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Objectives: The objective of this study was to test the ability to achieve,
maintain, and subjectively benefit from extended high-frequency amplifi-
cation in a real-world use scenario, with a device that restores audibility
for frequencies up to 10kHz.

Design: A total of 78 participants (149 ears) with mild to moderately-
severe sensorineural hearing loss completed one of two studies
conducted across eight clinical sites. Participants were fitted with a
light-driven contact hearing aid (the Earlens system) that directly drives
the tympanic membrane, allowing extended high-frequency output and
amplification with minimal acoustic feedback. Cambridge Method for
Loudness Equalization 2 - High Frequency (CAM2)-prescribed gains for
experienced users were used for initial fitting, and adjustments were
made when required according to participant preferences for loudness
and comfort or when measures of functional gain (FG) indicated that more
or less gain was needed. Participants wore the devices for an extended
period. Prescribed versus adjusted output and gain, frequency-specific
FG, and self-perceived benefit assessed with the Abbreviated Profile of
Hearing Aid Benefit, and a custom questionnaire were documented. Self-
perceived benefit results were compared with those for unaided listening
and to ratings with participants’ own acoustic hearing aids.

Results: The prescribed low-level insertion gain from 6 to 10kHz
averaged 53 dB across all ears, with a range from 26 to 86 dB. After
adjustment, the gain from 6 to 10kHz decreased to an average of 45
dB with a range from 16 to 86 dB. Measured FG averaged 39 dB from 6
to 10kHz with a range from 11 to 62 dB. Abbreviated Profile of Hearing
Aid Benefit results revealed a significant improvement in communication
relative to unaided listening, averaging 28 to 32 percentage points for
the background noise, reverberation, and ease of communication sub-
scales. Relative to participants’ own hearing aids, the subscales ease of
communication and aversiveness showed small but significant improve-
ments for Earlens ranging from 6 to 7 percentage points. For the custom
satisfaction questionnaire, most participants rated the Earlens system as
better than their own hearing aids in most situations.

Conclusions: Participants used and reported subjective benefit from the
Earlens system. Most participants preferred slightly less gain at 6 to
10kHz than prescribed for experienced users by CAM2, preferring simi-
lar gains to those prescribed for inexperienced users, but gains over the
extended high frequencies were high relative to those that are currently
available with acoustic hearing aids.
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INTRODUCTION

Most conventional hearing aids provide useful gain for fre-
quencies up to 4 to SkHz (Moore et al. 2001; Aazh et al. 2012;
Struck & Prusick 2017). There has been debate over many years
about the benefits of providing gain at even higher frequen-
cies (Skinner & Miller 1983; Ricketts et al. 2008; Moore et al.
2010a, 2011; Moore & Sek 2013; Levy et al. 2015; Moore &
Sek 2016a), or for the purposes of this paper, “extended high
frequencies” defined as frequencies above 5kHz. Extended
high-frequency (HF) amplification may be of most benefit in
complex listening environments with multiple speech and
noise sources, especially when the sources are spatially distrib-
uted (Turner & Henry 2002; Plyler & Fleck 2006; Ahlstrom
et al. 2009; Moore et al. 2010a; Hornsby et al. 2011; Levy
et al. 2015). The mechanisms that may lead to improvements
include the ability to take advantage of head-shadow effects,
which increase markedly at HFs (Moore et al. 2010a; Levy et
al. 2015), and better perception of the spatial locations of sound
sources, based partly on the use of pinna cues (Best et al. 2005),
which are heavily dependent on HF information.

Studies on the usefulness of amplification at HFs have dif-
fered in the definition of HE, the types of participants, the spe-
cific methods used, and the outcome measures used, leading to
mixed conclusions about the potential usefulness and profile of
users who may benefit from extended HF amplification (Murray
& Byrne 1986; Rankovic 1991; Hogan & Turner 1998; Vickers
et al. 2001; Simpson et al. 2005; Ricketts et al. 2008; Fiillgrabe
et al. 2010; Moore et al. 2010a, 2011). Until recently, there was
no published method for prescribing gain up to 10kHz. The most
widely used hearing aid fitting methods give gain recommenda-
tions for frequencies up to 6 or 8kHz (Byrne & Dillon 1986;
Cornelisse et al. 1995; Scollie et al. 2005; Keidser et al. 2011).
The Cambridge Method for Loudness Equalization 2 - High Fre-
quency (CAM?2) fitting method was developed to provide gain
prescriptions for hearing aids that are capable of producing useful
amplification for frequencies up to 10kHz (Moore et al. 2010b).
Despite the availability of a suitable fitting method, challenges
arise in achieving sufficient audibility at extended HFs with
conventional acoustic hearing aids, due to device limitations in
bandwidth and output, and problems with acoustic feedback. For
this reason, tests of the benefit of extended HF amplification have
been largely limited to the laboratory. A relatively new device,
the Earlens system (Earlens Corporation, Menlo Park, CA)
(Fay et al. 2013; Gantz et al. 2017), has overcome this limitation.
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The Earlens is a light-driven contact hearing aid incorporating
a transducer that directly drives the tympanic membrane (TM),
which allows high gain and output over the frequency range from
125 to 10,000 Hz, reduces the risk of acoustic feedback (Levy et
al. 2013; Khaleghi & Puria 2017) due to the low sound pressure
levels produced in the ear canal by the vibration of the TM, and
has been shown to be capable of producing the gains and out-
put levels required by the CAM2 algorithm for frequencies up to
10kHz (Fay et al. 2013; Puria et al. 2016).

The Earlens system allows exploration of the potential ben-
efits of extended HF hearing for individuals with hearing loss in
real-life settings. This article describes the results of initial eval-
uations of the fitting and efficacy of the Earlens system when
using the CAM2 prescription, based on real-world use across
eight sites by a large cohort of participants. Data were obtained
during two prior clinical trials where the main goals were the
assessment of safety and efficacy. However, additional data were
collected and are used in new analyses reported here to explore
the typical gains and output levels that were prescribed and
achieved over the extended HFs and to report the adjustments
from computed targets that were required based on participant
reports after real-world field experience. Gains and output lev-
els prescribed by CAM?2 for the initial fit are compared with the
corresponding levels after adjustment to align with functional
gain (FG) expectations and individual participant preferences,
and changes are discussed in terms of their clinical implica-
tions. In addition, self-perceived benefit outcomes and satis-
faction ratings for the adjusted fittings are used to examine the
relationship between subjective outcomes, programmed gain
settings, and audiometric characteristics. This information is a
first step towards further exploration of the possible benefits of
providing extended HF audibility to hearing aid users.

MATERIALS AND METHODS

Data for this study were collected during the course of two non-
blinded clinical trials of the Earlens system that were conducted
under a Food and Drug Administration (FDA) investigational
device exemption. A complete description of the clinical trial and
outcomes of the first study, which was intended to demonstrate
the safety and effectiveness of the Earlens system to support
FDA clearance, can be found in Gantz et al. (2017). A publica-
tion describing the second clinical trial, which was intended to
gain experience across a broader cross-section of clinical prac-
tices and practitioners, is in progress (McElveen et al., Refer-
ence Note 1). Both studies used an interventional, single-group
assignment, open-label design. They were approved by an insti-
tutional review board and were registered at ClinicalTrials.gov
(NCT02042404 on 1/22/14 and NCT02470494 on 6/12/15). The
first study (study 1) was conducted at three sites and enrolled 48
participants between March 2014 and March 2015. The second
study (study 2) was an eight-site study—including the three sites
from study 1—which enrolled 46 participants and was conducted
between June 2015 and November 2016. At all sites, fitting was
performed by experienced audiologists who had received training
on the Earlens system. Performance with the Earlens system was
assessed at various points during each study.

