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Efficacy of the Informed Consent Process for 
Surgical Procedures: A Review of the Literature
JULIE BESHARA

METHODS: The first electronic search was conducted through EBSCOhost to identify relevant literature on 
MEDLINE, Academic Search Complete, and CINAHL Plus. A second search was completed through PubMed. 
Exclusion and inclusion filters were applied, and duplicates removed, which yielded 200 articles. Title/
Abstract screening yielded 15 articles which have then undergone full text review to assess for eligibility. 
This generated the 10 articles used in this review.

RESULTS: Surgical patients have poor comprehension with regards to the benefits, risks, and alternatives of 
their procedure. Although most patients receive some information about their procedure, this was not suited 
to their personal goals and needs. Surgical patients also greatly benefited from interventions that were 
assessed to increase patient understanding and improve the informed consent process.

CONCLUSION:  Informed consent is poorly delivered based on the analysis of patient understanding and 
outcomes. Further research on interventions to improve these elements are recommended as previous 
studies show notable improvement. 

Abstract
BACKGROUND: Informed consent is a communication process between a patient and their healthcare team 
to acquire a patient’s approval to undergo a medical intervention. It is essential to the delivery of legal, safe, 
and patient-centred health care. Despite this, it is often inadequately implemented in clinical practice which 
frequently contributes to patients having little understanding and can lead to unfavourable outcomes. Furthermore, 
interventions to improve the consent process are not well recognized. Ultimately, the evaluation of these factors in 
this review will be of relevance in improving patient-centred care.

OBJECTIVES: Explore degree of understanding and retention of information amongst surgical patients during the 
informed consent process, identify outcomes of obtaining inadequate informed consent, and evaluate interventions 
that improve comprehension of surgical treatment.
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Introduction

Informed consent is a fundamental element of adequate 
patient communication (1). It is an ethical and legal requirement 
before proceeding with any form of surgical care (2) as well as 
emphasizing the concept of autonomy, giving patients the right to 
be informed about their well-being and to make decisions about 
their healthcare (1). Informed consent is said to be defined based 
on three main measures: sufficient delivery of knowledge regarding 
relevant risks and benefits of the procedure and alternatives; 
ensuring patient understanding; and obtaining patient’s approval 
for treatment (1,3). Evidence shows that the communication quality 
correlates with patient comfort and knowledge with respect to their 
proposed treatment plan (3). Satisfactory patient knowledge will 
bring about an effective discussion with their physician to create a 
treatment plan that meets the patient’s medical, social, emotional, 
and economical demands (3). However, patient understanding 
relating to surgical informed consent is often poor and effectiveness 
of interventions to improve this remains unknown (2). The literature 
calls attention to health professionals training needs when facilitating 
informed consent within clinical consultations (2). This proposes 
the requirement to identify the level of patient understanding with 
regards to acquiring informed consent to determine the appropriate 
approach to best meet the patient’s needs (4). Failure to adequately 
address informed consent violates the principles of biomedical 
ethics: beneficence, autonomy ,justice and nonmaleficence and 
exposes the doctor to professional and legal sanction  (5). Hence, 
the focus of this paper is to search for and assess literature with 
regards to patient understanding, outcomes and communication 
interventions related to informed consent from surgical patients, to 
assess the efficacy of this process.

OBJECTIVES: 
1. Explore the degree of understanding and recall of 

information amongst surgical patients during the process 
of informed consent

2. Identify the outcomes of obtaining inadequate informed 
consent from surgical patients 

3. Evaluate the interventions put in place to aid patients in 
comprehending surgical treatment 

Methodology

SEARCH STRATEGY: Two electronic data bases were organized on 
EBSCOhost and PubMed to gather relevant literature with regards 
to the aim and objectives of this review.  The following keywords 
were used on EBSCOhost using Boolean operators:

“patient” AND  “informed consent”  AND  “surgical”

The following databases yielded the maximal results through 
EBSCOhost:

1. MEDLINE
2. Academic Search Complete
3. CINAHL Plus with Full Text

PubMed was searched separately (using the same keywords as 
above ) and yielded relevant publications.

