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COVID-19 
 
Investigating demographic differences in patients’ decisions to consent to COVID-19 research 
Research Article 
Kelly Robertson, Kimberly Reimold, Ann M. Moormann, Raquel Binder, Kristen A. Matteson, Heidi K. Leftwich 
The Journal of Maternal-Fetal & Neonatal Medicine, 7 November 2022; 36 
Open Access  
Abstract 
Objective 
COVID-19 disease severely impacted pregnant persons, resulting in a significant increase in poor maternal 
health outcomes, with a disproportionate impact on minority populations and individuals with low 
socioeconomic status. We sought to determine demographic differences between birthing parents with 
SARS-CoV-2 infections who consented to research study participation versus those who declined. By 
analyzing demographic differences, we are able to ensure the generalizability of study outcomes and to aid in 
future prospective research design, with the ultimate goal of recognizing and ameliorating research 
disparities. 
Methods 
We conducted a secondary analysis to investigate demographic differences in patients who consented to 
versus declined study participation, in an effort to confirm the external validity of the study results and 
ensure minority populations most affected by SARS-CoV-2 infection were accurately represented. An IRB 
waiver was obtained to conduct retrospective chart review for demographic data collection of all patients 
approached for the COVID-19 Analysis on Perinatal Specimens Related to ExpoSure (CARES) research study. 
Pregnant patients with SARS-CoV-2 infection were identified at a single hospital center and approached 
either in person or via phone, with a translator if primary language listed as non-English. Demographic 
variables including race, ethnicity, primary language, and insurance type were obtained from the electronic 
medical record and analyzed via Chi-square to determine significant differences between individuals who 
consented to participation and those who declined participation. 
Results 
One hundred and fifty-eight pregnant patients with SARS-CoV-2 infection were approached for CARES study 
participation. Eighty-nine patients consented to study participation, while 69 declined study participation. A 
retrospective chart review was conducted on all 158 patients. Patients who identified as Black race or non-
White race were more likely to decline participation (23.2%, p = .031, 68.1%, p = .026), compared to patients 
who identified as White (31.9%) (Table 1). Patients with public insurance were also more likely to decline 
study participation (72.5%, p = .049) compared to those with private insurance (27.5%). There was no 
significant difference between primary language spoken or ethnicity in patients who participated or declined. 
There was no difference in study participation between patients who identified as Asian race or Other race, 
compared to patients who identified as White race. 
Conclusions 
We found significant differences in race and insurance type between pregnant patients with SARS-CoV-2 
infection who consented versus declined research study participation. Our study showed that patients who 
identify as Black race or have public insurance are less likely to consent to research study participation. 
However, when demographics of consented patients are compared to county, state, and national 
demographics of female patients age 18–49 with confirmed SARS-CoV-2 infection obtained from a dataset 
collected by the Center for Disease Control and Prevention (CDC), there was no significant difference 
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between race representation of patients who consented to study participation. This suggests that though the 
external validity of the CARES study is confirmed, more efforts need to be made to address racial and 
socioeconomic disparities in research participation. 
 
:::::: 
:::::: 

 
BIOMEDICAL RESEARCH 
 

Incentivization and the moral problem of involuntary consent in medical research  
Review 
Victor Chidi Wolemonwu 
History and Philosophy of Medicine, 18 January 2023 
Open Access 
Abstract 
The legal and moral permissibility of clinical research entails that researchers must secure the voluntary, 
informed consent of prospective research participants before enrolling them in studies. In seeking the 
consent of potential participants, researchers are also allowed to incentivise the recruitment process 
because many studies would fail to meet enrollment goals without a financial incentive for participation. 
Some philosophers and bioethicists contend that the use of incentives to secure consent from research 
subjects is problematic because it constitutes undue inducement and a coercive offer. Some proponents of 
this view are Ruth Macklin (1981, 1989) and Joan McGregor (2005). Macklin claims that it is ethically 
inappropriate to pay research subjects. The payment is likely to coerce the research subject, thereby violating 
the ethical requirement on the voluntariness of research participation. Also, such offers can prompt subjects 
to lie, deceive or conceal information that, if known, would disqualify them as participants. For McGregor, 
incentives could be undue and coercive because they make offerees better off relative to their baseline as 
well as constrain them to accept the offer of incentives as the only eligible choice or option. I argue that 
coercive offers are distinct from undue inducement. Coercive offers are essentially morally objectionable 
because by making people accept an offer through threats for the sake of some interests or ends, the offeror 
vitiates the offeree’s capacity to make informed, voluntary, and rational decisions and choices. I further claim 
that the quantity of an incentive does not render an inducement undue. I contend that the only condition 
under which incentives are regarded as an undue inducement and as such vitiates an agent’s voluntary 
consent is if they are offered through deceptive or manipulative means. 
 
