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SUMMARY

Introduction: Informed consent is a procedure 
to encourage and invite participants by providing 
information when making research decisions.  
However, implementing informed consent is considered 
unfeasible and imposes constraints on the value of 
research inquiries.  Obtaining informed consent is 
also seen as a potential bias in acquiring knowledge.  
In other words, research participants and researchers 
face many challenges in the process of informed 
consent.  This comprehensive study aimed to map the 
challenges encountered while obtaining informed 
consent in human subject research.  Methods: The 

electronic databases search using PubMed, MEDLINE 
(EBSCO), and ScienceDirect (Elsevier).  Relevant 
studies were chosen using inclusion criteria, such as 
those published in 2014-2024 with “full text,” English, 
human research subject, quantitative, qualitative, and 
mixed methods articles.  JBI guidelines are a checklist 
used to assess eligibility.  Data from studies described 
challenges encountered while obtaining informed 
consent in human subject research extracted and 
synthesized.  Processes are supported by MeSH term, 
PCC worksheet, and convidence.org.  Results: Twenty-
one studies were identified to provide information 
about the challenges of obtaining informed consent 
in human subject research.  Conclusion: This study 
categorizes three themes within eight subthemes 
related to challenges in obtaining informed consent: 
1.  Communication Issues, 2.  Respondents’ Issues, 
and 3.  Ethical Considerations.

Keywords: Challenges, human subject, informed 
consent, research.

RESUMEN

Introducción: El consentimiento informado es un 
procedimiento para animar e invitar al participante 
mediante la información a tomar decisiones en 
la investigación.  Sin embargo, la aplicación del 
consentimiento informado se considera inviable e 
impone limitaciones al valor de las investigaciones.  
El proceso de obtención del consentimiento informado 
también se considera un sesgo potencial en la 
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adquisición de conocimientos.  En otras palabras, son 
muchos los retos a los que se enfrentan los participantes 
en la investigación y los investigadores en el proceso de 
obtención del consentimiento informado.  El objetivo 
de este estudio es determinar los problemas que surgen 
durante el proceso de obtención del consentimiento 
informado en la investigación con seres humanos.  
Métodos: Búsqueda en las bases de datos electrónicas 
PubMed, MEDLINE (EBSCO) y ScienceDirect 
(Elsevier).  Los estudios pertinentes se eligieron 
utilizando criterios de inclusión, como publicados en 
2014-2024 con «texto completo», en inglés, sujetos de 
investigación humanos, cuantitativos, cualitativos y 
artículos de métodos mixtos.  Las directrices del JBI 
son la lista de comprobación utilizada para evaluar la 
elegibilidad.  Se extrajeron y sintetizaron los datos de 
los estudios que describían los desafíos encontrados 
durante el proceso de obtención del consentimiento 
informado en la investigación con sujetos humanos.  
Procesos apoyados por el término MeSH, la hoja 
de trabajo PCC, convidence.org.  Resultados: 21 
estudios fueron identificados para proporcionar 
información sobre los retos que plantea la obtención del 
consentimiento informado en la investigación con seres 
humanos.  Conclusión: Este estudio categoriza tres 
temas dentro de ocho subtemas relacionados con las 
dificultades para obtener el consentimiento informado, 
a saber: 1.  Problemas de comunicación, 2.  Problemas 
de los encuestados, 3.  Consideraciones éticas.

Palabras clave: Retos, sujeto humano, consentimiento 
informado, investigación.

INTRODUCTION

Informed consent has been legally recognized 
since 1972.  It includes explanations and effects 
connected to the procedure to be performed by the 
patient; the procedure requires permission from the 
patient as the research subject.  Informed consent 
is when a healthcare provider educates a patient 
about a procedure or intervention’s risks, benefits, 
and alternatives.  The patient must be competent 
to make a voluntary decision about whether to 
undergo the procedure or intervention (1,2).  
Informed consent is both an ethical and legal 
obligation of medical practitioners.  It preserves 
the individual’s autonomy by telling them about 
the benefits, alternative methods, potential 
hazards, modes of operation, and reasons for 
planning (3).  Informed consent not only fulfills 
moral requirements relating to individual human 
rights and individual responsibility for one’s 

health, but it also preserves persons from being 
manipulated as objects of interest (4).  Implicit 
in providing informed consent is assessing the 
patient’s understanding, rendering an actual 
recommendation, and documenting the process.  
As a result, the study subject has the right to 
volunteer to provide informed consent without 
being coerced by anyone (5).

