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  A      

Ad Hoc Testing  Ad hoc testing is a less formal testing method compared to following test scripts. It 
involves testing available functionality in a way that may not be detailed in the test 
script. Results from this exploratory testing may still be recorded during the UAT 
process. 

 Lexicon Team 

Alarm 
 

An audible or multisensory notification triggered at a pre-defined timepoint intended to 
remind a participant to complete scheduled PRO measures for device-based eCOA 
systems. 

 
Lexicon Team 

ALCOA+ 
 

The FDA set of principles for ensuring data integrity in a clinical trial.  

A: Attributable – all data captured must be able to be tied back to the person who 
completed it (user-based audit trail)  
L: Legible – data must be legible and permanent, able to be accessed while in use 
and in storage  
C: Contemporaneous – data must be recorded at the time it is performed (no back-
dating or pre-filled forms)  
O: Original – the medium in which the data is first recorded, paper or electronic  
A: Accurate – data is free from errors and complete with editing only done per GDP  
+: Complete, Consistent, Enduring, and Available 

 
FDA 

Alert 
 

An automated email, Short Message Service (SMS) text, device, or in-portal notification 
issued from the eCOA platform when a specific data condition is met. 

 
Lexicon Team 

Android Package 
Kit 
(APK) 

 
The application installation file for Android operating systems. 

 
Lexicon Team 
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 Apple Research Kit 
 (ARK) 

 
An open-source framework that allows developers and researchers to create iOS apps 
for use in medical research. 

 
Adapted from Apple 
ARKit 
Documentation 

Application 
(App) 

 A type of software that can be installed and run on a smartphone, tablet, computer, or 
other electronic devices. An app most frequently refers to a mobile application for 
smartphones or tablets or a piece of software that is installed and used on a computer. 

Different types of apps include: 
• Web app - stored on a remote server and delivered over the Internet through a 

browser interface 
• Native app - has been developed for use on a particular platform or device 
• Hybrid app – combines elements of both native and Web applications A type of 

software that can be installed and run on a smartphone, tablet, computer, or other 
electronic devices. 

 Adapted from 
https://www.muleso 
ft.com/resources/a 
pi/what-is-an-api 

Application 
Programming 
Interface 
(API) 

 
Acts as an enabler for different electronic systems to interact with each other (e.g., a 
connected device and an eCOA system can exchange information via an API.) 

 
Adapted from 
https://www.muleso 
ft.com/resources/a 
pi/what-is-an-api 

 
Asset Identifier 

  
An identifier that uniquely identifies a piece of eCOA hardware. The identifier is typically 
assigned by the provisioning provider and is often a numeric code and/or bar code 
physically attached to the device. 

 
Note: Also known as an Asset Tag 
 

  
Lexicon Team 

https://developer.apple.com/documentation/arkit
https://developer.apple.com/documentation/arkit
https://developer.apple.com/documentation/arkit
https://www.mulesoft.com/resources/api/what-is-an-api
https://www.mulesoft.com/resources/api/what-is-an-api
https://www.mulesoft.com/resources/api/what-is-an-api
https://www.mulesoft.com/resources/api/what-is-an-api
https://www.mulesoft.com/resources/api/what-is-an-api
https://www.mulesoft.com/resources/api/what-is-an-api
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Assisted 
Administration 

 A means of administration in which a trial participant's assistor/scribe - usually a family 
member or legal guardian, often referred to as a “caregiver” - records the participant’s 
responses. This requires either entering the data into the ePRO system or recording the 
participants’ responses on paper, but importantly the assistor/scribe does not interpret 
any of the responses; that is, they record exactly what the participant reports. This 
approach is often seen in clinical trials in which participants may have difficulty using the 
eCOA/ePRO system independently due to various factors such as age (e.g., young 
adolescents or elderly participants), or physical impairments.   
 

 Lexicon Team  

 

Assisted-Entry Mode  Assisted-entry mode specifically refers to a feature in eCOA/ePRO systems that allows 
a designated assistor/scribe to assist the participant in recording participant responses 
to electronic assessments or measures, while maintaining the integrity and attributability 
of the data.  

The system will capture that the assistor/scribe is the one entering the data to ensure 
the correct data attribution. There are usually limits on the numbers of allowed assistors 
to ensure consistency of data capture.   

Note: In this context “Mode” refers to a completion option within the eCOA system and is 
sometimes referred to as “Caregiver Assisted Mode”. 
 

 Lexicon Team 

Audit Trail  Documentation that allows reconstruction of the course of events. A record of the 
changes that have been made to a database or file. 

A process that captures details such as additions, deletions, or alterations of 
information in an electronic record without obliterating the original record. An audit trail 
facilitates the reconstruction of the history of such actions relating to the electronic 
record. 

 After ICH E6, 
CSUICI and ICH 
Glossary 

  

https://ichgcp.net/1-glossary
https://ichgcp.net/1-glossary
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  B      

Bluetooth  A short-range wireless technology standard that is used for exchanging data between 
devices (e.g., fixed and/or mobile) over short distances and building personal area 
networks. 

 Adapted from 
https://en.wikipedia 
.org/wiki/Bluetooth 

Bring Your Own 
Device 
(BYOD) 

 
The practice of study participants using their own personal devices to collect, record, 
and transmit eCOA data in clinical trials. 

 
BYOD Project 
Team 

Bring Your Own 
Wearable 
(BYOW) 

 
The practice of permitting study participants to use personal wearable devices to 
capture, record, and transmit data in clinical investigations. 

A subset of BYOD and supports the collection of data more passively. 

 
Lexicon Team 

Bug Tracking Tool 
 

Used by the eCOA provider to track errors in code found during testing. 
 

Lexicon Team 
 
 

https://en.wikipedia.org/wiki/Bluetooth
https://en.wikipedia.org/wiki/Bluetooth
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  C      

Change Control  The process by which changes to a live eCOA study build are implemented in a 
controlled manner, typically documented in a Change Control Form. 

 Lexicon Team 

Clinical Data 
Repository 
(CDR) 

 
A real time database that consolidates data from a variety of clinical sources to present 
a unified view of a single participant. 

Note: Also known as a Clinical Data Warehouse (CDW) 

 
Wikipedia - Clinical 
data repository 

Clinical Operations 
(ClinOps) 

 
A team that contributes to and supports an organization’s research and development 
program in order to advance new investigational drugs/devices to commercialization, 
including designing, planning and executing Phase I through IV clinical trials. 

 
Lexicon Team 

Clinical Outcome 
Assessment 
(COA) 

 
Assessment of a clinical outcome can be made through report by a clinician, a patient, 
a non-clinician observer, or through a performance-based assessment. Types of COAs 
include: 

• patient-reported outcome (PRO) measures 
• clinician-reported outcome (ClinRO) measures 
• observer-reported outcome (ObsRO) measures 
• performance outcome (PerfO) measures 

In clinical trials, COAs are intended to provide evidence regarding clinical benefit (i.e., 
how participants feel or function in their daily lives as a result of the treatment). 

 
BEST (Biomarkers, 
EndpointS, and 
other Tools) 
Resource 

https://en.wikipedia.org/wiki/Clinical_data_repository#%3A%7E%3Atext%3DA%20Clinical%20Data%20Repository%20(CDR%2Cview%20of%20a%20single%20patient.%26text%3DThe%20use%20of%20CDR%27s%20could%2Cprescribing%20based%20on%20lab%20results
https://en.wikipedia.org/wiki/Clinical_data_repository#%3A%7E%3Atext%3DA%20Clinical%20Data%20Repository%20(CDR%2Cview%20of%20a%20single%20patient.%26text%3DThe%20use%20of%20CDR%27s%20could%2Cprescribing%20based%20on%20lab%20results
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
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Clinical Research 
Associate 
(CRA) 

 Person employed by a sponsor or by a contract research organization acting on a 
sponsor's behalf, who monitors the progress of investigator sites participating in a 
clinical study. At some sites (primarily in academic settings), clinical research 
coordinators are called CRAs. 