 

Using the consolidated framework for implementation research to guide a pilot of implementing 
an institution level patient informed consent process for clinical research at an outpatient setting 
Research 
Xuling Lin, Joanne Yong Ern Yuen, Wei Quan Jeremy Chan, Tushar Gosavi Divakar, Nicole Chwee Har Keong, 
Lester Chee How Lee, Sumeet Kumar, Chew Seah Tan, Kim Chin Pauline Soon, Yee Pheng Amy Chew, Heriati 
Mohd Yazid, Farah Julieanna Mohd Saleh, Fenglong Cai, Fui Chih Chai, Nur Fakhirah Mohamed Azwan, 
Nurhidayah Mohamad Faizal, Siew Choo Lou, Siew Sin Priscilla Tan, Cut Marini Jarimin, Gowri Michael 
Stanley, Khadijah Hussien, Nurhazah Sanmwan, Nur Hidayah Amran, Nurliana Ramli, Shermyn Xiu Min Neo, 
Louis Chew Seng Tan, Eng King Tan, Elaine Lum  
Pilot and Feasibility Studies, 12 January 2023; 9(6)  
Open Access 
Abstract 
Background 
In Singapore, research teams seek informed patient consent on an ad hoc basis for specific clinical studies 
and there is typically a role separation between operational and research staff. With the enactment of the 
Human Biomedical Research Act, there is increased emphasis on compliance with consent-taking processes 

https://www.tmrjournals.com/public/articlePDF/20230118/4a29382478417cf26200c93a0dab05bd.pdf
https://pilotfeasibilitystudies.biomedcentral.com/articles/10.1186/s40814-023-01234-0
https://pilotfeasibilitystudies.biomedcentral.com/articles/10.1186/s40814-023-01234-0


 
 

4 

and research documentation. To optimize resource use and facilitate long-term research sustainability at our 
institution, this study aimed to design and pilot an institution level informed consent workflow (the 
“intervention”) that is integrated with clinic operations. 
Methods 
We used the Consolidated Framework for Implementation Research (CFIR) as the underpinning theoretical 
framework and conducted the study in three stages: Stage 1, CFIR constructs were used to systematically 
identify barriers and facilitators of intervention implementation, and a simple time-and-motion study of the 
patient journey was used to inform the design of the intervention; Stage 2, implementation strategies were 
selected and mapped to the Expert Recommendations for Implementing Change (ERIC) taxonomy; Stage 3, 
we piloted and adapted the implementation process at two outpatient clinics and evaluated implementation 
effectiveness through patient participation rates. 
Results 
We identified 15 relevant CFIR constructs. Implementation strategies selected to address these constructs 
were targeted at three groups of stakeholders: institution leadership (develop relationships, involve 
executive boards, identify and prepare champions), clinic management team (develop relationships, identify 
and prepare champions, obtain support and commitment, educate stakeholders), and clinic operations staff 
(develop relationships, assess readiness, conduct training, cyclical tests of change, model and simulate 
change, capture and share local knowledge, obtain and use feedback). Time-and-motion study in clinics 
identified the pre-consultation timepoint as the most appropriate for the intervention. The implementation 
process was adapted according to clinic operations staff and service needs. At the conclusion of the pilot, 
78.3% of eligible patients provided institution level informed consent via the integrated workflow 
implemented. 
Conclusions 
Our findings support the feasibility of implementing an institution level informed consent workflow that 
integrates with service operations at the outpatient setting to optimize healthcare resources for research. 
The CFIR provided a useful framework to identify barriers and facilitators in the design of the intervention 
and its implementation process. 
 
 

Is the informed consent form only a symbolic document in clinical trials? 
Mini Review 
Buket Gungor 
Archives of Pharmacy and Pharmaceutical Sciences, 19 December 2022 
Open Access  
Excerpt 
Being one of the basic principles of clinical research, informed consent is definitely a legal responsibility and 
ethical duty for health professionals. The purpose of obtaining informed consent is to enable the subjects to 
make an autonomous decision by providing them with accurate and clear information about the research at 
the stage of participation. Due to medical advancements and the increasing complexity of diagnostic and 
experimental methods in clinical research, the prepared Informed Consent Forms (ICFs) have become 
difficult to understand. Viewing ICFs as just a necessary legal and symbolic document of participation in 
research often results in an insufficiently informed consent process for subjects. Research shows that the 
rate of understanding the basic information in the consent forms prepared for the subjects participating in 
the clinical trials ranged from 52.1% to 75.8%... 
 
:::::: 
:::::: 

 
HEALTH DATA  
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A Comparative Data Protection Analysis of Healthcare Robots: On Informed Consent in Human-
Robot Interaction  
Research Article 
Yueh-Hsuan Weng 
Frontiers in Artificial Intelligence and Applications, 1 January 2023 
Abstract 
As societies across the developed world are dealing with problems associated with aging populations, a 
promising solution in the form robotics technologies that support elderly people in their daily healthcare has 
emerged. However, emerging technology are like a double-edge sword. Although healthcare robots can be 
used for elderly and disabled people with different levels of assistive supports, ie by monitoring their real 
time health for prompt interaction or by communicating with people to reduce their anxiety, they also bring 
with them many concerns from an ethical, legal and societal perspective. Among them, one serious issue is 
privacy and data protection. When healthcare robots are powered by machine learning and distributed 
databases, “data-driven” networked healthcare robots will be able to gather a huge amount of personal data 
in physical environments through their interactions with humans. There are several alternative approaches of 
data protection for “data-driven” networked healthcare robots, including privacy by design, de-identification 
of data and informed consent. In this article our focus is on the issue of informed consent in human-robot 
interaction. My argument is that specific conditions of intelligent robots (i.e., embodiment) will mean that 
the principle of informed consent cannot just be copied and applied to “data-driven” networked healthcare 
robots. I will make the comparison of the two types of informed consent to clarify our targeted “informed 
consent in human-robot interaction”. Furthermore, there is a need to discuss potential legal conflicts of this 
new type of informed consent when it is applied to different countries and their respective legal regimes. 
Hence, in this article I will conduct a comparative legal analysis of European, American and Japanese data 
protection law to investigate how such differences might influence the implementation of informed consent 
to data-driven healthcare robots. 