Society places a high priority on research 
involving human beings, and patient privacy is 
greatly valued.  Important information about 
disease prevalence, risk factors, treatment 
outcomes, public health initiatives, functional 
skills, care patterns, expenditures, and healthcare 
service utilization is provided by existing 
research (6).  The process will be successful 
if the objectives are carried out well: to respect 
and increase the patient’s autonomy.  Then, this 
research must also protect patients as research or 
human subjects from threatening dangers (7).  
Participants must receive an explanation of 
relevant information, such as conditions, 
objectives, risks, and potential benefits until 
alternatives are provided (5).  However, 
participants usually need help understanding 
the subject information in the informed consent 
form.  A study reported that informed consent 
had deficiencies in communicating the study, 
especially in explaining the risks (8).  Preserving 
participants’ independence and facilitating their 
decision-making ability is crucial.  Nevertheless, 
considerable discussion remains regarding the 
methods for assessing and enhancing the informed 
consent procedure (9).  Respecting potential 
participants’ choice to decide whether or not 
to join in health research is essential to getting 
adequate informed consent (10).  In fact, potential 
volunteers are given a lot of lengthy and detailed 
information, which might be confusing and cause 
anxiety (10).  Even though the informed consent 
procedure in health research has been extensively 
studied, there still needs to be more understanding 
of the complexities of the procedure that impact 
marginalized people’s capacity to make educated 
decisions about participating (10).

Getting informed consent can provide 
more challenges.  In underdeveloped nations, 
participants may need help with study adherence, 
be unable to understand the hazards of clinical 
trials, be afraid of research procedures, or worry 
about them.  The difficulties in gaining informed 
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consent might be more severe in developing 
nations when participants struggle with study 
adherence, are unable to weigh the risks of clinical 
trials, are afraid of research procedures, or worry 
about having less access to healthcare (11).  It 
might be necessary for researchers, sponsors, 
and regulatory bodies to take deliberate action 
to address this issue, which could negatively 
impact research in underdeveloped nations that 
already struggle with inadequate infrastructure, 
resources, and illiteracy (11).  In review 
research, Kadam addresses the challenges of the 
consent process and looks into creative ways 
to improve it (11).  Further, it is claimed that 
individual educational limitations, demographic 
changes, and data technology advancements are 
the primary obstacles to acquiring informed 
consent.  Educational limitations include research 
participant’s literacy level and level of education, 
demographic changes including age and 
multiculturalism, data technology advancement’s 
increased challenging ethical questions (12).

According to (13), several problems arise 
in the informed consent process, including 
language barriers, religious influence, incorrect 
expectations, individual perspectives, and the 
presence of vulnerable individuals.  Although 
both papers present reasons concerning the 
difficulties associated with gaining informed 
consent, it is important to note that this research 
reviews articles that need more systematic steps.  
In contrast, systematic research demonstrated 
that obtaining informed consent could be more 
practical (14).  Using “impractical” as the key 
search term, he found impracticality in obtaining 
informed consent forms.  The impracticality 
involves an excessive burden in the procurement 
process for researchers, invalid results due to 
collecting the data right after the informed consent 
forms are signed, detrimental to participants as 
their privacy is infringed, and often irrelevant to 
the participants.