 CDISC Glossary 

Clinician-Reported 
Outcome 
(ClinRO) 

 
A type of clinical outcome assessment. A measurement based on a report that comes 
from a trained health-care professional after observation of a patient’s health 
condition. Most ClinRO measures involve a clinical judgment or interpretation of the 
observable signs, behaviors, or other manifestations related to a disease or 
condition. ClinRO measures cannot directly assess symptoms that are known only to 
the patient. 

 
BEST (Biomarkers, 
EndpointS, and 
other Tools) 
Resource 

COA Developer 
 

An individual or entity who owns, creates, or adapts a COA measure. 
 

Adapted from 
FDA’s COA 
FAQs  
 

Cognitive Interview 
 

A qualitative research method used in PRO measure development, linguistic validation 
of a PRO measure, or comparability testing. It is used to determine whether concepts 
and items are understood by respondents in the same way that PRO measure 
developers intend. 

 
Cognitive interviews involve incorporating follow-up questions in a field-test interview to 
gain better understanding of how respondents interpret items and to collect and 
consider all concepts elicited by an item. 

Testing the measure on a small group of relevant respondents with the target disease 
or condition or lay people in order to test alternative wording and to check 
understandability, interpretation, or cultural relevance of a translation. 

 
Note: May also be called cognitive debriefing 

 
Adapted from 
FDA’s PRO 
Guidance Glossary 

https://www.cdisc.org/standards/glossary
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.fda.gov/about-fda/clinical-outcome-assessment-coa-frequently-asked-questions#AvailablePathways
https://www.fda.gov/about-fda/clinical-outcome-assessment-coa-frequently-asked-questions#AvailablePathways
https://www.fda.gov/media/77832/download
https://www.fda.gov/media/77832/download
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Comparability  Comparability is a function of the similarity of the psychometric properties of the data 
obtained via the original and migrated mode. An ePRO measure that has been 
migrated to a new mode of data collection ought to produce data that are comparable 
or superior (e.g., higher quality, more complete) to the data produced from the original, 
source version. 

 Adapted from 
Coons et al. 2009 

Compliance 
 

Adherence to trial-related requirements, good clinical practice (GCP) requirements, and 
the applicable regulatory requirements. 

In the context of eCOA studies, “compliance” includes respondents completing 
measures as scheduled per the protocol. 

 
CDISC Glossary as 
modified from the 
ICH Glossary 

Computerized 
Adaptive Testing 
(CAT) 

 
“[C]omputerized adaptive testing (CAT) is a computer-based exam that uses special 
algorithms to tailor test question difficulty to each individual test taker [respondent]. A 
computer adaptive test means the exam adapts in real time to the test taker’s ability 
level and provides test questions accordingly.” Although it is uncommon for exams (i.e., 
items with correct and incorrect responses) to be administered in the context of a 
clinical trial, it may be the case when a cognitive test is included as a performance 
outcome measure, and it is administered using CAT. 

A procedure for collecting data in clinical trials, “whereby the next item administered to 
a respondent depends upon a running estimate of the respondent’s status based on 
the respondent’s responses to prior items.” 

 
What Is 
Computerized 
Adaptive Testing 
(CAT)? — Meaning 
& Definition 
(caveon.com) 

 
PFDD Selecting, 
Developing, or 
Modifying Fit-for- 
Purpose COAs  

https://www.ispor.org/heor-resources/good-practices/article/recommendations-on-evidence-needed-to-support-measurement-equivalence-between-electronic-and-paper-based-patient-reported-outcome-(pro)-measures
https://www.cdisc.org/standards/glossary
https://ichgcp.net/1-glossary
https://blog.caveon.com/computer-adaptive-test-meaning#%3A%7E%3Atext%3DSimply%20put%2C%20computerized%20adaptive%20testing%20%28CAT%29%20is%20a%2Ctaker%E2%80%99s%20ability%20level%20and%20provides%20test%20questions%20accordingly
https://blog.caveon.com/computer-adaptive-test-meaning#%3A%7E%3Atext%3DSimply%20put%2C%20computerized%20adaptive%20testing%20%28CAT%29%20is%20a%2Ctaker%E2%80%99s%20ability%20level%20and%20provides%20test%20questions%20accordingly
https://blog.caveon.com/computer-adaptive-test-meaning#%3A%7E%3Atext%3DSimply%20put%2C%20computerized%20adaptive%20testing%20%28CAT%29%20is%20a%2Ctaker%E2%80%99s%20ability%20level%20and%20provides%20test%20questions%20accordingly
https://blog.caveon.com/computer-adaptive-test-meaning#%3A%7E%3Atext%3DSimply%20put%2C%20computerized%20adaptive%20testing%20%28CAT%29%20is%20a%2Ctaker%E2%80%99s%20ability%20level%20and%20provides%20test%20questions%20accordingly
https://blog.caveon.com/computer-adaptive-test-meaning#%3A%7E%3Atext%3DSimply%20put%2C%20computerized%20adaptive%20testing%20%28CAT%29%20is%20a%2Ctaker%E2%80%99s%20ability%20level%20and%20provides%20test%20questions%20accordingly
https://blog.caveon.com/computer-adaptive-test-meaning#%3A%7E%3Atext%3DSimply%20put%2C%20computerized%20adaptive%20testing%20%28CAT%29%20is%20a%2Ctaker%E2%80%99s%20ability%20level%20and%20provides%20test%20questions%20accordingly
https://www.fda.gov/media/159500/download
https://www.fda.gov/media/159500/download
https://www.fda.gov/media/159500/download
https://www.fda.gov/media/159500/download
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“Computer Adaptive Test (CAT): A flexible, computer–driven measure that can use 
any items (e.g., questions) in an item bank. A CAT selects only those items that 
sharpen the estimate of a respondent’s score on the domain being measured. CAT 
length varies, but usually includes four to seven items.” 

 https://www.health 
measures.net/reso 
urce- 
center/measureme 
nt- 
science/glossary 

 
Conditional 
Branching / 
Branching Logic 

  
Individualized items that are based on previous answers in a questionnaire. The goal 
is to reduce respondent burden by skipping irrelevant items. The final set of items can 
be different for each user. Conditional branching / branching logic requires 
programming using IF and THEN statements. For example, IF PRO-CTCAE Nausea 
frequency item 2a= never; THEN skip nausea severity item 2b. The eCOA provider 
programs branching logic to ensure that irrelevant items are not presented on a user’s 
eCOA device. 

  
Overview of the 
PRO-CTCAE 
(cancer.gov) 
and Conditional 
statements 
(tldp.org) 

Contract 
Research 
Organization 
(CRO) 

 
A person or an organization (commercial, academic, or other) contracted by the 
sponsor to perform one or more of a sponsor’s trial-related duties and functions. 