This article presents additional data collected during the trials
and analyzes relationships between the additional data and prior
efficacy data. Data are presented for unaided listening (collected
before the devices were fitted), aided results at first fit or 1 week

post-first fit, and aided results collected at the nominal end point
of each study: at 90 days (study 2) or 120 days (study 1). FG
data from study 1 have previously been reported as a secondary
endpoint from testing at the 30-day interval (Gantz et al. 2017).
FG data from study 2 for the 90-day test interval will be available
shortly (McElveen et al., Reference Note 1). Subsequent to the
initiation of these studies, clearance was obtained from the FDA,
and the Earlens system is now available commercially.

Participants

Participants were recruited from various sites using institu-
tional review board—approved materials, including from nearby
private audiology practices, via existing patients of Earlens Corp,
and by word-of-mouth. They were required to meet the medical
and anatomical criteria for wearing the Earlens system. Those
enrolled were between 33 and 84 years old, with an average of
68 years. All participants were fluent speakers of American Eng-
lish, and all but four were native speakers of American English.
Participants had mild to severe sensorineural hearing loss in one
or both ears (see Fig. 1), suprathreshold word recognition scores
(NU-6 word lists) of 60% or better, and normal tympanometry
(type A). Eighty-two percent of participants (77 of 94) had prior
experience with air conduction hearing aids. All 48 participants
in study 1 had bilateral hearing loss and were fitted with devices
bilaterally. Five of the 48 participants (10%) discontinued use
of the device before the 120-day endpoint, four due to unrelated
adverse events, and one due to an inability to meet the study
time requirements. In study 2, 44 of 46 participants had bilateral
hearing loss and were fitted bilaterally. Of the two participants
fitted unilaterally, one had normal hearing in the opposite ear
and the other had bilateral hearing loss, but only one ear met the
anatomical criteria for the Earlens system. Five of the 46 par-
ticipants (11%) discontinued use of the device before the 90-day
endpoint. Reasons included autophony (n = 2), claustrophobic
sensation (n = 1), Parkinson’s condition present before enroll-
ment (n = 1), and itchiness in the ears (n = 1).

Materials

Audiological evaluations were conducted using the study
site’s clinical equipment (audiometer, transducers, and tympa-
nometer). Equipment models varied by site, but all had been
calibrated within the past year, including frequency-specific
stimuli from 9 to 10kHz for audiometers with testing capabili-
ties at those frequencies. The audiometer was used to present
pure-tone signals for air- and bone conduction threshold mea-
surements, recorded NU-6 word lists (Auditec, short inter-
stimulus interval), and warble tones for sound field threshold
measurements. Self-perceived benefit was assessed with the
Abbreviated Profile of Hearing Aid Benefit (APHAB) question-
naire (Cox & Alexander 1995), a validated measure commonly
used to assess hearing aid benefit that yields mean values for a
number of subscales, as well as a global average. Satisfaction
was assessed using a questionnaire specifically designed for
these studies, called the Earlens Satisfaction Questionnaire. The
satisfaction questionnaire was lengthy and included many ques-
tions not relevant to the current study. The current analysis was
limited to questions related to satisfaction, perceived benefit,
and preference (see Document, Supplemental Digital Content
1, http://links.Iww.com/EANDH/A476, which details the ques-
tions and response scales for each study that are discussed in
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Study 1 (N=80 ears)

Study 2 (N=69 ears)
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Fig. 1. Baseline air conduction thresholds measured through earphones for
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the ears analyzed in the current study: 80 ears in study 1 (left panel) and 69 ears

in study 2 (right panel). See the last paragraph of the Procedures section for detail regarding participant data included in these analyses. The averages are
represented by the thick solid black lines with error bars representing +1 SD.

the current article). Responses were made on an ordinal 5- or
6-point Likert scale spanning a range from negative to posi-
tive, with each point labeled with a descriptor. The satisfaction
questionnaire was revised between the two studies; individual
questions were updated, and the response scale was changed to
allow for a neutral response at the center of the scale.
Subjective comparisons of Earlens to participant’s own air
conduction hearings aids are reported for the APHAB and some
items on the satisfaction questionnaire. Participants’ own hear-
ing aids were evaluated in the “as is” condition as these studies
were not intended primarily as comparison studies but rather to
establish the safety and efficacy of the Earlens system.

Study Device

As illustrated in Figure 2, the Earlens system consists of
three components: the photon processor, a widely vented cus-
tom light tip, and the tympanic lens. The processor is similar in

1

Fig. 2. Illustration of the main components of the Earlens system.

function to the behind-the-ear component of a receiver-in-the-
canal hearing aid. The light tip is similar to a custom receiver-
in-the-canal shell except that it holds a laser diode instead of a
receiver. The lens is composed of a microactuator mounted on
a custom ring-shaped support platform that rests on the skin at
the base of the external ear canal. A photodetector receives the
emitted light signal from the laser in the light tip, converting it
into an electrical current that in turn activates the microactuator,
which mechanically drives the TM at the umbo. In this situation,
the sound radiation out of the ear canal due to vibration of the
TM decreases with increasing frequency due to the presence
of multiple vibrational modes (Fay et al. 2006), thus producing
less feedback than for an equivalent level of an acoustic sound
source in the ear canal (Puria 2003).

The processor includes a 20-channel compression system,
with an attack time of 50ms and a release time of 1000 ms in
each channel. A constant compression ratio is applied for levels

Sound enters the directional microphones on the
Photon™ Processor, where it is encoded by the
Digital Signal Processor.

The output is sent to the custom built Light Tip,
which converts the sound into non-visible light.

The light is captured by a photodetector on the
Lens, creating a small current that drives the
motor to vibrate the tympanic membrane, activat-
ing the auditory system.
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between the compression threshold (CT) and the level at which
compression limiting occurs, which is referred to as the maxi-
mum equivalent sound pressure output (MPO), similar to the
MPO for acoustic hearing aids. Expansion is applied for levels
more than about 6 dB below the CT. Fast-acting compression
limiting is applied for output levels above the output compres-
sion limiting threshold in each channel. A feedback cancella-
tion system can be activated to achieve additional stable gain if
required. The processor is programmed using Hi-Pro 2 interface
hardware and proprietary software that is similar in function to
that for acoustic hearing aids, but with two additional features: a
light calibration procedure and FG mode, described later.

Procedures

Participants were enrolled after agreeing to be included in
the study via standard informed consent procedures. The follow-
ing measures were obtained using standard clinical procedures
for each ear to determine whether the candidacy criteria were
met: air conduction and bone conduction audiometric thresh-
olds (using 2-dB steps for study 1 and 5-dB steps for study 2);
word recognition scores for recorded NU-6 word lists at the
presentation level giving the highest score, PBmax (50-word
list for study 1 and 25-word list for study 2); and tympanom-
etry. Baseline unaided sound field thresholds were measured for
each ear with the nontest ear plugged or masked as needed,*
using a loudspeaker calibrated at 0° azimuth and elevation. The
APHAB (Cox & Alexander 1995) questionnaire was admin-
istered for baseline unaided listening and for listening via the
participants’ own air conduction hearing aid(s) (if applicable).

