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Purpose 
To provide an overview of potential questions and guidance about operationalizing Digital Voice data 
collection and considerations for moving forward with collecting and submitting digital voice data to 
the National Alzheimer’s Coordinating Center (NACC) for sharing with researchers anywhere 
alongside UDS data. 
 

Background 
Uniform Data Set Version 4 (UDSv4), launched in January 2025, gives Alzheimer’s Disease Research 
Centers (ADRCs) the option to collect digital audio recordings of the cognition section of the UDS 
study. The implementation of digitally recording participant responses to neuropsychological tests is 
a cost-effective way to detect early changes in cognition. As our cognitive capabilities shift, we 
express them through vocal responses in subtle ways, such as changing word choices or sentence 
structures because of word finding problems, pausing, hesitating, and shifting as memory, attention, 
and executive functions are compromised. Just as with blood-based biomarkers, there is a growing 
set of literature suggesting that analysis of digital voice recordings as a method for differentiating 
those with and without cognitive impairment is promising. 
 

Updating Informed Consent and IRB Study Protocol 
ADRCs have flexibility in how to operationalize and implement digital voice capture. However, 
additional consent is required if the audio recording is not an essential part of the study the 
participant is being consented to. ADRC’s should work with their IRBs to verify UDSv4 digital voice 
recordings can be collected and shared with NACC.  

Before collecting and sharing digital voice recordings: 

1. ADRC should update their participant consent language to provide participants the choice to 
opt-in to UDSv4 digital voice and clarify what data will be shared with external 
researchers/future research studies via NACC.   

2. ADRCs should confirm local IRB approval to allow for digital voice data collection and sharing 
with NACC.  

3. NACC is exploring next steps for updating data-sharing agreements for this sensitive data type. 
This will include plans for making this data available to researchers via the NACC Data Front 
Door. 

 

Additional guidance from NACC and the CTF Technology Workgroup is forthcoming in 2025. 
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Overview of Informed Consent Updates: 
• Opt-in: Allow participants to opt in to UDSv4 digital voice recordings specifying that there will be 

no ramifications if they choose not to participate. 
• Purpose: Provide a general description of what will happen in the study, keeping the details 

broad to prevent limiting future related studies. 
• Confidentiality: Describe how the recordings will be kept confidential and the measures in 

place to protect a participant’s privacy. 
Helpful Tip! Mention that NACC has a Certificate of Confidentiality from NIH, 
meaning that NACC does not have to give out personal information, even if asked to 
by a court of law. 

• Data Sharing: Specify who will have access to the recordings and who data will be shared with. 
• Benefits and Risks: Explain any potential benefits and risks associated with voice recording. 

 

Overview of IRB Study Protocol Updates: 
• Purpose: Clearly state the purpose of the study and the role of digital voice recordings in 

achieving the study objectives. For example: The implementation of digitally recording 
participant responses to neuropsychological tests is a cost-effective way to detect early changes 
in cognition. Data collected in this study will aid in this research purpose. 

Helpful Tip! Review this manuscript library citing research findings on the validity of digital 
voice biomarkers: Digital Voice Research Findings on the NACC Website 

• Procedure: Specify 1) what will be recorded, 2) the setting and method of data collection, and 3) 
the equipment being used to record. 

• Storage and Security: Describe the measures that will be put in place to protect participant 
confidentiality.  

Helpful Tip! Privacy & security of data should be protected in the same manner as 
other data modalities like imaging & genotyping data (e.g., local storage in HIPAA-
compliant solutions, access limited to IRB-approved study staff, and data 
transmitted securely to NACC). 

• Data Sharing: Specify who will have access to the recordings and who the data will be shared 
with. NACC data requests are reviewed and approved by the NACC Data Use Committee; 
investigators must sign applicable data use agreements and NACC will share the appropriate 
data with the approved investigator through a secure, encrypted transfer system or similar 
cloud-based secure enclave. 

• De-identification: NACC will ensure data is de-identified in a standardized way prior to sharing 
data with Researchers. Additional guidance forthcoming from CTF Technology WG. 
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Consent Exemplar Language  
Below are a few examples that might be helpful when modifying Informed Consent documents to 
facilitate UDSv4 digital voice data collection from your participants. 