 
ICH Glossary 

https://www.healthmeasures.net/resource-center/measurement-science/glossary
https://www.healthmeasures.net/resource-center/measurement-science/glossary
https://www.healthmeasures.net/resource-center/measurement-science/glossary
https://www.healthmeasures.net/resource-center/measurement-science/glossary
https://www.healthmeasures.net/resource-center/measurement-science/glossary
https://www.healthmeasures.net/resource-center/measurement-science/glossary
https://healthcaredelivery.cancer.gov/pro-ctcae/overview.html#%3A%7E%3Atext%3DConditional%20branching%20logic%20can%20be%20implemented%20with%20electronic%2Cbeen%20linguistically%20validated%20in%20more%20than%2030%20languages
https://healthcaredelivery.cancer.gov/pro-ctcae/overview.html#%3A%7E%3Atext%3DConditional%20branching%20logic%20can%20be%20implemented%20with%20electronic%2Cbeen%20linguistically%20validated%20in%20more%20than%2030%20languages
https://healthcaredelivery.cancer.gov/pro-ctcae/overview.html#%3A%7E%3Atext%3DConditional%20branching%20logic%20can%20be%20implemented%20with%20electronic%2Cbeen%20linguistically%20validated%20in%20more%20than%2030%20languages
https://tldp.org/LDP/Bash-Beginners-Guide/html/chap_07.html
https://tldp.org/LDP/Bash-Beginners-Guide/html/chap_07.html
https://tldp.org/LDP/Bash-Beginners-Guide/html/chap_07.html
https://ichgcp.net/1-glossary
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Copyright Holder  The person, organization, or company that owns the copyright to a work and has 
exclusive rights* to do and to authorize specific actions to the copyrighted work 
including the licensing of the clinical outcome assessment. 

 Copyright Law of 
the United States 
(Title 17) of the 
United States 
Code 
US CODE-2010- 
title17-chap1- 
sec106.pdf 
(govinfo.gov) 

 
*Defined in Section 
106 of the United 
States Copyright 
Act 

 
and Lexicon Team 

 
Corrective and 
Preventative Action 
(CAPA) 

  
A system to collect information, analyze information, identify and investigate product 
and quality problems, and take appropriate and effective corrective and/or preventive 
action to prevent their recurrence. 

  
US FDA 

https://www.govinfo.gov/content/pkg/USCODE-2010-title17/pdf/USCODE-2010-title17-chap1-sec106.pdf
https://www.govinfo.gov/content/pkg/USCODE-2010-title17/pdf/USCODE-2010-title17-chap1-sec106.pdf
https://www.govinfo.gov/content/pkg/USCODE-2010-title17/pdf/USCODE-2010-title17-chap1-sec106.pdf
https://www.govinfo.gov/content/pkg/USCODE-2010-title17/pdf/USCODE-2010-title17-chap1-sec106.pdf
https://www.fda.gov/corrective-and-preventive-actions-capa#page1
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  D      

Daisy Chain/Link-
Dependent/Auto-
launch  

 Describes steps in eCOA setting that are sequential and automatically launched via 
dependencies. The first link/step/COA in the chain must be completed in order to move 
to the next.   
 

 Lexicon Team 

Data Change Form 
(DCF) 

 The form used to document a trial data change request (DCR) by an investigator. Also 
known as Data Correction Form. 

Note: Also see Data Change Request (DCR) 
 
 

 Lexicon Team 

Data Change 
Request 
(DCR) 

 An action taken by an investigator to request change to trial data. 

Note: Also see Data Change Form (DCF) 

 Lexicon Team 

Data Loading  The process of copying and loading data or data sets from a source file, folder, or 
application to a database or similar application. Data loading is not a standard practice 
in all studies and may be used where manual data entry is not feasible. 

 Lexicon Team 

Data Management 
(DM) 

 Tasks associated with the entry, transfer, and/or preparation of source data and 
derived items for entry into a clinical trial database. Note: Data management could 
include database creation, data entry, review, coding, data editing, data QC, locking, or 
archiving; it typically does not include source data capture. 

 CDISC Glossary;  
 
NIA Glossary of 
Clinical Research 
Terms 

https://www.cdisc.org/standards/glossary
https://www.nia.nih.gov/research/dgcg/nia-glossary-clinical-research-terms
https://www.nia.nih.gov/research/dgcg/nia-glossary-clinical-research-terms
https://www.nia.nih.gov/research/dgcg/nia-glossary-clinical-research-terms
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  The processes of handling the data collected during a clinical trial from development of 
the study forms/CRFs through the database locking process and transmission to 
statistician for final analysis. 

  

Database Lock 
(DBL) 

 
Action taken to prevent further changes to a clinical trial database or any equivalent 
clinical data storage system. 

Note: Locking of a database is done after review, query resolution, and a 
determination has been made that the database is ready for analysis. 

 
CDISC Glossary 

Decentralized Clinical 
Trial (DCT)    

 
A clinical trial design where some, or all, of the trial’s activities occur at locations other 
than a traditional clinical trial site. DCTs often incorporate digital health technologies to 
capture health care information directly from the participants regardless of their current 
location.  

 
FDA 

Decommissioning 
 

The process of removing any software from hardware used for the capture or storage 
of eCOA data, including permanent removal of any data residing on the device. The 
process includes physical cleaning of the device for potential reuse or onward ethical 
disposal of the device if at the end of its usable life. The server hosting the database is 
deactivated at this time and data are moved to archive. 

 
Lexicon Team 

    Lexicon Team 
Defect Log  A document that lists all defects identified during the UAT phase of eCOA system 

development, normally including the relevant test script identifier, defect description, 
severity, and the planned remediation. 

Note: May also be called Findings Log or Issues Log 

  

Deployment 
 

The process whereby all hardware and materials required to use the eCOA system are 
shipped to sites. 

 
Lexicon Team 

https://www.cdisc.org/system/files/members/standard/foundational/CDISC_Glossary_v15.0.pdf
https://www.fda.gov/drugs/cder-%20conversations/evolving-role-%20decentralized-clinical-trials-and-%20digital-health-technologies
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Design 
Specification 

 An internal document generated by the eCOA provider that details all the information 
needed to build the required eCOA system. The content is based on the expectations 
described in the sponsor-approved Requirements Document. 

Note: The Design Specification is not normally subject to sponsor review. 

 Lexicon Team 

Device 
Accountability Log 

 
A document maintained by the site (or supporting CRA) that tracks the Asset ID of the 
specific pieces of hardware that are issued to study participants. 

 
Lexicon Team 

Device Label 
 

A label that identifies the protocol/study number for which a device is intended for use. 
The label often incorporates the Helpdesk telephone number, the participant identifier, 
and the site number. 

 
Lexicon Team 

Digital 
Biomarker 
(DBM)  

 
Objective, quantifiable measure of physiological and/or behavioral data to inform health 
outcomes (e.g. disease progression, treatment effects), and specifically to monitor or 
predict outcomes in clinical trials and clinical practice. DBMs are obtained using digital 
devices, such as wearables, smartphones, and sensors. eCOA could be enabled to 
capture a DBM. 

 
Adapted from 
Definitions of digital 
biomarkers: a 
systematic 
mapping of the 
biomedical 
literature 
 

Digital Health 
Platform (DHP)   

 
A software system that can combine multiple digital health technologies into one 
application (i.e., eCOA, telemedicine, patient engagement, eConsent, and sensors).  