After placement of the tympanic lens, a calibration pro-
cedure was performed for each ear to measure the effective
output in response to a calibrated light signal as a function of
frequency. For this purpose, sinusoidal signals were synthesized
and delivered as pulse-density modulated light. The intensity
of the light required for the signal to be detected was measured
for each frequency. We denote the light intensity at threshold
for a given frequency as I. The previously measured audiomet-
ric threshold at each frequency in dB HL was converted to the
equivalent in dB SPL, denoted T, In this way, it was known
that a light intensity of I, would give a sound level equivalent
to T, This procedure is conceptually equivalent to calibration
of an air conduction hearing aid using a probe microphone in
the ear canal although the uncertainty of the calibration at HFs
is much less for the light-calibration procedure than for probe-
microphone measurements due to the absence of ear-canal
standing waves that affect probe-microphone measurements.
The light-calibration procedure combined with the maximum
possible value of intensity of the light was used to determine the
maximum possible equivalent sound pressure output (MPPO)
of the system on each ear at each frequency. This is different
from the MPO, mentioned earlier, as the MPO was adjustable
for each ear in the fitting software; the MPO was always equal
to or below the MPPO. After the system was calibrated in this

*All participants included in the current analysis had interaural threshold
asymmetry less than the frequency-specific attenuation curve of the EAR
foam earplugs used in both studies. Foam earplugs were inserted by the
audiologist to ensure proper insertion for good attenuation values. One
participant’s gain data in study 2 were excluded due to unilateral high-fre-
quency loss such that the interaural asymmetry exceeded the earplug atten-
uation, and it appeared that unaided sound field thresholds were measured
without masking.

way, participants were fitted with the CAM2 prescription for
frequencies up to 10kHz, using the Earlens fitting software. All
participants were initially fitted with the “full” gains recom-
mended by CAM2 for experienced users of hearing aids. Gains
were then either manually adjusted or automatic acclimatiza-
tion (when available) was enabled based on informal participant
feedback. Recent versions of the CAM2 software incorporate
reduced gains for inexperienced users of hearing aids (Moore &
Sek 2013, 2016a), but the version used for the studies reported
here did not incorporate this option.

The fittings were adjusted to provide comfort and to reduce
acoustic feedback when necessary. In study 1, only minimal
adjustments were made for feedback before measurement of FG
at the first fit visit (these program settings are termed “First Fit
Initial,” see later for details), but more substantial adjustments
were sometimes made after measurement of FG at the first fit
visit, especially when the FG appeared to be markedly lower
or higher than expected from the programmed gains (these
adjusted program settings are termed “First Fit Adjusted”). In
study 2, no First Fit Initial measurements were made as the
study was designed to more closely mimic normal commer-
cial flow, and therefore adjustments were permitted before the
measurement of FG (these measurements are termed “First Fit
Adjusted”). In study 2, acclimatization became available in the
fitting software mid-study, and it was activated for one third of
the participants. When activated, the programmed gains were
initially set below the target values, either for all frequencies or
only for the extended HFs (6 to 10kHz). The gains were then
gradually increased towards the target values over a period of
between 1 and 6 weeks, depending on the autoacclimatization
settings chosen by the audiologist.

Aided sound field thresholds were measured for each ear
as described for the unaided condition, by placing the device
in a “functional gain mode” which programs the device to be
linear (no compression) and sets the insertion gain (IG) in
each channel to the IG at the Compression Threshold (IGCT)
for the current fitting. The IGCT represents the maximum IG
that the device would apply at each frequency, and it depends
on both the hearing level of the individual and the spectrum of
“soft” (50 dB SPL) speech. FG at each frequency was calcu-
lated as the difference between the baseline unaided sound field
threshold and the aided sound field threshold. Measures of FG
in the sound field were compared with the prescribed and pro-
grammed IGs at multiple time points to “verify” the fitting as
real ear measures are not possible with this nonacoustic device.

The APHAB questionnaire for the aided Earlens condition
was administered at 90 or 120 days post-fitting. The Earlens-
designed Satisfaction Questionnaire was also administered
at 90 or 120 days post-fitting. The programming software fit-
ting files were saved at each time point so that prescribed and
adjusted (current fit) output and gain data could be extracted
and analyzed.

Not all subjects completed all measurements at all test inter-
vals. Five participants who did not complete each study were
removed from the current analysis. In addition, among those
who completed the study, there were a few instances of incom-
plete data sets, usually due to missing aided sound field data at
first fit or at the endpoint of the study, or occasionally a miss-
ing fitting file. These instances occurred across multiple test
sites. Thus, data from six additional ears were removed from
the output and gain analyses of study 1, and 11 additional ears
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were removed from the same analyses for study 2. Therefore,
the current analysis includes 42 participants (80 ears) for study
1 and 36 participants (69 ears) for study 2 with complete study
data. In the case of APHAB and satisfaction data, which are
participant-based instead of ear-based, the data of these par-
ticipants were also removed, including those fit bilaterally but
with complete data in only one ear. In addition, subjects who
wore their own hearing aids before the study were also tested
with those aids, leading to different numbers of subjects in com-
parisons of Earlens to unaided and Earlens to own hearing aid.
All comparisons that were analyzed statistically used paired-
comparison methods based only on participants with data for
both variables involved in the comparison, and only those par-
ticipants’ data are plotted.

RESULTS

Output Levels

The data extracted from the fitting software include effective
output level in dB SPL for “soft” (50 dB SPL), “moderate” (65
dB SPL), and “loud” (80 dB SPL) input levels of speech. The
effective output level at each center frequency was calculated
by integrating the speech spectrum power across one equivalent
rectangular bandwidth (ERB) of the auditory filter centered at
that frequency. The value of the ERB for each participant and
center frequency was estimated taking into account the hearing
loss of the participant at that center frequency, as described by
Moore and Glasberg (2004). Audibility can be assessed by com-
paring the effective output level to the audiometric threshold
expressed in dB SPL. The fitting data also include the MPPO
and MPO. The MPO is the output compression limiting thresh-
old and is clinician-adjustable at each channel center frequency
based on individual needs. The MPO could be set equal to or
below the MPPO in study 2. The MPO adjustment was not
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available in study 1 and therefore the MPO was equal to MPPO

in that study.

Figure 3 shows the mean output-level data for study 1. The
left panel shows the First Fit Adjusted output curves together
with the mean audiometric thresholds, converted from dB HL
to dB SPL using the minimum audible pressure values for
monaural listening (Moore & Glasberg 2007). Average MPPO
values ranged between 100 and 124 dB SPL. Prescribed (Rx)
and current fit curves for soft, moderate, and loud speech input
levels are shown. The differences between the prescribed and
current fit curves indicate the average adjustments made by the
audiologists who fitted the devices. On average, these included
a slight decrease in output for the extended HFs (6 to 10kHz)
and a slight increase in output over the range 2 to 4kHz. The
adjustment for the extended HFs was occasionally due to minor
problems with acoustic feedback but more often due to com-
plaints that the sound was harsh or that some sounds, such as
/s/, were overemphasized, which was at least in part due to sub-
optimal output limiting that was used at the time of the study.
The adjustments in the 2 to 4kHz region were a result of FG
testing, which often revealed a need for slightly increased output
over that frequency range. Generally, the output was increased
slightly over the range 2 to 4kHz when the FGs in that range
were more than 5 dB less than the current fit settings for IGCT
or when aided sound field thresholds were poorer than 30 dB
HL. FG could have differed from IGCT values due to FG mea-
surement error (unaided threshold, aided threshold, or both) or
error in threshold measurement during light calibration, and also
due to the fact that the prescribed IGCT values were based on
diffuse-field incidence whereas the sound field measurements
were made only for sounds with a frontal incidence; this last
point is discussed in more detail later. The effective output levels
are expressed as root-mean-square (RMS) values. The effective
dynamic range of speech extends from about 15 dB below the

Study 1: Study 1: Change from First Fit
First Fit Adjusted (N=80 ears) Adjusted to 120-Day (N=80 ears)
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Fig. 3. The left panel shows mean output levels and thresholds for study 1 at the First Fit Adjusted time point. The maximum possible equivalent sound pressure
output is indicated by the solid line near the top of the panel. Soft, moderate, and loud outputs are indicated by squares, circles, and triangles, respectively;
open symbols/dotted lines indicate the prescribed (Rx) fit, and filled symbols/solid lines indicate the current (adjusted) fit. Pure-tone thresholds in dB SPL are
indicated by the asterisks/dashed lines. The right panel shows the change in output between the first fit adjusted and 120-day time points (120-day minus First

Fit Adjusted), with corresponding +1 SD curves.
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RMS level to 15 dB above the RMS level (ANSI 1997; Moore
et al. 2008). Hence, when the RMS level of the speech at a given
center frequency equals the absolute threshold at that frequency,
roughly half of the effective dynamic range of speech is audible.
Even after adjustments to reduce acoustic feedback and improve
sound quality, the left panel of Figure 3 shows that at least par-
tial audibility was achieved for the medium and high levels of
speech for frequencies up to 8 to 10kHz. For soft speech, at
least partial audibility was achieved for frequencies up to 4kHz.

