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SUMMARY

Introduction: /nformed 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
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electronic databases search using PubMed, MEDLINE
(EBSCO), and ScienceDirect (Elsevier). Relevant
studies were chosen using inclusion criteria, such as
those publishedin2014-2024 with “full text,” English,
humanresearch 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,
PCCworksheet,and convidence.org. Results: Tiventy-
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

Introduccion: El consentimiento informado es un
procedimiento para animar e invitar al participante
mediante la informacion a tomar decisiones en
la investigacion. Sin embargo, la aplicacion del
consentimiento informado se considera inviable e
impone limitaciones al valor de las investigaciones.
Elproceso de obtencion del consentimiento informado
también se considera un sesgo potencial en la
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adquisicion de conocimientos. En otras palabras, son
muchos los retos alos que se enfrentan los participantes
enlainvestigaciony los investigadores en el proceso de
obtencion del consentimiento informado. El objetivo
de este estudio es determinar los problemas que surgen
durante el proceso de obtencion del consentimiento
informado en la investigacion con seres humanos.
Métodos: Biisqueda en las bases de datos electronicas
PubMed, MEDLINE (EBSCO) y ScienceDirect
(Elsevier). Los estudios pertinentes se eligieron
utilizando criterios de inclusion, como publicados en
2014-2024 con «texto completo», en inglés, sujetos de
investigacion humanos, cuantitativos, cualitativos y
articulos de métodos mixtos. Las directrices del JBI
son la lista de comprobacion utilizada para evaluar la
elegibilidad. Se extrajerony sintetizaron los datos de
los estudios que describian los desafios encontrados
durante el proceso de obtencion del consentimiento
informado en la investigacion con sujetos humanos.
Procesos apoyados por el término MeSH, la hoja
de trabajo PCC, convidence.org. Resultados: 21/
estudios fueron identificados para proporcionar
informacion sobre los retos que plantea la obtenciondel
consentimiento informado enlainvestigacion con seres
humanos. Conclusion: Este estudio categoriza tres
temas dentro de ocho subtemas relacionados con las
dificultadesparaobtener el consentimiento informado,
asaber: 1. Problemasdecomunicacion, 2. Problemas
de los encuestados, 3. Consideraciones éticas.

Palabrasclave: Retos, sujeto humano, consentimiento
informado, investigacion.

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 procedurerequires permission fromthe
patientas theresearch subject. Informed consent
is when a healthcare provider educates a patient
aboutaprocedure 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
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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-makingability 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 mightbe confusing and cause
anxiety (10). Eventhough 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,datatechnology 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 dataright 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
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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 isrequired 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). Scopingreviews 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
theoriesbased ontopics 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 abackground for the meaning unit
while the analysis is being conducted (Figure 1),

3) Getting a sense of the data.

Inthis phase,theresearcher 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 aresult, the
researcherreadtheinitial setof materials gathered
to become familiar with the data and try to make
sense of them. Whilereading achosen 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.

Theresearchers made areading 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 intwo new,designated columns.
For reference reasons, one column provided the
precise location of every coded passage in the
content that has beenread, and the other provided
a general notion of the event’s context.

5) Making connections, interpretingthem,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
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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. Itembeds quotes where proof is required
to support atopic,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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Table 1. PCC worksheet to determine and develop keywords for the database

Population Concept

Context

"Research subjects" OR

"Consent forms" OR consent

"Research" OR research OR

human subjects OR form OR (consent form OR (research activities OR
research subject OR informed consent documents activities, research OR
subject, research OR OR consent documents, activity, research, OR
subjects, research ~ OR informed OR document, research activity).

human subjects OR informed consent OR

human subjects). OR

informed consent forms).

Table 2. Inclusion and exclusion criteria

Inclusion Criteria

Exclusion Criteria

Articles published in 2014-2024

Articles with “full text”

Articles in English Articles with human
research subject

Articles used quantitative and qualitative
methods

Articles with a literature review method
Article about obtaining informed consent
but not related to the challenges

Books and documents

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
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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’
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Informed Consent in Human Subject Research

Studies from databases/registers (n = 72)

PubMed (n = 23) References from other sources (n=)
science direct (n = 19) Citation searching (n =)
MEDLINE (n = 16) Grey literature (n =)

hand searching (n = 14)

Identification

References removed (n = 0)
Duplicates identified manually (n = 0)
Duplicates identified by Covidence (n = 0)
Marked as ineligible by automation tools (n = 0)
Other reasons (n=)

Studies screened (n = 72) > Studies excluded (n=17)
Studies sought for retrieval (n = 55) > Studies not retrieved (n = 0)
(=4
- v
g
3 Studies assessed for eligibility (n = 55) —>

Studies excluded (n = 34)
wrong focus (n=7)
not research (n = 24)
wrong concept (n= 1)
wrong population (n = 2)

A 4

Studies included in review (n = 21)

Included

Included studies ongoing (n = 0)
Studies awaiting classification (n = 0)

16th April 2024 N covidence

Figure 1. PRISMA ScR.
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15 Not being explained;

16. Incomplete information;

8.2. Too much and too littke information;

9.1, Less statements;

10.1. Msplaced and lengthy;

17.1 Risk/side effects;

17.2. Further information/ other research;

17.3. Need for the text 1o be more spaced out o larger;
20.2. Complexity of the study procedures;

20.4. Consent materials;

21. Did not have langua gein common;
3.1 ICF Language;
4.1, ICF anguage;

Communication

13. Not reading ICF thoroughly;
14 partially understandable;

8.1. Reduce understanding;

83 hess time;

9.3, Educational level;

111 Degree of understanding

13.2. Too complex to understanding;

18.2. Balance b time, and

6.1. Lack of interest;

133 Don't want to read;
134 not care;

20.1. Participant inattention;
21.2. low interest;

11. Not getting ICF;

12 not remember receiving ICF;

5.4. Ihterate individuals;

62. Respondents' desire;

10.2. Blectronic format;

10.3 paper formats;

12.1. Need more time;

122 signed conzents were not returned;

Respondents’ lssues

14,1 Underage;

15.1 Respondents’ concern on risk and benefits;

16.3. Finandal watk y drive early decisi aking.

17.4. Few participants did not kke the tesch-back;

19.1. Comfortable with secure online consent processes rather than iti fa
20.3. Visit schedule;

211 Timeconstraints;

5 2. Differences in interpreting;

92. Generational differences;

131 Themnpeutic mizconception;
16.1. Make decisions using heuristics;
20.5. Prior knowledge;

43 lack of in h p

44 lack of understanding in organizational desicion making;
4.5 lack of n | reactions 1o 3 stressful 54
19.2. Relationship between research particpantsand research;
213 Relationships with patiens;

22, Strictly limit the length of informed consert documents;
23. Two-stage site start-up process;

42 Assurance of confidentiality;

5.1. Influence of cultural idiosyncrasies;

53. Challenges implementating westem research principles;
63. Changing tool;

71. Usual consent has lower consent recall than incentivised CF;
16.2 Regulatory review of research should focus more;
181 Dfferent consent pathways for d#ferent trials;

183 Validity of consent;

214, Loss of professional autonomy;

Ethical
Considerations

Ethical principles

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),differencesininterpreting (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-themeofethical
principles concern explains that, in obtaining
informed consent, a researcher must pay close
attention to the informed consentdocument 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
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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
consenthas lower consentrecall than incentivized
consent forms, and eight studies supportthis sub-
theme (2527.29-31.35-37).

DISCUSSION

Thisstudy focusesonthechallengesofobtaining
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. Inaddition,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 oftherespondents also
don’t have a common language with each other,
even regarding the ICF, so the language in ICF
mustbe easy tounderstand and clear (39). Itis also
discusses the impacts on the respondents, which,
astherespondents cannotunderstand 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 thatthose withlow 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). Inregard 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 affectarespondent’s decision-
making. Respondents’ willingness toreceive 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
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and willingness (26). Research onpediatriczones
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
consentinformation,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 patientinvolvement (45). After participants
are given time toread 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
sothattheir data information is notdisseminated.
Thisisachallenge in obtaining informed consent
on ethical issues. Theseresults 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(3247),provide supportfortheissue 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
considertheresearcher’s and participants’ethics.

S314

REFERENCES

DeRenzo EG, Singer EA, Moss J. Informed consent.
In Ethical Considerations When Preparing a Clinical
Research Protocol. Elsevier. 2020;149-88.

GOYANJE. Protection of Human Subjects; Informed
Consent. fda.gov/. 1981.

Basukala S, Shrestha O, Thapa N, Karki S, Pandit A,
Thapa BB, et al. How informed is informed consent?
Evaluating the quality of informed consent among
surgical patients in a tertiary care hospital in Nepal.
PLoS One. 2023;18(7):¢0288074.

Gupta UC. Informed consent in clinical research:
Revisiting few concepts and areas. Perspect Clin Res.
2013;4(1):26-32.

Tam NT, Huy NT, Thoa LTB, Long NP, Trang NTH,
Hirayama K, et al. Participants understanding of
informed consent in clinical trials over three decades:
systematic review and meta-analysis. Bull World
Health Organ. 2015;93(3):186-198H.

Vaishnav NH, Chiong W. Informed consent for the
human research subject with a neurologic disorder.
Semin Neurol. 2018;38(05):539-547.

Achrekar GC, Batra K. Applications of social media
in qualitative research in diverse public health areas.
Effective Use of Social Media in Public Health.
Elsevier. 2023:193-215.

Lin Y-K, Liu K-T, Chen C-W, Lee W-C, Lin C-J, Shi
L,etal. How to effectively obtain informed consent
in trauma patients: a systematic review. BMC Med
Ethics. 2019;20(1):1-15.

O’Sullivan L, Feeney L, Crowley RK, Sukumar P,
McAuliffe E, Doran P. An evaluation of the process
of informed consent: views from research participants
and staff. Trials. 2021;22(1):1-15.

10.

11.

12.

13.

14.

15.

17.

18.

19.

20.

21.

22.

23.

Hoverd E, Staniszewska S, Dale J. The informed
consent process in health research with under-served
populations: A realist review protocol. Syst Rev.
2021;10(1):1-9.

Kadam RA. Informed consent process: A step further
towards making it meaningful! Perspect Clin Res.
2017;8(3):107-112.

Donovan E, Shah K, Kittleson MM. The role of
informed consent in clinical and research settings.
Med Clin N Am. 2022;106:663-674.

Nijhawan LP, Janodia MD, Muddukrishna BS, Bhat
KM, Bairy KL, Udupa N, et al. Informed consent:
Issues and challenges. J Adv Pharm Technol Res.
2013;4(3):134-140.

Laurijssen SJM, vander Graaf R, van Dijk WB, Schuit
E, Groenwold RHH, Grobbee DE, et al. When is it
impractical to ask informed consent? A systematic
review. Clin Trials. 2022;19(5):545-560.

Kituuka O, Munabi IG, Mwaka ES, Galukande M,
Harris M, Sewankambo N. Informed consent process
foremergency surgery: Ascopingreview of stakeholders
perspectives,challenges,ethical concepts,and policies.
SAGE Open Med. 2023;11(5):20503121231176664.

Peters MDJ, Marnie C, Tricco AC, Pollock D,
Munn Z, Alexander L, et al. Updated methodological
guidance for the conduct of scoping reviews. JBIEvid
Synth. 2020;18(10):2119-2126.

Zawacki-Richter O, Kerres M, Bedenlier S, Bond M,
Buntins K. Systematic reviews in educational research:
Methodology, perspectives and application. Springer
Nature. 2020.

Kibiswa NK. Directed qualitative content analysis
(DQICA): A tool for conflict analysis. Qual Rep.
2019;24(8):2059-2079.

Agozzino E, Borrelli S, Cancellieri M, Carfora FM,
DiLorenzoT,AttenaF. Does written informed consent
adequately inform surgical patients? A cross sectional
study. BMC Med Ethics. 2019;20:1-8.

Roessler BJ, Steneck NH, Connally L.. The MICHR
genomic DNA biolibrary: an empirical study of the
ethics of biorepository development. J Empir Res
Hum Res Ethics. 2015;10(1):37-48.

Koonrungsesomboon N, Potikanond S,NaTakuathung
M, Nimlamool W, Karbwang J. Informational needs
for participation in bioequivalence studies: the
perspectives of experienced volunteers. Eur J Clin
Pharmacol. 2019;75:1575-1582.

Rothwell E, Wong B, Rose NC, Anderson R, Fedor
B, Stark LA, et al. A randomized controlled trial of
an electronic informed consent process. J Empir Res
Hum Res Ethics. 2014;9(5):1-7.

Jamerson B, Shuster B. Evaluation of Informed
Consent with Teach-Back and Audio Assistance
to Improve Willingness to Participate in a Clinical

Vol. 132, Supl 2, noviembre 2024



24.

25.

26.

27.

28.

29.

30.

31.

32.

33.

34.

35.

DORELIA PAJUK E, ET AL

Trial Among Underrepresented Minorities: A
Randomized Pilot Trial. J Empir Res Hum Res Ethics.
2023;18(5):372-379.

Suver CM, Hamann JK, Chin EM, Goldstein FC,
Blazel HM, Manzanares CM, et al. Informed consent
in two Alzheimer disease research centers: Insights
from research coordinators. AJOB Empir Bioeth.
2020;11(2):114-124.

Denning E, Sharma S, Smolskis M, Touloumi G,
Walker S,Babiker A, etal. Reported consent processes
and demographics: A substudy of the INSIGHT S
trategic T iming of AntiRetroviral T reatment (START)
trial. HIV Med. 2015;16(1):24-29.

Prince AER, Suter SM, Uhlmann WR, Scherer
AM. The Goldilocks conundrum: Disclosing
discrimination risks in informed consent. J Genet
Couns. 2022;31(6):1383-1393.

Quigley D, Levine A, Sonnenfeld DA, Brown P,
Tian Q, Wei X. Survey on using ethical principles
in environmental field research with place-based
communities. Sci Eng Ethics. 2019;25:477-517.

Ittenbach RF, Senft EC, Huang G, Corsmo JJ, Sieber
JE. Readability and understanding of informed consent
among participants with low incomes: A preliminary
report. J Empir Res Hum Res Ethics. 2015;10(5):444-
448.

McCarty CA, Berg R, Waudby C, Foth W, Kitchner
T, Cross D. Long-term recall of elements of informed
consent: A pilot study comparing traditional and
computer-based consenting. IRB. 2015;37(1):1.

Mazurenko O, Sanner L, Apathy NC, Mamlin BW,
Menachemi N, Adams MCB, et al. Evaluation of
electronic recruitment efforts of primary care providers
as research subjects during the COVID-19 pandemic.
BMC Prim Care. 2022;23(1):95.

Killawi A, Khidir A, Elnashar M, Abdelrahim
H, Hammoud M, Elliott H, et al. Procedures
of recruiting, obtaining informed consent, and
compensating research participants in Qatar: Findings
from a qualitative investigation. BMC Med Ethics.
2014;15(1):1-13.