 
Lexicon Team 

https://www.bing.com/search?pglt=161&q=AKM+Alonso+et+al.+Systematic+review+BMJ+Health+%26+Care+Informatics+2024&cvid=7d7628e8716845c4b93bd4619196a777&gs_lcrp=EgRlZGdlKgYIABBFGDkyBggAEEUYOTIICAEQ6QcY_FXSAQgxMzAxajBqMagCALACAA&FORM=ANNAB1&ucpdpc=UCPD&PC=U531
https://www.bing.com/search?pglt=161&q=AKM+Alonso+et+al.+Systematic+review+BMJ+Health+%26+Care+Informatics+2024&cvid=7d7628e8716845c4b93bd4619196a777&gs_lcrp=EgRlZGdlKgYIABBFGDkyBggAEEUYOTIICAEQ6QcY_FXSAQgxMzAxajBqMagCALACAA&FORM=ANNAB1&ucpdpc=UCPD&PC=U531
https://www.bing.com/search?pglt=161&q=AKM+Alonso+et+al.+Systematic+review+BMJ+Health+%26+Care+Informatics+2024&cvid=7d7628e8716845c4b93bd4619196a777&gs_lcrp=EgRlZGdlKgYIABBFGDkyBggAEEUYOTIICAEQ6QcY_FXSAQgxMzAxajBqMagCALACAA&FORM=ANNAB1&ucpdpc=UCPD&PC=U531
https://www.bing.com/search?pglt=161&q=AKM+Alonso+et+al.+Systematic+review+BMJ+Health+%26+Care+Informatics+2024&cvid=7d7628e8716845c4b93bd4619196a777&gs_lcrp=EgRlZGdlKgYIABBFGDkyBggAEEUYOTIICAEQ6QcY_FXSAQgxMzAxajBqMagCALACAA&FORM=ANNAB1&ucpdpc=UCPD&PC=U531
https://www.bing.com/search?pglt=161&q=AKM+Alonso+et+al.+Systematic+review+BMJ+Health+%26+Care+Informatics+2024&cvid=7d7628e8716845c4b93bd4619196a777&gs_lcrp=EgRlZGdlKgYIABBFGDkyBggAEEUYOTIICAEQ6QcY_FXSAQgxMzAxajBqMagCALACAA&FORM=ANNAB1&ucpdpc=UCPD&PC=U531
https://www.bing.com/search?pglt=161&q=AKM+Alonso+et+al.+Systematic+review+BMJ+Health+%26+Care+Informatics+2024&cvid=7d7628e8716845c4b93bd4619196a777&gs_lcrp=EgRlZGdlKgYIABBFGDkyBggAEEUYOTIICAEQ6QcY_FXSAQgxMzAxajBqMagCALACAA&FORM=ANNAB1&ucpdpc=UCPD&PC=U531
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Digital Health 
Technology 
(DHT) 

 
A system that uses computing platforms, connectivity, software, and/or sensors for 
healthcare and related uses. These technologies span a wide range of uses, from 
applications in general wellness to applications as a medical device. They include 
technologies intended for use as a medical product, in a medical product, or as an 
adjunct to other medical products (devices, drugs, and biologics). They may also be 
used to develop or study medical products. DHTs may be used to collect clinical 
outcome assessment data. 

 
Guidance for 
Industry (fda.gov) 
and Lexicon Team 

Digital Versatile 
Disc 
(DVD) 

 
A type of compact disc able to store large amounts of data, especially high-resolution 
audiovisual material. 

 
Lexico 

https://www.fda.gov/media/155022/download
https://www.fda.gov/media/155022/download
https://www.lexico.com/
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  E      

eDiary  An eDiary (electronic diary) is a digital tool that allows clinical trial participants to record 
responses to patient reported outcome (PRO) measures, and directly provide other 
study-related data such as symptom severity and frequency, adverse events, or 
medication usage in real-time, at specified interval or when triggered by a clinical 
event.  
 

 Lexicon Team 

Electronic Case 
Report Form 
(eCRF) 

 An auditable electronic record of information that is reported to the sponsor (or 
sponsor's agent such as an EDC provider) on each trial subject to enable data 
pertaining to a clinical investigation protocol to be systematically captured, reviewed, 
managed, stored, analyzed, and reported. The eCRF is a CRF in which related data 
items and their associated comments, notes, and signatures are linked 
programmatically. 

 FDA Guidance on 
Computerized 
Systems Used in 
Clinical 
Investigations; 
Revised from FDA 
Guidance on 
Electronic Source 
Data in Clinical 
Investigations 

Electronic Clinical 
Outcome 
Assessment 
(eCOA) 

 
A clinical outcome assessment that has been implemented on an electronic data 
collection platform (e.g., smartphone, tablet, IVR, web, wearable). 

 
Lexicon Team 

 
Electronic Clinical 
Outcome 
Assessment System 
(eCOA System) 

  
An electronic system that incorporates technologies that support clinical outcome 
assessment data capture, transmission, storage and review. 

  
Lexicon Team 

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/computerized-systems-used-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/computerized-systems-used-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/computerized-systems-used-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/computerized-systems-used-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/computerized-systems-used-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-source-data-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-source-data-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-source-data-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-source-data-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-source-data-clinical-investigations
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Electronic Data 
Capture 
(EDC) 

 The process of collecting clinical trial data into a permanent electronic form. 

Note: Permanent in the context of these definitions implies that any changes made to 
the electronic data are recorded with an audit trail. 

 Lexicon Team 

 
Electronic Device 

 
 
A piece of hardware loaded with software used for the capture of COAs electronically 
(e.g., handheld smartphone, tablet, laptop, wearables, and sensors). Often just called 
a “device.” 

 
 
Lexicon Team 

 
Electronic Patient- 
Reported Outcome 
(ePRO) 

 
 
Patient-reported outcome data initially captured electronically. 

Note: Usually ePRO data are captured as eSource. 

 
 
Lexicon Team 

 
Electronic Platform 

 
 
A platform is a group of technologies, including both hardware and software, that are 
used as a base upon which other applications, processes, or technologies are 
executed or developed. A platform includes, but is not limited to, the operating system 
or executive software, communication software, network, input/output hardware, any 
generic software libraries, database management, and user interface software. 

 
 
Adapted from 
Technopedia 

https://www.techopedia.com/definition/3411/platform-computing
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Engagement  The process of building the capacity of patients, families, carers, as well as health care 
providers, to facilitate and support the active involvement of patients in their own care, 
to enhance safety, quality and people-centeredness of health care service delivery. 

eCOA engagement features are elements within an eCOA application that facilitate and 
support participants’ active involvement throughout their clinical trial experience. 
Ultimately, an engagement feature could be defined as anything that increases 
compliance and/or retention or anything with a goal of more complete and accurate 
data, reduced study timelines, and an overall positive participant experience. 

 
Some examples of engagement features could be incentives, which include: 

 
• Badges/Points/Rewards for achieving study milestones or eCOA compliance 
• Congratulatory feedback for achieving a milestone 
• Feedback to the user to thank them for their participation 
• Informational pop-ups or access to study information 

 World Health 
Organization 
https://apps.who.int 
/iris/bitstream/handl 
e/10665/252269/97 
89241511629- 
eng.pdf 

and Lexicon team 

https://apps.who.int/iris/bitstream/handle/10665/252269/9789241511629-eng.pdf
https://apps.who.int/iris/bitstream/handle/10665/252269/9789241511629-eng.pdf
https://apps.who.int/iris/bitstream/handle/10665/252269/9789241511629-eng.pdf
https://apps.who.int/iris/bitstream/handle/10665/252269/9789241511629-eng.pdf
https://apps.who.int/iris/bitstream/handle/10665/252269/9789241511629-eng.pdf
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Ethics Committee 
(EC) 

 An independent body (a review board or a committee, institutional, regional, national, or 
supranational) constituted of medical/scientific professionals and non-scientific 
members, whose responsibility it is to ensure the protection of the rights, safety, and 
well-being of human subjects involved in a trial and to provide public assurance of that 
protection by, among other things, reviewing and approving/ providing favorable 
opinion on the trial protocol, the suitability of the investigator(s), facilities, and the 
methods and material to be used in obtaining and documenting informed consent of the 
trial subjects. NOTE: ICH refers to these as “Independent Ethics Committees (IEC).” 
The legal status, composition, function, operations, and regulatory requirements 
pertaining to independent ethics committees may differ among countries but should 
allow the independent ethics committee to act in agreement with GCP as described in 
the ICH guideline. 