The right panel of Figure 3 shows the average change in cur-
rent fit settings from First Fit Adjusted to 120-day time points
with a positive value indicating that the output was higher at
120 days than at first fit, along with the SD of the changes.
While slight changes in mean output settings occurred over
time between First Fit Adjusted and the 120-day visit, the set-
tings at the end of the study were, on average, largely similar to
those for First Fit Adjusted. One difference was that at the 120-
day time point, on average, the output levels for the extended
HFs were slightly lower for the moderate and soft speech levels.
This was mainly the result of a change in fitting software param-
eters for the extended HFs which increased the programmed
CT, keeping the gain at levels above the CT unchanged, follow-
ing the recommendations of Moore and Sek (2016a). The SDs
show that many of the individual changes were within +4 to 10
dB of the average change, with the larger variability occurring
in the extended HFs.

Figure 4 is the same as Figure 3 but shows data for study 2.
There are two main differences compared with study 1. First,
the MPO could be adjusted for study 2, which resulted in the
mean MPO being significantly lower than the mean MPPO.
As mentioned earlier, this happened because after study 1 was
completed, the Earlens fitting software was updated to prescribe
MPO values, and the clinician was permitted to adjust MPO
values as needed, both of which were designed to increase com-
fort for intense sounds and to reduce power consumption, hence
extending battery life. Mean MPPO values ranged from 99 to
123 dB SPL while mean MPO values ranged from 84 to 109 dB

Study 2:
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SPL. The second difference is not obvious from the figures, but
automatic acclimatization became available in the fitting soft-
ware approximately half way through study 2. Approximately
32% of the participants in study 2 had automatic acclimatiza-
tion turned on at first fit, which resulted in decreased gains at
the initial fitting. Thus, the mean adjusted outputs in Figure 4
reflect a combination of the audiologist manually decreasing the
outputs for the extended HF as needed and the enabling of auto-
matic acclimatization. There were two acclimatization options:
one for experienced hearing aid users, which led to reduced ini-
tial output only over the range 6 to 10kHz; and the other for new
hearing aid users, which led to reduced output across the entire
frequency range but with greater reduction for the extended
HFs than for lower frequencies. Most (9 of 14) participants with
acclimatization activated received acclimatization only for the
extended HFs.

For study 2, the 90-day time point was the nominal end of
the study. Despite automatic acclimatization, which was com-
plete before 90 days, the 90-day output values were only slightly
higher than the First Fit Adjusted values for the extended HFs
(see right panel of Fig. 4). The small changes between First Fit
Adjusted and 90-day probably reflect the fact that only 32% of
participants had acclimatization turned on. There was also a
small increase in output level for all lower frequencies by 90
days, either due to the acclimatization or to manual increases
made by the audiologist. The variability of the changes was
similar to that seen for study 1.

To illustrate the effect of acclimatization more clearly, data
for the 14 participants who had acclimatization activated were
analyzed separately. Mean data are plotted in Figure 5 (First Fit
Adjusted in the left panel and the change in current fit settings
by 90 days in the right panel). For 9 of the 14 participants whose
data are shown in this figure, acclimatization only affected the
output levels for the extended HFs. For the remaining five par-
ticipants, acclimatization affected the gain for all frequencies.
The output levels at HFs increased after acclimatization, by 4 to
10 dB. However, even after acclimatization was complete, output

Study 2: Change from First Fit
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Fig. 4. As Figure 3, but for the First Fit Adjusted (left panel) and change from First Fit Adjusted to 90-day (right panel) settings for study 2. Maximum equivalent
sound pressure output (MPO) values are shown here as the dotted line with no symbols just below the maximum possible equivalent sound pressure output
(MPPO) curve since the fitting software was changed to allow the MPO to be set below the MPPO for study 2.
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Fig. 5. As Figure 4, but for a subset of participants from study 2 with automatic acclimatization turned on. The change in current fit curves in the extended high
frequencies between First Fit Adjusted and 90-day, largely reflects the change in output as a result of turning acclimatization on. By 90 days, the acclimatiza-

tion was complete.

levels for the extended HFs remained 5 to 10 dB below the values
prescribed by CAM2. This reflects the combined effects of occa-
sional output reductions to reduce acoustic feedback and output
reductions to improve sound quality or comfort based on reports
of the participants. However, for frequencies below 4 kHz, the
mean current fit outputs at 90 days were slightly above the val-
ues prescribed by CAM2. This reflects deliberate adjustments
made by the audiologists because acclimatization would not lead
to output levels above the prescribed values. These adjustments
were partly based on FG measurements, which sometimes indi-
cated a need for a slight increase in output, but may partly reflect
occasional participant requests for more audibility.

Gain Values

As described earlier, the IGs programmed by the software
were verified by FG measurements in the sound field (baseline
unaided thresholds minus aided thresholds with the device acti-
vated in FG mode).
Measured FGs and Comparison to IGCT ¢ The measures of
FG at each test frequency should be closely related to the val-
ues of IGCT programmed in the fitting software. However, the
two will not be numerically identical. The measures of FG were
obtained in sound-treated rooms using a loudspeaker with 0°
azimuth and elevation, thus approximating free-field listening
conditions. However, the IGs prescribed by CAM2, including
the maximum insertions gains, IGCT, are based on diffuse-field
listening (Moore et al. 2010b). The two can be made comparable
by correcting the FGs by the difference between the free-field-
to-hearing aid microphone response and the diffuse-field-to-
hearing aid microphone response (Bentler & Pavlovic 1989);
these differences are given in Table 1. The CAM2-prescribed
IG at the CT (Rx IGCT) is the maximum prescribed IG at a
given center frequency. As the input level is increased above the
CT, the IG decreases due to compression. When adjustments
are made to the output or gain in the fitting software, the IGCT
changes accordingly, resulting in a current fit IGCT. The current

fit IGCT is similar to the IG for a soft speech input (within 1
dB), so the figures showing gains display only the IG for soft
speech (filled squares) and not the current fit IGCT.