Kelly SE, Spector TD, Cherkas LF, Prainsack B,
Harris JM. Evaluating the consent preferences of UK
research volunteers for genetic and clinical studies.
PLo0S One. 2015;10(3):e0118027.

Aliyu G,Mahmud SM. Postal recruitment and consent
obtainment from index cases of narcolepsy. BMC
Med Ethics. 2016;17:1-6.

Grady C. Enduring and emerging challenges of
informed consent. N Engl J Med. 2015;372(9):855-
862.

KraftSA,Porter KM, Duenas DM, Sullivan E,Rowland
M, Saelens BE,etal. Assessing parentdecisions about

Gac Méd Caracas

36.

37.

38.

39.

40.

41.

42.

43.

44.

45.

46.

47.

child participation in a behavioral health intervention
study and utility of informed consent forms. JAMA
Netw open. 2020;3(7):€209296-e209296.

Festinger DS,Dugosh KL,Marlowe DB,Clements NT.
Achieving new levels of recall in consent to research
by combining remedial and motivational techniques.
J Med Ethics. 2014;40(4):264-268.

ChhoaCY,SawyerA,Ayers S,Pushpa-Rajah A,Duley
L. Clinicians views and experiences of offering two
alternative consent pathways for participation in a
preterm intrapartum trial: A qualitative study. Trials.
2017;18(1):1-10.

Jaisyah MG, Ariatedja JB. Analisis Kekuatan dan
Re-design Box Body Mobil Pick-up Multiguna
Pedesaan akibat Gaya Angin, Inersia,dan Sentrifugal.
J Tek ITS. 2018;7(2):E75-E80.

Akbar F, Basrowi RW. The issues about digital
informed consent in clinical research. Indones J
Community Occup Med. 2022;2(1):40-47.

Aderibigbe KS, Chima SC. Knowledge and practice
of informed consent by physiotherapists and therapy
assistants in KwaZulu-Natal Province, South Africa.
South African J Physiother. 2019;75(1):1-10.

Stunkel L, Benson M, McLellan L, Sinaii N, Bedarida
G, Emanuel E, et al. Comprehension and informed
consent: assessing the effect of a short consent form.
IRB. 2010;32(4):1.

AlMahmoud T, Hashim MJ, Almahmoud R, Branicki
F, Elzubeir M. Informed consent learning: needs and
preferences in medical clerkship environments. PLoS
One. 2018;13(10):e0202466.

Nusbaum L, Douglas B, Damus K, Paasche-Orlow M,
Estrella-Luna N. Communicating risks and benefits
in informed consent for research: A qualitative study.
Glob Qual Nurs Res. 2017;4(2):2333393617732017.

Reetz J, Richter G, Borzikowsky C, Glinicke C,
Darabaneanu S, Buyx A. Consent to research
participation: understanding and motivation among
German pupils. BMC Med Ethics. 2021;22(1):1-8.

Pick A, Gilbert K, McCaul J. The role of effective
communication in achieving informed consent for
clinical trials. Nurs Stand. 2014;29(10):45.

Long KL, Ingraham AM, Wendt EM, Saucke
MC, Balentine C, Orne J, et al. Informed
consent and informed decision-making in high-risk
surgery: A quantitative analysis. J Am Coll Surg.
2021;233(3):337-345.

Xu A, Baysari MT, Stocker SL, Leow LJ, Day RO,
Carland JE. Researchers views on, and experiences
with, the requirement to obtain informed consent in
research involving human participants: A qualitative
study. BMC Med Ethics. 2020;21:1-11.

S315



CHALLENGES ENCOUNTERED DURING THE PROCESS OF OBTAINING INFORMED CONSENT

LIES ~8nd ur panunjuoy)

juem jou prplofid oy jo yred ueaq jou pey
Je]) sJIs 9y Jo Auew se 1030e) Sunruif
' os[e sem ([ern oY) 9)9[dwod 0y soys
mau (g Surppe uoy) ‘says joqid 107 e
JuowoIud Suruursaq) sseooxd dn-yre)s oyis
o5e)s-om] S,Apnis IVLS UL “orerduwoy
JUDSUOD DSIOUOD STIYIILASAI ) JO (ISUI|
oy} uBY} SSI[ O} SIUDWNIOP JUISUOD
pawojur jo y3udl oyl yrwi| APoLns
suonensar oyJ, ‘(esney syeods oseq
juoned oy 21oyMm ‘BLIOTIN UT IS J[SUIS
oy se yons) a1s Sunedronred 1oyjoue yyim

Surpueyszopun sjuedronied

oy Surssasse pue ‘ssoooxd
JUOSUOD Oy} P doudLradxo
spuedronted ayy Surssaippe
SWwo)I 97 pey drreuuonsonb
QUL "$s0001d JUOSUOD pouwLIOyul
oYl JO SSOULIBJUN[OA pUE
uorsuoyaxdwod

uonoeysnes 1oyl Surpiedor
suonsonb 03 sosuodsor oaeS
Apmisqng pue jJudsuo))
powIoyu] [ VLS ur siuedonied

(41 = u) payl-ouo noqe ‘Apmsqng
JUASUOD) PAULIOJU] A} JO INO I
Q1M JBY) SIS [ "[9A9] Aorjod oy
e uoIs1oop Aorjod dnois Suroueuy e
03 anp uado pnod ¢z ‘Apmsqns ay)
0] 9[qe[leABUN JIOM JBl} SUONEIO[
JAVLS +9 2us JO “Apmisqns oy 03
pouado ey soys LG pue [AVLS
ur 9jedronaed 031 poralsiSar eyl
SANS [ZT dYl JO N0 ‘LYVLS ut
oSe3uo 03 juedonied ouo jseo| e
10J uorssturad Surured £q Apnisqns

pazayjo st syuedronaed
patrea AqeoryderSood
Suowe uorovysIIELS
pue Surpuejsiopun
juedronred uo swioy
JUOSUOD powIojul
jo Kjixordwoo pue
ySuer oY) jo joedur
oyl 9je3nsoAur ol
Kyrunyzoddo onbrun
V JU9SUO0D pouLIojul
ur  sjuedrorjied

eIRISNY
‘OOTXIN

/edLowy yinos
I0 eoriouwy
yaoN ‘odoing

8/L uowwood ur o3engue| e oALy Jou pIp LAY L, ‘Apnig [BUOIIDOS Sso1) oy ur pajedronred suoneool G| Apnis oQoueyue OJ ‘RISY ‘BOLIJY S10T ‘"' 30 Sutuuog c
“syuardioar (% 1°L6)

Jsouwr 0} SUIPIOddE J[qepuUERISIOpUN SeM

pue (%/°99) suoneurwexs aanerddo

-o1d Sunmp KjoarssaiSord papraoid sem

uonewIoul oy I, *919[dwoos 31 parapIsuod

%% 1¢ Auo pue ‘9)o[dwosour uonewIoul

SIY) PAIOPISUOD 95,9'89 ‘9say) Fuowre

(UOTIBWLIOJUT [BIO I9U)INJ POAIdII

sjuoned JO 9,6 €6 ‘IOAIMOY (959°GY O)

Auo Aqero poaurejdxo sem 31 ‘woy) o)

ure[dxo 0 Juasu0o uay LM pey syuoned [

10N (T 91qeL) 2ampaosord ay) pauriojrod

oym uod3ns oy} Aq Wy} USAIS orom

swiIo] uonum oyl Jurareoar syuoned  (suonsanby=u)porad [eorsins

10 juoorad oay-A110 ‘A193ins d10joq  -Isod pue owoono A1d3ins

A[orerpowiwul 10 SINOY QWOS Ulpim 31 9Y) U0 UOHRUWLIOJU] :f UONIIS

POAIDOAI 94 " [ O[IYm ‘(3sarIea oy je)  (suonsonb [| = u) uonewojur

K1931nS 210J9q ABp © WIOJ D] USNLIM oY) [BIO pUB UIMLIM dY) JO 109J)9

paaraoar syuaned Jo Jrey Ajewrxoiddy Ul pue juasuod dy) Surureidxs *sosuodsalr 11y

-a1qisuaya1dwoour J1 paIopisuod ouo U0 (A[[e10 painboe) uopew 10y podjueIENS Sem AN[EHUIPHUOD ‘Sunyewt

ON 9[qepurIsiopun %:Etmm )1 poWwodp -IoJul [eUONIPPY :€ UONDdS pue .%_oum\:hm POMOITAId)UTI -UOISIDApP ucoﬁmm

9%1°6 pue 1ed[o 31 paspnl %6 06 ‘DI oW *(suonsonb sem juoned yoey ‘uoneziuesio  parodjje surroisAyd

pea1 oym osoyl Suowy ‘AySnoroyy 1 9 = u) Aupiqisuoyardwod pue  (eydsoy pue A3o[orwopido wosy  pue syuonied uoomoq

Surpeai parrodar 948 G A[uo 1nq ‘quored  SUIPEBAI ‘SUIUSIS ‘AIDAI[OP  $ONNUS dJeredds d1om Wed) [edISIs  UONEOIUNWIWIOD [BQIOA

10 9ATE[AI B ySnory) 1o A[euosiod S, WI0J DI UILIM 9yl oy pue [eidsoy oyl “presy orqnd  IoyIdym paresnsoAul

11 pousIs WI0J D Oyl PIAIOAI oym U0 UOHBWIOJU] T UOIDAS  JO Py oyl ul s}ddxd [[B 218 OS[B 9Ay "UONUAIIUL

sjuonjed [[V “II SUIAIGOAI [[BDAI JOU PIP ‘(suonsonb Koy, sueroisAyd payrenb K[qenns  [ed131Ins 9yl jnogqe

(%6°€1) soyo ay1 pue ‘)1 195 jou pip 9 = ) sjuedonred Apmis 9y}  Inojy Jo U0 Aq PoONPUOd drom  UOIjBWIOJUL  dY)

91 1BY) PAIB[OSP 9%49°[ 9ANR[AI B 10  JO SonsLdjoereyd oanduosoq  smoraroju] ‘jred oyel 0) judsuod  pooISIapun pue pear

juared € 0111 pareSo[op Aoy 1eyy partodar 1 UOIDAG “SUONDAS INOJ OJUI  UdYLIM PIPIAOId pue A103.nS [e10Ud3 Koy IoyIoym pue wLIoj

Ao} 10 ‘WLOj D] USNLIM B PIATOOAI  PIPIAIP sem direuuonsonb oy panrwpe syuoned saperadoysod  Iudsuod Yy pausis Koy
8/8 Areuosiad (9,6'48) suapuodsar 1sopy QUL APMmIS [euonods-ssor) j[npe postidwod Apnis 9yl IOUIOYMPIIETOSOAUTIA A1)l 610T “'1e 10 ouzzo3y I

IeOX pue

14ar sSurpury SPOYIQIAl PUB [BLIDIBIA! sonsLoRIRy) S11 pue ojdwes $9A1DR[QO Anuno) S[IBI9p SIoyINy ON

J[qe], seoweA [ xipuaddy

Vol. 132, Supl 2, noviembre 2024

S316



DORELIA PAJUK E, ET AL

©QrES “8nd ur panunuo)

8/8

€1/ct

19y 10/pue JXa1uo09 s 20e[d © JO JueZIugoo
Kprernonaed a1om nok J11s9q 9q pinom 1|

*SOLIOIS UMO S AJTunutuod
ay) 03 2010A 2AIS 01 sydeiojoyd pue
‘Surddew ‘soFewl [eNSIA 9sn pue ‘soweu
I sas1oraxa Surddew op ‘syuedionred
01 Adoo juasuod e opiaoid ‘safen3ue|
[B00] pue ysijSug ul yjoq synsax yodax
‘safen3ue| [e00] pue s10je[sueL) Funyeads
-0ATIEN 95() “Juasuod errdordde amoos
0] SWIOU [RINJ[ND SIZI[IN pUR isaFenIue|
QATIRU SUISN JUSWNOOP JUSSUOD PAULIOJUT
Q) Jo oFpoimouy 9jenbope sarnsus
(S9[NI $s900® ®IRp puk sjuowalinbax
AJ1TeIIUSPIJUOD JO ATpa[mouy yim
€S$O11SISO[ JUASUOD paWIOjul UoO
Sururen) Ajrunwwod FULINSUd I0J
SUOTIBPUSWIIOII SIQYOIBISAI SOPIAOI] -

Pa1apIsu0d 3uraq 3uns9) YoIeasal
10 [eorur]d oY) uo Surpuadop mof aynb oq
Kew $YSLI 9SOY) UAYM UOHRUIWILIOSIP JO
SI89J UAYSIoY PUR S[ENPIATPUT W[QYMIIAO
PINO233RISA0 S, NID JO SIWI Y} InOqe
[1BI9P oNw OO, *MB[ UOIRUIWLIOSIP-TIUR
ue ur uoisstwo A19A9 3unsiy ainbar
PINOM INSO[OSIP JI 10 UMOUMUN IO eI
K19A 9q 01 A[ay1] 218 Qwos J1 A[reroadss
‘ampoooid eoruro 10 Apnis B Jo S
oy10ads o[qrssod A19A9 Is1] 01 S;UWNDOOP
JUSSUOD PAULIOJUT 102d X9 10U UOHBUWLIOJUT
SIY) MOUY SIdUDILISAI PuB SUBIOIUID
swnsaid Jouued om ‘pury I9YI0 Y] UQ -
*Apnis o) JO s1yauaq pue sysiI [enuajod
12130 Fury3rom Os[e aIe s[enplaIpul
asnedoaq 9jedronied o1 ssouIurjpim
uo 1oedwr ss9] 10 arow oAy Aew
93en3ue] JUSWNOOP JUISUOD PIWLIOJUL
oy ‘Apmys yoreasar v ur uonedronied
INOQE UOISIOAP [eNIOL UB SUDBW USYAA -

‘sarpmsqns ut uonedronred yirm pa1Imnod0
QAry Aew Jety) JuSWIOIUS Ul Ae[op oy}

sdnoi3
[eIN}[ND puUEB SOIITUNWWOD
paseq-ooeld jo uonoojord oy
01 woy) Suikjdde £q pouyex
Ioyuny om yorym ‘suonsonb
KoAINS A} 10J JIOMIWEIJ AY) S©
PoAIRS soryoolq 03 ,yoeoiddy
ordrourrg Inoyq, oy ‘wioj
JUASUOD PAULIOJUT UE INO [[J O}
Jopuodsaryoed saxnbars£oains
oy} Jo auQ uonsang) ‘suonsonb
St [Ie Jo Sunsisuod ‘KoAins
oy 9yo[dwos 03 Juip v juas
Q1M sjuapuodsay '[00) KoAIng
sornend) AJISIoATUN) oyl Sursn
Areoruonooo dnind sem Koains
STy, "ApniS [BUONOS SSOID)