Note: Also see IRB as the terms are used interchangeably. 

 ICH Glossary 

Equivalence 
 

See comparability 
  

Event-driven eDiary 
 

An electronic data collection tool used to capture the occurrence of a pre-defined event of 
interest and any data associated with the specific event, as close as possible to the time 
the event occurs. This approach contrasts with scheduled assessments that are made at 
fixed frequencies, e.g., once daily, once weekly, or during a clinic visit.  

 Lexicon team  

  F  
    

Feasibility  In the context of clinical trials, feasibility is a process of evaluating the possibility of 
conducting a particular clinical program/trial in a particular geographical region with the 
overall objective of optimum project completion in terms of timelines, targets, and cost. 
For eCOA studies, evaluation of internet connectivity and comfort with technology may 
be included. 

 Conducting 
Feasibilities in 
Clinical Trials - 
PMC 

https://www.cdisc.org/system/files/members/standard/foundational/glossary/CDISC%20Glossary.pdf
https://ichgcp.net/1-glossary
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3146075/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3146075/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3146075/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3146075/
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Findings Log  Used to collate all instances in which the system does not perform as expected and are 
identified by testers (e.g., sponsor or designee) during UAT. 

Note: May also be called Defect Log or Issues Log 

 Lexicon Team 

First Patient First 
Visit 
(FPFV) 

 
The completion, in accordance with applicable study protocol and regulations, of a first 
study visit by a human subject in a clinical trial. 

Note: May also be called First Participant First Visit 

 
Law Insider 
Dictionary FPFV 

Fit-for-purpose 
 

A COA is considered fit-for-purpose when “the level of validation associated with a 
medical product development tool is sufficient to support its context of use.” 

 
BEST (Biomarkers, 
EndpointS, and 
other Tools) 
Resource 

Free Text 
 

A free-text field allows for unstructured data to be entered by respondents into an 
eCOA system.   

 
Lexicon Team 

  G  
    

Go-Live  The timepoint at which all required testing procedures for the eCOA system have been 
completed, and it is available for the capture of eCOA data into the production 
database. 

 Lexicon Team 

  H      

Helpdesk  A technical support service offered by the eCOA provider or third-party entity that 
supplies advice and guidance to participants, sites, and CRAs who encounter issues 
when using the eCOA system. The Helpdesk may be accessed via phone, email, or 
online chat. 

 Lexicon Team 

https://www.lawinsider.com/dictionary/first-patient-first-visit
https://www.lawinsider.com/dictionary/first-patient-first-visit
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
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  I      

Importer of Record 
(IoR) 

 A company or similar entity that is responsible for ensuring all eCOA hardware 
intended for use by participants is imported in line with all local laws and regulations. 

Note: Device-based eCOA only 

 Lexicon Team 

Information 
Technology 
(IT) 

 
The use of computers to store, retrieve, transmit, and manipulate data or information 
used within the context of business operations. 

 
Wikipedia - IT 

Institutional Review 
Board 
(IRB) 

 
An independent body constituted of medical, scientific, and non-scientific members, 
whose responsibility it is to ensure the protection of the rights, safety, and well-being of 
human subjects involved in a trial by, among other things, reviewing, approving, and 
providing continuing review of trial protocol and of the methods and material to be used 
in obtaining and documenting informed consent of the trial subjects. [ICH E6 1.31] 
Note: also see EC as the terms are used interchangeably. 

 
ICH Glossary 

 
Instrument 

  
A means to capture data (i.e., a questionnaire) plus all the information and 
documentation that supports its use. Generally, that includes clearly defined methods 
and instructions for administration or responding, a standard format for data collection, 
and well-documented methods for scoring, analysis, and interpretation of results in the 
target patient population. 

Note: Also see Clinical Outcome Assessment 

  
PRO Guidance 
2009 

https://en.wikipedia.org/wiki/Information_technology
https://www.cdisc.org/system/files/members/standard/foundational/glossary/CDISC%20Glossary.pdf
https://ichgcp.net/1-glossary
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-reported-outcome-measures-use-medical-product-development-support-labeling-claims
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-reported-outcome-measures-use-medical-product-development-support-labeling-claims
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Instrument 
developer / measure 
developer 
/ author 

 The person(s) or organization that develops and publishes an instrument/measure for 
use in research, ensuring that it is a valid and reliable measure of a specific concept of 
interest. 

Note: May be distinct from copyright holder 

 Lexicon Team 

Interactive 
Response 
Technology 
(IRT) 

 
The technologies that research sites use to enroll patients into clinical trials, randomize 
patients, and manage study drug supplies. Interactive voice response system (IVRS) or 
interactive web response system (IWRS) falls under the IRT umbrella. 

 
Lexicon Team 

Interviewer- 
administration 

 
Interviewer-administration is a form of respondent self-report that involves a researcher 
or clinical staff person posing questions or presenting the items and rating scale 
verbally to the respondent, and the respondent answering verbally while the interviewer 
records the responses either on paper or on an electronic platform. 

 
Note: This refers to completion of a PRO measure and not a ClinRO assessment. 

 
Lexicon Team 

ISPOR 
 

A non-profit member-driven organization formed to promote the practice and enhance 
the science of health economics and outcomes research (formerly the International 
Society for Pharmacoeconomics and Outcomes Research). 

 
Lexicon Team 
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  K      

Kick-off Meeting 
(KOM) 

 A meeting designed for sponsor, eCOA vendors, and applicable parties to outline 
timelines, expectations, and introduce key and ancillary team members. This meeting 
will also include alignment of expectations and timelines of deliverables. Attendance by 
the person responsible for the protocol would be beneficial to discuss any ambiguity 
with the protocol. 

 Lexicon Team 

  L  
    

Last Data Available 
(LDA) 

 The most recent data available. All data available in the analyzable data set from a 
clinical trial (after last patient last visit). In a clinical study protocol, the last set of 
outcome measures evaluating the effect of an intervention/treatment. 

 CDISC Glossary 

Last Patient Last 
Visit 
(LPLV) 

 
The last subject to reach a planned or achieved milestone representing the completion 
of the trial. 

• Date Time 
• Identity 
• Visit date/time 

Note: May also be called Last Subject Last Visit, Last Subject Out/Complete, or Last 
Participant Last Visit 

 
CDISC Glossary 

https://www.cdisc.org/standards/glossary
https://www.cdisc.org/standards/glossary
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Lexicon Team  Individuals participating in the eCOA: Getting Better Together Initiative, a pre- 
competitive collaboration between Critical Path Institute, clinical trial sponsors from 
the Patient-Reported Outcome (PRO) Consortium, providers of electronic data 
collection technology and allied services from the Electronic Clinical Outcome 
Assessment (eCOA) Consortium, and regulators (FDA). 

