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THE OPPORTUNITY

You are being offered an opportunity to be Screened and to have Baseline Audiological Testing
preformed to determine your eligibility to participate in a clinical study involving a new totally implantable
hearing device, the Esfeem. You are being asked for your permission to be screened so that a general
assessment of your eligibility can be determined before having to go through a more extensive
screening process.

The information collected and evaluated in the screening process is used to determine your eligibility to
participate in a clinical research study. If you qualify based on your medical records and baseline test
results, a member of the study team may contact you to further discuss the study with you and to offer
you the chance to take part in the study. You will then have the opportunity to ask additional questions
and to either agree to participate in the trial or to decline participation.

If this consent contains words or information that you do not understand, please ask your doctor or
audiologist to explain them to you. We want to make sure that you fully understand the screening
process and baseline testing and the part that it will play in your eligibility to participate in the study. You
may take an unsigned copy of this consent form home with you to think about or discuss with family
members or friends before making your decision. If you decide to participate in the screening process,
you will receive a copy of this form to keep.

It is important that you have previously worn a hearing aid and that your hearing aid has been
appropriately fit.. Your hearing will be tested with and without your hearing aid as part of the baseline
testing. This information will be used to compare your hearing with your current hearing aid and your
hearing with the Esteem.
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DESCRIPTION OF TESTS

During the screening part of this study, your doctor/audiologist will review your medical records to ensure
that there is nothing in your medical history that would prohibit you from participating in the clinical study.
He or she may then perform a number of audiological tests to assess your hearing loss with and without
your hearing aid(s). These tests are similar to hearing tests that you have had before and are listed
below. You may also be asked to fill out some questionnaires about your hearing loss and your life.

e Quality of Life (QOL) Questionnaires

e Otoscopic Exam (examination of your ears with lighted instruments)
e Tympanogram (a test that measures the movement of your eardrums)
e Air Conduction Thresholds

e Bone Conduction Thresholds

¢ Most Comfortable Listening Level (MCL)

e Uncomfortable Listening Level (UCL)

e Speech Reception Threshold (SRT)

e Word Recognition

e Quick SIN (a speech-in-noise test)

You may also be asked to have a CT scan of your ears (computerized x-ray test) to further evaluate your
eligibility for enroliment into the study. If you have had a standard of care CT scan within 6 months of
study screening procedures, this data may be acceptable for use in fulfilling the related inclusion criterion.

Cnce all of the hearing tests have been completed, if you have met all of the medical criteria for the study,
you may be invited to participate in the clinical study. There is the possibility that you may not be eligible
for the clinical study.

There are no potential risks or discomforts associated with the screening and baseline testing. The
audiological tests are standard hearing tests which may already be familiar to you.

COSTS AND COMPENSATION

You will not be paid to participate in this screening process. There will be no charge for the hearing tests
performed. Envoy Medical Corporation will pay for all Screening and Baseline testing.

If you complete all screening and baseline testing and are invited to participate in the clinical study, you
are not obligated for any costs associated with the tests if you decide to decline the invitation.
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CONFIDENTIALITY

Your privacy is important. All information gathered in this study will be kept private. If the results of the
study are published, information will not be included that would make it possible to identify you. No
information will be disclosed about you except that which may be required by law.

Your doctor, authorized personnel of your doctor, Envoy Medical Corporation (the study sponsor), its
employees or agents, the Institutional Review Board of the Moses Cone Health System, and the U.S.
Food and Drug Administration, have the right to review and to copy: (1) your medical records (which may
identify you), (2) the consent form signed by you, and (3) the information collected in this study to make
sure that the information is true and accurate. It may be necessary to review your medical records for
any medical conditions or treatment that you have received prior to signing this consent form. The
information may be given to governmental agencies in other countries where the Esteem Sysfem may be
considered for approval. Envoy Medical and your doctor will keep the data collected from this study for
approximately ten (10) years.