Based on the preceding discussion, 
implementing informed consent is vital on the 
one hand but also carries challenges on the 
other.  Major challenges in obtaining informed 
consent forms have been said to be “impractical” 
as they introduce a potential bias in acquiring 
knowledge.  In addition, from the participant’s 
perspective, the term “impractical” refers to 
the fact that implementing informed consent 

would have negative consequences, such as 
compromising privacy and being insignificant.  
Therefore, researchers are responsible for creating 
a novel method to obtain informed consent and 
reduce potential harm to participants during the 
research process.  A scoping review is required to 
identify further challenges in obtaining informed 
consent in human subject research.  A scoping 
review will provide a broad understanding of the 
topic (15).  Scoping reviews will  identify and map 
the breadth of evidence available on a particular 
topic, field, concept, or issue, often irrespective 
of source (16).  Scoping reviews define important 
terms and concepts and highlight important 
aspects of a concept, such as those pertaining to 
methodological research (16).

METHOD

A scoping review describes the available 
studies, provides an overview with a broad or 
detailed focus, and shows evidence if questions 
still need to be clarified or specific.  This 
study used four ethical considerations such as 
transferability, reflexivity, validity, and trans-
parency (17).  Using “basic qualitative content 
analysis” (16), this process uses inductive and 
deductive reasoning.  Inductive reasoning 
emerges themes and categorizes them from the 
data during extraction.  Deductive reasoning 
generates concepts or variables from theory or 
previous studies.  The steps of qualitative content 
analysis are as follows (18):

1) Developing the study’s frame and opera-
tional definitions

Discovered the themes and subthemes in the 
theory or theories the researcher wants to find 
or validate.  It also involved classifying those 
theories based on topics using a structured analysis 
matrix and the study’s coding as a tool.  Beyond 
that, the researchers need to read articles that 
include the established theories that intend to be 
investigated within the inclusion and exclusion 
criteria (Table 1).  Furthermore, the researchers 
created an operational coding framework with 
definitions (Table 2)

2) Determining the unit of analysis and sampling 
materials to be analyzed.
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The researcher chose what to analyze to 
achieve the study’s objective after developing 
the framework based on the theory or theories 
to be tested and definitions of the key concept.  
Making this decision entails selecting the unit 
of analysis and the suitable subset of all data 
sources’ populations or the sample of those units 
to be examined.  As for the unit of analysis, it 
contains a complete text that is both large enough 
to be viewed as a whole and tiny enough to be 
remembered as a background for the meaning unit 
while the analysis is being conducted (Figure 1),

3)  Getting a sense of the data.

In this phase, the researcher dug deeply into the 
gathered information.  Next, they looked for the 
themes and subthemes classified in the previous 
step.  The theme identification was from the data 
in each sampled piece of material.  As a result, the 
researcher read the initial set of materials gathered 
to become familiar with the data and try to make 
sense of them.  While reading a chosen article, the 
researcher gradually highlighted passages whose 
latent or manifest contents match, are close to, 
or are comparable to theory-based themes and/
or sub-themes mentioned in the study’s coding 
scheme.

4)  Data coding and organizing.

The researchers made a reading summary form 
for every piece of material that had been read and 
recorded all the highlighted and coded passages 
in it.  A few paragraphs of coded text from the 
text were shown in two new, designated columns.  
For reference reasons, one column provided the 
precise location of every coded passage in the 
content that has been read, and the other provided 
a general notion of the event’s context.

5)  Making connections, interpreting them, and 
drawing conclusions.

Next was creating meaning, concluding 
the scattered data, and looking deeper into 
the implications of the data, for example, 
by constructing a logical chain of evidence, 
contrasting and comparing text passages with 
theory-based themes and subthemes and the 
correlation between them at the levels of both 
manifest and latent content, and providing 
justifications in line with the contexts from which 
the data were gathered.  Part of this step may 
involve identifying new themes or sub-themes 

from highlighted areas that don’t fit into any 
designated category or sub-category.  This process 
culminates in creating narratives using Compare 
Matrices of the meaning units in the themes 
(Appendix 2).  The researcher then provided 
interpretations and understandings of the data 
displayed in the display and made connections 
to other sources, particularly to make latent 
content explicit and to make sense of the data 
in brief prose.

6) Verifying interpretation’s plausibility and 
ensuring trustworthiness.