 C-Path’s PRO 
Consortium and 
eCOA Consortium 

License Holder 
 

The person, organization, or company that licenses a copyrighted instrument/measure 
and executes a license agreement granting permission to third parties to use the 
instrument/measure. This may be the copyright holder or someone working on behalf 
of the copyright holder. 

 
Lexicon Team 

Linguistic 
Validation 

 
Process by which a COA is simultaneously translated by different translators and 
reconciled into a single version. This single version is then back-translated by a 
different translator into the original language in order to evaluate the quality of the 
reconciled translation in comparison with the source document (also known as dual- 
forward/single-back). 

The process of assessing and confirming the conceptual equivalence and content 
validity of translations of patient-reported outcome (PRO) measures. Usually, linguistic 
validation refers to a process whereby translated text is actively tested with patients in 
the target population and target language group through cognitive interviews. 

 
Adapted from 
Eremenco et al. 
2017 

Localization 
 

The process of adapting the textual or non-textual content of a COA, or its supporting 
instructions, to the specific geographical location or culture of planned use. 

 
Lexicon Team 

https://c-path.org/programs/proc/
https://c-path.org/programs/proc/
https://c-path.org/programs/ecoac/
https://pubmed.ncbi.nlm.nih.gov/29757299/
https://pubmed.ncbi.nlm.nih.gov/29757299/
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Logistics  The process of identifying, acquiring qualifying, preparing, shipping, and recovering all 
eCOA hardware and supporting materials. 

 Lexicon Team 

  M  
    

Master or Master 
Screen(s) 

 A collection of screenshots, typically in English, that displays what the participant 
and/or clinician will see in an electronic device or platform.  
 

 Lexicon Team 

Method of 
Administration 

 The process by which a COA is presented to and answered by the respondent. The 
methods include self-administration, interviewer-administration, or a combination of 
both. 

 
Note: May also be called mode of administration (MOA) 

 Adapted from FDA 
COA Qualification 
Plan content 
outline: COA 
Qualification Plan 

  Modality  The method of data collection, for example, handheld, tablet, and/or web URL. Various 
modalities may often be used with a single eCOA system. This can refer to the actual 
device used by sites/participants, or to differentiate between onsite and remote (DCT) 
collection. In addition to eCOA devices, can also be used to refer to all methods of data 
collection in a trial, including medical images and biosignals.  

 

Other contexts: sometimes referred to in terms of treatment modalities.  

 Adapted from Impact 
of Using A Mixed 
Data Collection 
Modality on Statistical 
Inferences in 
Decentralized Clinical 
Trials  
  
and Multi-modality 
approaches for 
medical support 
systems: A 
systematic review of 
the last decade 

https://www.fda.gov/media/148432/download
https://www.fda.gov/media/148432/download
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9128333/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9128333/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9128333/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9128333/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9128333/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9128333/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9128333/
https://www.sciencedirect.com/science/article/pii/S1566253523004505
https://www.sciencedirect.com/science/article/pii/S1566253523004505
https://www.sciencedirect.com/science/article/pii/S1566253523004505
https://www.sciencedirect.com/science/article/pii/S1566253523004505
https://www.sciencedirect.com/science/article/pii/S1566253523004505
https://www.sciencedirect.com/science/article/pii/S1566253523004505


eCOA: Getting Better Together Initiative 

 

 
Mode of Data 
Collection 

  
The tool with which the COA is administered and responses collected. The modes can 
include paper-based, computer-assisted (e.g., smartphone/handheld, tablet, web- 
based), and telephone-based assessments (i.e., interactive voice response system) 

 
Note: Sometimes referred to incorrectly as mode of administration (MOA) 

  
Adapted from FDA 
COA Qualification 
Plan content 
outline: COA 
Qualification Plan 
and 2009 PRO 
Guidance 

  N  
    

Notification  An Alarm, Reminder or Alert that provides information and/or prompts users to take 
action relating to the eCOA system, and which is triggered when certain criteria are 
met. An Alarm is an audible or multisensory notification triggered at a predefined 
time point intended to remind a participant to complete scheduled 
assessments for device-based eCOA systems. An Alert is an automated email, short 
message service (SMS) text, device or in portal notification issued from the eCOA platform 
when a specific data condition is met. 
 
 

 Lexicon Team 

Numeric Rating Scale 
(NRS) 

 A numeric rating scale (NRS) is a numeric response scale displayed as a 
horizontal list of ordered numbers that reflect the degree of association with the 
construct measured, such as severity or agreement. NRS typically includes verbal 
descriptors/anchors at the first and last number of the scale.   

 Adapted from article in 
Applied Clinical Trials 
 
  

https://www.fda.gov/media/148432/download
https://www.fda.gov/media/148432/download
https://www.fda.gov/media/77832/download
https://www.fda.gov/media/77832/download
https://www.appliedclinicaltrialsonline.com/view/implementing-numeric-rating-and-visual-analog-scales-in-an-ecoa-solution
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  O  
    

Observer-Reported 
Outcome 
(ObsRO) 

 A type of clinical outcome assessment. A measurement based on a report of 
observable signs, events or behaviors related to a patient’s health condition by 
someone other than the patient or a health professional. ObsROs are reported by a 
parent, caregiver, or someone who observes the patient in daily life and are particularly 
useful for patients who cannot report for themselves (e.g., infants or individuals who are 
cognitively impaired). An ObsRO measure does not include medical judgment or 
interpretation. 

 BEST (Biomarkers, 
EndpointS, and 
other Tools) 
Resource 

  P      

Paper Collection   The method of collecting clinical outcome assessments using paper and pen.  Lexicon Team 

Paper Translation   The language of a file or measure in its original format, with intention to be distributed 
by the classic pen and paper model. Often migrated into a new electronic format for 
clinical trials using such technology.   
 

 Lexicon Team 

Patient-Reported 
Outcome 
(PRO) 

 A type of clinical outcome assessment. A measurement based on a report that comes 
directly from the patient (i.e., study participant) about the status of a patient’s health 
condition without amendment or interpretation of the patient’s response by a clinician or 
anyone else. A PRO measure can be self-administered or interviewer-administered 
provided that the interviewer records only the patient’s self-reported 
response. Symptoms or other unobservable concepts known only to the patient can 
only be assessed by PRO measures. 

 Adapted from 
BEST (Biomarkers, 
EndpointS, and 
other Tools) 
Resource 

Performance 
Outcome 
(PerfO) 

 
A type of clinical outcome assessment. A measurement based on standardized task(s) 
actively undertaken by a patient according to a set of instructions. A PerfO assessment 
may be administered by an appropriately trained individual or completed by the patient 
independently. 

 
BEST (Biomarkers, 
EndpointS, and 
other Tools) 
Resource 

https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/def-item/glossary.measurement/
https://www.ncbi.nlm.nih.gov/books/NBK338448/def-item/glossary.pro/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ncbi.nlm.nih.gov/books/NBK338448/
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Personal Device  An electronic technology owned by and for use by an individual to collect and transmit 
study data. 

 Lexicon Team 

Personal 
Identification 
Number 
(PIN) 

 
A number self-selected by a participant or site administrator (anyone with access to 
data entry capabilities) to ensure the attributability of the individual logging in. 

 
Lexicon Team 

Pop-up 
 

A message that displays on the screen of a device that typically requires the user to 
dismiss or confirm the message has been read (e.g., an alarm to complete a daily 
diary.) 

 
Lexicon Team 

Portal 
 

A secure website hosted by the eCOA provider that allows appropriately trained and 
qualified stakeholders role-based access to eCOA data, reporting functionality, and 
eCOA management tools and resources. 