*soAn302[qo Apnys
1Y 03 £oAIns oy Jo Suruursoq
oy} JeOU WAY) O) pBAI AIIM
VNID Surpre3or 1x9) juasuod
poauwrojur jo 1d1ooxo jorq e
pue Apn3s yoIeasar o1jouas e ur
oedronaed 0) paysenbar Suroq

oedronue 0 syuedronred
Supse ornreudds [eonoyjodLy
v ‘Koains Kreurpdiosiprojur
ue dojoaap 03 Apnjs aInjerdI|

B posn wed) [OIBISAI SIYL
‘[eLL], PI[[ONUOD) PASTOpULY

‘Sunedronued jo sjgousq
pue sysur opqrssod oy pue
UOTBZIWOPUERI JO WSTURYOIW )
noqe axe suonsonb ojdwexo oy,
*JUASUOD JJ} UT UOTIRULIOJUT O] JO

juowkordwe jo sproy Arewrd oy
Q1om Juowdo[oAdp Ajrunwwiod pue
yIeay d1[qng ‘Sp[oY [BIUSWUOIAUD
UT POYIOM PUE SIOYDILISAI 210M Koy}
pres sjuopuodsar Jo 9,6/ *SOUdIos
PIJE[I PUE ‘SIIPNIS [BIUSWUOIAUD
‘A301000 so0INnOSaIl [eINJBU
‘AyderS093 ‘yI[eoy [BIUSWUOIIAUD
‘soouaros Ajiiqeureisns ‘A30[009
‘A30101q UOIIBAIOSUOD SB YOns
s100fqns U "SUOTININSUT [OIBISAT
uSror0j pue §n oy ur sdnois
rermno wouiy syuedronied yoreasar
yrm joeroyuy -ojedronaed o3
9[qISI[o 2IoM SONIUNWIWOD PaAseq
-ooerd ur pokordwo osoyy Ajuo
INQ ‘poAdAINS OTOM SIQYOILISAI
puesnoy) omj} Apojewrxorddy

“oNYA Oruedsiy
-UOU 94/ Q¢ PUE J[BWJ 9% ¢ [ G IoMm
sjuedrionied ‘uoneonpa [0oyds Y3y
® pey %01 pue ‘s1edk (6'L1 = AS)
6 S Jo 95e ueow e pey (S61°[ = u)
ordwes oy, "uoneindod g [erouas
9U) PAIOLITW SWOJUT P[OYISNOY puL
‘juswrure)e [euoneonpa .%ﬁo_cfu
/ooel ‘oFe ‘I0pudsS Jey) INSud 03
19s sejonb ym ‘1Op[o 10 SIBOA
81 poSe SJUOPISAI SN IINIOAI O)
SOJTAIOS [OIedsY soinfen() Suisn)

-oys Sunedronaed
1oyoue Pim (esney syeods oseq
juoned oy) a1oym ‘BLIDTIN Ul 9IS
Kruo ot *S°0) oFen3uey € o1eyS JOU
pIp Koy osneoaq yred oye) Jou pIp

“YI[EY [BIUSWUOITAUD
pueB SOOUQIOS/SAIPNIS
[BIUQWUOITAUD
ur  sSoITUNWUWOD
paseq-2oed Yim
SIOUOIBISAI P[AIJ JO
soSuoyIeyd [BITYID
oy} jo Surpuejsiopun
ue oao0xdwr oF,

‘Apnys
ay) urol 03 I1ayloym
Surprodp ur Kynoyjrp
pu® UOIBUIWLIDSIP
INOQE SUIOUOD ITAY) pue
Apms oy ur 2edronted
01 ssou3ur[rIm
S JenpIAIpUT Ue 109Jje
pinoos suorjoojord
18391 1noqe popraoid
UOTeWIOJUT JO JUNOure
oY) IoUIOYM SSOSSE O,

300foxd
(LIvLs) Aderoypg
[BITAOI}QINIUY JO
Surwr, o1393ens 2y Aq

saje)g pajun)

saje)g pajun)

610C “'Te 12 £9[3mO ¥

S10T “'I' 10 Sutuuag €

Idar

s3urpug

SPOYIQIA pUE [BLIOJBIA

sonstLoeIey)) s)1 pue ojdwes

$9AN22[qO

Anuno)

Jed)X pue

S[1eI9p SIoyINy ON

21gn[ s2o1DpY [ Xipuaddy uoypnunuos

S317

Gac Méd Caracas



CHALLENGES ENCOUNTERED DURING THE PROCESS OF OBTAINING INFORMED CONSENT

"61£S " 8nd up panunuo)

el/cl

8/L

-asn 0} Asea sem weadoid oyy
Jey)) payrodor Sunuasuod paseq-rondwod
9y} 01 pazrwopuel uow oyJ, ‘Apms
Sunuesuod ay) I0j IOYNNJ PIMO[[O] JOU
a1om Koy ], souoydpeoy Sursn uoym udAd
Ieoy 0] 9[qeun sem duo pue ‘randuwod
oy osn 0) Sur[im Jurdoq noqe purwr
SIY Pagueyd dUO HUASUOD [BUONIPEI} 0}
paoSueyo pue pajres pey Aoy} Iojje uLe
Sunuosuoo poseq-1oindwod ay) woiy
maIpym ofdoad omg, “sseo01d juosuod
901J-03-008] o) par1ojaid Koy Sysony oy
0] paziwopuer 2q 0) juem jou pIp Koy
asneoaq Apnys Juasuod oy ut uonedronred
pouroap ordoad omy, ,"porserdul jou,
SB UOSBAI AU} PO Apnis Juasuod oy} ul
uonedronied pauroop Inq yueqoiq oY)
ur pajedronted oym usw gG 9yl JO ISOJAL

srenplarput
QJRINI[I WOIJJUISUOD PIULIOJUT SUTUTRIQO
ur AJNO1JJI ‘H JUSSUOD powIojul
Aprernonaed ‘sojdrourid yoreasar uro)sop
Sunuowopdwr sasudqrey) ¢ sodrourd
[oIeasal [ed1y)d Sunaidiojur ur soouaIoIq
' eaed [edrur[o ur ssadoxd Juasuod
POULIOJUT AU} PUE INSO[ISIP JO [IA] A}
UO SOISBIDUASOIPI [BINJ[ND JO ddUdNPu * |

‘Apnys oy
ur Sunedronted yhim 9[qeIIOJWOD dTOM
A9y) uoym pue ‘sn mouy woy9q:9g
pue woy) mouy 0} Sumes ‘woy) Yim
Sunoow own juads om ‘syuedronred
QWOS YA\ SIoquow A)Iunwuwod
renpraipur yjm siom o3 ojerrdordde sem
11 Moy/oym/udym Kes 0y Ajrunwituod ay)
mof[re 0} moy pue syuedronaed jusroyyip
PIm s1oLLeq aSenSue] Jnoqe paWLIOJuL
SeM WBJ) [JOIBISII 1Y) JBY) PIyIRWAL
juopuodsar e ‘ssooord juesuod oy ur
sIOp[e Ynm Suppiom Ag ‘uoneniis
[NJSSOIS © 0] SUOIOBAI [RUOIIOWD
10 ‘SuIyRW-UOISIOdP [eUONIBZIUBSIO
‘osuodsal [eI01ARYOQ UBWINY pUB)SIOpPUN
A[rea1 0) sjuowoSueLIe [BINJONIS [RIOOS

*SUOIIRUTIIEXD
ospoard ($1I0YOd [BOLIOISIY pue
Juasaid oy usaMIaq puE POyl
[euoniper pue paseq-rndwod
oY) UuooM}OQq OpRW JIoM
suostredwod ‘Spoyjow S IOYSL{
pue uoxod[ip\ Suis) “wred oyey
0] 90100 113U} JOJJJE P[NOM SISOD
POJB[QI-JUSWI[OIUD JOA0D O} PIsn
0¢$ 21 Jo yonuw moy Surpre3ax
A1onb e os[e sem QIoyJ, "9[€OS
jutod-¢ e uo Surpuejsiopun jo
Q2150p 10y} 9k 0) S[ENPIATPUL
Sunyse S)uowoIe)s | PUL JUISUOD
pauwojur jo syusuodwos ay) jo
oSpo[mouy U0 SIUSWAIRIS {7
postidwos aireuuonsonb ayg,
‘[eLL], PI[[ONUOD) PISIOpURY

*JUSSUOD POULIOJUT US)LIM JO
JOATEA € PUR OIBISAI 9} JNOqe
uoneuLIOjUl yjoq 3ururejuod
jooys o[3uls © pue ‘opin3
MITAIOIUT Ue 3dLIOS JUSU)INIOAT
e papnjour sjuswnnsur 300foxd
QUL "yoIedsoy oAneiend

*JUSSUOD [BUONIPEI) 0) 9¢ pue
LD Y3 0} POZIWIOPUEBI dIOM GE I}
pa2ise (986) 1L ‘Apmis Surjuasuod
oy ur dedronred 0y payoeoxdde arom
JUBQOIq YN Oy Ul Sur[[oIud
uow omj-Ajuom] paipuny duQ

‘(I = u) uow
pue (¢ = u) udWoOM) uonNnqrisip
Jopuas padsue[eq pue ‘(Og = u) npin
pue‘(0g =u) Ipury ‘(0 = ) ysisug
‘(7 = u) d1qery) uonejuasaidar
o8enSue| porrea ‘(s1eok G/ 01 §1)
Q3 UBIOTR OSIOAIP B POMOYS JONIB[ Y [,
‘PO[0IUD 1M 8§ pue ‘payorordde
olom S[enplAIpul ¢C[ jJO [e10) V

‘sjuepuodsar Sururewar oY)

*JUASUOD pauwLIOjul
JO SJUSWR[d JO [[BdaIX
wI0)-SUO0] 9JBN[eAd OF,

‘Sumes
[eamymonnu K)suop
-yS1y Aowonxa s 1eed)
ur syuedronred yoreosarx
eay Sunesuadwod
pue ‘JUISUOD PAULIOJUT
Sururejqo ‘3uninioarx
0] poje[or soinp
-o001d 9jeourep of,

$JB)S pAUN)

S10T I8 10 AeDOIN 9

1dr

s3urpury

SPOUIOIA PUE [BLIQJRIA

sonsujorIey) S)1 pue o[dwes

$9A1O2[QO

erd P10T “'T8 32 Ime[[I] s
IeQX pue
Anuno) S[IeIop SsIoyIny ON

21gn] sao1.D N [ Xipuaddy uoypnuiuos

Vol. 132, Supl 2, noviembre 2024

S318



DORELIA PAJUK E, ET AL

©0zZES Svd ur panunuo)

8/8

8/8

JBUM PUBISIOPUN O} SWIT} dY) J0O) KA,
uonodjoxd

uewny 2aoqe douerjdwoo Juroerd
‘Surpuejsiopun jou Inq 2ouerdwod jo
QoueInssear SoAIS o3ueyo siyl ‘(pu
]0OUOS [BIIPIJA UBSIYDIA JO AJISIOATU())
PIIBPI[EA UD2Q JOU SBY YOIym ‘DI
paoziuesioar (103uo] spiom (Qg) IoSuo|
® 0] DI ISIO9Ud PajepI[eA INO wWoIj
Keme arow 0] pafdwods oy ‘300foxd
Areiqriorg YHDIA Y} UO SIUSWNOOP
pue $s0001d JUSSUOD I pajopoUr YOIyMm
‘K1oy1sodazorg HIAN PoysI[qelsd A[mau e
‘syuowarinbar yydIH 190w 0 ‘ojdwexa
ue sy ‘syuawaInbal yyJIH 199w 0 0s
op Isnw sy ‘Surpueisiopun saonNpar
spiom Suippe JI U9AD )Nsar e Sy -
‘Surpuejsiopun jsurede

‘oFenSue| A10je[n3or panmbar pownsoxd
Aprenonaed ‘uonewlojur jo doueyroduwr
oy SurySrom jo uonisod Inoyjip oY)
Ul SO9NIWIWIOD MIIAJI PUEB SIUIILOSII
Sunind ‘passarppeun suonsonb Aoy oaeo|
PINOS UOHEULIOJUT J[NI] 00} ‘SUISNJuod
9q Aew UOIBULIOJUI UONW 00} J[IYA\
0] UMOUS Ud2q SEU| SULIOJ JUISUOD
xo[dwoo ‘uof uo Surkjar ‘ xo[dwos arow
QWI009q SBY YDIBISAI [BIIPAWOI] S -

suonoojord
[OIBISAI UBWINY PUB UOHBULIOJUI APMIS JO
[[e9219) SurouLyuo 10 2INpadoId juesuod
[RUOTIBATIOW PUR [RIPIWAI PAUIJUIOD € JO
Aynn [esrurpo pue feonsnels oy sproddns
SIUL " %6S 01 %69 WOIJ PISLIIIIP [[BI2X
UoIym Ul UONIPUOD [eNsSn Sk JUISUOD
/OVD oy Yim paredwiod ‘9¢8 01 %TL
WOIJ [[BI21 JUISUOD PaseaIoul aInpadord
WLIO,] JUISUOD) dANUDUL/IDI YL (8 I=P
‘1000°0>d yyy 9 [=p ‘1000 0>d
Yqunoy ' [=p ‘1000°0>d W 9 O=p
s,uayo) ‘00’ 0=d :puooes) uonensrurwpe
juonbasqns yoeo je 1oyS1y Apueoyrusis
QIoM SAI0DS DI ‘I9Admoy (g 0=p
‘6¢ 0=d) uonensiurwpe IsIy Ay} je IJJIp
10U PIP SUONIPUOD OM) Y] UT S2I0IS ZINQ)

*PO[[OIUD d1oMm S309[qns
910J0q 9AY UBY]) SSO] POJBI SWUJL
Aue pourejdxe Aqysnoroy) DS
oy "(,9suds 100510d soyewr, =
G pue ,[[e Je Osuds Aue oyew
jusoop, = [) o[eds jurod-G ®
uo padpnl sem Surpuejsiopun
*(5300[qNS  MOIAIIUI-TWAS (SH
Sururewar) panionas (s102[qns
0¢1s1y) zinb uonsonb-4 | e Sursn
pajepieAa sem Surpuejsiopun
oy "Apnis [BUOI}OIS-SSOID)

*(SUIdOU0D IO
suonsanb [euonippe yim1oe1u0d
0] WoyMm **5°9) ULIRY JO JUIAD )
Ul 9SIN0JAI pue ‘ (AJI[eruapyuod
©3'9) suono9joid sy uewny
‘uonjerounwol ‘sainpoadorxd
‘osodind Apnis oy Surpnpour
‘WLIOJ JUASU0d S,Apnis Jsoy oy}
ur pa1oaod sordoy redmound [re
possasse zinb Juasuod waI-G|
QUL ‘ApniS [BUOIIOIS-SSOID)