Figure 6 shows gain data for study 1, for the First Fit Initial
time point. The figure shows the mean prescribed (Rx) IGCT
(dotted line) and the mean current fit soft, moderate, and loud
IG curves. Means and maximum values of the FG at each fre-
quency are also shown. First Fit Initial (as opposed to first fit
adjusted) data were chosen for the gain view because the corre-
sponding FG data were measured using First Fit Initial settings,
before adjustments due to any reason other than for feedback.
Note that the sample size (N = 68) differs from the output data
in Figure 3 (N = 80). The First Fit Initial files were occasion-
ally over-written by the First Fit Adjusted file created on the
same day, and as a result, the First Fit Initial programmed data
were not available for 12 ears. Thus, to be conservative, those
ears were excluded from this comparison. However, when com-
pared with the full set of 80 ears, the FG data for the 68-ear
subset were within 1 dB of those for the full set at each fre-
quency. Comparing the Rx IGCT to the soft IG curve reveals
that gain adjustments needed for feedback were on average quite
small, between 1 and 3.5 dB at 6 to 10kHz. The First Fit Ini-
tial FG followed the current fit soft gain curve fairly well up to
4kHz. From 6 to 10kHz, the mean FG fell below the soft IG by
6 to 11 dB. The small differences between the mean FG and the
soft gain settings may reflect small errors in the calibration of the

TABLE 1. Correction factors in dB applied to functional gain
data to allow for the difference between the free-field listening
conditions used to gather these data and the diffuse-field
conditions assumed in the Cambridge Method for Loudness
Equalization 2 - High Frequency (CAM2) software

Frequency, kHz

2 3
43 4.0

0.125
3.0

0.25
2.0

05 1
20 1.0

4
9.0

6
3.5

8
-1.0

10
-1.0




748 ARBOGAST ET AL / EAR & HEARING, VOL. 40, NO. 3, 741-756

Study 1I:
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Fig. 6. Insertion gain (IG) values for study 1 as a function of frequency
for First Fit Initial settings. The dotted line shows the mean Cambridge
Method for Loudness Equalization 2 - High Frequency (CAM2)-prescribed
IG at compression threshold (IGCT). The solid squares, circles, and triangles
show the mean current fit IGs for soft, moderate, and loud inputs, respec-
tively. The open squares with four points and error bars show the mean
functional gains +1 SD, and the asterisks show the maximum functional
gain for each frequency. Note that the sample size differs from that for the
study 1 output graph; see text for explanation.

microphones in the photon processor, errors of measurement,
and (for low frequencies [LFs]) the fact that free-field listening
conditions were only approximately achieved. Another possi-
bility is that because the programmed gain for soft sounds was
often relatively high at HFs, the output level sometimes reached
the MPO, restricting the output and thus the FG to a value below
what was programmed. However, the maximum FG was remark-
ably high, being 77 dB at 10kHz. The corresponding changes in
gain settings from first fit to 120-day time point are not shown
because the changes in output shown in the right panel of Fig-
ure 3 closely mirror the changes in gain (within 0.5 dB). Table 2
shows the changes in FG between the two time points. For study
1, the average FG was lower at 120 days than at First Fit Initial.
For the extended HFs, this was at least partly the result of audiol-
ogist adjustments. However, for lower frequencies, FG was also
slightly lower at 120 days than at first fit despite a slight increase

in programmed settings (right panel of Fig. 3). The reason for
the increased mismatch between programmed settings and FG at
120 days is unclear, but potential explanations include decreased
microphone outputs in the photon processor over time because
of the accumulation of dirt, cerumen, and other materials on
the diaphragms of the microphones or around the microphone
ports or a change in the light calibration due to poor light tip
placement for FG testing or other mismatch in the relationship
between the light tip output and the effective acoustic output of
the lens. Fitting data showed that at least 70% of ears received
an updated light calibration at the 120-day visit, making the last
explanation less likely.

The First Fit Adjusted gain values for study 2 are shown in
Figure 7. The maximum FG was 69 dB at 6kHz. The FG curve at
first fit followed the IG curve for soft speech, as expected, except
at 8 to 10kHz where it fell below the programmed soft speech
IG by about 10 dB. This was also seen at First Fit Initial in study
1 (Fig. 6) and may similarly reflect errors in calibration, errors
in threshold measurement, or output limiting due to the high
programmed gains for soft sounds. Table 2 shows the FG at the
90-day endpoint compared with First Fit Adjusted for study 2.
Relative to study 1, there was a similar but smaller decrease in FG
at 90 days compared with first fit, particularly at 8 to 10kHz. The
decrease over the extended HFs was smaller in study 2 than study
1 because in study 2, the first fit FG was measured after audi-
ologist adjustments whereas in study 1 it was measured before
audiologist adjustments to gain (except for feedback). Although
the programmed settings were adjusted up by 3 to 4 dB at 1 to
6kHz (right panel of Fig. 4), FG demonstrated a slight drop or
no change in the same frequency range. Again, the reasons for
the discrepancies are not clear and may reflect any of the factors
described earlier, including changes in microphone sensitivity.
Gains After Audiologist Adjustments ¢ The current version
of the CAM2 software includes a modified prescription for
inexperienced hearing aid users (Moore & Sek 2013, 2016a).
Although most of the participants in the current study were
experienced hearing aid users, they had not previously experi-
enced amplification over the extended HF range (6 to 10kHz),
so, at least for that frequency range, the gains recommended
for inexperienced users might be more appropriate. To assess
this, we compared the CAM2 inexperienced-user IGCT values
to the current fit IGCT values obtained after the adjustment
at first fit, to see if the adjustments that the audiologists made
led to IGs similar to those prescribed by CAM2 for inexperi-
enced users. The outcomes for study 1 are shown in Figure 8
(the same results were obtained for study 2, and thus the data
are not shown here). Over the range 6 to 10kHz, the current fit
IGCT values (asterisks) were indeed consistent with the IGCT

TABLE 2. Mean functional gain in dB at first fit and study endpoint for study 1 and study 2

0.125  0.25 0.5 1 2 3 4 6 8 10
Study 1 First Fit Initial -0.3(4.7) 6.9(5.0) 0.1(6.9) 17.6(11.1) 28.4(8.9) 27.4(8.6) 37.1(8.9) 37.9(10.1) 40.2(11.7) 46.8 (10.8)
(N = 80)
120-day (N = 80) -0.8(5.1) 4.7 (5.6) —1.4 (7.7) 14.3(11.3) 24.5(9.2) 24.2(9.6) 35.8(9.3) 31.9(12.7) 31.6(11.6) 33.5(11.8)
Difference 05  -22 -1.6 -3.3 -3.9 -3.2 -1.3 -6.1 -8.6 -13.3
Study 2 First fit adjusted 2.6 (6.7) 9.5(9.3) 6.3 (11.0) 17.4 (11.8) 27.0 (12.7) 27.4(9.6) 38.1 (10.0) 38.3 (10.7) 34.9 (13.5) 34.7 (14.5)
(N = 69)
90-day (N=69) 2.0 (9.4) 7.4(9.6) 8.4(11.2) 16.1 (12.5) 26.8 (11.5) 24.7 (9.6) 36.0(9.7) 36.1(12.4) 32.0 (11.3) 30.2 (13.6)
Difference -07  -20 2.1 -13 -0.1 27 2.1 22 -3.0 -45

Numbers in parentheses are SDs. Difference is the mean functional gain for 90/120-day minus that for First Fit Initial/Adjusted.
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Fig. 7. As Figure 6, insertion Gagin (IG) and functional gain values for study
2 as a function of frequency for First Fit Adjusted settings. The dotted line
shows the mean CAM2-prescribed 1G at compression threshold (IGCT). The
solid squares, circles, and triangles show the mean current fit IGs for soft,
moderate, and loud inputs, respectively. The open squares with four points
and error bars show the mean functional gains +1 SD, and the asterisks show
the maximum functional gain for each frequency.

values recommended for inexperienced users (solid line). For
lower frequencies, the current fit IGCT values matched the
CAM2 standard prescription (dotted line) more closely. This
was expected because most participants were previous hearing
aid users and therefore were experienced with amplification at
4kHz and below; they were only inexperienced with amplifica-
tion over the range 6 to 10 kHz.