The researcher explained the study findings 
and provided details about the process that led to 
those findings, along with their limitations and 
strengths.  Joanna Briggs Institute (JBI) critical 
appraisal supported this step.  This appraisal aims 
to assess a study’s methodological quality and 
determine the extent to which it has addressed 
the possibility of bias in its design, conduct, 
and analysis.  The questions used in randomized 
control trials are 13, qualitative research is 10, 
case-control is 10, and cross-sectional is 8.

7)  Making an appropriate outline for a detailed 
presentation.

Researchers presented the outline of coding 
schemes related to themes and sub-themes 
(Figure 2).

8)  Thick description of the research history and 
findings.

This is a descriptive summary of the entire 
study.  It embeds quotes where proof is required 
to support a topic, along with matrices containing 
the authors’ details and year, country, objective/s, 
sample and its characteristics, material and 
methods, Joanna Briggs Institute (JBI) scores, 
and findings related to challenges encountered 
during the process of obtaining informed consent 
in human subjects that are provided in significant 
detail (Appendix 1).

RESULTS

Researchers started advanced searching on 
13 February 2024.  They used three databases: 
PubMed (23 articles), MedLine with EBSCO 
(16 articles), and Elsevier Direct (19 articles).  In 
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addition, researchers conducted hand searching 
(14 articles).  On 16 April 2024, after reviewing 
the title, abstract, and full text, 21 articles were 
included in our topic.  

According to the theme development using         
content analysis, as explained before, three themes 
support the research questions: communication 
issues, respondent issues, and ethical consi-
derations issues.  The results of the article 
mapping tables based on the research questions 
have shown that all articles have answered the 
research questions.  Three themes out of eight 
sub-themes supporting the research questions 
have been obtained.  The first theme consists 
of two sub-themes supported by nine reference 
articles.  The second theme consists of four 
sub-themes supported by nineteen reference 
articles.  The third theme consisted of two sub-
themes supported by nine articles.

Theme 1: Communication Issues

There are various challenges to obtain 
informed consent, including communication 
issues.  Nine studies supported this theme and 

have two sub-themes: information issues and 
language barriers.  There are many challenges in 
information issues such as unexplained informed 
consent, incomplete information, risks/effects and 
further information/other studies that are reasons 
for participants not to register for research, the 
need for spaced or larger text in informed consent, 
complexity in research procedures, consent 
materials, too much and too little information, 
statements in informed consent that are lacking 
and informed consent that are too long (19-24).  
Moreover, language barriers are also a challenge 
that causes participants to refuse to enroll in 
research.  Language barriers might occur between 
participants’ daily language and the language used 
in informed consent.  Three studies support this 
sub-theme (25-27).

Theme 2: Respondents' Issues

Respondents’ issues, including lack of 
knowledge, unwillingness, individual’ situational, 
and individual perspective, were also reported as 
challenges in obtaining informed consent.  A 
total of 14 studies supported the respondents’ 

Table 1. PCC worksheet to determine and develop keywords for the database

Population

"Research subjects"  OR 
human subjects OR 
research subject OR 
subject, research OR  
subjects, research OR  
human subjects OR  
human subjects). OR 
  

Concept

"Consent forms" OR consent 
form OR (consent form OR 
informed consent documents 
OR consent documents, 
informed OR document, 
informed consent OR 
informed consent forms).

Context

"Research" OR research OR  
 (research activities  OR 
activities, research  OR 
activity, research,  OR 
research activity).