*sajer pue sown SunInIdax
uo mopIom oI jo joedwr oyp
Apms 0) s3umes ared Aloje[nquie
0M] Ul POJINIdAI o1oMm S309fqns
0S¢ Teuonippe uy ‘sjuoned oreo
K101e[NqUIE — PI[[OIUd A[[BNJUIAD
(%) O£z pue‘ papuodsarsjenprarpur
(%91) L¥0'1 ‘86+'9 Jo uonendod
[eNIUL YY) WO *SIOOIUN[OA YOTeasAY

(gg=u) uonrpuod NvH 1o
(ZS=Uu) gD oY) 03 pausisse A[juopues
arom syuedronaed ‘orpodsoid juasuod
o a10jog “aredronred o1 pojudsuod
pue 1sa1ul pAjedIpul (%14) 01
‘payorordde syudld $S7 AUl JO

€
Kioysodarorq oy opdwres
€ 9)NQLIIUOD 0] UOISIOIP
s1oalqns e oouonyjur
Jey) SI0)0BJ JNOQE dI0W
ured] o) sem jooloxd
SIy) JO [e0T puoods
V 'S11JoU9q SnsSIOA
$1500 Julssasse pue
‘SUOISIOOP snowouoIne
ostdwos jou op Jey
sAem ur Sunnioal
‘Surpuelsiopun
oreradordde Surpra
-oxd :sonsst [eOIYIQ
901y} uo SuIsnooj
‘UOIB9saI OIWOUdZ 10
K1o031sodarorq ur-ydo
‘9sSn-proIq ‘9AISUIXS
ue Jo ssou[njosn pue
juowdoroasp ay) Apms
01310330 ue uo 10daroy,

*UOTIBULIOJUT JUASUOD
uIed] 0) UONEBATIOUL
SoseoIdUl pue Yse)
aAnIugoo oy soyrduwrs
jey) oinpoocord gD
puUE JUQSUOD POZIA
-1UAdUI PAUIqUIOD B
soutwexo Apnjs Sy,

S10T

S9)BIS pAJIU) “Te 10 I9[SSe0Y

SIIRIS PAU( GO “* e 30 103unso,f

1dr

suIpuL]

SPOYISIAl pUE [BLIOJBIA

sonsueloeIey)) st pue ojdwes

s9ATI02[qO

Ie9X pue
S[1eIOp SsI0yINY

2190, s22141J [ Xipuaddy uoypnunuos -

S319

Gac Méd Caracas



CHALLENGES ENCOUNTERED DURING THE PROCESS OF OBTAINING INFORMED CONSENT

s zes C8nd ur panunuo)

e€l/cl

*on[eA Jo 9q p[nod
ADTYADAILS Y3 SN} :S[9AJ] [BUOHEINPD
JUQISJJIP YIIM SPUNOISYORq SNOLIEA WOILJ
QWO0d A[[eIouds $303(qns ‘eonoeld yoreasax
uf "uorsudyardwod s109fqns YoI1easar jo
JUBUTULIO)OP JOfeW B ST [9AJ] [BUONIBONP
oy} 1) SUNENSUOWOP dOUIPIAD JO SAUI|
oY) YIIm JUQISISUOD ST sy, ‘sdnois yjoq
ur yS1y sem [0A9] Sulpuejsiopun asoym
€ ToA9] [euoneonps Y sjuedronsed oy
Ul 109JJ0 J[NI SeM AIdY) ‘7 Puk | S[OAJ[
[euonieonpe yim syuedronyed oyy ur
Surpueiszopun [ewndo yim syuedronred
oy jo uontodoid oy peseorour JOI
poduBqUD Oy} Jey) SIIEDdIPUl J[NSAX dY)
y3Snoyire* [oAd] [euoneonpaay) Surpresoy -
SUONEIoUSS I9Y)0O

oy 03 uostredwod ur UOTEIOUAS JOW00q
Aqeq oy ur $300[qns JO JOqUUINU [[RWS Y3 ST
J[nsai siy) 1oj uosear d[qissod v (5010 =
d99'€97SA %€ €8) ADI [EUONUDAUOD Y}
uey) UONBISUDS SIY) UT 9ATIOVJJO OIOW SEAM
ADI peaoxdwil oy} ey} 9pn[ou0d 03 YSNoud
jueoyruSis A[[eonsels Jou sem I “10))oq
op 03 dnois J D] peOUBYUL dY) UT SISWO00q
Aqeq 103 puaI) e sem 210y} YSnoyly -
01008 10y31y © paAaryoe dnoid DI
posuequo oY) Inq SID]T Y1oq ur pajuasaxd
Apuoroyjns o1om A[JUSMIOAPEUT IoMSUR
1091109 9} 9p1Aa01d 0} 9oUBYD € [ENPIATPUT
ue oAES SO0T0Yd JomsuE d[dinu yirm uon
-sonb popuo-9s0[d € ][00} UonEN[EAd 9y}
Joyorqmelp a[qeonoerd € 0} anp 9q p[nod
SIUJ, "9OUQIOIp JueoyIusIs A[[eonsnels
® moys jou pIp sdnoiS oml oy usamioq
paromsue Apoax10d syuedronaed oy) jo
suonzodoxd ay) Inq ‘gD [EUOUIAUOD
oU) Ul QoM SWAI o) ‘A[Sunsorouf

“juowoIud Kynsnl 0y
ySnouo sem s1oyio d[oy 0) JUSUIWOD
[eIOUDS € ‘OWOS JO,] "SUOISIOdP dYeW 0)
own SSJ[ J0O) pue owI SS9 pey Aoyl
‘SISTA OIUId Sunmp woy) payoroxdde
om udyp "uonedronied jnoqe UOISIOIP
POULIOJUT UE 93EW 0) pUE SUDSE 9ToM OM

‘s1omsue d[qissod a1y

s uonsanb v £q pamoj[oj
‘paxmbax

JUQWIA[d QUO JO UONEBNIIS
[eonoeld uowwos € ajensn[r
0] pou3Isop sem Apnis ased yoed
QIoM SAIPNIS ASEI 1IOYS [T JO
PaISISU0D (Tey, [, ur) arreuuonsanb
1593-150d QU ], '[00) JUSWISSISSL
ue se aIreuuonsanb 3so3-1sod
v Fuisn ‘4DJ [BUOIIUIAUOD
9yl pue JDI Ppoouryud
Ay} o1 (T:]) SUOIIUSAIIIUIL
ADI WUSIJJIp OMm) 9y

JO Apnis po[[0NUOD-PIZIWOPUERT
‘Joqel-uado ue sem Apms SIyJ,
‘[BLI} PI[[ONUOD PIzZIWOpuLY

‘pue[ieyL ‘TRIN
Suery) ur syrew pue ‘syeydsoy
‘SBIIO)QJBD ‘SOTOI[0D ‘SONISIdAIUN
WOIJ PIJINIOAT dIIM TBY ], LIM pue
pear ued oym (8] < 93e) SI9UNJOA

“(Apmis
[EJTUI[O Y} Ul pasn pue
QINIWWIO)) SITYYH [BI0]
Kqpoaoidde Ajsnoraaxd
sem  yorgm) ADI
[BUONUSAUOD JY) pue
(ASoropoyrewr yHOAIS
o) uo paseq pado[oAap)
ADI Ppoouryud 2y)
jo Surpuejsiopun
,$1993UNjoA 9y}
Surredwos £q Apnis
orjouryooewireyd
[eoruI]d € Ul (JADAIS)
MOTADY [edIyly ul
Kioede)Surdojoaacgio)
oAnentuy o13a1ens oy
£q posodoid oyerdwoy
(4D]) WIOJ IUISUOD
pauwojur pue sopdrourid
oy yo Arqeoridde
oy} 93enjeAd OF

SI0T 1B 1

pue[ley], U 00qUOSISTUNIUOOS] 6

Idr

ssurpury

SPOUIRIN PUE [BLIJBIN

sonsuoeIey)) S)1 pue d[dwes

EEINRE] o)

Anuno)

Ieox pue

S[re1op sIoyiny ON

21qu sao1UP [ X1puaddy uoypnuyuos -

Vol. 132, Supl 2, noviembre 2024

S320



DORELIA PAJUK E, ET AL

©zz €S T8vd ur panunuo)

o1/6

A V4!

AV

oy 10j soSed pojurid [ pue ‘sodofoaud
oz1s-081e] ¢ ‘sodo[oaud ozis-[[ews
9z ‘sdweys [eysod [¢ papnpour yorym
‘JUdWIUIRIGO JUASUOD O] UOIBIIAUIL [RIJIUL
oY) woiy pasn sjuouodwod dy} Uo paseq
SeM SIB[[O(] UBIPBURD) UI ]SO PIIBWIISD
QUL "SIUSWNOOP JUISUOD IIdY) JO SNJeIS
ay urelrdose 03 ouoyd £q pejorjuod 2q 03
pey A9y} pue ‘pauINIdI JOU AIOM SJUISUOD
PouSIS 1oy} 9SNEI9q PIYNUIPI AIOM SISED
QS ], "}SO[ 2IOM PIATIIAI AU SHUSWNIOP
[BLIUL 9U) 9SNBOAQ PI[IRW-II ATOM SULIOJ
JUASUOD Y} ‘sased oml uf “(g ‘31g) sAep
St Jo (YOI) oSuer o[nienbiojur ue ym
sKep g Sem JUSWUILIGO JUISUOD JOJ ST}
ueIpow Ay, ‘SAep g6 JO wnwiIxew € o)
sAep g JO WNWIUTW B WOIJ SOLIBA [TBW Y}
Ul SULIOJ JUQSUO0D pausis o) Jo 1d1ooar oy
0] UOTIBIIAUL QY] WOIJ W) Y ], PIIOBIIXD
9q 0] UOTJBULIOJUT [EIIUSPLUOD JO 9T ueIoy)
0] poaISe Juasuod papraoid oym asoyl [y

‘UBULIDD)
10 ystuedg se yons ‘saSen3ue| 1oyjo ur
MO[ Os[e sem A)I[Iqepedy 1x) opraoxd
sjooyos ySIy pue ‘spiepuels AJjiqepearx
UMO I19Y] JO 1I0YS [[B] JBY[] SULIOJ JUISUOD
powiojur 10j %91 opiaoxd uoo SN
UBOLIQWY (SMOIAAI Y] Surmol[oj
pasoxduwir Jou sem J] “SIX9) [9AD[-[OOYDS
1%0) papiaoid oy} uey) I9MO[ Yonw Sem
SADI YouaL Jo AJI[Iqepeal oy} pue ‘pearx
01 Aseajou are s Syuawdaordwr sposu
Surpuejsiopun Jo 02130p sjuedronred oy -

*Apms yoreosare jo jewrioy roded ur sioyyo
PUE JEULIOJ DTUOXOJ[O UT $50001d Judsuod
Q) JO SJUIWD[D SWIOS DABY O] DANIAYJD
Jsow 9q JyIrw 31 Jeyl s3so3Ins syl
‘Ayy3ua pue paserdstw pareadde ssoooxd
JUDSUOD PAULIOJUT DIUOIID[ dY) Furnp
POSSNOSIP UONBULIOJUT WS Jey) pajtodar
A9y, "smarAroul oY) Sunmp sosuodsar
aAanelenb syuedronred oy) sem ssoooxd
JUISUOD POULIOJUT JY) douanpur Aeur
Jey) OoIeasal sIy) woly Surpuy Joyjouy

*POPAAU SEM *SAUWODINO
119y} pue ‘siso) Klojeroqe|
onsouderp ‘Asdojooreu jo
swoydwAs ‘sroynuapr [euosiod
Surpnour ‘UoNEULIOJUI PAYNUIPL
Jo oSuer y ‘poudd Apnis oy
unpim Asdojooreu jo sisouserp
[eJIUI[O JO UONBULIIJUOD UO
poseq paulop d1om sase)) "Apmnis
[01U0D-9sed 2A10ads0NRI Y

arreuuonsonb Suisn
‘[eLI} PO[[OIIUOD PIZIWOPULBY

S[eLn [eorur[o

AUl UIYIIM JUISUOD pIwLIojur
Jo Surpuejsiopun 9Anda[qns
poInseaw Jey) K9AINS B UO paseq
sem Apnys SIY) Ul pasn A9AINS oY [,
QUL eLI PI[[OIIUOD POZIWOPURY

evqoyue ‘Sodruuipy ur pajeso|
10q ‘[e3rdSOH BIPIODLISSTIA

J& JOUJO Y} pUE IOJUI)SIOUAIOS
esy oyl jo

10)ud)) 1oprosi(] doa[S pue yoAsd oyl
Je QUO ‘sI9udd dogys [erouraold omy
a3 woly sased Asdojooreu Jo Isi| v

'/ PUBLIO{ JUOWLIS[D) pue
‘€1 [1RIRID ‘[T ASNONOY ‘Hi UOKT
‘LS duuong-jureg ‘syuoned ge¢ pey
QIU9D) 9[qOURID) JY, "SIOUAD XIS
oy} ur udas axom sjuaned [84 ‘€10T
yoIeJ]N pue 600z [Hdy uoomiog

Loye
UIyIiM [OpOW JUISUOD PIWLIOJUL
o1u01199[2 ue jo ssoudjeridordde oy
aro[dxa o, "(0¢ = u) dnoig Juosuod
paseq-1oded poyrdwis € 10 (g¢
= u) dnoiS judsuod oo ue
JOUJIO 0) POZIWOPURI PUB PAJOJ[IS
Apwopues axom 109(oxd 1.y yuared
oy3 10y pojmroax sjuedronied

‘SurSusreyo
9q Aew JUAUNINIDAT JOF
SIOQIUN[OA YIILASAI 0}
ssoooe [eorsAyd oroym
Sumnjes pue oseasip
oy} JO 1XUOd JY) ul
1500 pue ‘ssourjoun
‘oyel1 sossosse asuodsar
‘KyI[IqIseay 0) AseasIp
Qi1e1 B SUIA[OAUL
[OIBISII0) JUSWUTRIqO
JUISUOD PIULIOJUl pue
juowlinioor [ejsod
sojen[ead Apnis SIyj,

JUSWINDOP JUISUOD
(@d1) powiojur
poaordwr ue jo
sjuedroned jo uorsuay
-oxdwoo oy} djeNn[eA O,

1Oy ue
UM [opoul JUISUOD
POULIOJUT JTUOI}II[
ue jo ssoudjeridordde
oy oropdxe o

910C
epeue) ‘pnwyejy pue nAIy

Qouery G10T 'I® 19 suedq

SIS PAUUN FI0T I8 I [IoMYI0Y

[1!