T T
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®
o
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Fig. 8. Comparison between CAM2-prescribed insertion gain at compres-
sion threshold (IGCT; dotted line), CAM2-prescribed inexperienced user
IGCT (solid line), and the current fit IGCT (*) as a result of audiologist
adjustment to the fitting at first fit.

Self-Perceived Benefit

APHAB Questionnaire * The APHAB questionnaire was
administered at baseline before fitting for unaided listening
and to assess experiences with the participants’ own hearing
aid(s), which applied to most participants. Experience in listen-
ing with the Earlens system was evaluated at the end point of
each study. APHAB data were pooled between the two studies
for this analysis to give increased statistical power. The upper
panel of Figure 9 shows the mean results for each subscale for
the Earlens-unaided comparison. For these comparisons, the
power was sufficient to detect a difference of between 6 and 7
percentage points 80% of the time with a p value of 0.05. A two-
factor repeated-measures analysis of variance was performed
with the factors: listening condition (unaided, Earlens) and
subscale (background noise, reverberation, ease of communica-
tion, aversiveness). There was a significant main effect for both
listening condition [F(1, 69) = 187.2, p < 0.001] and subscale
[F(3,207)=90.2, p <0.001], and the listening condition X sub-
scale interaction [F(3, 207) = 83.7, p < 0.001]. Communica-
tion problems for the background noise, reverberation, and ease
of communication subscales decreased by 28 to 32 percentage
points when fitted with Earlens relative to the unaided condition.
Sidak multiple comparisons test revealed that these differences
were significant [#207) = 13.6 to 15.8, p < 0.001)] for each
comparison. For aversiveness, there was a significant increase
of 7.5 percentage points for Earlens relative to unaided [#207)
=3.68, p <0.01]. The finding for aversiveness is not unusual as
many studies of hearing aids have shown an increase in aver-
siveness relative to unaided listening (Moore et al. 2005; Moore
& Popelka 2013). The lower panel of Figure 9 shows compari-
sons between unaided, own hearing aid, and Earlens conditions.
For these comparisons, the power was sufficient to detect a dif-
ference of 7 percentage points 80% of the time with a p value
of 0.05. A two-factor repeated-measures analysis of variance
was performed with the factors: listening condition (unaided,
own HA, Earlens) and subscale (background noise, reverbera-
tion, ease of communication, aversiveness). There were sig-
nificant main effects of listening condition [F(2, 120) = 97.2,
p <0.001], subscale [F(3, 180) =50.5, p <0.001], and the inter-
action [F(6, 360) = 60.3, p < 0.001]. Tukey’s multiple compari-
sons tests revealed that relative to the unaided condition, there
was a significant decrease in communication problems on the
background noise, reverberation, and ease of communications
subscales for both Earlens and own HA (p < 0.001 in all cases).
Also, aversiveness increased for both own HA and Earlens rela-
tive to unaided (p < 0.001 for each), by 16 percentage points for
own HA and by 9 percentage points for Earlens. The difference
between own hearing aids and Earlens was not significant for
background noise [¢(360) =—0.29, p = 0.977], or reverberation
[¢(360) =2.83, p = 0.113], but was significant for ease of com-
munication [¢(360) = 4.06, p < 0.05] with an average decrease
of problems of 6.4 percentage points for Earlens. There was also
a difference for aversiveness [¢(360) =4.66, p <0.01], with Ear-
lens showing an average decrease in problems of 7.3 percentage
points relative to own HA.

Patient Satisfaction Questionnaire ¢ The specific questions
for which the responses were analyzed are contained in the
Supplemental Digital Content 1, http://links.lww.com/EANDH/
A476: Relevant Excerpts of the Earlens Patient Satisfaction
Questionnaires. These include questions relating to satisfac-
tion (overall, listening benefit, and sound quality) and perceived
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Fig. 9. Abbreviated Profile of Hearing Aid Benefit (APHAB) scores showing mean percent of self-perceived communication problems for each of the subscales.
Light gray bars are for the unaided condition, medium gray bars are for the participants” own hearing aids, and black bars are for aided with Earlens at the 90-
or 120-day time point. The upper panel is for the comparison of Earlens to unaided listening while the lower panel shows data for the subset of participants
with their own hearing aids. Error bars show +1 SD. Asterisks indicate significant differences at p < 0.05 or p < 0.001.

benefit relative to unaided listening and listening with own
hearing aids across a variety of situations. Statistical analyses
were not performed on these data due to lack of power, par-
ticularly for study 2, and because there was no straightforward
way of combining data across studies due to the different ques-
tions and response scales. In addition, the questionnaire was not
validated.

Median satisfaction ratings and upper and lower quartiles
for study 1 are shown in Figure 10. The midpoint rating was in
between “Slightly satisfied” and “Slightly dissatisfied” for these
questions. The median satisfaction rating was “Satisfied,” with
the upper quartile (75th percentile) reaching the maximum rat-
ing of very satisfied, for all categories, except for the “Speech in
noise” category. For this category, the ratings tended to be lower
while the lower quartile (25th percentile) remained above the
mid-point at “Slightly satisfied.” Satisfaction ratings for study 2
are shown in Figure 11. For this study, the midpoint rating was
“Neutral.” The median rating was “Satisfied” for all categories,
with the upper quartile at “Very satisfied” for most questions.
The lower quartile remained above the neutral midpoint for all
categories.

Participants were also asked how the Earlens compared
with listening unaided or listening with the hearing aid(s) that
they used before the study. The median and upper and lower
quartiles of the responses are shown in Figure 12 for study 1
and Figure 13 for study 2. The specified listening situations are
indicated on the x axis. The upper panel is for comparison to
unaided listening while the lower panel is for comparison to

the participants’ own hearing aids. For both studies, the median
ratings for all listening situations were clearly above the neu-
tral rating of “No change” or “About the same,” relative to both
unaided listening and listening with their own hearing aids. Rat-
ings compared with unaided hearing were generally better than
those compared with own hearing aids, as expected. However,
the results indicate that the Earlens system was generally rated
as better than the participants’ own hearing aid(s). For study 1,
the lower quartile was above “No change” for most listening sit-
uations while for study 2, the lower quartile of ratings reached
the “About the same” rating for most categories.

Correlations Between Objective and Subjective
Outcomes

In fitting any hearing aid for a person with sensorineural hear-
ing loss, there is often a compromise between fully matching
prescriptive targets to optimize the audibility of speech sounds
and meeting the user’s preferences for loudness and sound qual-
ity. In addition, most people with HF hearing loss lack experi-
ence with amplification over the extended HF region. While the
Earlens system is able to provide substantial HF and extended
HF gain, it was not initially clear whether users would like it and
perceive benefit from it and how perceived benefit might vary
with the type and amount of hearing loss. The answers to these
questions can help determine best-practice gain settings for
optimizing satisfaction. In addition, although the Earlens fitting
range is quite wide, it is possible that individuals with certain
audiometric characteristics have greater subjective benefit and
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Fig. 10. Study 1 satisfaction ratings for the Earlens system on a 6-point Likert scale (shown on the y axis) at the 120-day time point for the categories specified
along the x axis. The median rating is indicated by the open circles, and the 25th and 75th percentiles are indicated by the lower and upper edges of the boxes.
The solid horizontal line in the center indicates the neutral mid-point of the rating scale. Note: the sound quality and speech in noise data were previously

presented in a different format in Gantz et al. (2017).

preference for Earlens. This led us to conduct a correlational
analysis to assess whether self-perceived benefit and satisfac-
tion were related to measures, such as audiometric parameters
of the underlying hearing loss (pure-tone average and slope),
measured FG, or adjustments made to the fitting over or under
prescriptive targets. There were no predetermined theories about
which hearing profile might benefit most or least or whether fit-
ting at or under targets would have a positive or negative effect
on subjective ratings. The correlation was determined between