 
:::::: 
:::::: 
 

GENOMIC MEDICINE/GENE EDITING  
 

Exploring the challenges of and solutions to sharing personal genomic data for use in healthcare 
Lasse Parvinen, Ari Alamäki, Heli Hallikainen, Marko Mäki  
Health Informatics Journal, January-March 2023; 29(1) 
Abstract 
Boosted by the COVID-19 pandemic, as well as the tightened General Data Protection Regulation (GDPR) 
legislation within the European Union (EU), individuals have become increasingly concerned about privacy. 
This is also reflected in how willing individuals are to consent to sharing personal data, including their health 
data. To understand this behaviour better, this study focuses on willingness to consent in relation to genomic 
data. The study explores how the provision of educational information relates to willingness to consent, as 
well as differences in privacy concerns, information sensitivity and the perceived trade-off value between 
individuals willing versus unwilling to consent to sharing their genomic data. Of the respondents, 65% were 
initially willing to consent, but after educational information 89% were willing to consent and only 11% 
remained unwilling to consent. Educating individuals about potential health benefits can thus help to correct 
the beliefs that originally led to the unwillingness to share genomic data. 
 
 

Revisiting informed consent in forensic genomics in light of current technologies and the times 
Original Article 
Bruce Budowle, Antti Sajantila  
International Journal of Legal Medicine, 16 January 2023 

https://ebooks.iospress.nl/doi/10.3233/FAIA220609
https://ebooks.iospress.nl/doi/10.3233/FAIA220609
https://pubmed.ncbi.nlm.nih.gov/36651319/
https://link.springer.com/article/10.1007/s00414-023-02947-w
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Open Access 
Abstract 
Informed consent is based on basic ethical principles that should be considered when conducting biomedical 
and behavioral research involving human subjects. These principles—respect, beneficence, and justice—form 
the foundations of informed consent which in itself is grounded on three fundamental elements: 
information, comprehension, and voluntary participation. While informed consent has focused on human 
subjects and research, the practice has been adopted willingly in the forensic science arena primarily to 
acquire reference samples from family members to assist in identifying missing persons. With advances in 
molecular biology technologies, data mining, and access to metadata, it is important to assess whether the 
past informed consent process and in particular associated risks are concomitant with these increased 
capabilities. Given the state-of-the-art, areas in which informed consent may need to be modified and 
augmented are as follows: reference samples from family members in missing persons or unidentified human 
remains cases; targeted analysis of an individual(s) during forensic genetic genealogy cases to reduce an 
investigative burden; donors who provide their samples for validation studies (to include population studies 
and entry into databases that would be applied to forensic statistical calculations) to support implementation 
of procedures and operations of the forensic laboratory; family members that may contribute samples or 
obtain genetic information from a molecular autopsy; and use of medical and other acquired samples that 
could be informative for identification purposes. The informed consent process should cover (1) purpose for 
collection of samples; (2) process to analyze the samples (to include type of data); (3) benefits (to donor, 
target, family, community, etc. as applicable); (4) risks (to donor, target, family, community, etc. as 
applicable); (5) access to data/reports by the donor; (6) sample disposition; (7) removal of data process (i.e., 
expungement); (8) process to ask questions/assessment of comprehension; (9) follow-up processes; and (10) 
voluntary, signed, and dated consent. Issues surrounding these topics are discussed with an emphasis on 
addressing risk factors. Addressing informed consent will allow human subjects to make decisions voluntarily 
and with autonomy as well as secure the use of samples for intended use. 
 
 

Informed consent for expanded carrier screening: Past, present, and future 
Review 
Britton D. Rink 
Prenatal Diagnosis, 13 January 2023  
Abstract 
History, law, bioethics, and geocultural influences all have impacted the modern application of informed 
consent. It is a complex, multilayered process to communicate information and obtain voluntary patient 
permission before a health care intervention. Lack of provider education about genetic disorders, 
complexities of advanced genomic technologies, limited time during patient encounters, and low health 
literacy within a population all represent challenges to effective communication. There is no consensus on 
how informed consent in reproductive genetics is optimally obtained. Expanded carrier screening (ECS) is 
purposed to simultaneously test for a large list of diseases in a pan-ethnic manner. The increased use of ECS 
is driven by advances in genomic technologies, decreased cost, an improved understanding of single gene 
disorders, and in support of reproductive autonomy. Academic organizations recommend pretest counseling 
when patients consider ECS, yet best practice is not established. Ongoing research is needed to determine 
how optimally implement informed consent given the increased complexity of ECS. 
 