I

(1

1dr

suIpuL]

SPOYISIAl pUe [BLIOJBIA

sonsueloeIey)) st pue ojdwes

s9ATI02[qO

Ie9X pue

Anuno) S[1eIOp SsI0yINY

ON

2190, s22141J [ Xipuaddy uoypnunuos -

S321

Gac Méd Caracas



CHALLENGES ENCOUNTERED DURING THE PROCESS OF OBTAINING INFORMED CONSENT

TTECES ~8nd ur panunjuoy)

01/01

8/8

anssoxd poareorad ur
SSOU[[I JO AJLIOADS 10 a8k AQ SOOUDIAIJIP
ou a1oM 2I19Y) ‘A[pajoadxaun jeymowos
‘uono9joid pueroddns Jo poou urjsow oy
9q Aew sU99) 9sAY [, *osnja1 03 o[qrssodwr
10 J[NOYJIP Ud2q 9ABY P[NOM I PIes 10
/pue ‘[jorud o) ainssaxd 3oy ‘ssoooxd
oY) UYIIM POYSHESSIP SEM 1I0Y0d UdI)
1IN0 JO 19sqNns SunNIdUOISIP INq [[BWS Y

*a1ed J0U
Adwis Aew s3o9fqng 4 sisoyyodAHg
“peojumop

pue ourjuo oseyoind Koyy oremijos o)
Surureyrod syuowoaide yean Aoy) Kem oy
[onuw suLIoJ Juasuod jean Ay) ey peal
01 juem juop Koy ey ,9erdioqioq,
pownsoxd Surudrs o) powoisnooe
os 9q Aew s3o0ofqng :¢ sisoylodAH
31 pear Aoy

Surpuojard £q 9oeJ 9ALS puE puesIopun
0] xo[dwoo 00) [eLId)EW JUISUOD JY)
pury Aew sjoolfqng :g sisoylodAH
*K[TeonLo uoj

JUASUOD B PBAI 0] 1I0JJ ) 19X 0] uey)
reuorssojoxd AYlIomisni} € Jsnij 03 I9Ised
puUE [BUONBI W3S P[NOM ]I ‘90U ‘W)
wuey pinom jeyl Surnykue oyelropun jou
pInom oym [euorssojord Ayjiomisnn e se
popIe3ar s1 1oyoredsar 10 uerdisAyd oy
yorym ur ‘uondosuoosiw onnaderay) oy
JO uoIsIoA © 9q Aew SIy[, :] sisoyjodAH

‘dwress [eysod oy “Ju9)X9 19SS9[ B 0) pue
Kxefes jjeis AQ I0J pojunodde sem 1S0d
QU3 JO ISOJA * [ QqEL, Ul Judsuod 1od 1500
Surpuodsor10o yyim uoge popraoid arom
POAJOAUT S)IUN SJUAIPAISUL Y} JO SISO
PpaleWNsSd Y[, "XOq[IeW d0UYJO dY) ur I
doup pue‘dwe)s‘puadde[oqey ‘ [eos ‘10139]
uonejiaur uejurid o) urw £ 03 G Jo oSeIoAr
UE Y0O] 1] "UONBIIAUI PUODDS JY) JOJ Pasn
soFed pajurid gg pue sodojoauo o3re| G
‘sadofoAus [rews G ‘sdweys eysod Gz
‘uoneyiaul Jsiy oy 1oy soSed payund [
Jey]) YoIeasal SIy) wolj Surpuy Joyjouy

*QIOYMOIS[O [1BIOp
ur poqusop st juowdojoaop
JUSWINIISU] "JOMSUE O} POk
a1om Aoyl reym KjLrero o uredxo
0} poyse orom sjuopuodsor
yoIym 1oj suonsanb popus-uado
M9J & ym ‘suonsonb popuo
-9s0[0 pasn A[Lrewrid smarazour
QUL "yoIeasar oAnelend

arreuuonsanb Sursn
‘Apmis-qns soryo [ejuswo(ddns
® Se 1[00 (") BIYOLIdYOSH Uuo
Apnis uoneZIuNWWI pOZIUOpUeT
[ oseyd JIo8Ie] B UuIylIm
POPPaqUId sem ApN)s JUSLINOAY ],

I9pI0SIp AUk 10J Apn)s YoIeasal e ur
sypuow XIs snorAdd oy ur pa[[oIud
pey ‘oSe Jo sIedk £[-¢] 9Iom oym
[e3dSOH s,uaIp[IyD) [NLdS pue HIN
oy} 18 SI0UN[OA AUI[BIY SE [[oM Sk
sossauf[l Jo AoLeA e Junuosardar
puUE JOoIeasal [edIUI[D JO dSUkI OpIm
e ur Sunedonied sjusosojope jo
ordwes oarsodind & payniooy

[9A9] (Jooyds y31y) opeis

-UIZT Y1 18 peal (%9¢)

Inoj pue opei3 PYSIIS 0] YIUIAS
JO [9A9] Surpeal e pey (9+9) UdAS
‘Kpiqe Surpear SuILIdUOD)
*UOTBINPI ITI[[0 TBIA-7 © (9 6) QUO
pue ‘(D) 92139 AoudeAamnbyg
[BIOUOD) B (956) QUO ‘UOnRINPI
[ooyos y3siy e pajyiodar (9578) QUIN
yoepg se ooel Ioy) payodar-j[os
(%001) 11 [V "o[ewaj d1om (%1+9)
UQAQS pue d[ewl 1M (9%9¢) =
noj a5k Jo sxeak (19°01 AS) 0'6T
pasSeroae ‘1eok 1od 000‘ST$SN
UBY) SSI[ JO SOWOdUI p[oyasnoy
payiodar syuopuodsar [ Jo [810) v

uorsstuad [eyuared pue
juosse Jnoqe sjuared
oy pue sjuedronred
[OIBOSAI JUIISI[OPE
Jo soamnoadsiod oyy
puelsIopun 19)3oq OJ,

*SOWOOUT MO[
Pim sympe jo ofdwes v
Suowe [eL) [edIUId |
aseyd © Ul SJUdWINOOP
JUSSUOD pAWLIOJUI JO
Surpuejsiopun pue
Surpeor pojrodor
-J19s 2y} ssosse 0)
powre Apnis SIyL

$9JB)S pAIUN)

+10C T8 12 Apein 1

1dr

s3urpury

SPOYIOIA PUE [BLIQJRIA

sonsujorIey)) s)1 pue o[dwes

$9A1DR[QO

Ss10T
sa1R)S pajIuN) “1e 10 yorquany €l
IeoX pue
Anuno) S[Ie1op SsIoyIny ON

219, sao1.D N [ Xipuaddy uoypnuiuos

Vol. 132, Supl 2, noviembre 2024

S322



DORELIA PAJUK E, ET AL

CpzEeS 8pd ur panunuo)

01/6

€1/01

8/L

8/L

Surure)qo jo sonieonoeld oy noqe pasrer
QIoM SUIOOUOD QWOSs ySnoyife ‘sarpnis
JSLI-mo[ 9[qeredwod 10 SUBIOIUI[D O)
91qe1dooor sem JUSUIIT SBM [IIQ UdYM
[RLLL 10[1d PI0D) 2y} ul asn 10J padojoaap
juosuod 10j Aemiyjed oSeis-om) oyl

‘[eLI) [BOTUI[O B Ul
oyedronaed o3 ssouSur[im oY) paseaIour
UONEIIUNWIWOD BI[IOL] 0] JUISUOD
powojur pojsisse-oipne Juipraoild

“UORULIOJUT MU WAY)
JySne) 31 jey) popuodsar ULIOJ JUISUOD )
SUIA190I paIdquIdWIAI OYM (9 G7) sjuared
6930 £ A[UQ " WLIOJ JUISUOD A} TUTATOOAT
210J0q Apmis juowaSeuew YIom oY)
ur [OIUd 0) IOYIAYM papIdap Koy jey
papuodsar(,/9) syuared ouru-£1y1,4 ‘weo)
Apnis o) yim pareys oq 03 popnruuiad
SeM UOIJBWLIOJUI ]OBIUOD IIdY] pue
‘poyoreoxdde axom syuared 9| Jo [10)

*(UOTIUQAIUT AU} JO SIO9YJD
OSIOAPE UOWIWOD pUB ‘JIJoudq 193IIp
YSLI 9[qeeasalo) Jofew 9'1) sjyoudq
pue sySLI Jo s3doouod o) 0] PaIe[aI AIoM
Apn3s siy3 ur sjuopuodsar oY) 0] UIOUOD
Jsoul Jo 2Iom Jey) swal dary) doy ayJ,

*[[OIUN 0} SUSI) J[BUIDJ IOUIAUOD
0) JopIey paLn 9Aey pnom syuared pue
‘syredroyunoo opew Ioy) ueyy ou Surkes
Kynoyyip axow pue ainssaid arow podox
0] SUQ9) J[RWQJ I0J PUAN) B ‘IOAIMOY
‘sem 1oyl ‘Sursnjor A)noijjIp 10y

uawoM SUnIAUL Jo soouaLIdXd
pue SmaIA suerorurd arodxe
0) suonsonb popuo-uodo jo
PaISISUOd (] [y [euonippy)
Q[NPoYdS MOIAIdIULI JY]J,

“oIeasar aanelend)

MOTAIOIUT POINJONLIIS-TWS
10J oauoyd pue AdAIng auruQ
‘[BLI} PI[[OIIUOD PIZIWOpUEBY

*K9AINS QUIUO UL SISN
Apmys iy ], Apnis [BUO1DIS-SSOID)

arreuuonsonb
Q[BOS-1IYIT B 9sn S[eLIdjewW
Apmys oy, ‘Aeains oandrosop
‘[BUOI103S-SSOID “INUID-N[NJA

SOAIMPIW INOJ PUE *SISINU [BJEUOdU
QAY ‘saensidar orerpad Jo [ejeuoou
01y} ‘SISISO[0JBUOQU JUBI[NSUOD
G :popuodsar spejidsoy , woay
SUBIOIUI[D / | PUE*SUBIOIUI[D ()7 03 JUS
QIOM POMIIAIUI 9q 0) SUOTBIIAU]

sjuedronaed [/ pepnpour ojdwes
SUL ‘DN ‘weyin( ut [eroelq pue
uedLIOWY ueoLyy stuonendod oy J,

‘ployosnoy [enuue

pey (%¢L) siuedonred ¢9 pue
“ONMYAA Oruedsig-uou arom (96/)
syuedonred 99 (% 16)

USWOM IOM UOITRULIOJUT (KOAINS 0)
JUBAQ[OI JOU SEM XS [ed130[01q Sk
x9s jo peadsur) Jopuad Sunodarx
88 JO 6L ‘(drex uonedronaed

%¢8) Aoains ayy pejordwod
(SI2UITOAP [T ‘SAQ[OIUD /9)
sjuared gg JO [810] Vv "wed) Apnis
oy} YiIm pareys oq 0) UOTJBULIOJUT
1oeIU09 J10Yy) poprurad

pue payoroidde orom sjuared 9o

*SOLIUNOD dYIded
-eIsy £ ul (sSumoes o[qeredwos
JO SJIuN [OIBISAI [BOIUI[O) SISIUD
snourea je oedronaed spenpraipuyp

*POMIIAINUI 9] O}
Sur[[im ose uerprens Jojuared e pey
PUE ‘POMOIIAIIUL 3q O} SUI[IM IOM
‘POMAIAIIUI 9q 0] 9[qe A[eANTUS0D
pue AqreorsAyd orom ‘ysruedg 1o
ysiSug oyods ‘sjonuod Ayjjeay se 1o

JO [eLI} POZIWopueI
® 0] JUSWIINIDAI IOJ
skemyjed juosuoo
oml Suriojjo jo
sooudLIadxa pue SmaIA
suemoruro aro[dxs o,

[eLn [eoruI[d
e ur uonedronuied
IOPISUOD 0 ssouUSuI[Im
oyl oaoxdwr pinom
JyorQ-yora) INOYIM IO
)M JUISUOD PAULIOFUT
Jo uonejuasaid pays
-OIPNE UE JIOUTULIAP O],

“UWLIOJ JUISUOD )
SUIATO021 19)J® 10 210JOq
[OIBISAI Ul UIP[IYD
II91) [OIUD 0] Idylaym
OpIOOp puUEB dJeN[BAD
prnoys syuared pafjorug

*OIROSAI [EOTPAUIOIq UT
ojedronred 03 pajiaul
ore Koy) uoym podu
Koy3 uonewlIojur jo
Juolxd pue odK) oy
jnoqe sjuedronuaed
yoreasarjo soanoadsiod
oy} QuIwWIdAp OF

N

$9JB)S pAUN)

$9JB)S pATUN)

puefrey], pue
‘uemrie], ‘exyue|
ug ‘s outddiyq
RN
‘ersauopuy
‘erpuy

L10T ‘AaIn( w1y

pue ‘yeley-edysng
eloSuy ‘s10Ay uesng
‘10AmeS RIPUBXIIY
‘eoyyd A Qul[Rdd

£20C
‘I91SnyS 29 uoSIdwWe[

0T0T *“T¢ 19 ey

810T & 10 Suemqrey]

81

L1

91

Sl

1dr

s3urpury

SPOUIOIA PUE [BLIQJRIA

sonsujorIey)) s)1 pue o[dwes

$9A1DR[QO

Anuno)

IO pue
S[TeIap sioyIny

21qn[ 21PN [ Xipuaddy uonypnuijuos

S323

Gac Méd Caracas



CHALLENGES ENCOUNTERED DURING THE PROCESS OF OBTAINING INFORMED CONSENT

uoneduNWWoD [rewy (/-1 d5uer)
sydweye oa1y) paxnbail pue (84-( 2Suer)
dDd ® 1nIoa1 0) sAep ssauisng /] YOO}
1] ‘oSeIdoAR UQ "SABP GG IOAO SUONEBIO]

*SSQUQATIONIJO JUAUNINIOAT
Aynuenb 0) S1IOp[OYEIS JUBAS[OX
uooM}9q UOIIBdTUNWWOD
[yoed Jo j00yspeards pafrelop e

ured o1uOIYO
ym sjuened Jnpe 0) SAJTAISS oIed
Arewrrd opraoid jeyy soonoerd
QurdIpow A[Iwej IO QUIdIpoW
[BUIOIUT eIOUSS WOIj SjueISISse

