
INTRODUCTION 

R eview question / Objective This scoping 
review aims to examine how informed 
consent is conceptualized, operationalized, 

and influenced by communication-related, 
structural, and system-level factors in clinical care 
involving patients with limited English proficiency 
(LEP) in English-speaking healthcare settings.

Specifically, the review will:

Map how informed consent is defined and 
operationalized in studies involving patients with 
LEP.

Identify communication-related, interpreter-
mediated, structural, and workflow factors 
influencing informed consent processes.

Examine reported implications for patient 
comprehension, voluntariness, participation in 
decision-making, and consent documentation.

I d e n t i f y i n t e r v e n t i o n s , s t r a t e g i e s , a n d 
recommendations intended to improve informed 
consent processes in language-discordant clinical 
settings.


The review question is:

How do communication-related, interpreter-
mediated, structural, and system-level factors 
influence informed consent processes in clinical 
care involving patients with limited English 
proficiency? 

Rationale Patients with limited English proficiency 
(LEP) experience well-documented communication 
barriers in healthcare settings. These barriers have 
b e e n a s s o c i a t e d w i t h re d u c e d p a t i e n t 
understanding, decreased participation in shared 
decision-making, lower satisfaction with care, and 
increased risk of adverse clinical outcomes. Such 
challenges are particularly consequential during 
informed consent discussions, which depend on 
effective communication to support adequate 
disclosure, patient comprehension, voluntariness, 
and meaningful authorization of care.

Informed consent is widely regarded as both an 
ethical and clinical process rather than solely a 
legal or documentation requirement. However, in 
language-discordant healthcare encounters, 
achieving meaningful informed consent may be 
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difficult. Although professional medical interpreters 
are intended to reduce language barriers, evidence 
suggests that interpreter availability, interpreter 
modality (in-person, video, or telephone), clinician 
communication practices, workflow pressures, 
institutional documentation requirements, and 
broader structural constraints may continue to 
influence the quality and depth of consent 
discussions. Communication challenges may also 
be shaped by cultural expectations, interactional 
dynamics, and variability in clinicians’ approaches 
to interpreter-mediated communication.

Existing literature examining informed consent 
among patients with LEP is substantial but 
fragmented across multiple disciplines, including 
interpreter-mediated healthcare communication, 
clinical ethics, surgery, perioperative care, health 
services research, emergency medicine, and health 
equity scholarship. Studies vary considerably in 
how informed consent is conceptualized and 
operationalized. Some studies focus primarily on 
documentation completeness, while others 
examine comprehension, communication quality, 
interpreter use, shared decision-making, or ethical 
concerns related to patient autonomy. Additionally, 
studies use inconsistent terminology to describe 
patients with LEP and language-discordant 
encounters, which may complicate synthesis of the 
literature.

Despite increasing attention to language access 
and healthcare equity, no scoping review has 
comprehensively mapped the literature examining 
how communication-related, structural, and 
system-level factors influence informed consent 
processes among patients with LEP in clinical 
healthcare settings. A scoping review is therefore 
appropriate to clarify how informed consent is 
defined and studied in this context, identify 
reported barriers and facilitators, examine 
implications for patient understanding and 
participation in decision-making, and identify 
interventions or strategies intended to improve 
consent processes in language-discordant clinical 
care.

This review will focus on clinical healthcare 
settings within English-speaking healthcare 
systems to improve contextual comparability of 
interpreter infrastructure, consent standards, and 
healthcare delivery processes. Findings from this 
review may help inform future research, 
communication practices, interpreter service 
development, and institutional approaches to 
improving informed consent for patients with LEP. 

Condition being studied This scoping review 
examines informed consent processes in clinical 
healthcare involving patients with limited English 
proficiency (LEP). The review focuses on how 

communication-related, interpreter-mediated, 
structural, and system-level factors influence 
informed consent discussions, including 
disclosure, comprehension, voluntariness, 
participation in decision-making, and consent 
documentation. Relevant factors may include 
language discordance, interpreter modality and 
availability, clinician communication practices, 
wo rkflow cons t r a i n t s , and i ns t i t u t i ona l 
documentation systems across clinical healthcare 
settings in English-speaking countries. 

METHODS 

Search strategy A comprehensive search strategy 
will be developed in collaboration with a medical 
librarian. Electronic databases will include 
MEDLINE (via PubMed or Ovid), Embase, and 
additional databases identified as relevant to the 
topic. Search strategies will combine controlled 
vocabulary terms and keywords related to 
informed consent, limited English proficiency 
(LEP), language barriers, interpreter services, 
interpreter-mediated communicat ion, and 
language discordance.