 

Community Genetics screening in a pandemic: solutions for pre-test education, informed consent, 
and specimen collection 
Viewpoint 
Bronwyn Terrill, Lauren McKnight, Angela Pearce, Heather Gordon, William Lo, I-Chieh Jennifer Lee, Monica 
Runiewicz, Alex Palmer, Lesley Andrews, Edwin Kirk, Daniel Goldberg, John Tucker, David Murray, Warren 
Kaplan, Sarah Kummerfeld, Leslie Burnett  

https://obgyn.onlinelibrary.wiley.com/doi/abs/10.1002/pd.6310
https://www.nature.com/articles/s41431-022-01251-2
https://www.nature.com/articles/s41431-022-01251-2
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European Journal of Human Genetics, 11 January 2023 
Open Access 
Abstract 
A Community Genetics carrier screening program for the Jewish community has operated on-site in high 
schools in Sydney (Australia) for 25 years. During 2020, in response to the COVID-19 pandemic, government-
mandated social-distancing, ‘lock-down’ public health orders, and laboratory supply-chain shortages 
prevented the usual operation and delivery of the annual testing program. We describe development of 
three responses to overcome these challenges: (1) pivoting to online education sufficient to ensure informed 
consent for both genetic and genomic testing; (2) development of contactless telehealth with remote 
training and supervision for collecting genetic samples using buccal swabs; and (3) a novel patient and 
specimen identification ‘GeneTrustee’ protocol enabling fully identified clinical-grade specimens to be 
collected and DNA extracted by a research laboratory while maintaining full participant confidentiality and 
privacy. These telehealth strategies for education, consent, specimen collection and sample processing 
enabled uninterrupted delivery and operation of complex genetic testing and screening programs even amid 
pandemic restrictions. These tools remain available for future operation and can be adapted to other 
programs. 
 
 

Informed Consent for Routine Genetic Screening: Realistic or Idealistic? 
Blair Stevens, Chelsea Wagner, Meagan Choates, Jacqueline Harkenrider, Samantha Montgomery, Shannon 
Mulligan, Aarti Ramdaney, Lea Jenna 
American Journal of Obstetrics & Gynecology, 1 January 2023 
Abstract 
Objective 
Aneuploidy and carrier screening should be offered to in the context of pretest education about the benefits 
and limitations of screening. We aimed to assess informed decision making regarding non-invasive prenatal 
testing (NIPT) and carrier screening (CS) using a validated Multi-Dimensional Measure of Informed Choice 
tool, which includes a knowledge scale, attitude scale and test behavior. 
Study Design 
Knowledge and satisfaction were assessed in a low risk cohort of patients who received pretest education for 
routine prenatal genetic screening through two different service models. Participants underwent either a 
consult with a genetic counselor (GC) (n=100) or utilized an interactive online module created by a team of 
GCs (n=115). Results from each cohort were compared to assess for differences in self reported informed 
decision making and knowledge. 
Results 
Overall scores regarding knowledge of NIPT and CS were higher in the GC-cohort (Mdn=84%, range=41-96%) 
compared to participants who utilized the online module (Mdn= 70%, range= 24-79%), demonstrating a 
significant difference in knowledge between these two groups (p=0.02). The majority of both groups 
expressed satisfaction with their pretest education regardless if it was through a GC (Mdn=97%, range=94-
99%) or online education module (Mdn= 93%, range= 89-99%). There was no significant difference between 
the cohorts and their reported satisfaction (p=0.06). The majority of both cohorts believed they made 
informed decisions regarding their genetic screening. 
Conclusion 
Significantly lower knowledge scores do not appear to affect participant perception of informed decision 
making or satisfaction in a low risk patient population. We argue that knowledge based questions skew the 
standard of achieving informed consent to information seeking or highly educated patient populations. Our 
study supports that accessible information and autonomous decision making were sufficient for patients to 
feel satisfied and informed about their decision. Informed consent measures should be reconsidered with a 
diverse patient population in mind. 
 
 

https://www.ajog.org/article/S0002-9378(22)01097-3/fulltext
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CAPACITY TO CONSENT  
 

Applying the ‘Human Rights Model of Disability’ to Informed Consent: Experiences and 
Reflections from the SHAPES Project 
Richard Lombard-Vance, Evelyn Soye, Delia Ferri, Emma McEvoy, Malcolm MacLachlan, Sari Sarlio-Siintola 
Disabilities, 14 January 2023; 3(1) pp 28-47 
Abstract 
Understanding the complexity of informed consent processes is critically important to the success of 
research that requires participants to test, develop, or inform research data and results. This is particularly 
evident in research involving persons experiencing neurodegenerative diseases (e.g., Alzheimer’s disease, 
dementia) that impair cognitive functioning, who according to national law are considered to have a 
diminished capacity, or to lack the capacity, to consent to research participation. Those who would 
potentially benefit most from applied research participation may be excluded from participating and shaping 
data and outcomes. This article offers insights into challenges faced by the Smart and Healthy Ageing through 
People Engaging in Supportive Systems (SHAPES) Project in obtaining the consent of older persons, including 
older persons with disabilities. The promotion of continuing health, active ageing, and independent living is 
central to SHAPES, requiring project partners to reflect on traditional informed consent approaches to 
encourage the full, cognisant participation of older persons with disabilities. We examine how this issue may 
be addressed, with reference to the inclusive approach of SHAPES. In respecting the inalienable legal capacity 
of all legal persons, SHAPES uses the UN Convention on the Rights of Persons with Disabilities (CRPD) and the 
human rights model of disability as part of the theoretical framework. A novel, inclusive, representative 
informed consent framework was designed and is detailed herein. This framework provides significant 
opportunity to advance the inclusion of persons with disabilities or those experiencing neurodegenerative 
diseases in innovative research and is readily transferable to other research studies. The SHAPES approach is 
a substantial contribution to research on informed consent, demonstrating the utility of the human rights 
model of disability in facilitating the full research participation of target populations. 
 