SIOMOWeT) ¥/
oY) uo paseq K3oens
JjuounINIoAI Jopraoid
oruonode Aqurewnd e

oo ores Arewnd uo) je Surdnoeid  PAUTRIUIRWIONBUIPIOOO YoTeasal  uerorsAyd pue ‘siouonnoerd osmu - Supuowo[dwr ajenfead SIBIS PANUN)  7TOT '[B 19 ONUSINZBIA 1T
€1/01  SdDd 9IQISIP €9 JO Cp PANNIOAI oAy QUL [BHIpI[[onuodpaziwopuey  ‘suerdisAyd papnput SdO4 2[qISI[g  Pue 9qlidsap of
Ouav)
(01 7 U) sAIpnNIs ~ SIJIUDD YOIeasay
OUAV oY) I0J IOJRUIPIOOD Apnis B dSBISI(] S, JOWIYZ[Y
se oouarIadxo IeoA ouo ISed[ Je pey  OM]) I SIOJRUIPIOOD
“UOT)RULIOJUTSTUI Jsowr pue ‘(g »u) )¢ IpUNSpIryl-om)  Apmis Jo soanoadsrod
[eorpaw Jurssaippe pue sainpadoxd Jsouwrfe ‘(11 %¢U) PO sIeak O Iopun 3y} wolj ssavoxd D ayp
xo[dwoo Sururejdxe ‘uonuaye juedroned [TeIsow|e ‘(4 %4 U) UBOLISW Y UBDLIJY  POUIWUEXI 9M “[OIeosal
Surureyurew diay Surpasu porrodor  S[AS[AN[IQEPRAIPURIUSIUOI0)  19)enD-3uo ‘(6 /] W) SHYM SpIYr VUl paureiqo st
Auew ‘1oromop ‘sse0oxd O oy) (s WIOJ DT S,19)U0 YoBS PAIMAIART  -0m) ‘(0T %u) opewdy Aprewrnid DI moy oroxdwr oy

01/6 UOTORJSTIES [[2IOA0 PAIodoISIONeuIpIoo))  9AA (JDI "UoIeasal dAneiend) oIam SI0JeUIpIood Apnis oyl  senmunuoddonuaprof, S)BIS pAIUN) 020T “Te 19 I19ANS 0c
10J "yOIedsal ul
uonedronied juosuoo
*$$0001d Juesuoo ay) Surpredax Jo spopow Furgowd
UOTJRULIOJUT [EITPAWLITAY) WOI) A[JUIJJIP TSI9¥ el [edIaydo1q uo 9jeqop wirIojur
VNJ 119431 MIIA jou pIp m«ﬂoﬁcommom pue YN{ I0J poo[q 23jeuop 0} pue ¢ SOTIRUdIS
*90BJ-0]-90B] JO PLI)SUl dUI[UO ssoooxd pue JIsIA %U:um TedmaI[d e I0jJ (Srew 94, ‘Qrewdy  YOIBISI JUSIQMIP Ul
Juosu02 oY) 91o[dwoo 0) Surfim orom 9,08 [PIASOH S,SPWOYL, IS 0) SWO0D  9568) sTeak £8-8] = o3uer a8k ‘G $50001d JudsUOd 2 UO
10AQ “0onoeid 1uoLmo 0) Krenuossiyorym  SdIreuuonsanb yieay [eisod 10 jo 98 ueaw v im (91l asuodsar  SMITA Iy dro[dxe 0y
Sunedronaed ore Koy yorym ur Apms ¢ AUI[UO 9[dWOD 01 PAYIAUL 218 9}G) SIreuuonsanb Juasuoo auruo  ‘ssa001d JuLSUOD OY) UO
JO IOUDIRISAI UIRW JY) JO AINUapI oY) Jo  SIdAUN[0A ‘Ansi3ar ayy Surutof  ay) pajejdwod goeg ‘Sredronied  SI9NUNOA YOIBISAI JO

8/8 pawLIojuIaq 01 pardjaId s1oqunjoasoly  UO “Apnis [BUOIIDIS-SSOID O} PAYAUL S)3[qns $Q7 + Yl JO  SMIIA Y YSI[qelsd OF, SN [STARCEERNIE) | 61

‘sonuIw O¢-0g Arewnxoidde
paise] pue suoydofa) £q 1O WOOT
juosse [eroy  [e3dsoy djeand e ur psjonpuod q wryaxd A1oa je
‘sem 210yl ‘Sursnjal AJNOyJIp Ioy  2IM SMIIAIU] [BL) Y} Ul Surdweo p1od jo Surwrn
IBOX pue
191 sSurpurg SPOUIRIA PUR [BLIQIBIA sonsLaloRIRy) S) pue ojdwes $9A192[q0 Anuno) S[Ie1op sIoyiny ON

21quL Sa21UP [ X1puaddy uoypnuyuos -

Vol. 132, Supl 2, noviembre 2024

S324



DORELIA PAJUK E, ET AL

©9zes t8nd ur panunuo)

[RUOIIENYIS [NISSAIS B 0 SUOTIOLAI [RUOTIOWD
ur Surpuejsiopun jo o[ ¢’ Supjew
-UOISIOdpP [eUONEZIUBSIO Ul 93pojmouy jJo
Yov[ ' tosuodsar [elorAvyeq uewiny ur
Surpuelsiopun jo yor[ ¢'{ AN[ENUIPYUOD
Jo oourinsse g'¢ ‘ofenSue] JDI [+

oSen3ue] JDI 1°¢

ssaooid dn-yreys
9)Is oFeIS-0M] €' (SIUSWNOOP JUISUOD
pawwIojul Jo ySuS| oyl partw| APdLIs 'Y
‘uowrwod ur ofengue| B 9ARY jou PIp [T

uoneuLIOjuT
o)ordwoour g | ‘pourejdxe Sureq jou ¢
o[qepueyszopun Aented 41 ‘A[ySnoioyy
ADI Surpear jou ¢ DI SuIAIOAIX
JoquIowdl jou 7' DI Sumes jou ||

QWIOS AN “SIOqUIdW AJIUNWIWOD [ENPIAIPUL I Iom 0) deridordde sem 31 moy/oym
Judym Aes 0] AJrunwwiod oY) Mo[[e 03 moy pue sjuedronted JUSISIJIP YIIm SIoLLIRq 9FenTue|
INOQE POULIOJUT SEAM WIEI) YOIBISAI 1Y) JBY) pasIewal juopuodsal e ‘ssao01d juasuod oy
ur SIOP[o IIm Surjiom A¢g "UonenIs [NJSSans & 0 SUOIIOBAI [EUONOW IO ‘ SUIYRW-UoISIdop
[euoneziuesio ‘osuodsal [BIOIABYDQ UBWINY pUBISIOpUN A[[eal Jouued nok ‘sjuowoguetie
[eInIonns [e1o0os Jo/pue 1xauod s0e[d € jo jueziuSoo Aprenonred Surdq Inoynpy -

*SOLIO)S UMO S, AJIUNWIWOD Y} 0) 90104 9413 0} sydeiSojoyd
pue Surddew ‘soSewr [ensia osn ‘soweu PIim 9s1010xd Jurddew op ‘yuedronted 01 Adoo
Judsu0d e op1aoid ‘soSensue| [eoo] pue ysi{Sug ur yjoq sjnsai yrodar ‘soSensue| [eo0] pue
s10je[sue) Supyeads-oaneN Sursnjuasuod ajeridordde 9Inoos 01 suLIOU [BIN)[NO AZI[1IN 0) pue
soSensue[ oAneU SuIsn AQ JUSWNOOP JUISUOD PAULIOJUT YY) JO 9Fpajmouy| djenbope aInsud
0] {S9[NI $SAJ0E BIEP puE sjudwaImbar AJ1[enuopyuods Jo 93pojmouy yim ‘sonsigo] Juasuod
pauLIojul uo Sururen AJUNWWOd FULINSUD JOJ SUOHEPUIWIOIAI  SIYIIBISAI SOPIAOL] -

PaIopISUOd SuIdq SUNS) YOILISAI IO [BIIUI[D dY) uo Surpuadop mof 23inb oq Aew sysLI asoy)
USYM UOTIRUTWLIOSIP JO SI29J USIYSIoY pue S[eNnpPIAIPUI W[SYMISAO P[NOI dFLISA0D S,y NID JO
SIIWI] 9Y} JNOQE [IBIP YONW OO, ME[ UOIJBRUTWILIOSIP-IJU. UL UI UOISSTWO A10A0 Sunsiy a1rmbaox
PINOM QINSO[ISIP JI IO UMOUNUN JO dIeX AIOA 9q O A[YI] oI dwWOos J1 A[[e10adsa ‘ainposoxd
[eo1ur[d 10 Apnis € Jo YsLI oy10ads 9]qIssod £10A9 0 SJUIWNIOP JUISUOD PAULIOJUT 1O X9 J0U
UOIBWLIOJUT SIY) MOUY SIOYIIBISAI PUB SUBIOIUI[D dwnsaxd jouued om ‘puey I9yjo oy} uQ -

*Apnis 9y Jo syyouaq pue sysi [enuajod 10yjo SurySrom os[e dIe S[enpIAIPUL 9SNeddq
oedronaed 03 ssouSur[im uo joeduwr ss9[ 10 a1ow dALY Aew dFenSuUL] JUSWNDOOP JUISUOD
pauLiojur 9y ‘Apmys yoreasar e ur uonedronied jnoqe UOISIONP [ENJOE UL U LW UdYAN -

‘sorpmsqns ur uonedronted yiim parnodo aaey Aew jey)
JudWOIUDd Ul AB[op dy) Juem jou pip jo[id ay3 jo red usoq jou pey jey) SIS ay) Jo Auew se
J0308) SunIwi| e os[e sem ([eL oY) 939[dwod 03 sa31s mou Oz | Surppe uay ‘says joqid (o] e
Juowolud Suruursoq) ssooold dn-11e)s 9)1s 95e)s-0m1 S, ApIs [ VLS oy L dre[dwa) Juosuod
9SIOUO0D ,SISYDILISAI Y} JO YISU[ 9y} UBY) SSI[ 0) SJUSWNIOP JUISUOD PAWLIOJUTI JO YISUQ[
auy il Apowns suonen3ar oy, “(esney syeads aseq juoned oY) oroym ‘BLIOSIN Ul IS
9[3urs oy se yons) s Sunedonred royoue ym uowwos ur d8en3ue| € 9ALY JOU PIp A3 ],

*syualdioar (9417 L6) 1S0W 0 SUIPIOJdE d[qepur)SIopUN Sem pue
(9%1°99) suoneurwexs aanerodo-a1d Sunmp Apoarssaroid papraoid sem uoreurIojur oy ],
*9101dwod 31 PAISPISU0D 94" [ ¢ A[uo pue ‘ojo[dwoosur 9q 01 uonewLIojul siy) paspnl 9,9'89
959y} SUOWE {UOIIBULIOJUI [RI0 JOULINJ PIATIOdAI sjuaned JO 9,6° €6 ‘1OAMOY £949°G9 0} A[uo
Aqre1o paurejdxo sem 11 ‘way) o) paure[dxa 10J JuasuU0d uanLIm ) pey sjuaned [[e 10N (g
9[qel,) 2inpaosoid ayy pourioyrod oym uoo3ins oy £q WOY) UIAIS 910M SULIOJ ULIM I}
Surareoar syuened Jo Jueorad oAY-£110, "A195INS 910J9q A[QIBIPAWILUI JO SINOY WOS UTYIIM
1 POATOOAI 9 " [ LIy ‘(3SQI[IBD Y} &) AI193INS 910Joq Aep © ULIOJ D] UNILIM ) POAISOAX
sjuoned jo jrey Aporewrxorddy ojqisusyardwosur 1 pAIOPISUOD dUO ON ‘d[qepuelsiopun
Arenaed 31 pawodp 9,16 pue “Ied[d 1 paSpnl 9606 ‘DI AY) pedl oym dsoy) Suowy
‘A1ySnoioy) i1 Surpear payodar 9,8 1S A[uo Inq ‘yuared 10 dane[al e y3noay) 1o A[jeuosiod
31 pauSIS WLIOJ DI 9y PIAIadaI oy sjudrjed [[V “31 SUIATODAI [[BA1 JOU PIP (%6 € ]) SIdYIO
a3 pue ‘31 393 Jou PIp AU} 1Y) PAIR[OAP 99" | 9ANe[aI € 10 Judred € 0] 31 pajeSo[op Koy
Jey) pauodar Aoy 10 ‘WI0f DI UMM B PIATEdAIL A[[euosidad (946 Hg) siuapuodsar JSOIA

610C
“1e 19 A9ISId

caoT
‘*1e 19 Qourrg

Ss1oc
“Te 39 Suruuag

610C
e 30 ourzzo3y

SANIUNWIWOY) PAse-ode[J YIm
[oIBas0Y PoL] [EIUSWUOIIAUL Ul
sordrouLig reonpg Surs) uo LoAIng 14

JUSSUOD PAULIOJUT UT
SYSLI UOTIRUTWILIOSIP SUISO[oSIq
IWNIPUNU-09 SYO0[IP[oT YL €

‘Tern
(I VLS)uauneal], [RIAONINUY
Jo Surwiy, o153ens LHOISNI
oy} jo Apnmisqns e :sorydeiSowop
pue soss-o001d Juasuoo payrodoy T

Apnis [euono9s $so1d v sjuaned
[eorSins wiojur A[ojenbope
JUSSUOD POULIOJUT UINLIM S0 I

Surpo)

JA R CEREY
100[qns uewNY UI JUSSUOD PIWLIOJUI SUIUTEIQO J[IYM PIINUNOOUD dIe SITUS[[EYD JBUM,,

Ieox pue
S[TeIdp sioyIny

OPLL ON

sooreA 2redwo)) g xipuaddy

S325

Gac Méd Caracas



CHALLENGES ENCOUNTERED DURING THE PROCESS OF OBTAINING INFORMED CONSENT

©1z€S 8vd ur panunuo)

owin $$9[ €' ‘UONBULIOJUT A[NI] 00}

pue yonuw 00} 7' g ‘SUIpuBISIOPUN SONPAI [*§

AD PaziAnuadul uey)

[[BO91 JUASUOD JOMO] S| JUISUOD [ensn [/,

$[00) SuISueyd ¢'9 QISP

siuapuodsar g'g saIoiur Jo yor[ ['9

S[ENPIAIPUL SICINIL G

¢ssordrourid yoreosar urdysopy Sunjuoworduwr
souo[[eyod "¢’ ¢ ‘Sunoidiour ur SOOUAIYJIP
"7’ G $SQISLIOUASOIPI [BINI[ND JO OUINPUI [

“uawif[oIud Aynsnl 03 ysnouo
sem s10Ujo Surd[oy 0} JUSUIWOD [BISUAS € ‘OWOS IO, *SUOISIOIP LW O} QW) SSO] YOO}
pue swn ss9f pey Ady) ‘SIISIA drur[d Surmp way) payoeordde om uayp “uonedronted jnoqe
UOISIOOP POULIOJUT UE O3BW 0} PUE SUDSE 0IoM dM JeyM PUB)SIdpUN O} W) dY) J00) Ay [,

uonoajoxd uewny saoqe douerdwos Juroeld ‘Surpuejsiopun

j0u Inq douel[dwod Jo dourINSSLAI SIAIS 9FueyD SIYL "("P'U ‘[00YOS [BIIPIJA UBSIYDIIAl JO
AJNSIOATUN)) PIIEPI[BA UDQ JOU YOIYM ‘D] PozIue3I1odl (105u0] spiom 00g) Jo3uof e 01 D
ISI[[O9YO PAJepPI[eA INO WolJ Aeme daow 0) pa[[adwod 319y 109foxd Areiqrjorg YHDIIN W)
Uo SjuaWNOOop puk $sd001d Juasuod sy pajepowr Yorym ‘Kiojisodororg HIA) POYSIGeISO
Amau e ‘sjuowaainbar yvdIH 100w 0} ‘opdwexe ue sy ‘sjuowannbar yydqrH 100w o)
0s op 03 po[edwod are sgy[ ‘SuIpueIsIopUN SONPAX SPIOM SUIPPE JI USAD J[NSAI B SY -
‘Surpuejsiopun jsurede ‘oSenSue|