Study 2 Satisfaction (N=35 participants)

each of several objective summary measures and each of several
subjective summary measures. The objective measures were as
follows: pure-tone average (PTA) for LF (0.125 to 1kHz), HF 2
to 10kHz), and broadband (broad = 0.125 to 10 Hz); slope for
LE HF, and broad; FG for LF, HE, and broad; and mismatch (the
difference in output between the CAM2 prescription and the cur-
rent fitting for speech with an input level of 65 dB SPL) LE, HF,
broad, speech frequencies (Sp Freq = 0.5 to 4kHz), and extended
HF (6 to 10kHz). The subjective measures were as follows:

KEY
Very | 4 i
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Very | |
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Overall Benefit Overall Quality Quality
benefit for speech sound quality of speech of music

Fig. 11. As Figure 10, but for study 2 at the 90-day time point. Satisfaction ratings were obtained on a 5-point Likert scale, indicated on the y axis, for the cat-
egories assessed on the x axis. The neutral rating is marked by the solid horizontal line. Note: data presented in a different format in McElveen et al. (Reference

Note 1).
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Fig. 12. Study 1 comparison ratings for Earlens relative to unaided listening (top panel) and relative to participants’ own hearing aids (lower panel). Ratings
were obtained on a 5-point Likert scale, shown on the y axis, for the categories shown on the x axis. Median ratings are indicated by the open circles, and the
75th and 25th percentiles are indicated by the upper and lower edges of the boxes. The neutral mid-point of the rating scale is indicated by “No change” and
the solid horizontal line. Note: the Quality of life comparison to unaided listening only (top panel) was previously presented in a different format in Gantz et

al. (2017).

APHAB global benefit for Earlens (relative to unaided listening
or listening with the participants’ own hearing aid(s), HA) aver-
aged across the background noise, reverberation, and ease of
communication subscales; and average satisfaction, perceived
benefit re-unaided listening, perceived benefit re-own hearing
aid(s), and preference re-own hearing aids. The last four mea-
sures were based on averages across responses from applicable
questions on the Earlens Patient Satisfaction Questionnaire.
The results are shown in Table 3 for APHAB, for which
the data were pooled across the two studies for increased sta-
tistical power. The power was sufficient to obtain significance
at p < 0.05 with a correlation coefficient down to =0.25. Sig-
nificance levels were not corrected for multiple testing as we
considered this only a preliminary exploration. Even without
correction, most of the correlations were not statistically signifi-
cant. Only slope LF was weakly correlated with APHAB benefit
re-unaided, such that as the slope increased, benefit re-unaided
increased. Correlations between the same objective measures
and average satisfaction ratings, perceived benefit, and prefer-
ence re-own hearing aid were calculated separately for studies
1 and 2 as these data could not be easily pooled. The power was
only sufficient to obtain significance for correlations above 0.32
to 0.35 due to smaller sample sizes (N = 26 to 38, depending
on the study and comparison). None of the objective measures

were significantly correlated with the subjective outcomes. The
fact that all correlations were small indicates that the objective
measures did not account for much of the variability in subjec-
tive responses. Different results might have been obtained with
a larger sample size.

DISCUSSION

The Earlens system was able to provide the gains and out-
put levels prescribed by the CAM2 fitting method for a wide
range of hearing losses and over the whole frequency range
up to 10kHz. Peak output levels averaged 123 to 124 dB SPL,
similar to those for the temporal bone data of Puria et al. (2016)
(Figs. 3 and 4), and IGs exceeding 60 dB were possible at HFs
(Figs. 6 and 7). Participants reported appreciating the audibility
provided by the large prescribed gains, and this is reflected in
the ratings of the Earlens system relative to their own hearing
aids, as shown in Figures 12 and 13. However, comparison with
the participants’ own hearing aids is difficult for several rea-
sons. There was no control over what these hearing aids were,
how well they were fitted, or how old they were. Nevertheless,
all had been fitted by qualified audiologists or hearing aid dis-
pensers and are representative of the range of air conduction
devices that are worn in everyday life. Another consideration



ARBOGAST ET AL/ EAR & HEARING, VOL. 40, NO. 3, 741-756

753

Study 2 comparison ratings KEY
Much better|” —| 75th Ztile
MedianE
Betfter— — 25th Ztile
the ‘Samer .
Worse - -

Much worse

IRe unc;J/'ded (/]\I=1 5 plar‘ﬁC/jo?nfs)

I I I

Much better L.

Better [ .
About
the samef~ -
Worse|_ - |
Much worsel_ IF\’e OW? HA (/]V=26 plar*f/C/pclmfs) . | 1 ]
] . . X
’-\\o%\e"’ 5SS o@\o o&o ob\o -\o%\o"’ .\(\%é‘ & &
& e N NS K
< Os < < < INACIE OO &
S QS e S G 2N
J S Q O Y Yo X
o I A é\o < K X &
@) @) @0 o G\)

Fig. 13. As Figure 12, but for study 2 at the 90-day time point. Satisfaction r
categories assessed on the x axis. The neutral rating is “About the same” and i

is the placebo effect, which can have a significant effect on
subjective hearing aid comparisons (Bentler et al. 2003; Dawes
etal. 2011, 2013). It was not possible to conduct a blind or dou-
ble-blind comparison because the presence of the lens on the
TM and the physical appearance of the processor and light tip

TABLE 3. Correlation coefficients between objective and
APHAB measures for studies 1 and 2 combined (N = 70/61 re-
unaided/own HA)

APHAB Benefit APHAB Benefit

Objective Re-unaided Re-own HA
Measure (N =70) (N =61)
PTA LF 0.19 0.06
PTA HF 0.09 0.01
PTA broad 0.20 0.03
Slope LF 0.27*t -0.14
Slope HF 0.01 0.11
Slope broad 0.08 0.03
FG LF 0.22 0.16
FG HF 0.04 0.03
FG broad 0.12 0.08
Mismatch LF 0.23 0.17
Mismatch HF 0.08 0.13
Mismatch broad 0.13 0.15
Mismatch Sp Freq 0.11 0.15
Mismatch extended HF 0.04 0.09

*p < 0.05.

1Significant correlations.

APHAB, Abbreviated Profile of Hearing Aid Benefit; HF, high frequencies; LF, low frequen-
cies; Sp Freq, speech frequencies; PTA, pure-tone average.

atings were obtained on a 5-point Likert scale, indicated on the y axis, for the
s marked by the solid horizontal line.

differed significantly from those for the participants’ own hear-
ing aids. Alternative techniques might be used in future studies,
for example, comparing outcomes with the Earlens system pro-
grammed to have full versus limited bandwidth, which could be
done double blinded.

The APHAB results suggested that problems with aversive-
ness were significantly less for Earlens than for the participants’
own hearing aids. This happened despite the fact that the former
provided much more gain than the latter over the extended HFs.
Evidently, the restoration of audibility for the extended HFs did
not come at the cost of an overall increase in aversion.