PROCESS OF SELECTION  
Figure 1 below shows a summary of the selection process. The 
searches on EBSCOhost and PubMed with the keywords “patient” 
and “informed consent” and “surgical” were conducted. This yielded 
the maximum results in MEDLINE, Academic Search Complete and 
CINAHL Plus with Full Text databases through EBSCOhost. PubMed 
also yielded results, giving a total of 3912 results combined, 1,201 
results from MEDLINE, 555 results from Academic Search Complete, 
466 results from CINAHL and 1690 results from PubMed. Initial 
inclusion criteria were selected (see table 1), and these filters were 
applied: articles that were in available in full text, available in English, 
published in academic journals between 2000 and 2021, and only 
qualitative and quantitative studies. This yielded 620 results in total, 
138 results from MEDLINE, 203 results from Academic Search 
Complete, 95 results from CINAHL Plus with Full Text, and 184 
results from PubMed. Next, a filter criterion of only adults who are 
19+ years was selected leaving 220 articles, excluding articles with 
only specific age ranges such as just 45–50-year-olds. Duplicates 
were removed using Zotero reference manager and 200 articles 
remained. Exclusion/inclusion criteria (see table 1) were applied 
while abstract screening and this yielded a total of 15 articles. Full 
text review (see table 3) produced 10 articles meeting criteria for 
inclusion in this study. 

SELECTION CRITIERIA Results
During the selection process, ten articles meeting study 

criteria were included. Of the ten, eight were quantitative (6–13) 
and two were qualitative (14,15). Specific study designs included 
four cross sectional studies (6,7,10,13), two narrative studies 
(14,15), two randomized control studies (8,12), and two prospective 
cohort studies (9,11). Many methods were used to collect data, 
such as structured questionnaires (6,7,11,13), semi-structured 
questionnaires (9), and interviews (14,15). The location of these 
studies varied with one study taking place in Croatia (6), one in 
Uganda (7), one in New Zealand (14), one in Australia (8), two in 
Britain (9,10), two in the USA (11,13), one in India (12) and one 
in Israel (15). The sample sizes ranged from 12 (15) to 371 (7) 
participants. The summary of each of the ten articles is included in 
Table 4.

ASSESSMENT OF STUDY QUALITY 
The EBL appraisal tool was used for the eight quantitative 

studies (6–13). See appendix A for the EBL checklist. The CASP tool 
was used for the two remaining qualitative studies (14,15) selected 
for this literature review. The validity scores of the quantitative 
studies using the EBL critical appraisal tool checklist (16) are 
summarized in table 5 below along with the summary of the CASP 
checklist (17) for the qualitative studies in Table 6. 

Table 2: Reasons for exclusion of articles during full text review

Table 1: Exclusion and inclusion criteria

Figure 1: Summary of study selection process
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Table 3: Summary of selected articles Table 3: Summary of selected articles (continued)
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OBJECTIVE 1: DEGREE OF UNDERSTANDING AND RETENTION 
AMONGST SURGICAL PATIENTS DURING THE INFORMED 
CONSENT PROCESS 

Seven of the studies evaluated patient comprehension of the 
informed consent process prior to surgical treatment (7–11,13,15).  
Feiner et al concluded that 0 of the 20 patients fully retained the 
surgical detail provided to them at preoperative discussions and 
50% of patients expressed that they comprehended 100% of the 
discussion during the first preoperative discussion, however this 
figure dropped to 10% at their second preoperative discussion, one 
week prior to surgery (11). Another group of physicians in Britain 
focused on recall of information at time of discharge and found that 
31 of the 100 patients were able to recall the risk of their completed 
surgery (10).  On the other hand, Zarnegar et al assessed the consent 
process of anaesthetic procedures in comparison with consent 

for surgery and findings showed that 24 of the 46 patients only 
regarded consent forms as a method of protection from litigation 
for hospitals (9).  A further study centred on patient’s experiences 
of the informed consent process, following surgery (7). Seventeen 
percent of participants were unaware of the name of their surgical 
procedure (7).