 

Reification and assent in research involving those who lack capacity 
Anna Smajdor 
BMJ, 26 December 2022 
Open Access  
Abstract 
In applied ethics, and in medical treatment and research, the question of how we should treat others is a 
central problem. In this paper, I address the ethical role of assent in research involving human beings who 
lack capacity. I start by thinking about why consent is ethically important, and consider what happens when 
consent is not possible. Drawing on the work of the German philosopher Honneth, I discuss the concept of 
reification—a phenomenon that manifests itself when we fail to observe or respond to our fellow humans’ 
need for recognition. I suggest that assent is a way of responding to this moral need for recognition, which 
exists independently of cognitive capacity. I will look at the circumstances in which consent cannot be 
obtained from human beings, and ask whether some of the same ethically important considerations that 
underpin the need for consent might be achieved through seeking assent. I discuss the ways in which this 
might be beneficial for researchers, for prospective research participants and for society at large. 
 
:::::: 
:::::: 
 

YOUNG PERSONS 

https://www.mdpi.com/2673-7272/3/1/3
https://www.mdpi.com/2673-7272/3/1/3
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Establishing a global regulatory floor for children’s decisions about participation in clinical 
research 
Special Article 
Steven Joffe, Albert J. Allen, Jonathan M. Davis, Elisa Koppelman, Susan Z. Kornetsky, Grace Marie V. Ku, 
Victoria A. Miller, Jennifer Preston, Lesha D. Shah, Barbara E. Bierer  
Pediatric Research, 28 January 2023 
Abstract 
Background 
Enrolling children in clinical trials typically requires parental or guardian permission and, when appropriate, 
child assent. Aligning requirements across jurisdictions would facilitate multisite pediatric trials. Guidance 
from the International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human 
Use (ICH) is the best candidate for a global standard but would benefit from additional specification. 
Methods 
Ethical analysis of ICH guidance for permission and assent for pediatric trials, with recommendations for 
clarification. 
Results 
ICH guidance regarding permission and assent would be enhanced by additional detail in the following areas: 
(1) what information should be provided to parents, guardians, and children considering a trial, and how that 
information should be provided; (2) the definition of “assent,” the criteria for when assent should be 
required, and the need to include children in discussions even when assent is not mandated; (3) criteria for 
requiring children’s signatures indicating agreement; (4) greater specificity regarding children’s right to 
decline or withdraw; and (5) clarification of when children’s wish to decline or withdraw from participation 
may be overridden and of what the overriding process should entail. 
Conclusion 
ICH guidance provides a global standard for decision-making regarding children’s participation in trials. 
Several clarifications would facilitate the conduct of multinational pediatric research. 
 
 

“Your Child Needs Surgery”: A Survey-Based Evaluation of Simulated Expert Consent 
Conversations by Key Stakeholders 
Zoe Atsaidis, Stephan Robitaille, Elena Guadagno, Jeffrey Wiseman, Sherif Emil, Dan Poenaru 
Journal of Pediatric Surgery, 24 January 2023 
Summary 
Background 
Consent conversations in pediatric surgery are essential components of pre-operative care which, when 
inadequate, can lead to significant adverse consequences for the child, parents, surgeon, and others in the 
healthcare system. The aim of this study is to explore expert consenting practice from the key stakeholders’ 
perspective. 
Methods 
Four senior attending pediatric surgeons obtained consent from a standardized mother of a child requiring 
surgery in two scenarios: a low-risk elective surgery (inguinal hernia repair - Video 1), and a high-risk 
emergency surgery (intestinal atresia - Video 2). All sessions were recorded. Families of children who had 
undergone minor or major surgery, families without medical or surgical background, and healthcare 
professionals were invited to view and evaluate the videos using a semi-structured questionnaire. 
Results 
Out of 251 distributed surveys, 56 complete responses were received. Thirty two participants (57.1%) 
evaluated video 1 and 24 (42.9%) evaluated. Overall, 22 (69%) respondents to video 1 and 20 (84%) 
respondents to video 2 were “very satisfied” with the recorded consent conversation. Qualitative responses 
shared common themes of valuing surgeon empathy, good surgeon communication, patient engagement, 

https://www.nature.com/articles/s41390-023-02483-8
https://www.nature.com/articles/s41390-023-02483-8
https://www.sciencedirect.com/science/article/abs/pii/S002234682300043X
https://www.sciencedirect.com/science/article/abs/pii/S002234682300043X
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and adequate time and information. Suggestions for improvement included additional resources and visual 
aids, improved patient engagement, and discussion of post-operative expectations. 
Conclusion 
Our data identifies strengths and gaps in the current consent process from the perspective of patient families 
and providers. Identified areas for improvement in the informed consent process based on multi-stakeholder 
input will guide the planned development of a consenting educational video resource. 
 
 

Incentives in Pediatric Research in Developing Countries: When Are They Too Much?  
Erwin Jiayuan Khoo, Devan M. Duenas, Benjamin S. Wilfond, Luke Gelinas, Armand H. Matheny Antommaria 
Pediatrics, 20 January 2023 
Abstract 
When incentives are offered to parents and their children to partake in research, there are concerns that 
parents may be unduly influenced by the incentives, and the children may be exploited. We present a case 
from a low- and middle-income country and consider the ethical issues that arise when the children are 
asked to participate in a multinational, double-blind, randomized, placebo-controlled trial of the effects of a 
nutritional supplement on growth. The first commenter, from Malaysia, notes that their residents might not 
share Americans’ expectations regarding children’s role in the consent process from a cultural perspective, 
which may alter the analysis of the concerns. The authors of the second commentary emphasize the use of 
incentives that benefit the child participant rather than their parent or are provided directly to the child 
participant to address the concerns. The third commentator discusses the importance of minimizing the 
study’s risks and balancing the benefits and the risks, which attenuates the concerns. 
 
