of probe
heating.

Another poorly repaired probe example is shown in
Figure 12 for an endocavitary transducer. The white
dome (shown on the left) was replaced with a non-
OEM part, and the new configuration had dramatically
different signal attenuation losses from the original, rang-
ing from 1 dB at 1 MHz to 20 dB at 15 MHz. This non-
OEM replacement dome was tested for 1-way transmis-
sion loss using time delay spectrometry on an ARTIS
time delay spectrometry system (Acertara Acoustic Lab-
oratories)'® and compared to the transmission loss of an
OEM dome. In clinical use, these losses are 2 way, trans-
mit and receive, and substantially affect the clinical utility
of the probe, with loss of the depth of penetration.
Changes in probe material attenuation (ie, insertion
loss) can also result in substantial increases in probe
heating, as demonstrated by our simulations.

In addition to the third-party repair company’s
obvious lack of a quality control system, as demonstrated
by a nonvalidated, non-OEM acoustic stack and the
presence of probe materials that affect acoustic transmis-
sion, poor-quality repairs can also be evidenced by the
lack of high-quality workmanship. For example, Figure
13 shows an example of a third-party flex circuit retermi-
nation repair at the acoustic stack, where thick solder

Figure 11. Sensitivity comparison of an original OEM probe (A) and a poorly repaired probe (B). Sensitivity is defined as the echo signal
amplitude (volts peak-peak) produced by each element in the array for a smooth reflecting interface.
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Figure 12. Dome transmission loss comparison between an original
OEM probe dome (blue line) and a non-OEM dome used in a repair
(redline).
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Figure 13. Poor-quality termination repair that resulted in signal
dropout and increased speckle noise.
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joints and electrical tape are found. When the clinical
user received this repaired probe back, signal dropout
and speckle noise were immediately noticed in the B-
mode image and on color flow Doppler imaging com-
pared to results from an identical OEM transducer. The
probe was sent to an acoustics laboratory for forensic
evaluation, and tests revealed the very poor retermina-
tion attempt.

Figure 14 shows another example of a repaired
probe episode, in which material used to form a replace-
ment lens was not evenly layered across the face of the
transducer (one end of the lens was more than twice as
thick as the opposite side). This repair resulted in a tilt
in the image, multiple reverberations (Figure 14b), and
unacceptable image quality. Figure 15 shows another
example of a 2-dimensional array transducer (X5-1; Phi-
lips Healthcare, Bothell, WA), which was returned to
Philips because of poor performance. The lens material
had been replaced, as had the strain release between the
cable and probe, which had cracked. A piece of the han-
dle had also cracked, probably when the nose of the
probe was removed during the repair. The nose was also
poorly glued back on with a large gap.

Finally, poor-quality repairs are not limited to degra-
dation of imaging performance. For example, Figure 16
shows a TEE probe repaired by using heat shrink mate-
rial to cover the insertion tube. This material came apart
while in use, and fragments were found in the patient’s
mouth on probe extraction, resulting in a substantial
choking hazard to the patient.

Figure 17 shows another example of improper
material selection (non-OEM) for the replacement lens
of an E8C-RS transvaginal probe (GE Healthcare,

Figure 14. Improper layering of the lens material (A) resulting a tilt in the image, multiple reverberations (B), and unacceptable image quality.
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Milwaukee, WI). Because of the validation testing per-
formed by GE, the OEM probe can be safely cleaned
with the Trophon disinfection system (Trophon EPR;
Nanosonics Ltd, Lane Cove, New South Wales, Aus-
tralia). However, when the repaired probe with different
non-OEM lens material was used, the probe was dam-
aged by the Trophon system. Therefore, a previously
approved method of disinfection was no longer valid.
Without proper cleansing, the risk of infection from
cross contamination is substantial. It is also important to
note that both the adhesion epoxies and lens materials
require proper curing to be biocompatible. The FDA
requires testing on any of these materials that are pro-

cess dependent to confirm biocompatibility.
Tests of Probes in the Clinical Setting