OBJECTIVE 2: OUTCOMES OF ACQUIRING INADEQUATE 
INFORMED CONSENT FROM SURGICAL PATIENTS

The efficacy of the consent process was assessed in six studies, 
and several diverse outcomes were identified (6,7,9,10,14,15). 
The two qualitative studies found that patients were not given 
information concerning their surgical procedure that was suitable 
for their personalized needs (14,15). However, Howlader et al 
indicated that 89% of patients were satisfied with information 

Table 5: Validity scores of quantitative studies based on the EBL Quantitative Checklist

provided (10). A range of 57-100% expressed that they received 
information regarding their surgery (7,10) but in another study, 
60% of the total thought there was no withdrawal of consent after 
signing  forms (9) and 57% of patients in the Vucemilo et al study 

stated they have highly obtained the benefits, risks, and alternatives 
of their recommended procedure (6). Another study in Uganda 
found that 17% of the 371 participants did not remember providing 
consent for surgery (7).

Table 3: Summary of selected articles (continued) Table 3: Summary of selected articles (continued)



Table 6: Summary of qualitative studies’ quality based on CASP assessment 

Key: Y=Yes, N=No, C=Can’t tell
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In one study, there was a range in age groups and educational levels 
of participants and results were similar between them (7).  This takes 
in consideration the poor efficacy of the informed consent process 
while eliminating confounding factors. Another study was one of 
the first to run a randomized control trial to test effectiveness of 
online educational tools (8). This is contributory to modern medical 
practice as technology plays a big role in the delivery of healthcare.

Certain limitations were present in the studies, and they were 
highlighted by using EBL and CASP critical appraisal tools. Six of the 
ten selected studies had a sample size under 100. This can affect the 
validity of results. Future research can aim to conduct studies with 
more appropriate sample sizes. Another limitation was failure to 
account for confounding variables in four of the studies (8,9,11,12). 
This provided a low score for the results section in the EBL checklist.  
For example, patient factors such as vision or hearing difficulties 
may contribute to inaccurate completion of questionnaires. For 
the qualitative studies, it was not clear whether the researcher- 
participant relationship was considered, which is essential for 
minimizing bias in qualitative research (14,15). 

STRENGTHS AND LIMITATIONS OF REVIEW 
This review included both qualitative and quantitative studies. 

This is advantageous for analysing aspects of informed consent since 
it is tailored on generalized human rights but also patient specific 
goals. The qualitative studies provided patient own experiences by 
using narrative methods while the quantitative studies were key in 
identifying prevailing issues using numerical data. This review also 
provides perspective from eight different countries in five different 
continents. This addresses the efficacy of the process of informed 
consent in various hospital healthcare systems. Therefore, similar 
findings listed above can be beneficial internationally and not 
confined to specific locations. 

This review also had some limitations. Firstly, studies selected 
participants from different surgical departments. This may influence 
the results since surgical procedures are simpler to comprehend than 
others. Although patient comprehension is a key measure of the 
efficacy of informed consent, it is difficult to achieve a standardized 
assessment of patient comprehension when the surgeries are of 
different complexities. Therefore, further reviews could focus on 
comparing the efficacy of the consent process within similar surgical 
departments to determine consistency of results. This may propose 
research in areas of developing specific interventions that will be 
effective with helping patients undergoing different surgeries 
understand the aspects of informed consent.  Secondly, only ten 
articles were chosen, and they were in English and chosen if available 
from the University College Cork library which could have modified 
results. Finally, this review was done by one researcher leading to a 
reduction in quality and limited interpretative viewpoint.  

CONCLUSION
Existing literature claims that some aspects of collaborative 

decision making during the informed consent-obtaining process 
are present, but patient-doctor communication appears to be 
suboptimal according to the level of understanding in patients 
and poor outcomes of the informed consent process. However, 
interventions established to support this process are proven to be of 
high effectiveness. This literature review highlighted the necessity 
for improvements in surgical consultations to facilitate informed 
consent. More research on the quality of informed consent within 
other medical specialties and doctor and patient factors that affect 
efficacy of this process is recommended. The paramount goal of 
research in this area is enhancing patient-centred care in practice. 