 

Who decides? Consent for healthcare decisions of minors in the United States 
Nichole M Stettner, Ella N Lavelle, Patrick Cafferty 
Current Opinion in Pediatrics, 18 January 2023 
Abstract 
Purpose of review 
The purpose of this review is to examine when parents and legal guardians have the authority to make 
medical decisions on behalf of the minors in their care, when the decisions of healthcare professionals may 
supersede those of parents and guardians, and under what conditions minors can make healthcare decisions 
for themselves. 
Recent findings 
The coronavirus disease 2019 (COVID-19) pandemic has reignited discussion of who should make healthcare 
decisions for minors. Though serious adverse reactions to COVID-19 vaccines are rare, hesitancy toward 
pediatric COVID-19 vaccination is prevalent among parents in the United States. This has contributed to large 
numbers of minors who are not up-to-date or not fully vaccinated against severe acute respiratory syndrome 
coronavirus 2 infection. Surveys reveal a majority of minors in the United States are willing to receive a 
COVID-19 vaccine. A number of scholars have recommended allowing adolescents the ability to consent to 
COVID-19 vaccination without parental approval. 
Summary 
Allowing adolescents with a minimum age of 15 to consent to vaccination without parental or guardian 
approval will more quickly enable adolescents to receive new vaccines as they become available, such as the 
COVID-19 bivalent vaccine. 
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11 

Views of Adolescents and Young Adults with Cancer and Their Oncologists Toward Patients' 
Participation in Genomic Research 
Amanda M. Gutierrez, Jill O. Robinson, Robin Raesz-Martinez, Isabel Canfield, Mary A. Majumder, Sarah 
Scollon, Lauren R. Desrosiers, Rebecca L. Hsu, Wendy Allen-Rhoades, D. Williams Parsons, Sharon E. Plon, 
Amy L. McGuire, Janet Malek 
Journal of Adolescent and Young Adult Oncology, 2 January 2023 
Abstract 
Purpose 
With increased use of genomic testing in cancer research and clinical care, it is important to understand the 
perspectives and decision-making preferences of adolescents and young adults (AYAs) with cancer and their 
treating oncologists. 
Methods 
We conducted an interview substudy of the BASIC3 Study, which enrolled newly diagnosed cancer patients 
<18 years of age with assent. Of 32 young adults (YAs) with cancer who reached the age of majority (AOM; 18 
years) while on study, 12 were successfully approached and all consented to study continuation at AOM. Of 
those, seven completed an interview. Patients' oncologists, who enrolled and participated in return of clinical 
genomic results, were also interviewed (n = 12). Interviews were transcribed, deidentified, and analyzed 
using thematic analysis. 
Results 
YAs cited the possibility of helping others and advancing science as major reasons for their assent to initial 
study enrollment and their willingness to consent at AOM. YAs thought obtaining informed consent from 
research participants for study continuation at AOM was a good idea in case they changed their minds or 
wanted to make their own decisions, and to keep them aware of study activities. There was diversity in what 
YAs understood and learned from genomic testing: some recalled specific findings, while some remembered 
minimal information about their results. Oncologists varied in their assessment of adolescents' engagement 
with the study and understanding of their results. 
Conclusion 
Given the different ways AYAs engage with genomic information, careful assessment of AYAs' diverse 
communication and decision-making preferences is needed to tailor interactions accordingly. 

 
 
[Prescribing Contraceptives to Minors Without Parental Consent] 
Goldstick O, Peled-Raz M 
Harefuah, 1 November 2022, 161(11) pp 709-713  
Abstract 
The Israeli Legal Capacity and Guardianship Law, denies minors the right to decide upon medical treatment, 
and regards medical treatment of minors, including contraception, without parental consent as an 
infringement of parental autonomy. Yet, adolescent girls occasionally ask doctors to prescribe them 
contraceptives, while refusing parental involvement. This article reviews the relevant legal situation, 
examines some comparative legal stances and refers to the ethical aspects that should be considered during 
contraceptive advice to minors, in light of the United Nations Convention on the Rights of the Child. Seeking 
contraception is an example of mature behaviour, and when a minor asks for contraception, the physician 
has to act in her best interests. In the decision to prescribe contraceptives without parental consent or even 
knowledge, doctors should consider the girl's ability to understand their advice, the risks associated with lack 
of parental involvement, the significance of parental autonomy infringement, the risks to the girl if the 
parents will be informed contrary to her request, and the girl's risks of unintended pregnancy, associated 
with not using contraception. In this article we suggest means and modes of action in a situation when an 
adolescent needs contraception and denies any parental involvement. 