Kioyengax panmbar pownsard Apremnonted ‘uonewojur jo aoueirodwr oY) SurySom jo
uonisod J[NOYJIP A UT SOIPIWWOD MITAJI Pue SIoYdIeasal Junind ‘passaippeun suonsonb
K93 9AB9[ P[NOD UOHBULIOJUI S[NI[ 00) ‘TUISNJUOD 9q ABW UONBULIOJUI YONW 00) I[IYA\
€THTH 01 UMOYS Uddq Sey SULIOJ

Juasuod xo[dwoos ‘Suof uo Jurkar ‘xo[dwod 210w W09 SBY YIILISAI [BIIPIWOI] SV -

suono9jod yoreasar
uBWINY PUE UOHIEWIOJUI APNIS JO [[€991 SUIOUBYUD JOJ 9I1npad0id JUdSUOd [RUOHEANIOW pue
[EIPOWIAI PAUIQUUOD B JO AJI[IIN [BIIUI[D pue [ednsne)s oY) suioddns SIy ], *9 65 03 %69 WOy
POSBAIOdP [[EODI UYOIYM UI UOHIPUOD [ENSn SB JUSSUO0I/NVD) AUl Yiim paredwiod ‘9,¢g] 01
9,/ WOIJ [[E991 JUSSUOD PISBAIOUI 2INpad0id ULIO] JUISU0)) dAIIUIUL/JD] UL (8 [=P
‘1000 0>d :yi3y 9" [=p  1000"0>d :ynoy " [=p 1000 0>d P :9"0=p s, uay0)) ‘€00’ 0=d
IPuU0d9s) uonensuwpe juanbasqns yoro e 10yS1y APueoyrusis 91om SI09S D] ‘TOAMOY
(T 0=P ‘6¢ 0=d) uonensmuIWpE ISIY Y} Je IOJJIP JOU PIP SUOHIPUOD OM] JY) UT SAI0IS ZINY)

*9sn 0] Ased sem

weadoxd oyp ey pejrodar Sunuasuod paseq-101ndwod ay) 03 POZIIOPURT 2IIM OYM UIW Y[,
*Apmis SUNUISUOD Y I0J IAYLINJ PIMO[[0] JOU d1oM KU ], *souoydpeay Jo 9sn oY) YIIMm UIAD
Jeay 0} 9[qeun Sem duo pue “1INdwod Ay asn 0} ur[[im Jurdq IJNOqe purll SIy paSueyd AUO
£JUOSUOD [RUONIPEN) 0} pa3uRYD puE pale)s pey L) J9jje uLe Sunuasuod paseq-rondwo)
a3 woty maipyiim didoad om], *$s9201d JuSUOD 90BJ-01-908] )

pasrojaxd Aot $SOIY 9) 0) PIZIWOPULI 9q 0) JUBM JOU PIP A3} 9SNeOaq APNIS JUISUOD A}
ur uonedronted paurjoop ojdoad om], ., PRISQIAIUI JOU,, SB UOSBAI AY) PAIID ‘ApPNIs JUASUOD Y}
ur uonedronaed paurfoop I1nq yueqoiq oy ut pajedronred oym usw gg ay) Jo Ajuofew ay ],

S[ENPIAIPUL AJRIANI[[I WOIJ JUISUOD pauLIojul Sururelqo Jo Anoyjiq +

Judsuod pauriojur Aprenoned ‘sopdourid yoreasar urasopy Sunuawdrdwr sasudfey) ‘¢
sordrourid yoreasar feoryyo Sunaidiojur ur sooudIdI "7

*Ied [eOIUI[d Ul ssao0xd

JUOSUOD PIUWLIOJUT SY) PUB INSO[ISIP JO [OA] Y} UO SAISLIOUASOIPI [BINI[ND JO dOUINPU] * |

‘Apms oy ur Sunedronted ojqe1IoJwoOd 919M AU} USYM pue
‘SN MOUY WYIpue Way) mouy 03 Sunes ‘way) s Suneaw awp juads om ‘syuedronred

S10T 39[s820

S10T
“Te 30 105unsog

SI0T I
10 A11eDOIN

v10C
“Te 30 TME(IrY

juowdorerag
Kioyisodarorg jo sorpyg oyl jo
Apmg reoundwyg uy :Areiqrjorg
VNAd dtwousn YHIIN 24l

sonbruyoo)
[BUOIIBRATJOW pUB [BIPIWAI
Sururquiod £q yoIeasar 03 Juasuod
Ul [[B091 JO S[OAD] MU SUIAJIYOY

Sunuosuo)) paseg-1oyndwo)) pue
reuonipel], Surtredwo) Apmg 10[1g
V :UASUO)) PAULIOIU] JO SJUSW[H

JO [[B09y Wi -Suo

uonesnsoAul

oanejrfenb e wouiy s3urpury
aejed) ur sjuedronaed yoreasar
Sunesuodwod pue ‘JudsSuod
pauLIojur

Surure)qo‘ SunInIoaI Jo saIpIdoId

Surpo)

JA ARG
100[qns uewINy Ul JUSSUOD PIULIOJUI SUIUTRIQO I[IYM PIIAUNOIUD Ik SASUS[[BYD JBYM ,

IO pue
S[IeI9p  SIoyINY

SPLL

ON

s201D Y 24pdwo)) g xipuaddy uoypnuuod -

Vol. 132, Supl 2, noviembre 2024

S326



©QZES “8nd ur panunuo)

POUIN]AT JOU dTOM
SJUISUOD PAUSIS 7' QW) OIOW SPAAU ' [

Surpueisiopun Jo 92139p [ [

syeurtof 1oded ¢ (1 ‘syeuniog
21uoNIF 7 01 ‘AySua] pue paoe[dsIA 101

DORELIA PAJUK E, ET AL

[QAQ] TRUOTIBOND " (¢ SIOUAIYIIP
[eUOTIBIOUQS 7'¢ (SIUQWIRIS SSO[ ['6

s Suofe papiaoid a1om POAJOAUT SIIUN SJUSIPAISUT Y} JO $)SOO PIABWINS Y[, *XOq[Iew
Qoyjo oy ut 31 doip pue ‘dweys ‘puadde ‘[oqe] ‘[eas ‘101391 uoneIAUI U JuLid O) UrW / O}
G JO o3eIOAE UE YOO) J] "UONEBIIAUI PUODAS Ay} J0J pasn saSed pajund g pue sadojoaud
oS1e] ¢ ‘sodooaud [rews ¢f ‘sdureys [eysod ¢z ‘uoneyiaur siy oY) 10y soded pojurid
I+ pue sadojoAus oz1s a8I1e| ¢

‘sadojoaud az1s [rews 9g ‘sdwre)s [eysod [ ¢ popN[oUT YoIym JUSUWIUTEIGO JUISUOD 0) UOTJBIIAUT
[enIur 9y} WOy pasn sjuauodwod aY) U0 PAseq SEM SIB[[O(] UBIPEUE)) UT JSOD PAJLIIS? AU ],
*SJUSWNDOP JUISUOD I1AY) JO SNIL)S Y} urerradse o) auoyd £q pajorIuod aq 03

pey Aoy} pue ‘ paULINIAT JOU QIOM SIUSSUOD PAUSIS JIAY) 9SNEIAQ PIYNUIPT IIM SISED IS,
*1SO[ QIOM PIATIOAT A3} SIUSWINDOP [BNIUT O} dSNEBIAQ SISED 0M) UT PI[IRI-IT QIOM SULIOJ
Juasu0d Y[, *SAep G Jo (YOI) 28uer onrenbrojur ue yiim skep 6¢ sem JUSIUTEIGO JUISUOD
10J QWIT) UBIpaW Y, ‘SAep g6 JO wnwixew & 0) sAep g JO WNWIUTW B WOIJ SILIBA [Teu
Q) Ul SULIOJ Juasuod pausSis oy Jo 119001 9y} 0) UONEBIIAUT SY) WO} SUWIT) AL, "PAIOLIHXD
9Q 0} UONEULIOJUT [ENUSPYUOD JO dFUEI dY) 0} PaaIfe Juasuod papraoid oym asoyl [y

uewIon 1o ysiuedg se yons soSen3ue| I0YJ0O UI MO] OS[e Sem AJI[IqePeal pue ‘1x9) apraoxd
[ooyds yS1y ‘sprepue)s AJ[Iqepeal oY) JO 1I0YS [[2) B} SULIOJ JUISUOD PIUWLIOJUT J0J 1X2)
op1aoid udljo S ULOLIOUIY ‘SMOTARI ] SUIMO[[0J posoxdwlr JOU Sem PUE SIX3) [OAJ]
-1ooyos 1xa3 papraoxd A[ySiy Jo Jey) uey) JoMO[ yonw sem SD] Youai] jo Ajiqepear oyl
‘pea10) Aseajou are S| ‘A10jorjsnesun surewar Surpuelsiopun jo 22139p s juedronted oy 1,

yeuriog roded ur sIoUJO pue JRULIOY JTUONDI[O Ul $59001d JUISU0D
Q) JO SJUSWIO[O QWIOS DABY O} DATIOVIJQ ISOW oq JyYSIw I1 Jey) $1s953ns sy, "AySud pue
pooedsiw pareadde $s0001d JUSSUOD PAWLIOJUT OTUOI)O[A A} SULINP PISSNISIP UOTJBULIOJUT
owos Jey) payodar Aoy, ‘smararour ay) Sunnp sosuodsor aanelfenb syuedionred oy
sem $s9001d JUSSUOD PAULIOJUT A} douANUI ABW JBY) YDIBISAI SIY) WO SUIpuy 19yjouy

‘anjea Jo aq Pnod JOI JADAIS Y} *SNY) S[OAJ] [EUONEONPD JUIIFJIP PIM SPUnoIfyoeq
SNOLIEA WOIJ 9W0d A[[e10uad $102(qns yoressar‘eonoeid yoreasarug “uorsusyardwod s1oafqns
[OIBISAI 0] JUBUTULIOJAP Jofewl © ST [0AQ] [BUONEONPD dY) Jey) SUNensuowap 9OUIPIAD JO
SOUI] 9] YIIM JUI)ISISUOD ST ST T, *sdnoasS yjoq ur Y31y sem [9A] SUIPULISIOPUN SOYM ¢ [IA]
reuoneonpa s syuedronred o) ur 109JJ0 A[NI] SEM 1Y) ‘7 PUL [ S[OAD] [EUONEONPD (IIM
sjuedronaed oy ur Surpueysiopun [ewndo yym sjuedronred oy jJo uonzodoid oy pasearour
ADI POUBYUD dY) e} SJBIIPUT J[NSAI Y} YSNOYI[E ‘ [9A] [EUOTIEONPD OY) 0} SPILTAT I -
SuoNeIdULS 1930 JY) 0] uostredwoo ur

uoneIaudd s1owooq Aqeq ay) Ut $192[qns Jo 1oquunu [[s Y} S1I[NSI ST 10J uoseara[qissod
V (S01'0=d ‘% 9€9 "SA 9 € €8) ADI [BUOHUIAUOD ) ULY) UONBIAUST SIY) UT SANIIYJD
QI0W SEM D] PASULRYUD YY) Je) 9pn[ouod 0} ysnouad ApuedyruSis A[[eonsne)s Jou sem i1
‘10130q op 03 dnoid gD peouryuo OY) Ul SIOWO0q Aqeq J0J pual) B Sem dIoy) y3Snoyy -
21098 IoYSIY © 9AdIYOE 0) 9[qe sem dnoiS DI

padueyuo 2y INq D] Y10q ut pajuadsard AUaroyyns o1om A[JUSLISAPLUT JOMSUE JOILI0D df)
op1aoid 01 9ouBYD B [ENPIAIPUT UB dALS $0010yd Tomsue o[dnnur yyim uonsanb papus-asopd
© :[00) UOTIEN[EAD Y] JO YOrqMEIP d[qeonorld & 0 anp 9q P[NOD SIY ], "90USIIJIP JuedyIusIs
A[reonsnels e moys jou pip sdnoiS om) oY) usomjaq paromsue A[Joa1100 oym syuedroned
oy jo suoniodoid ay3 Inqg ‘gD [BUOTIUSAUOD Y UI SWIA)I OM] 2IdM 1) ‘A[SunsaIouy -

S1oT
“Ie 12 yoequany

910C ‘NWyEN
pue nkrpy

S10T 18 19 sted

v10C
“Te 10 [PmMyIoy

S10¢
“Te 19 uooquios
-os3uniuooy

Ksdojooreu
JO $3ased Xapul wolj jusawurelqo
JUSSUOD PUB JUAUWIINIOAI [BISOJ z1

SSUINOS [ UT APNJS B :JUSWOIUD
Qonpoar inq Surpuejisiopun
.sjuaned aseaIoul J0Uu Op YoIeasal
[eoIpowWOIq IOJ SIULWNOOP

Juasuod pawrojur pasorduwy 11
$$9001d

JUISUOD) PAWLIOJU] JTUONIJ[H U

JO[BLLL, PS[[0NIUOD) PazZIWopury v/ o1

Apmis po[[ONUOD-PIZIWOPULT ©
WIOJ JUISUOD PIWIOFUT YHDAIS
9yl Suisn Apnis 1991UN[OA
Ayijeay ' ur Jurpuejsiopun
.sjuedionied poaordwy 6

Surpo)

., JOTBISAT
100[qns uewINy UT JUSSUOD PIULIOJUT FUTUTEIQO I[IYM PIINUNOOUD oI SATUS[[BYD JRYM ,

Ieox pue
s[rejop  sIoyny

apiL ON

201N 240dwio)) g xXipuaddy uoypnuiuor -

S327

Gac Méd Caracas



CHALLENGES ENCOUNTERED DURING THE PROCESS OF OBTAINING INFORMED CONSENT

1 6ZES 8pd ul panunuo)

Jyoeq-yoral oy}
11 jou pip syuedronred moy ¢/ |
£1931e[ 10 IN0 padeds 210w 2q 011X
Q) I0J PA2U “¢* /] {YOIBISAI IAYJ0
JUOTIRULIOJUI T L1 *S109)JodPIS/SySLI [ L]