OBJECTIVE 3: COMMUNICATION INTERVENTIONS PUT IN 
PLACE TO AID PATIENTS IN COMPREHENDING SURGICAL 
TREATMENT 

Different types of interventions to help patients’ comprehension 
of various aspects of their surgical procedure were assessed in three 
of the studies (8,12,13). Participants often showed improvements 
in understanding of surgical procedure and its elements of risks, 
benefits, and alternatives (8,13). Lorenzen et al first reported that 
seventy five percent of the participants signed the consent form 
without reading (13). But with the introduction of newly developed 
surgical consent forms with patient-friendly language and  use of 
teach back methods while communicating with patients increased 
reading of surgical consent forms by 52% and patient understanding 
of their procedure by 12%, respectively (13). In another study, use of 
multimedia resources such as a pamphlet and 3-dimensional model 
of the eye was used to assess effect on patient comprehension of 
cataract surgery (12). The use of this intervention increased scores 
in the post-informed consent quiz by a notable amount compared 
to control (12). 

Discussion

DEGREE OF UNDERSTANDING AND RECALL AMONGST 
SURGICAL PATIENTS THROUGHOUT THE INFORMED CONSENT 
PROCESS

The degree of understanding and level of retention among 
surgical patients was suboptimal according to the selected literature 
(7–11,13,15). Studies varied in time of patient approach, some 
focused on preoperative recall and comprehension (7,8,11,13) while 
others examined these two points postoperatively (9,10,15). Despite 
the time of recall, patients still exhibited poor recall diminishing the 
possibility of the results being due to recall bias. The analysis of 
comprehension and recall is a constructive tool for examining the 
efficacy of the informed consent process, which in turn reflects 
the collaboration between the patient and their doctor (7).  This 
concept is supported by other literature, Shah et al conclude that 
by declaring informed consent was obtained, it is presumed the 

physician assessed patient understanding (18). These findings are 
pertinent since informed consent is said to be carried out, but its 
purpose is often not attained. It is expected to be a practice that 
enables patients to have sufficient information to make competent 
decisions, yet its implementation is hindered (7).

OUTCOMES OF OBTAINING INADEQUATE INFORMED 
CONSENT FROM SURGICAL PATIENTS AND ASSISTANCE 
INTERVENTIONS 

The signed consent form does not inevitably constitute 
informed consent (19). This seems to be the case in modern 
medicine, nevertheless, adequate acquisition of informed consent 
is of increasing importance and physicians are required to maintain 
this to meet legal and ethical expectations. Several themes emerged 
as the review progressed. Participants did not feel like they received 
sufficient detail about their procedure and the discussion was not 
suitable for their intentions, affecting quality of co-decision making 
(6,7,10,14,15). This highlights the necessity to determine factors 
that contribute to these results. Previous studies show considering 
a patient’s level of education, time constraints, use of confusing 
language and medical jargon, and patients who may not speak English 
as a first language are factors that play a role in poor comprehension 
and therefore lead to inadequate patient consent (2,4). The use of 
websites and models were associated with improvements in patient 
comprehension during pre-operative consultations (12,13). These 
findings signify the need for interventions that will improve not just 
patient understanding but the delivery of information by physicians. 
Previous studies show that templates provided to surgeons may 
facilitate general discussion and can remind surgeons of key 
details, but discussion must still be individualized for each patient 
(19). Further research can be conducted to identify ways in which 
consent discussions can be modified to meet each patient’s ideas, 
concerns and expectations while still providing generic information. 

STRENGTHS AND LIMITATIONS OF STUDIES
Although only ten articles were selected, varying strengths of 

each study provided relevant contributions to the aims of this review. 
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Appendix B: EBL Critical Appraisal Checklist
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