Given the complexity of ultrasound probes, it is vital to
regularly test their imaging performance. This process is
especially true after a probe has been repaired. Ultra-
sound laboratory accreditation programs, such as those
of the American College of Radiology and the American
Institute of Ultrasound in Medicine, proscribe a quality
control program for each scanner associated with the
facility. An important component of these programs is
routine testing of the scanner using a phantom or test
object or, in some cases, thorough preventive mainte-
nance assessments done by engineers affiliated with the
scanner manufacturer. Evaluation of each transducer
used by the facility is a major part of every testing pro-
gram. Transducer assessments include visual inspection
of the cable, housing, and transducer surface (Figures
14-17), testing for the probe sensitivity usually by a

maximum-—depth of visualization experiment using a
phantom, and determining whether there are noticeable
artifacts caused by dead or malfunctioning elements.
Because of their dramatic effect on the B-mode image,
dead elements are usually the most prominent ultra-
sound system faults discovered by clinical personnel in
quality control tests.

A simple way to test for dead elements is to scan a
uniform region in a tissue-mimicking phantom coupled
very uniformly to the ultrasound transducer. For linear
array probes, this process is done very easily by using a
conventional tissue-mimicking phantom, since most
phantoms have flat scanning windows, enabling contact
with the entire surface of the transducer. One scans the
uniform phantom while looking for “shadows” emanat-
ing from the transducer surface (Figure 18). Even minor
faults due to one or more dead elements usually can be
spotted by creating images in which the speckle signals
are smoothed out. An effective way to do this assess-
ment is to record a cine clip while the probe is translated
over the phantom (note: the user should turn off image
compounding during this test). Visual inspection, or cre-
ating either an average image from the clip or, as in the
case shown below, a median image helps document the
element dropout."®

Special scanning windows or even scan wells are
available on some tissue phantoms to enable the entire
scanning surface to be in contact with tissue-mimicking
material. Figure 19 shows a median image recorded
from a 150-image cine loop for an endocavitary trans-
ducer. The phantom was a simple Uniformity TE phan-
tom (Gammex RMI, Middleton, WI) from a
manufacturer. Although difficult to spot on clinical

Figure 15. Poor-quality nose removal/reattachment with poor quality strain release.
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images, both phantom images vividly show nonuniform-
ities, presumably caused by element dropout.

Conclusions

The technological complexity and clinically utility of
ultrasound systems and their attendant probes have dra-
matically increased over the last decade, providing

Figure 16. Use of nonbiocompatible materials on a TEE probe that
came apart while in use.
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Figure 17. Use of different materials on a transvaginal probe
eliminated the approved method of disinfection.
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amazing insights into disease processes and earlier non-
invasive diagnoses. At the same time, cost pressures on
medical facilities have placed a premium on finding ways
to lower the maintenance and service expenses associ-
ated with all medical imaging devices. This situation has
led to a rise in the number of third-party repair compa-
nies in the United States as well as internationally. On
the basis of conversations with OEMs, third-party repair
companies, and written information in advertisements,

Figure 18. Median image from a cine loop obtained with a linear
array transducer scanning a tissue mimicking phantom, showing
element dropout (median image created with UltralQ; Cablon
Medical, Leusden, the Netherlands).
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Figure 19. Median image from a cine loop obtained with a curvilinear
probe scanning a tissue mimicking phantom, showing element
dropout (median image created with UltralQ).
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there are approximately 20,000 to 30,000 probes being
repaired each year by non-OEM repair entities. Cur-
rently, there is no FDA regulatory oversight on the after-
market repair of most imaging systems including
ultrasound transducers. The transducer is the most sen-
sitive and most often damaged component in the ultra-
sound image quality chain. Because the sonographer or
physician handles the transducer during an ultrasound
examination, it is susceptible to all manner of physical
damage resulting from accidental dropping, aggressive
cleaning methods, and other traumatic occurrences,
such as breaking the cable. Furthermore, over time, even
the recommended cleaning and disinfecting of the
probes can also be potential sources of damage.

However, ultrasound probes are considered finished
medical devices by the FDA and require regulatory clear-
ance to be legally sold in the United States. The lack of
FDA oversight on the repair of ultrasound transducers
has made the use of third-party probe repair companies
a risky proposition for medical facilities. By using these
repaired probes, the medical facility puts both the patient
and user at potential risk in several areas, including elec-
trical shock, cross contamination, and production of sub-
optimal clinical images. Ensuring repair efficacy and
safety is the responsibility of the medical facility. This
responsibility is even more critical when using third-
party repair services, as the FDA does not currently reg-
ulate these service providers. However, repairs made by
OEMs should also be scrutinized for quality assurance.
Therefore, we make the following recommendations to
protect patients and ensure the best and most-affordable
medical care.