Sunyew-uoIsIoap A[Ieo
QALIP AW SUOIBATIOW [BIDUBUL ¢ Q] ‘QI0OW
SNO0J P[NOYS [OIBISAI JO MIIAI A10Je[nSox
*Z°91 t$oNSLIMaY Sursn SUOISIOIP ABUW [

sjgyousq
pue YSLI UO UIOUOD sjudpuodsay ['G

*[JOIUD 0} SUd) LW
QOUTAUOD 0} JopIey '] ‘o3 Aq SOOUdIJIP
ou /'] $[[0IUD 0} 9snja1 03 9[qissodwit ¢4 |
{[[o1uo 03 anssaxd 3] '] {PIYSNESSIP [

QIBD JOU ' ¢ | ‘PBAI O} Juem JUOD € ¢
‘Surpuejsiopun 0} xo[dwod
00) 7'¢[ ‘uondoouoosiu onnaderdyy, ['¢|

..zinb dod e oy11 ‘pazzinb Suroq we [ oY1 1[0J J1 95N PIEMYME S[99) 11,, 19119 pue)sIopun
ouwl opew 1 OYI[ [99F I, UPIP I1,, By} AIOM SJUSWIIOD dY) JYOeq-[oed) 9y} oI JOU PIp Oym
syuedronred may o) 10, - “JUSWNDOP A} pueIsIdpuUN pue dziuedio o) saw sdjoy I "Arewrwuns
oy) s owr padjoy orpne dy L, pue ¢ sosned enxo 03 onp 105UO[ J0O) JI PUB SUOJOUOW SBA
Q2104 OIpne AYL,, . o1pne o) dn paads 03 AJ1[1qe oy oY1 [,, £,,0110GOI 00} ST OOIOA YL, dIOM
A3o[0ouyo9) 9y 03 paje[al spudWod ddwexH ‘oIpne 9y} FULILIY JO SaINJed) [edIS0[ouydd)
UO PAIAUD SHUAWWOD JOo dnoi3 Jayjouy - 1931e] 10 Ino padeds d1ow 9q 03 JX3) Y] I0J pasdu
AU} UO PIIUWWOD S[ENPIAIPUI WOS ‘Arewrwins ) Jo uonejuasaid oY) uo Sunuawwod
uayA - 91 Jo Ayenb moyy uo Snip Apnis pue Apnys oy jo joedwil 9y) pue popadu oq
PINOM [OI1BISAI IOY}O/UOTIBULIOJUT JOYLINJ PUE S}O9JJO OPIS/SYSLI 2IoM PJIo suoseal juonbaiy

Jsowr 9y} ‘[[0Iud 0) Sul[[Im SUIaq JOU JOJ SUOSEX A} PIYSE USYM -

S[ENPIAIPUI QWOS I0J FULW-UOISIONP A[Ied QALIP ABW SUONBANOW [eIouRUY (¢) pue
‘syuedronaed aanoadsord yim juoweFesud A[Ied U0 2I0W SN0 P[NOYS IILISAT JO MIIAJI
K1072[nS21 (7) ‘[BLI} B UI POAJOAUI S[IRIOP 9} JO SUIYSIOM SAIIRISQI[OP UBY) JOUILT SONSLINAY
SuISn SUOISIOOP e ABW S[ENPIAIPUT QWOS () :SUNBW-UOISIOP Y2I8asaI oA0Idwil 0) MO

(UOTJUDAIINUI Y] JO S)OJJO ISIOAPE
UOWIWIOD PUE ‘}JoUq JOAIIP *JSLIS[qBIISAIO) Jo[ew **o'T) S}youaq pue sysLI Jo s3doouod oy 03
paje[ax a1om Apnis SIY} Ul s)udpuodsal oy 0) LIIUOD JSOUW JO dIoM Jey) sl a1y} doy oy,

[[0IUD O} SUAD) J[BWY AOUTAUOD
0} IopIey paLn dAey pnom syuared pue ‘syredioyunods opew Iray) uey) ou Surkes AJNoyJip
arow pue anssaid orow 310dorx 0} SUSI) S[BWIDY JOJ PUDI) B “JOAIMOY ‘SeM dIY, *SuIsnjox
Aynoyjip 10 ainssaxd paared1ad ur SSQU[[I JO AJLIOADS 10 93k AQ SOOUAIJJIP OU 1M I}
‘Kparoadxoun jeymoawog “uonoddjoxd pue 11oddns Jo poou ur jsouwr oY) 9q Aew SU9) ASAY ],
-osnjox 0} d[qissodwil JO J[NOYJIP USQ ALY P[NOMA I pIes Jo/pue ‘[[0Iud 0) axnssaxd I[of
‘ssoooxd oy} Uiim POYSHESSIP Sem 1IOYOD U9} INO JO JOsqns SUIIOdUOISIP Ing [[BWS Y

ared jou Adwirs Aew s309[qng 4 sisaypodAH

‘peojumop pue aur[uo aseyoind Ay} aremijos 03 Jururerrod

SIUWISE 1aI) A9U) Aem OU) Yonuw SULIOJ JUISUOD Jean) AU Jeyj) peal 0] juem J uop Aoy
rey) . 9erdiofioq,, pownsaxd SuruSis 0} powoisnooe 0s oq Aew sjoalqng :¢ sisoyjodAy
31 pear Aoy Surpuayard £q ooey

QAES pue puejsIopun 0} Xo[dwod 00} [BLIdJEW JUISUOD Y} puy Aew $309[qng :7 sisaypodAH
*A[[BO11IO WLIOJ JUISUOD & PLAI 0} MO0JJQ 9Y} 19X

03 uey [euorssojoid Ayromisnn e isnay A(dwis 0} 191SeO pue [eUONEI
WIS PINOM T 90U WA} Wy P[nom eyl SunjAue ayerropun jou
prnom oym Tmcommmo,.wo,_m pale[oI AYJIOMISTLI) B SB POPIBSI ST IOYdI8asal 1o uerorsAyd
Ay yorym ur ‘uondoouoosiwu onnaderayy oy Jo uoisioa € 9q Aew siyp, :[ sisoylodAH

~dwreys [e3sod oy ‘Jue)Xo I9SSO[ © 0) pue Arefes
JJeIs AQ 10J PAIUNOOOE Sem IS0 dY) JO ISOA “[ d[qe], ul Judsuod 1ad s3s00 Surpuodsoriod

£20T ‘18NS

(([{[ANURERYEE |

810¢C
“Te 310 Suemqey|

$10T 1830 Ape1D

S10T
“Ie 19 yoequany

[BLLL 1O[Id PoZItuopuey]
Vv :senuourjy pojussardoriopun
Suowy [eli] [EOIUI[D ® Ul
ojedronied o3 ssouSul[[Im
oaordwy 0) QourISISSY OIpny
pue Yoeg-yoeal, Ylim JUISUOD)

PAULIOJUT JO UOTIEN[EAT]

*SULIO
juosuo) pouriojul jo AN
pue ApmS UONUSAI-U] YI[edH
[e101ARYSg ® Ut uonedronied piyd
INOQY SUOISIOJ(J JudIed SUISSISS Y

AoAIns Anjunod>-nnw v
ISULIOJ JUASUOD PAULIOJUT UT PASU
sjuedronted yoreasar uorjeuLIojur
JOIUDIXIOY) PUE UOTIRULIOJUT JEUY AN

SJUQISI[OPY JO
SOOIOA QU ], (YOIesay Ul JUISSY

j10doy AreurwinRid v
1SQUIOOUT MO TYIAA Stuedio
-1ied Suowy JUdSU0)

pawojuy Jo
Surpuey-s1opun pue Aijiqepeoy

L1

91

S

i4!

€l

Surpo)

L OTeasax
100[qns ueWNY UI JUSSUOD PAWLIOJUI SUIUIRIQO [IYM PIINUNOOUD dIe SITUS[[EYD JBYM,

10X pue
s[Ie1op sioyiny

SPLL

ON

s201D N 24ndwo)) z xipuaddy uonpnunuos -

Vol. 132, Supl 2, noviembre 2024

S328



DORELIA PAJUK E, ET AL

SMOpHIOM [eoTul[d Sunsixa Kjipow 0y
Qouejon[a1 ‘¢ [ ‘Awouoine feuorssajoid jo
sso[ “§ 1 ¢ ‘syuaned ym sdiysuoneor ¢ g
£JSAIdUT MO[ "7 [ -SIUTRnSUOd awin "['[7

oFpamouy Jord
G’ ()T “STRLIQIBW JUASUOD 7 () -Q[NPIAYIS JISTA
*¢'0g seapooord Apms oy Jo Ayxordwod
‘707 ‘uonuoayeur juedronaed 10

s1oyoIeasal pue sjuedronred

[oIeasal uoamloq diysuoneor g’ g $ossad
-o1d juosuod

Q01J-0)-008] [RUONIPEI} UR} JOUJRT $9s50001d
JUISUOD JUIUO AINIIS IIM J[RLIOJWOD " [

{Juasuo0od Jo
AYIpIeA ¢ ‘SUIpUB)SIOPUN PUE UOTIRWLIOJUT
‘oUW U9aM)aq douR[eq 7' “S[RLI) JUIJJIP
10J sAemyjed JuosuoOd JUAIAIIIP "[°§]

*$110JJ9 JUSWIINIDAL INO JO SSOUIATIOIJD Y} UO JYSI] 210U PAYs dALY ABW YOTYM *[IILISI
sno1oJ 11 Sunonpuoos 10y uoneindars, weo) yoreasaray Jo uondodrad sgDd se yons ‘sorsojens
JNIOMOWEI) Y/ [BIOADS JO JUSUISSISSE QUI[ISE( B JONPUOD JOU PIP om ‘A[paje[ay "ASorens
JUSUNINIDAIOTUOLI[D Afjueuriopard 1o paaraorad Aoy) moy uo sgDd 2[qISI[O WOl YOrqpady
Joy3es Jou PInod am ‘sgDd 2[qISIo Suowe ssans pue peopIom y3iy ur Sunnsar orwopued
61-AIAOD SULLINDI0-00 dY) 0] AN(T *SMO[IOM [EOTUI[D SUNSIXD AJIPOU 0] DIULION[AI UL
‘Kwouoine [euorssajoid Jo ssof ‘syuaned yyim sdiysuonea1inoqe suIouoo sordol yoreasarur
1S9I9)UT MO ‘ SjuTenSu0d dwrn Surpnyout ‘uonedronied o) s1orueq snorownu jxodar sxopraoid
Qreoy)[eoH SUISUS[[BYD U)JO ST SAIPNIS YOILsAI UT $302[qns sk ‘s[euorssajoid [earpow 1oyjo
pue ‘siouonnoeid osinu ‘suerorsAyd se yons ‘s1opraoid oreoyieay [enprArpur SunInIddY

uondoouoostua

onnaderoy) pue ‘UONBULIOJUISTW ‘$$9001d dYnuUaIds

A} JNOqe UOISNIUOD FUIPN[OUT ‘OFPIA[MOUY JOLI] ¢

S[BLI9JEW JUISUOD PUE ‘d[NPaYds JISIA ‘sainpadord Apms oy Jo Ayxordwo) 'g
wopaIoq pue ssado1d DI oyl

Jo uoneanp ay) Surpnpout ‘uonueneur juedonred " |

ss0001d Juasuood a3 Surpredar soouaroyald pue suondoorad s100junjoA uo
yoaeag-a1 [earniduws Aq pawwIojur oq p[noys Juasuod JO SIPULIO) Mau Jo judwdoaaap ay) ey
an3re opp “diysuonear siyy arnyded jou op sossa001d Judsuod [euonipes jey) 3so33ns pue
ssoo01d Juasuod Surpresor soouaroyord Surdeys ur ojox juerroduwr ue sKeyd sioyoreosar pue
syuedronaed yoreosor uoomioq diysuone[ar paaroorad oy Jey) ajedrpur sSurpuy g 'sassodoxd
JUISUOD DLJ-0)-008] [RUONIPEI} UBY) IOYILI $55900.1d JUISUOD QUITUO *2INDAS YIIM [QBLIOJUWOD
are pue ‘YN PUe BIep 1oy} JO S9SN YIILasal 2Ining I0J ULIO) JUdsuod mau e Surusis jou
M 9[qelIoJwod aq pinom Koy jey) porodar syuedronied yoIeasar ‘SOLIBUSDS QWIOS UJ

-ordwres ojoym a3 103 pojussaid are

S$I[NSOI O ‘SAWAY} Y JO JUJUOD Y} SUIPILTAI (QFIMPIW *dsINuU ‘10300p *9'1) sdnoid
[euoI1ssoJoId U9omM10q SOOUIIIIJIP [[BISAO OU IIM I S “IOAIMOT] iSuoIssajoId o) usamiaq
Pa10[dX0 9IoM SIOURIAYI IUASUOD JO AJNPI[EA (Q) pue :SUIpuBISIOPUN PUE ‘UONEULIOJUT
‘owr) ueam)aq doueeq () SS[eL JUAIMIP 10 sAemyjed Juosuod JuardyIp (f) ‘ssoooid
[ENUNUOD B SB JUSWIAJOAUT PUL JUISUOD

(€) ‘pI00a1 ® St wIoj Juasuod (7) ‘uonedronred Surejjo 01 yoreoidde weay (1) :sAemyjed
JUISUOD 0M] I} SULIDJJO JO SAOUSLIdAX  SUBIOIUI[D UT POYIIUSPI dIoM SQWAY) Jolew X1

ceoc
“*Je 30 OyuINZeN

0T0T “'[2 19 19ANg

STTANLEERNIE)']

(L102) &9Ing
®BI[o] pue ‘yeley-
ed-ysng eeSuy

‘SI0AY
ues-ng‘roAmes
BIPURXI[Y BOYYD

A [ule)

s100[qns yoIeasarx

se siopraoid ored Arewnd jo
$1I0JJO JUSUIINIODI

JIUOI}D9[0 JO uoljenjeaqg

SIOJBUIPIOOD)
[oI1easay WolL] SIYSISU] :SI0jua))
[oIedsoy 9seasi(q S,IOWIYZ[Y
OM], UI JUdSUO) powIojuf

soIpms

[edtur[) pue

O1J0UL) I0J SIOAIUNJOA [OIBISY
3N JO SeoudIoyaIq

juasuo) oyl Sunjenpeayg

Apmys aanejfenb
e e wnyedenur wrejord e
ur uonedronred 1oy sAemyjed
JUOSUOD SATIEUISI[E 0M] SULIDJJO JO
SoouaLId X0 PUB SMIIA  SURIDIUI[D)

Ic

0c

61

81

Surpo)

L JOTBISAT
109[gns ueWNY UT JUSSUOD PIWLIOJUT TUTUTEIQO [IYM PAIIUNOOUD Tk SITUS[[BYD JBUM,

Jes)x pue

s[Ie1op sioyiny

SPLL

ON

$201.D N 24pdwo)) z xipuaddy uonpnunuos -

S329

Gac Méd Caracas