• Give participants the option to opt in to sharing digital voice recordings: 
“During this project, we will be collecting and storing biological samples for future research 
about Alzheimer’s Disease and related conditions… Regarding potentially identifiable categories 
of data, where your identity cannot be completely removed (such as voice and retinal images), 
we will remove identification as much as is possible. Please initial below whether we have your 
permission to use or share such data for future research purposes, assuming that we have 
removed your identity from all labeling and description of such data as much as possible. 

______ I give permission for potentially identifiable information such as voice and retinal images 
to be included in my data that is used or shared for future research purposes. 

______ I DO NOT give permission for potentially identifiable information such as voice and retinal 
images to be included in my data that is used or shared for future research purposes.” 
 – DUKE UNC ADRC 
 

• Provide a description of what will happen in the study: 

“We will audio record your responses to some of the memory and language tests. Recording 
your responses will allow researchers to write out (transcribe) your responses exactly as they 
were spoken. These audio recordings and transcriptions will allow researchers to analyze your 
responses to answer important questions such as behavioral markers of speech, language and 
cognitive decline. - LEADS Study 

“The interview of you and your study partner is recorded at your first visit and about every 3 years 
after for later review by the research team to help us learn more about memory and aging. This 
means you will be video recorded (or audio recorded if you prefer) more than once if you join this 
long-term project. The digital recordings are given a study ID number and are not released or 
shown to people who are not directly involved in this project. The digital recordings are stored 
electronically indefinitely on a secure University drive. There is a small risk of loss of 
confidentiality associated with being video recorded. You may choose to decline digital 
recording at any visit.” – WUSTL ADRC 

“We may record (audio only) your responses for portions of the tests of your memory, thought 
processes and recognition. However, you will not be identified in any of these recordings. Your 
voice recording will be given a unique study identification number.” – DUKE UNC ADRC 
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“We will make an audio-recording of the neuropsychological testing. We will not record you if you 
ask us not to. All personally identifying information will be removed from all audio-recordings 
before they are shared with outside investigators” – BOSTON ADRC 

“During your visits, we may ask to audio record some of your responses to the tests, and any 
sessions that occur via video conference may be both audio and video recorded.  We will ask 
you before starting any audio or video recordings and you can say no to being recorded.  This 
decision will not affect your study participation.  Audio and video recordings will be stored 
indefinitely in password-protected computers. Your name or other protected information will 
not be used. Instead, we will identify you by assigning a unique identifier to your recordings.” 

 -OHSU ADRC 
 

• Within the Confidentiality Section:  

“We will store electronic files in computer systems with password protection and encryption. 
Access to these records is limited to authorized FHS staff. However, we cannot guarantee 
complete confidentiality. The files will be kept indefinitely, and there are no plans to destroy any 
of the records. Coded data and digital recordings from all tests will be stored in a repository and 
will be shared with qualifying investigators… –FHS-BAP 

“…Coded digital (video/audio) recording information will be analyzed by qualifying collaborators 
inside and outside of BU Medical Campus/BMC. Your name and other personally identifying 
information will not be shared with these entities.” – BU ADRC 

“To help protect your privacy, NACC has obtained a Certificate of Confidentiality from the 
federal government.  Having the certificate means NACC does not have to give out your personal 
information, even if NACC is asked to by a court of law. You may still share information about 
yourself or your part in this research as you see fit.” – Florida 1 ADRC 

“In the future, your recordings and information may be given to researchers for other research 
studies. However, you will not be identified in any of these recordings. Your data will be given a 
unique study identification number.” - General Example 

“Your recordings will be maintained on secure servers used for this study and only those with 
privacy training and permission from the study team will have access to them.” - LEADS Study 

“We will protect your privacy when sharing audio recordings by only sharing the recordings with 
approved researchers. We will not share any parts of the audio recordings that contain identifying 
information like your name, telephone number, or other information we think could be used to tell 
your identity.” - I-CONECT Study 
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• Benefits and Risks 
“Because everyone’s voice is unique, it’s possible that someone listening to the recording could 
identify you from the sound or pattern of your voice.” - I-CONECT Study 
 

• Will you save my research data to use in future research studies? 

“We will share your data with other researchers. They may be doing research in areas similar to 
this research or in other unrelated areas. These researchers may be at Washington University, at 
other research centers and institutions, or commercial sponsors of research. We may also 
share your data with large data repositories (a repository is a database of information) for broad 
sharing with the research community. If your individual data is placed in one of these 
repositories, only qualified researchers, who have received prior approval from individuals that 
monitor the use of the data, will be able to look at your information.” - WUSTL ADRC 
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Exemplar IRB Study Protocol Language 
Below are a few exemplars that might be helpful when modifying IRB Study protocols. 