Table 2. Inclusion and exclusion criteria

 Inclusion Criteria  Exclusion Criteria

 Articles published in 2014-2024  Articles with a literature review method
 Articles with “full text”  Article about obtaining informed consent
 Articles in English Articles with human  but not related to the challenges 
 research subject   Books and documents
 Articles used quantitative and qualitative 
 methods  
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Figure 1.  PRISMA ScR.
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Figure 2.  Themes, Sub-themes, and Codings.
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issues.  Contributing factors that appear in 
the lack of knowledge were the complexity of 
IC (28), educational level (21), not reading ICF 
thoroughly (19), degree of understanding (19, 
20), and less time (20).  To obtain informed 
consent, participants must be willing.  Factors 
related to the unwillingness of the participants 
are lack of interest (29,30) and inattention, 
such as not wanting to read and not caring 
(24,28).  In addition, individual's situational 
such as memory limitations (19), illiterate 
individuals (31), respondents’ desire for methods 
of informed consent such as electronic or 
paper format, and teach-back (22,23,33), time 
constraints (30,33), underage (34), financial 
motivations (35), visit schedule (24), signed 
consents were not returned (33), respondents’ 
concern about risk and benefits (21).  It should 
also be considered when obtaining an IC.  Five 
studies discuss an individual’s perspective 
influenced by generational differences (21), prior 
knowledge (24), differences in interpreting (31), 
making decisions using heuristics (35), and 
therapeutic misconception (28).

Theme 3: Ethical Considerations Issues

Ethical considerations issues consisted of 
two sub-themes, i.e., participation issues and 
concerns about ethical principles.  Participation 
issues can be concluded that challenges in 
obtaining informed consent are inseparable 
from the participants’ trust in researchers.  The 
relationship between research participants and 
researchers plays an important role in shaping 
preferences regarding the consent process (32).  
Another coding is a lack of understanding of 
human behavioral response, organizational 
decision-making, and emotional reactions to a 
stressful situational (27).  The sub-theme of ethical 
principles concern explains that, in obtaining 
informed consent, a researcher must pay close 
attention to the informed consent document given 
to participants.  Simplified informed consent and 
rules described in detail will help participants 
determine participation in research because each 
participant needs a guarantee of confidentiality 
so that their information data will not be 
misused in research (27).  Ethical considerations 
issues in obtaining informed consent were 

also challenges, such as culturally sensitive 
approaches, participants’ concerns about losing 
autonomy when choosing to participate in 
research, and the consent pathway used can vary 
depending on the trial being conducted, so these 
various things become obstacles for researchers 
in obtaining informed consent (30,31).  The usual 
consent has lower consent recall than incentivized 
consent forms, and eight studies support this sub-
theme (25,27,29-31,35-37).

DISCUSSION

This study focuses on the challenges of obtaining 
informed consent in human research.  Based on 
the findings, this discussion elucidates important 
areas concerning respondents’ communication 
issues and ethical considerations.  In this study, 
communication issues consist of information 
and language barriers.  It explains that every 
recipient of informed consent must understand 
communication with informed consent because 
it is how researchers convey all research-related 
information to respondents.  This is supported 
by the concept that informed consent can only 
be achieved through effective communication 
between the researchers and the participants (38).  
Issues such as incomplete information, too much 
information, and too little misplaced, lengthy, 
and complex can make the participants unable 
to understand easily.  Communication can be 
effective when the information is simplified and 
clear.  In addition, language barriers in influencing 
obtaining informed consent are supported by 
previous research were several institutions also 
use interpreters to translate while obtaining 
informed consent for respondents who cannot 
speak English (22).  Some of the respondents also 
don’t have a common language with each other, 
even regarding the ICF, so the language in ICF 
must be easy to understand and clear (39).  It is also 
discusses the impacts on the respondents, which, 
as the respondents cannot understand the aim and 
roles clearly, can affect the relationship between 
research participants and the researchers and 
the relationship with the patients.  Moreover, 
miscommunication due to language barriers can 
affect misunderstandings in informed consent 
if the participants can’t understand the idea of 
informed consent (40).
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Lack of knowledge of respondents’ issues 
related to IC complexity can be seen in the amount 
and chosen words.  A study in congruence states 
that shorter and easier-to-understand consent 
forms do not adversely affect the quality of 
informed consent.  Longer consent forms do not 
lead to better understanding, and concise forms 
do not increase satisfaction (41).  Moreover, 
the degree of understanding is correlated to 
educational level.  Studies supporting this 
statement show that those with low education have 
more difficulty understanding the voluntariness 
of studies, placebos, randomization, and freedom 
of withdrawal (5).  Therefore, the delivery 
of the information of IC needs to be adjusted 
based on educational level (42).  Besides, 
some participants claimed they needed more 
time to understand the IC.  A similar finding 
was obtained indicating several reasons, such 
as the acute phase of the patient’s condition, 
limited time to express important and necessary 
information, language barriers, and the patient’s 
understanding of the information described (40).  
Lack of time is a challenge detrimental to IC 
quality and practice (40).  Participants take notice 
of the risks and benefits of the research before 
signing the informed consent.  Respondents 
sometimes have trouble understanding and 
have many questions about risks and benefits.  
Therefore, researchers need to prepare and 
learn how to convey the risks and benefits that 
respondents will experience (43).  Participants’ 
trust in professionals such as doctors should 
also be considered while obtaining IC or real 
researchers to obtain signed consent.  A study 
states that the mediator or informant doesn’t 
fully understand the procedure and recognizes 
that only professionals can convey consent 
information properly (43).  In regard to individual 
situational it was shown that in less developed 
countries, misunderstandings are experienced 
more frequently, especially by respondents with 
low income, illiterate, and less exposed to the 
research (11).  Besides, disease severity, age, and 
cognitive disability affect a respondent’s decision-
making.  Respondents’ willingness to receive the 
IC is influenced by the amount of information 
contained in the IC.  A qualitative study revealed 
that the amount of information about gaps and 
risks that will occur increases the concern to 
participate (26).  Although giving longer IC to 
respondents, it couldn’t increase understanding 