 
Lexicon Team 

Project 
Management/ 
Manager 
(PM) 

 
The eCOA provider project manager (PM) coordinates the team’s activities throughout 
a clinical trial. The PM manages the execution of clinical trials within their role and 
organizes the work of team members/sub-teams to accomplish a variety of concurrent 
activities performed in several departments within the organization. The PM is the 
primary contact for the sponsor and all communications within the trial. 

 
Lexicon Team 
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Prompt  See Pop-up   

 
Protocol Review 
Committee 
(PRC) 

 
 
A sponsor cross-functional peer review tasked with a full scientific review of proposed 
protocols, assessing general feasibility, annual accrual expectations, and competing 
studies. Monitoring to assure that clinical trials and projects are scientifically sound and 
that approved studies maintain adequate patient accrual and scientific relevance and 
progress. 

 
 
University of 
Michigan and 
University of Illinois 

Provisioned Device  An electronic device (e.g., a smartphone) supplied to a study participant for the purpose 
of collecting and transmitting clinical trial data. In contrast to BYOD, these devices are 
limited in functionality and are normally returned at the end of the trial. 

 Lexicon Team 

Proxy Entry  Data entered by another party on behalf of whomever is usually responsible for data 
entry, rather than the patient or principal investigator themselves. 

 Lexicon Team 

Proxy-Reported 
Outcome  

 A measurement based on a report by someone other than the patient, reporting as if he 
or she is the patient. A proxy-reported outcome is not a PRO. A proxy report also is 
different from an observer report where the observer (e.g., caregiver), in addition to 
reporting his or her observation, may interpret or give an opinion based on the 
observation. We discourage use of proxy-reported outcome measures particularly for 
symptoms that can be known only by the patient. 

 FDA Glossary  

  Q      

Quality Assurance 
(QA) 

 All those planned and systematic actions that are established to ensure that the trial is 
performed, and the data are generated, documented (recorded), and reported in 
compliance with good clinical practice (GCP) and the applicable regulatory 
requirement(s). 

 ICH Glossary 

Quality Control 
(QC) 

 The operational techniques and activities undertaken within the quality assurance 
system to verify that the requirements for quality of the trial related activities have been 
fulfilled. 

 ICH Glossary 

http://ns.umich.edu/Releases/2001/Aug01/glossary.html
http://ns.umich.edu/Releases/2001/Aug01/glossary.html
https://cancer.uillinois.edu/wp-content/uploads/2019/04/UI-Cancer-Center-PRC-Policies-Version-1.2-Dated-2.14.19-Summary.pdf
https://ichgcp.net/1-glossary
https://ichgcp.net/1-glossary
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Questionnaire 

  
A set of questions or items shown to a respondent in order to get answers for research 
purposes. 

Note: Also see Instrument 

  
CDISC Glossary 
v13.0 

  R      

Rater  A person involved with clinical research who administers a scale to a research 
participant. The rater might need to meet a minimum qualification in order to administer 
a scale.  

 Adapted from article 
Consensus 
Recommendations 
on RaterTraining 
and Certification 

Request for 
Proposal 
(RFP) 

 A document that solicits proposal, often made through a bidding process, by an agency 
or company interested in procurement of a commodity, service, or valuable asset, to 
potential suppliers to submit business proposals. They are used where the request 
requires technical expertise, specialized capability, or where the product or service is 
being outsourced. 

 Wikipedia-RFP 

Requirements 
Document 

 
A document defining the business and study needs and detailing the functionality of a 
system developed for use in a study to meet those needs. 

 
Lexicon Team 

  S      

Schedule of 
Assessments/ 
Activities (SoA)   

 A timeline defined and planned by Clinical Study Protocol (CSP) that contains all 
activities either performed by participant/on behalf of participant (PRO), or done to 
participant (e.g., blood sampling).   
This is where eCOA activities are expected to be found in a CSP.    

 Adapted from FDA 

https://www.cdisc.org/system/files/members/standard/foundational/glossary/CDISC%20Glossary.pdf
https://pmc.ncbi.nlm.nih.gov/articles/PMC4301026/#:%7E:text=by%20a%20rater.-,Rater,of%20clinical%20research;%20outcome%20measure
https://pmc.ncbi.nlm.nih.gov/articles/PMC4301026/#:%7E:text=by%20a%20rater.-,Rater,of%20clinical%20research;%20outcome%20measure
https://pmc.ncbi.nlm.nih.gov/articles/PMC4301026/#:%7E:text=by%20a%20rater.-,Rater,of%20clinical%20research;%20outcome%20measure
https://pmc.ncbi.nlm.nih.gov/articles/PMC4301026/#:%7E:text=by%20a%20rater.-,Rater,of%20clinical%20research;%20outcome%20measure
https://en.wikipedia.org/wiki/Request_for_proposal
https://www.fda.gov/about-fda/oncology-center-excellence/patient-friendly-language-cancer-clinical-trials#:%7E:text=Schedule%20of%20assessments%3A,enrolled%20in%20a%20clinical%20trial
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Screen Report  A document generated by the eCOA provider that displays all the screens that users 
may see when using the eCOA system (device-based eCOA only). 

Note: Also includes screen shots, pop-up messages, and reminders 

 Lexicon Team 

Self-administration  Self-administration is a form of respondent self-report that involves completion of a 
COA by the respondent on their own. 

Note: May also be called self-completion 

 Lexicon Team 

Site Assisted 
Administration (SAA)/ 
Interview Mode  

 
Type of administration in which a member of the site staff reads a PRO verbatim to the 
participant, and records the participant’s response(s) directly into the eCOA system 
under the site’s own login profile. While SAA and Interview Mode are often used 
interchangeably, some PROs have specific “interview” versions for this type of 
administration.  

 
Lexicon Team 

Site Initiation Visit 
(SIV) 

 
A visit performed to ensure the investigators and study staff at a clinical research site 
understand the study protocol, that all operational steps are in place, and that everyone 
is clear and well trained in their specific roles and responsibilities. This visit is 
conducted prior to the first patient being recruited into the study at the site. 

 
The aim is to work with sites to ensure the site’s planned operational procedures fit with 
the requirements of the protocol and will ensure accurate data as well as safe and 
ethical conduct of the trial. 

 
Process Map 
TGHN – The 
Global Health 
Network 

Software 
Development Life 
Cycle 
(SDLC) 

 
Process for planning, creating, testing, and deploying software. There are usually six 
stages in this cycle: requirement analysis, design, development and testing, 
implementation, documentation, and evaluation. 

 
Lexicon Team 

https://processmap.tghn.org/mapnode/study-initiation-visit
https://processmap.tghn.org/mapnode/study-initiation-visit
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Source Data 
Verification 
(SDV) 

 The process of ensuring that data that have been derived from source data accurately 
represent the source data. 

 
Note: Also called Source Data Review (SDR) 

 CDISC Glossary 

 

Sponsor  In the conduct of a clinical study, a sponsor is an individual, company, institution, or 
organization that takes responsibility for initiation, management, and/or financing of a 
clinical trial, but may not actually conduct the investigation. 

 ICH Glossary and 
Lexicon Team 

Standard Operating 
Procedure 
(SOP) 

 
A set of step-by-step instructions compiled by an organization to help workers carry out 
complex routine operations. SOPs aim to achieve efficiency, quality output, and 
uniformity of performance, while reducing miscommunication and failure to comply with 
industry regulations. 

 
Detailed, written instructions to achieve uniformity of the performance of a specific 
function. 