Recommendation 1: All ultrasound probe repair
entities should be held to the same regulatory and
compliance standards as applied to the original equip-
ment. This means that third-party transducer repair
facilities should be held to the same regulatory and
compliance standards as OEMSs. Repair processes,
materials used, and components such as acoustic
arrays should be tested and validated to demonstrate
substantial equivalence to the OEM probe. This test-
ing should be documented and provided to the clinic
on return of the repaired probe. If a repaired probe
does not meet the imaging standards of the original
OEM probe, then the probe should be regarded as
not repaired. Paying for a repair that was not properly
done only lowers the quality of the medical care while

raising the cost.

J Ultrasound Med 2017; 00:00-00

Recommendation 2: When repairing/replacing pro-
bes, select a quality vendor that is ISO certified. For our
purposes, the 2 relevant ISO standards are ISO 9001:
2008 and ISO 13485:2003.

ISO 9001:2008 establishes the criteria for an overall
quality management system. It can be used by any orga-
nization, large or small, regardless of its field of activity
(eg, from an auto body shop to a zoo). Although this
standard does audit many essential aspects of a business
operation, it is not in itself enough for medical devices
(a regulated industry). For example, a company that is
only ISO 9001:2008 certified cannot truthfully claim or
even imply that it is ISO certified to repair ultrasound
probes or ultrasound systems. This type of claim
requires successfully passing one more standard with
specific requirements, known historically as the medical
device directives involving both the ISO 13485:2003
standard as well as 2007/47/EC. Compliance with these
standards is also necessary for European Conformity
labeling of products to be sold into the European
market.

ISO 13485:2003 specifies those particular require-
ments for a quality management system in which an
organization must demonstrate through objective evi-
dence its ability to provide medical devices and related
services that consistently meet both customer and regu-
latory requirements applicable to medical devices and
related services. For example, a company that wishes to
claim, and advertise, probe repair in its ISO scope must
have passed a detailed ISO 13485:2003 audit in which
the auditor is focused on those elements of the quality
system and relevant regulatory requirements (eg, Inter-
national Electrotechnical Commission [IEC] 60601-2-
37) related to probe manufacturing and repair. All
requirements of ISO 13485:2003 are specific to organi-
zations providing medical devices, regardless of the type
or size of the organization.

All issued ISO certificates mentioned above come
with the scope of the quality management system and
are worded “The quality management system is applica-
ble to,” followed by the various components of the busi-
ness’s offering that were in fact audited against the
standard. Examples are “Design and Development of
Processes, Technologies, Fixtures, and Tools Used in
the Repair and Refurbishment of Medical Imaging Equi-
pment;” and “Design and Development, Distribution,
and Servicing of Test Instruments for Medical Imaging
Equipment.” Therefore, ISO certification is not a
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“blanket” certification that applies to all aspects of a
facility’s business but is specific to the audited compo-
nents of the business’s offering. Thus, it is critical to
obtain a copy of the company’s certification to see
exactly what the scope of that certification covers to
ensure that it matches what you need.

Recommendation 3: The clinic should track the
performance of its ultrasound imaging probes by regu-
larly scanning a tissue-mimicking phantom target. Such
scans not only will help show when a probe needs to be
repaired but also will allow the clinic to independently
determine whether a repaired probe has been returned
to a reasonable performance level. The scans should
include the following:

1. Assessment of imaging element dropout by
recording a cine loop as the probe is translated
over a homogeneous region of the tissue mimick-
ing phantom;

2. Assessment of imaging resolution by scanning a
phantom with wire targets of varying separation
and noting the wire separation that can be distin-
guished on the B-mode image; and

3. Assessment of measurement accuracy by scanning a
phantom with either wire targets of known separa-
tion or spherical occlusions of known size and
measuring the distances in the B-mode images.

Also, if a repaired probe is to be used with a biopsy
guide, the performance of the guide should be verified
by using an ultrasound biopsy phantom before use on
patients.
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