Although the majority of the participants were previous
hearing aid users, the final gains for the extended HF range
were closer to the new-user settings than to the experienced-
user settings from the CAM?2 fitting algorithm. Sometimes, the
HF gains were slightly reduced to avoid acoustic feedback, but
the main reasons for the adjustments were participant reports
of sharp sound quality, harsh onsets, sounds being too loud
or uncomfortable, and distortion of /s/ and other HF sounds.
These findings may indicate a need to modify the CAM2 fit-
ting method to use somewhat reduced gains over the extended
HF range. It may be the case that the gains recommended for
new users are actually appropriate even for experienced users in
that frequency region. Alternatively, these findings may reflect
lack of familiarity with extended HF audibility as air conduc-
tion hearing aids, even if fitted to targets, usually do not provide
audibility in that frequency region. Activation of acclimatiza-
tion in the hearing aid programming may increase the likeli-
hood that participants prefer the CAM2 targets for experienced
users. In the current study, the subset of participants who had
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acclimatization activated was relatively small, and their fully-
acclimatized settings at the 90-day visit were still =10 dB below
the prescribed output at 8 to 10kHz. A different acclimatization
algorithm, for example, with a longer time course or smaller
step size, may be more effective.

As described earlier, the initial fitting of the Earlens sys-
tem involves a light-calibration procedure that is conceptually
similar to real ear measurement for conventional air conduction
hearing aids. However, unlike the latter, the light-calibration
procedure for the Earlens system is obligatory; the fitting cannot
proceed until the light-calibration has been completed. Thus,
the person doing the fitting cannot save time by skipping the
procedure. Furthermore, once the light-calibration procedure
has been completed, the target gains can be implemented very
accurately, probably more accurately than with conventional air
conduction devices, for which the achieved gains often differ
markedly from the target gains (Aazh & Moore 2007b; Aazh
etal. 2012).

Although acoustic feedback can occur with the Earlens sys-
tem, it is much less of a problem than for conventional air con-
duction hearing aids because sound radiation from the ear canal
is small when the TM is driven directly (Puria 2003; Fay et al.
2006; Levy et al. 2013). The default program settings included
activation of the feedback cancellation system for all programs
except music, and for many participants, it was not necessary
to activate the feedback cancellation system for the music pro-
gram. This is advantageous as feedback cancellation systems
often have deleterious effects on sound quality when listening to
music (Freed & Soli 2006; Madsen & Moore 2014).

Individual differences in subjective ratings of the benefit
of the Earlens system relative to unaided listening or to their
own hearing aids as determined using the APHAB question-
naire (see Fig. 9) or in the comparison or satisfaction ratings
determined using the Earlens Patient Satisfaction Questionnaire
(Figs. 10—13) were mostly not correlated with any of the audio-
metric measures or with how close gain settings were to the
CAM2 prescription. Thus, benefit from and preferences for the
Earlens system were not lower for participants with severe hear-
ing loss than for participants with mild hearing loss. It appears
that the Earlens system can be of benefit to participants with
a wide range of severity and patterns of hearing loss and for a
range of gain settings.

A majority of the participants in the two studies had audio-
metric thresholds that did not exceed 65 dB HL for frequencies
up to 4kHz (see Fig. 2). It is unlikely that these participants
had dead regions starting at 4kHz or below (Aazh & Moore
2007a; Vinay & Moore 2007). However, a significant propor-
tion of the participants had audiometric thresholds of 70 dB
HL or more above 4kHz, and it is likely that at least some of
these had dead regions above 4kHz. It remains unclear to what
degree participants with dead regions starting at or above 4kHz
benefit from amplification over the extended HF range. It has
been recommended that for a person with a continuous HF dead
region, amplification should be provided for frequencies up to
about 1.7 times the edge frequency of the dead region (Vickers
et al. 2001; Baer et al. 2002). According to this guideline, for
a person with a dead region starting at 4kHz, amplification for
frequencies up to about 7kHz would be beneficial. However,
this remains to be assessed. The Earlens system can provide
the gains and output levels needed to restore audibility at HFs
even for people with severe hearing loss, but further work is

needed to establish the benefits of this, using participants who
have been assessed using the TEN(SPL) test (Moore et al. 2000)
or fast psychophysical tuning curves (Sek & Moore 2011) to
determine whether or not they have a HF dead region, and, if so,
what its edge frequency is.

The FGs measured at the start of each study corresponded
reasonably well with the programmed IGs for soft speech for
frequencies up to about 4kHz, as should be the case if the
system is calibrated accurately (see Figs. 6 and 7; compare
the filled squares and the open squares with four points). For
frequencies from 6 to 10kHz, the FGs fell a little below the
programmed IGs for soft speech. The reasons for this are not
clear and may include calibration error, threshold measurement
error, or output limiting due to the combination of high CTs and
IGCT settings. The discrepancy may also reflect the fact that the
effective microphone response at HFs depends strongly on the
exact position of the photon processor relative to the pinna and
on the anatomy of the individual’s head and pinna. For example,
if the photon processor is positioned so that there is not a direct
“line of sight” between the microphones and the loudspeaker
used for the measurements of FG, as was the case for some of
the participants in these studies, this will reduce the sound level
at the microphone over the extended HFs, leading to a lower
measured FG.

The FGs measured at the end of each study remained rela-
tively high (Table 2). The decrease seen in study 1 was in part
due to audiologist adjustment after First Fit Initial measure-
ments. However, as can be seen more clearly in the data from
study 2, despite a small increase in programmed settings, the
mean FG decreased slightly. Again, the reasons for this are not
clear. It is possible that the calibration changed by the end of the
study due to some of the factors listed in the prior section, or
that the microphone sensitivity decreased over time at HFs, due
to the accumulation of debris on the diaphragms of the micro-
phones or around the microphone ports. This may also occur
with conventional air conduction hearing aids (Jensen 2004),
but the effect would be less obvious because of their more lim-
ited frequency range.

Given the growing body of literature on the potential ben-
efits of restoring the audibility of HF components in speech
and music, from improved sound quality to improvements in
speech understanding in complex environments, the results of
these first studies of experience in the real-world with a hear-
ing aid that can provide broadband amplification are promis-
ing. However, further research is needed to optimize HF fitting
algorithms such as CAM2 and to explore the perceptual effects
of modifying parameters, such as compression ratios, CTs,
and time constants. The Earlens system currently incorporates
slow-acting compression, which appears to be a “safe” option
for most people with hearing impairment (Gatehouse et al.
2006a, 2006b) and which is preferred by many people with
hearing impairment for listening to speech and by most people
with hearing impairment for listening to music (Moore & Sek
2016b). However, it is possible that it would be beneficial to
use fast-acting compression over the extended HFs, for which
loudness recruitment tends to be most pronounced. This might
reduce the incidence of complaints that some transient speech
sounds (like /t/ and /k/) are overemphasized.

In the past, the lack of ability to assess the potential ben-
efits of amplification of the extended HFs in real-world situ-
ations has been a major obstacle to research on this topic.
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The development and clinical trial of the Earlens system have
allowed for a first glimpse into this area. The current two clini-
cal trials have the limitation that they were not blinded, so the
satisfaction measures may have been affected by placebo effects
or biases. However, the demonstration of relatively large pre-
ferred gain values at HFs is an important first step. Future stud-
ies may take advantage of the capabilities of the Earlens system
and perform double-blinded studies assessing the effects of
amplification over the extended HF range.

CONCLUSIONS

In summary, the results of the two studies show that the Ear-
lens system can provide the gains and output levels prescribed
by the CAM2 fitting method over the whole frequency range up
to 10kHz for participants with a wide range of hearing losses.
The preferred gains over the extended HF range seem to be
close to those prescribed by the CAM2 method for inexperi-
enced users, even after extended use. These gains are substan-
tial for frequencies above 5kHz and are much higher than can
be provided by the great majority of conventional hearing aids.
Subjective results are promising although they should be treated
with caution as the studies were not blinded. APHAB scores
indicate that restoration of audibility at HF may not come at
the expense of increased aversiveness. Questionnaire responses
indicated that most participants were satisfied or very satisfied
with the Earlens system, and most preferred the Earlens system
to their own hearing aids.
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