Editor’s note: This a hebrew language publication 
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Informed Consent and Public Health: The Case of Childhood Vaccination 
Ivana Tucak, Gordana Pelčić 
European Journal of Bioethics, 4 May 2022  
Summary 
Informed consent, which is primarily aimed at encouraging individual patients and subjects of scientific 
research to make autonomous decisions, and public health measures, such as compulsory vaccination against 
infectious diseases, the successfulness of which implies harmonized administration of vaccines to a broad 
population, seem to be irreconcilable opposites at first glance. This paper deals with investigating whether 
these opposites can reconcile or whether informed consent can be applied in the field of public health. The 
first part of the paper provides a short overview of the main features of informed consent and its relevance 
in treating individual patients. The second part of the paper tackles the issue of immunization. If not provided 
with consent of their patients or having a legal obligation, physicians are believed to interfere with the bodily 
integrity of other people when conducting vaccination and their act can be deemed as an assault and entail 
non-pecuniary damage compensation. Herd immunity as a “public good” can only be achieved if all people 
are equally subject to public health measures. At this point, the key question is if informed consent and 
appertaining freedom of decision-making represent a threat to the accomplishment of this public health goal. 
This question should truly be answered since vaccination may, though rarely, bring to medical complications, 
which may then lead to high treatment costs, loss of income and extremely rare, to death. The purpose of 
this paper is to demonstrate that disclosure of the risks and benefits of immunization within the framework 
of public health programmes could contribute to putting the fundamental bioethical postulates into practice: 
establishing and fostering mutual trust between physicians and their patients, which can, in the end, 
contribute to a higher immunization rate of a population. 

 
:::::: 
:::::: 

 
TECHNOLOGY/OTHER MEDIATION 
 
Digital technology in informed consent for surgery: systematic review  
Aoife Kiernan, Brian Fahey, Shaista S Guraya, Fiona Boland, Daragh Moneley, Frank Doyle, Denis W Harkin 
British Journal of Surgery, 24 January 2023  
Open Access  
Abstract 
Background 
Informed consent is an ethical and legal requirement in healthcare and supports patient autonomy to make 
informed choices about their own care. This review explores the impact of digital technology for informed 
consent in surgery. 
Methods 
A systematic search of EBSCOhost (MEDLINE/CINAHL), Embase, Cochrane Central Register of Controlled Trials 
and Web of Science was performed in November 2021. All RCTs comparing outcomes of both digital and non-
digital (standard) consent in surgery were included. Each included study underwent an evaluation of 
methodological quality using the Cochrane risk of bias (2.0) tool. Outcomes assessed included 
comprehension, level of satisfaction and anxiety, and feasibility of digital interventions in practice. 
Results 
A total of 40 studies, across 13 countries and 15 surgical specialties were included in this analysis. Digital 
consent interventions used active patient participation and passive patient participation in 15 and 25 studies 
respectively. Digital consent had a positive effect on early comprehension in 21 of 30 (70 per cent) studies 
and delayed comprehension in 9 of 20 (45 per cent) studies. Only 16 of 38 (42 per cent) studies assessed all 
four elements of informed consent: general information, risks, benefits, and alternatives. Most studies 

https://scholar.google.co.uk/scholar_url?url=https://www.jahr-bioethics-journal.com/index.php/JAHR/article/view/672/575&hl=en&sa=X&d=6391326607502383291&ei=_cnRY-yEBI_mmgGF26L4Dg&scisig=AAGBfm2BJkZWRvEbC2rzOWX7j6p9jh9vxg&oi=scholaralrt&hist=SqhM5vMAAAAJ:7929683463790031804:AAGBfm0z6jDpsbpxdW-OglQ_oFbBKMMrUQ&html=&pos=4&folt=kw
https://academic.oup.com/bjsopen/article/7/1/zrac159/7000436
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showed no difference in satisfaction or anxiety. A minority of studies reported on feasibility of digital 
technology in practice. 
Conclusion 
Digital technologies in informed consent for surgery were found to have a positive effect on early 
comprehension, without any negative effect on satisfaction or anxiety. It is recommended that future studies 
explore the feasibility of these applications for vulnerable patient groups and busy surgical practice. 
 
 

Electronic Consent at US Cancer Centers: A Survey of Practices, Challenges, and Opportunities 
Applied Research 
Susan Chimonas, Allison Lipitz-Snyderman, Kemi Gaffney, Gilad J. Kuperman  
JCO Clinical Cancer Informatics, 3 January 2023 
Abstract  
Purpose 
Digital technologies create opportunities for improving consenting processes in cancer care and research. 
Yet, little is known about the prevalence of electronic consenting, or e-consent, at US cancer care 
institutions. 
Methods 
We surveyed institutions in the National Comprehensive Cancer Network about their capabilities for clinical, 
research, and administrative e-consents; technologies used; telemedicine consents; multilingual support; 
evaluations; and opportunities and challenges in moving from paper-based to electronic processes. 
Responses were summarized across responding institutions. 
Results 
Twenty-five institutions completed the survey (81% response rate). Respondents were from all census 
regions and included freestanding and matrix cancer centers. Twenty (80%) had e-consent capabilities, with 
variability in the extent of adoption: One (5%) had implemented e-consent for all clinical, research, and 
administrative needs while 19 (95%) had a mix of paper and electronic consenting. Among those with e-
consent capabilities, the majority (14 of 20, 70%) were using features embedded in their electronic health 
record. Most had a combination of paper and e-consenting for clinical purposes (18, 72%). About two-thirds 
relied entirely on paper for research consents (16, 64%) but had at least some electronic processes for 
administrative consents (15, 60%). Obstacles to e-consenting included challenges with procuring or 
maintaining hardware, content management, workflow integration, and digital literacy of patients. Successes 
included positive user experiences, workflow improvements, and better record-keeping. Only two of 20 
(10%) respondents with e-consent capabilities had evaluated the impact of automating consent processes. 
Conclusion 
E-consent was prevalent in our sample, with 80% of institutions reporting at least some capabilities. Further 
progress is needed for the benefits of e-consenting to be realized broadly. 
 