 
Lexicon Team 

 
 
 
 
 
 
ICH Glossary 

Subject 
Attributes   

 The ability to capture a participant’s characteristics (such as age, sex/gender, or 
disease subgroup) to drive the functionality of an eCOA device to show or not show 
certain questions or assessments.   

 Lexicon Team   

Subject 
Identification 
(Subject ID) 

 A unique identifier assigned by the investigator to each trial subject to protect the 
subject's identity and used in lieu of the subject's name when the investigator reports 
adverse events and/or other trial-related data. 
Note, assignment of the ID may be automated (e.g., via IRT) 

 ICH Glossary; 
Lexicon Team 

System 
 

People, machines, software, applications, and/or methods organized to accomplish a 
set of specific functions or objectives. 

 

 
ANSI 

System Validation  The documented process of ensuring a system is functioning correctly and has no 
errors. This extends also to any custom system requirements that would be defined 
within the requirements document. 

 Lexicon Team 

https://www.cdisc.org/system/files/members/standard/foundational/CDISC_Glossary_v15.0.pdf
https://ichgcp.net/1-glossary
https://ichgcp.net/1-glossary
https://ichgcp.net/1-glossary
http://www.ansi.org/
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  T      

Test Script  A document specifying one or more test procedures. The term normally applies to 
manually executed testing rather than the execution of an automated script. Test 
scripts are developed based on a Test Plan and are executed to confirm a specific 
piece of expected functionality of an eCOA system is operating as per design 
requirements. 

 Adapted from ISO/ 
IEC/IEEE 29119-1; 
2022. Software 
and systems 
engineering 

Trial Master File 
(TMF) 

 
The trial master file shall consist of essential documents, which enable both the 
conduct of a clinical trial and the quality of the data produced to be evaluated. Those 
documents shall show whether the investigator and the sponsor have complied with the 
principles and guidelines of good clinical practice. 

 
The EU 
Commission's 
Directive 
2005/28/EC 63 
Chapter 4 

Translation 
Migration 

 Process by which an existing COA translation is moved into an electronic system. The 
text of the COA translation (e.g., instructions) may be modified, as needed, by a 
translation provider based on the approved English source screenshots. 

 
The translation provider issues certificates of translation documenting the conformity of 
the translation screenshots. 

 Lexicon Team 

  U      

Understandability  The property of a COA item to be interpreted as intended by a respondent (this is an 
aspect of content validity). 

 Lexicon Team 

https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ%3AL%3A2005%3A091%3A0013%3A0019%3Aen%3APDF
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ%3AL%3A2005%3A091%3A0013%3A0019%3Aen%3APDF
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ%3AL%3A2005%3A091%3A0013%3A0019%3Aen%3APDF
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ%3AL%3A2005%3A091%3A0013%3A0019%3Aen%3APDF
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ%3AL%3A2005%3A091%3A0013%3A0019%3Aen%3APDF
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Universal Serial Bus 
(USB) 

 A common interface that enables communication between devices and a host controller 
such as a personal computer (PC). It connects peripheral devices such as digital 
cameras, mice, keyboards, printers, scanners, media devices, external hard drives and 
flash drives. 

 Techopedia-USB 

Usability Testing 
 

Examines whether respondents from the target population are able to use the software 
and the device appropriately. This process includes formal documentation of 
respondents’ ability to navigate the electronic platform, follow instructions, and answer 
questions. The overall goal is to demonstrate that respondents can complete the 
computerized assessment as intended. 

 
Coons 2009 

User 
Acceptance 
Testing 
(UAT) 

 The last phase of the system testing process. System users (e.g., the sponsor or its 
designee) use test cases and test scripts written against the requirements document to 
test the eCOA system in order to ensure it performs as expected. 

Any testing that takes place outside of the developer’s-controlled environment. 

Note: Recognize that in other industries, this term refers to the end user. 

 FDA General 
Principles of 
Software Validation 
- Final Guidance 
Document 

User Design 
(UD) 

 
Also called User interface (UI) design, is the process of making interfaces in software 
or computerized devices with a focus on looks or style. Designers aim to create 
designs users will find easy to use and pleasurable. UI design typically refers to 
graphical user interfaces but also includes others, such as voice-controlled ones. 

 
Interaction-Design- 
UI Design 

User Guide 
 

A document or webpage that provides instruction to different user types (e.g., site staff, 
participant) on how to use the eCOA system. 

 
Lexicon Team 

https://www.techopedia.com/definition/2320/universal-serial-bus-usb
https://www.valueinhealthjournal.com/article/S1098-3015(10)60783-8/fulltext
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/general-principles-software-validation
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/general-principles-software-validation
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/general-principles-software-validation
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/general-principles-software-validation
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/general-principles-software-validation
https://www.interaction-design.org/literature/topics/ui-design
https://www.interaction-design.org/literature/topics/ui-design
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User Interface 
(UI) / User 
Experience (UX) 

 “[T]he user interface (UI) is the series of screens, pages, and visual elements—like 
buttons and icons—that enable a person to interact with a product or service [in this 
case an electronic screen-based device used for data collection in clinical trials]. User 
experience (UX), on the other hand, is the internal experience that a person has as 
they interact with every aspect of a company’s products and services. ‘User 
experience’ encompasses all aspects of the end-user’s interaction with the company, 
its services, and its products.” In this case, the user experience would be related to the 
eCOA system, including the hardware, software, and any devices or web-based portals 
used to access and interact with the system during the conduct of a clinical trial. End 
users include study participants, site staff, clinician research organization staff, clinical 
research associates, monitors, and other sponsor representatives. 

 UI vs UX | 
Difference 
Between UI and 
UX | What is UX or 
UI 
(usertesting.com) 

  V  
    

Validation Pop-up  A conditional pop-up alert presented in screen-based eCOA systems that either informs 
the user of an error on the page or form being completed or indicates the need for 
confirmation of a recorded response. 

 Lexicon Team 

Visual Analog Scale 
(VAS)  

 A visual analog scale (VAS) is a unidimensional measurement tool used to assess a 
subjective concept along a continuum. It typically consists of a straight line, vertical or 
horizontal, that is anchored by two extreme ends of a spectrum (e.g., pain severity rated 
from “no pain” to “worst imaginable pain”). The electronic implementation of a VAS 
should return a numeric value between 0 and 100 corresponding to the relative position 
of the marker on the line.   
 
 
 
 
 
 

 Adapted from multiple 
descriptions found in 
the published literature.  
  
  
 

https://www.usertesting.com/resources/topics/ui-vs-ux
https://www.usertesting.com/resources/topics/ui-vs-ux
https://www.usertesting.com/resources/topics/ui-vs-ux
https://www.usertesting.com/resources/topics/ui-vs-ux
https://www.usertesting.com/resources/topics/ui-vs-ux
https://www.usertesting.com/resources/topics/ui-vs-ux
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  W      

Wearable Device  A small electronic device containing one or more sensors that are integrated into 
clothing or other accessories that can be worn on the body, such as on a wristband, 
belt, headband, adhesive patch, contact lens, or glasses. 

Common sensors used in wearable devices include those for measuring movement 
and position, such as accelerometers, gyroscopes, magnetometers, and global 
positioning systems, or sensors for assessing electrophysiological and 
chemophysiological function or other physiological properties such as body 
temperature. 

 

 Adapted from 
Byrom et al. 2018 

 

Web Backup  A web-based system for patients and sites to enter and submit eCOA data if the 
primary eCOA system is not available. 

 Lexicon Team 

 

https://pubmed.ncbi.nlm.nih.gov/29909867/