Example search concepts will include:

> * “Informed consent”

> * “Surgical consent”

> * “Clinical consent”

> * “Limited English proficiency”

> * “LEP”

> * “Language barriers”

> * “Interpreter services”

> * “Medical interpreters”

> * “Interpreter-mediated communication”

> * “Language discordance”

Searches will be limited to English-language 
publications. Conference abstracts and conference 
proceedings will be excluded. Reference list 
screening and citation searching of relevant 
included studies and reviews may also be 
conducted to identify additional eligible studies. 

Participant or population Patients with limited 
English proficiency (LEP) receiving clinical 
healthcare in English-speaking countries, including 
the United States, Canada, United Kingdom, 
Ireland, Australia, and New Zealand. Studies 
involving cl inicians, professional medical 
interpreters, and other stakeholders participating in 
informed consent discussions involving patients 
with LEP will also be included. Both adult and 
pediatric clinical care settings may be considered. 

Intervention As this is a scoping review, no single 
intervention is required for study inclusion. The 
review will examine communication-related, 
interpreter-mediated, structural, and system-level 

INPLASY 2Al-Khatib et al. INPLASY protocol 202650064. doi:10.37766/inplasy2026.5.0064

Al-Khatib et al. IN
PLASY protocol 202650064. doi:10.37766/inplasy2026.5.0064 Dow

nloaded from
 https://inplasy.com

/inplasy-2026-5-0064/



factors influencing informed consent processes in 
clinical care involving patients with limited English 
proficiency (LEP). Relevant factors may include 
interpreter modality (in-person, telephone, or 
v ideo ) , in te rpre te r ava i lab i l i t y, c l in ic ian 
communication practices, language discordance, 
workflow constraints, electronic consent systems, 
and institutional policies or strategies intended to 
improve informed consent processes. 

Comparator Comparator groups are not required 
for inclusion. Studies with or without comparison 
groups will be eligible. Where applicable, studies 
may compare patients with limited English 
proficiency (LEP) to English-proficient patients, 
compare different interpreter modalities, or 
compare different informed consent practices or 
institutional approaches. 

Study designs to be included This scoping review 
will include empirical studies using qualitative, 
quantitative, or mixed-methods designs. Eligible 
study designs may include observational studies, 
cohort studies, cross-sectional studies, surveys, 
qualitative interview or focus group studies, quality 
improvement studies, prospective or retrospective 
clinical studies, and interventional studies related 
to informed consent processes in clinical care 
involving patients with limited English proficiency 
(LEP). Relevant systematic or narrative reviews 
may be screened for citation searching but will not 
be included in the final. 

Eligibility criteria Inclusion criteria:

* Empirical studies examining informed consent 
processes in clinical healthcare involving patients 
with limited English proficiency (LEP).

* Studies addressing communication-related, 
interpreter-mediated, structural, workflow, or 
system-level factors influencing informed consent.

* Studies conducted in clinical healthcare settings, 
including inpatient, outpatient, perioperative, 
emergency, procedural, or specialty care settings.

* Studies conducted in English-speaking 
healthcare systems, including the United States, 
Canada, United Kingdom, Ireland, Australia, and 
New Zealand.

* Qualitative, quantitative, mixed-methods, 
observational, interventional, survey, and quality 
improvement studies.

* English-language publications

Exclusion criteria:


* Studies focused exclusively on research consent 
or consent for participation in clinical trials.

* Studies addressing consent solely from a legal or 
theoretical perspective without clinical grounding.


* Studies not involving patients with LEP or 
language-discordant clinical encounters.

* Studies focused exclusively on sign-language 
interpretation.

* Non-clinical educational or community-only 
settings without healthcare delivery.

* Conference abstracts, conference proceedings, 
editorials, commentaries, and letters without 
primary empirical data.

* Studies conducted exclusively in non-English-
speaking healthcare systems or refugee camp 
settings. 

Information sources Electronic database 
searches will be conducted in MEDLINE (via 
PubMed or Ovid), Embase, and additional 
databases selected in consultation with a medical 
librarian based on relevance to the topic. Citation 
searching of included studies and relevant reviews 
will also be conducted to identify additional eligible 
studies. Reference list screening and forward 
citation tracking may be used as supplementary 
s e a rc h m e t h o d s . S c re e n i n g a n d s t u d y 
management will be conducted using Covidence 
and EndNote.