and willingness (26).  Research on pediatric zones 
revealed that decision-making needs to involve 
parental consent (44).  Concern about possible 
discomforts, such as pain or embarrassment, 
and pro-social goals are powerful motivators 
encouraging teenagers to participate in research.  
To ensure that younger teenagers’ consent is 
as authentic as possible, researchers assessing 
their consent should consider their vulnerability 
to advice from reliable sources (44).  To reduce 
bias in an individual’s perspective, researchers 
need to adjust the way of delivering informed 
consent information, such as media and simplified 
language, to increase the understanding and 
memory of participants (11).

Issues of ethical consideration can further   
occur when obtaining informed consent.  
Participation problems are inseparable from the 
participants’ trust in the research.  Researchers 
must be involved in their ability to gain parti-
cipants’ trust because confidentiality plays an 
important role in research involvement related 
to the consent process (27).  This study explains 
that informed consent guarantees the rights 
and welfare of participants involved in a study.  
Researchers must provide all the information 
needed by participants clearly because it will 
affect patient involvement (45).  After participants 
are given time to read and understand information 
about the nature, purpose, and consequences 
of the research, they have the right to decide 
on their involvement without any element of 
coercion (46).  Simplified informed consent and 
detailed rules greatly influence the participation of 
participants who need assurance of confidentiality 
so that their data information is not disseminated.  
This is a challenge in obtaining informed consent 
on ethical issues.  These results are consistent with 
studies that explain that assessing understanding 
and regulatory requirements is an important 
component of ethical principles (43).  Our 
results suggest that preferences for the consent 
process are significantly shaped by how research 
participants and researchers are perceived to 
interact (32,47), provide support for the issue of the 
relationship between the participant/patient and 
the researcher who states that oncology clinical 
researchers note conflicts of interest occur during 
patient enrollment.  Still, that relationship is 
also highly important in advising patients about 
whether to participate in the trial.
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CONCLUSIONS

Informed consent is a tool to ask participants 
for consent to participate in research.  However, 
in the process of obtaining informed consent, 
there are various challenges.  This study 
categorizes three themes within eight related 
challenges while obtaining informed consent: 
communication issues, respondents’ issues, 
and ethical considerations.  In overcoming the 
challenges faced while obtaining informed 
consent, researchers must prepare strategies to 
attract attention, provide understanding, and 
consider the researcher’s and participants’ ethics.
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