RESEARCH STUDY AUTHORIZATION OF PROTECTED HEALTH INFORMATION

In order to determine your eligibility for this study, you must aliow certain research (study) records about
you to be made and used in the screening and baseline process. These records are in addition to the
usual records the hospital and your doctor create about your medical treatment. The data that is
collected from these records will be shared with other people involved in the study such as the study
sponsor and its representatives, other study sites, other doctors, and other hospital institutional review
boards (IRB). If this data is shared with other people, you will be identified by an 1.D. code whenever
possible. By signing this consent form, you are authorizing your doctor to create and use these records.

There is no expiration for this authorization unless you cancel it in writing. You may cancel this
authorization by writing to your doctor a the following address: Eric M. Kraus, M.D., M.S., FA.C.S,, The
Ear Center of Greensboro, P.A., 1126 N. Church Street, Suite 201, Greensboro, NC 27401. If you cancel
your authorization, you may not be invited to participate in the study. Canceling your authorization only
affects the use and sharing of new information. Any information collected before you cancel can still be
used and shared. By signing this consent document, you are giving your permission to use and share
your Screening and Baseline information and medical records.

VOLUNTARY NATURE OF SCREENING AND BASELINE TESTING

You do not have to be screened for this study if you do not want to. Your decision whether or not to take
part will not change your current or future reiationship with your doctor or hospital. If you decide not to
take part, you will not lose any benefits or be penalized in any way. If you decide to take part, you are
free to quit at any time. Your doctor has the right to end your participation in this process even without
your consent if he feels that you are not a good candidate or have not fulfilled the requirements of the
clinical study.
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SUMMARY OF PRELIMINARY SAFETY AND EFFECTIVENESS DATA

Fifty (50) subjects have compieted the 4 month follow-up per the clinical protocol. The preliminary
safety and effectiveness data for the primary and secondary objectives indicates that the Esteem is
thought to be safe and effective for treating sensorineural hearing loss. Preliminary results at the 4
month endpoint are provided below:

Primary Objectives:

1)
2)

3)

4)

Speech Reception Threshold (SRT): SRT scores with the Esteem have improved by 11
+ 2 dB (Confidence Interval - 7, 14) over the aided baseline condition.

Word Recognition Score (WRS): WRS at 50 dB are better than the aided baseline
condition (Hearing Aid) in 58 % of subjects, equal to Hearing Aid in 30 %, and below
Hearing Aid in 12 % of subjects.

Serious Adverse Device Events (SADE) and device failurefrevisions: 3 SADE (5.3 %)
and 2 failures (3.5 %) requiring revision to cormrect have occurred in the 57 subjects
implanted with Esteem.

Cochlear function stability (Bone Conduction Safety Algorithm): All subjects passed the
bone conduction safety algorithm per the clinical protocol demonstrating that the subject’s
cochlear function remains unchanged with the Esteem system.

Secondary Objectives:

D

2)

3)

4)

Pure Tone Average (PTA): The 3-frequency PTA is better than the unaided baseline
condition in 96 % of subjects, the same in 4 % and less than in 0 %. PTA improves 27 %
1 dB (Confidence interval - 24, 30) over the unaided baseline condition.
QuickSIN: Esteem shows equivalent improvement in the subject’s ability to understand
speech in noise as the aided baseline condition as indicated by a change in QuickSIN
score of -1 + 1 (Confidence Interval -2, 0).
Abbreviated Profile of Hearing Aid Benefit (APHAB): Total APHAB score is better than
the aided baseline condition (Hearing Aid) in 60 % of subjects, equal to Hearing Aid in 20
%, and below Hearing Aid in 20 % of subjects. Similar results are shown for the sub-
categories of APHAB.
Esteem Questionnaire: The Envoy Questionnaire shows that a large number of the
subjects consider the Esteem somewhat or much better than their baseline hearing aid.
° 78% rated the Clarity of Sound as somewhat or much better
® 68% rated the Ability to Understand Speech in background noise as somewhat or
much better
75% reported Voices Sounding Natural as somewhat or much better
° 72% reported Understanding Conversation when several people are talking as
somewhat or much better
e 86% said their Activity level was somewhat or much better

If you have any questions, your doctor can provide an expianation of these test results.
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