Main outcome(s) Primary outcome domains 
include:

1. How informed consent is conceptualized and 
operationalized in studies involving patients with 
limited English proficiency (LEP), including 
disclosure, comprehension, voluntariness, 
decision-making, and authorization.

2. Communication-related barriers and facilitators 
influencing informed consent processes, including 
language discordance, interpreter use, interpreter 
modality, clinician communication practices, and 
shared decision-making approaches.

3. Structural and system-level influences affecting 
informed consent, including interpreter availability, 
workflow constraints, institutional policies, and 
documentation systems.

4 . R e p o r t e d i m p l i c a t i o n s f o r p a t i e n t 
comprehension, participation in decision-making, 
voluntariness, consent quality, and documentation 
practices.

5. Interventions, strategies, or recommendations 
intended to improve informed consent processes 
in language-discordant clinical settings. 

Additional outcome(s) Additional outcome 
domains may include ethical implications of 
language-discordant informed consent, clinician 
and interpreter perspectives, institutional or 
operational barriers, disparities in consent 
processes, communication training initiatives, 
interpreter service delivery practices, and identified 
gaps requiring future research. Findings may also 
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be categorized by clinical setting, interpreter 
modality, and study design where relevant. 

Data management Search results will be exported 
into EndNote for reference management and 
deduplication prior to upload into Covidence for 
screening and study selection. Covidence will be 
used to manage title and abstract screening, full-
text review, documentation of exclusion reasons, 
and study flow tracking. Data extraction will be 
conducted using a standardized extraction form 
maintained in Microsoft Excel. All screening and 
data extraction decisions will be independently 
ver ified by at least two reviewers, with 
discrepancies resolved through discussion and 
adjudication by an additional reviewer when 
necessary. 

Quality assessment / Risk of bias analysis 
Consistent with Joanna Briggs Institute (JBI) 
guidance for scoping reviews, a formal risk-of-bias 
or methodological quality assessment will not be 
conducted. The purpose of this review is to map 
and characterize the existing literature rather than 
to est imate pooled effects or determine 
intervention effectiveness. Methodological 
characteristics of included studies, such as study 
design, setting, and sample characteristics, will be 
described narratively to provide context for 
interpretation of findings. 

Strategy of data synthesis A structured narrative 
synthesis will be conducted following Joanna 
Briggs Institute (JBI) recommendations for scoping 
reviews. Extracted data will be synthesized through 
descriptive mapping, thematic categorization, and 
conceptual analysis. Findings will be organized 
a c c o r d i n g t o k e y d o m a i n s , i n c l u d i n g 
conceptual izat ions of informed consent, 
communication-related factors, interpreter-
mediated factors, structural and workflow 
influences, documentation practices, and reported 
clinical or ethical implications. Results will be 
presented using summary tables, evidence 
mapping tables, and narrat ive themat ic 
summaries. Quantitative meta-analysis is not 
planned due to the anticipated heterogeneity of 
study designs, methodologies, and outcome 
measures.


Subgroup analysis No formal subgroup meta-
analysis is planned. However, findings may be 
descriptively categorized according to clinical 
setting, interpreter modality (in-person, telephone, 
or video), healthcare context, study design, and 
type of informed consent process where relevant. 

Sensitivity analysis Sensitivity analysis is not 
applicable because this scoping review does not 
involve quantitative effect estimation or meta-
analysis. The review is intended to descriptively 
map and characterize the existing literature. 

Language restriction English. Studies published 
in English will be included. 

Country(ies) involved United States. Authors are 
affiliated with Mayo Clinic, Georgetown University, 
University of Pittsburgh, and the University of Utah. 

Other relevant information This review will be 
conducted in accordance with the Joanna Briggs 
Institute (JBI) Manual for Evidence Synthesis for 
scoping reviews, and reporting of findings will 
follow the PRISMA-ScR guideline. The review 
focuses on informed consent as a communication-
dependent clinical process rather than solely a 
legal or documentation requirement. The protocol 
is being registered prior to formal study selection 
to improve methodological transparency and 
reproducibility.


Keywords Informed consent; limited English 
proficiency; LEP; medical interpreters; interpreter 
services; language barriers; language discordance; 
healthcare communication; scoping review; 
interpreter-mediated. 

Dissemination plans Findings from this scoping 
review will be submitted for publication in a peer-
reviewed journal and may also be presented at 
relevant academic or healthcare conferences. 
Results may additionally inform future research, 
healthcare communication practices, interpreter 
service development, and institutional policies 
related to informed consent for patients with 
limited English proficiency (LEP). 
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