• Purpose and Procedure Statements: 

“The implementation of digitally recording participant responses to neuropsychological tests is 
a cost-effective way to detect early changes in cognition. As our cognitive capabilities shift, we 
express them through vocal responses in subtle ways, such as changing word choices or 
sentence structures because of word finding problems, pausing, hesitating, and shifting as 
memory, attention, and executive functions are compromised. Just as with blood-based 
biomarkers, there is a growing set of literature suggesting that analysis of digital voice 
recordings as a method for differentiating those with and without cognitive impairment is 
promising.” - Example generated by NACC 

“Prior to beginning the consent process, participants will be informed that the examination will 
be audio recorded. The audio recording will also be stored for future data analysis. If the 
participant refuses, audio recording will not be done; otherwise, recording will begin, and the 
consent process will commence. The consent process is being audio recorded to facilitate 
quality control, to ensure appropriate consenting. Participants have the right to refuse being 
recorded at any time during the exam.” - FHS-BAP 

“The administration of select language and memory tests will be audio recorded for every 
participant, at every visit. A recording device, such as the Olympus VN-722PC digital voice 
recorder or a similar digital recording device, will be used. The I-CONECT video chat system is a 
secure, scalable, and cost-effective video chat platform for conducting in-home telehealth with 
geriatric populations. This data will be collected to allow for additional analyses.” - I-CONECT 
Study 
 

• Data Sharing and Deidentification: 
“Voice recordings and affiliated metadata will be shared with NACC and shared with approved 
researchers for other research studies. However, participants will not be directly identified in 
any of these recordings or affiliated metadata. All digital voice data will be de-identified to the 
best ability of current tooling prior to being shared with researchers.” - General example 
 
 

• Storage and Security: 

“The audio files acquired in this study will be securely transmitted and stored in databases 
being used for the study. Sites will be responsible for ensuring that no PHI is included in the 
recordings prior to upload.” - LEADS Study 
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FAQs  
• Does NACC have a recommendation on what de-identification expectations of sites are? 

NACC recommends sites verify that there is no spoken PII/PHI in recordings. Sites are also 
asked to remove any PII/PHI from file names and metadata free text fields prior to submission 
to NACC. (Exceptions include: PTID, NACCID, test date, and voice prints). If the recording 
contains spoken PII/PHI there are open-source tools for voice file de-identification and other 
post-processing of their voice recordings within the UDSv4 Digital Voice Collection Manual. 

 
• Where is de-identification taking place? 

NACC is working with field experts and the CTF Technology Workgroup to determine the best 
way to de-identify voice recordings in a standardized way. NACC will ensure digital voice 
recordings are adequately de-identified prior to sharing data with researchers. Additional 
guidance forthcoming in Summer of 2025. 

 
• What will the uploading process be for the voice data?   

Once an updated NACC to ADRC DTUA is established, ADRCs will be enabled to submit digital 
voice data directly within ADRC Portals with accompanying metadata. NACC is currently 
working with field experts and ADRCs on how best to approach de-identification and post-
processing of digital voice data in a standardized way within the NACC Data Platform.  NACC 
will share only data that has been adequately de-identified.  

 
• What data will be shared with researchers? 

NACC will share de-identified voice recordings, transcriptions, metadata, and analysis results 
such as acoustic and linguistic features.  

  
• Is NACC putting any restrictions on requesting this data use? 

NACC data requests are reviewed and approved by the NACC Data Use Committee; 
investigators must sign applicable data use agreements and NACC will share the appropriate 
data with the approved investigator through a secure, encrypted transfer system or similar 
cloud-based secure enclave.  

 
• How will this data be used? 

Just as with blood-based biomarkers, there is a growing set of literature suggesting that the 
implementation of digitally recording participant responses to neuropsychological tests and 
performing analysis of these digital voice recordings is a promising method to detecting early 
changes in cognition. As our cognitive capabilities shift, we express them through vocal 
responses in subtle ways, such as changing word choices or sentence structures because of 
word finding problems, pausing, hesitating, and shifting as memory, attention, and executive 
functions are compromised. 
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