 

Comparison of Spanish-Speaking Parental Understanding Using Two Alternative Consent 
Pathways 
Homa Amini, Andrew Carranco, Paul S. Casamassimo, Dennis McTigue, Jin Peng 
Pediatric Dentistry, November-December 2022; 44(6) pp 400-403 
Abstract 
Purpose 
The purpose of this study was to assess the understanding of Spanish-speaking caregivers consenting to 
dental core using general anesthesia (GA) utilizing two consent-delivery pathways.  
Methods 
Seventy-eight parents of children who never had GA were randomly assigned to one of two groups: (0) 
interpreter; or (2) video: they completed o survey to evaluate comfort level with GA and comprehension of 
areas of informed consent.  

https://ascopubs.org/doi/abs/10.1200/CCI.22.00122
https://web.s.ebscohost.com/abstract?direct=true&profile=ehost&scope=site&authtype=crawler&jrnl=01641263&AN=161075862&h=oYWhLLnMCjcfIF13HW6iBXQ96868vNURW%2fTs9BL92W%2fZ57%2bpDh3D0pGYQ6WLRiy2fY7xyNSgCbzjBnhsru4ooA%3d%3d&crl=c&resultNs=AdminWebAuth&resultLocal=ErrCrlNotAuth&crlhashurl=login.aspx%3fdirect%3dtrue%26profile%3dehost%26scope%3dsite%26authtype%3dcrawler%26jrnl%3d01641263%26AN%3d161075862
https://web.s.ebscohost.com/abstract?direct=true&profile=ehost&scope=site&authtype=crawler&jrnl=01641263&AN=161075862&h=oYWhLLnMCjcfIF13HW6iBXQ96868vNURW%2fTs9BL92W%2fZ57%2bpDh3D0pGYQ6WLRiy2fY7xyNSgCbzjBnhsru4ooA%3d%3d&crl=c&resultNs=AdminWebAuth&resultLocal=ErrCrlNotAuth&crlhashurl=login.aspx%3fdirect%3dtrue%26profile%3dehost%26scope%3dsite%26authtype%3dcrawler%26jrnl%3d01641263%26AN%3d161075862
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Results 
Most parents in both groups understood the risks associated with GA (89 percent in the interpreter group 
and 90 percent in the video group). The majority of families had difficulty understanding indications for GA 
(64 percent in the interpreter group versus 60 percent in the video group). Overall, 97 percent of participants 
believed they sufficiently understood the information presented about GA. The mean score for comfort level 
with GA was 7.03 for the interpreter group and 6.82 for the video group.  
Conclusion 
Consent pathways used in this study were not significantly different for risk understanding and acquisition of 
consent-related knowledge. 
 
:::::: 
:::::: 
 

RIGHTS/LEGAL/LEGISLATIVE 
 
Informed Consent: Legal Obligation or Cornerstone of the Care Relationship? 
Margherita Pallocci, Michele Treglia, Pierluigi Passalacqua, Roberta Tittarelli, Claudia Zanovello, Lucilla De 
Luca, Valentina Caparrelli, Vincenzo De Luna, Alberto Michele Cisterna, Giuseppe Quintavalle, Luigi Tonino 
Marsella  
International Journal of Environmental Research and Public Health, 24 January 2023 
Open Access 
Abstract 
The topic of informed consent has become increasingly important in recent decades, both in the ethical-
deontological field and as a duty of law. The review covered all sentences issued by the 13th section of the 
Civil Court of Rome during the period January 2016–December 2020. During this period, 156 judgments were 
found in which a breach of consent was required; in 24 of these, specific liability was proven, and the 
corresponding compensation liquidated. Moreover, 80% of the cases concerned the lack of information 
provided. The most involved branches were those related to surgical areas: general surgery, plastic surgery 
and aesthetic medicine and orthopaedics. The total amount of compensation paid was EUR 287,144.59. The 
research carried out has highlighted how, in a broad jurisprudential context, the damage caused by the 
violation of the right related to informed consent is considered, and how it impacts on the economic 
compensation of damages. Additionally, it showed that the areas most affected by the information deficit are 
those related to the performance of surgical activities, which are characterized by greater invasiveness and a 
higher risk of adverse events. The data reported underline the exigency to consider informed consent not as 
a mere documentary allegation but as an essential moment in the construction of a valid therapeutic 
alliance, which is also useful for avoiding unnecessary litigation that is becoming increasingly burdensome for 
healthcare systems all over the world. 

 
 
Case-Law on Informed Consent in Germany: A Model for Albania? 
Ervin Pupe, Denard Veshi, Carlo Venditti, Raffaele Picaro, Kristel Haxhia  
Liverpool Law Review, 10 January 2023 
Abstract 
Since the 1990s, Albania has recognized human dignity as one of the main constitutional principles. However, 
the national medical jurisprudence regarding informed consent has not been developed as in other Western 
European Countries. Germany is one of the countries that has a long tradition of protecting human dignity in 
patient-physician relations.This contribution studies the German law on informed consent to medical 
treatment, Gesetz zur Verbesserung der Rechte von Patientinnen und Patienten of February 2013 through 
the application of a case-law study. This law, which codifies the national courts’ decisions, highlights the 
ethical principle of autonomy. In other words, in the absence of a solid national medical jurisprudence, this 
paper investigates the possibility that Albanian judges could apply the legal arguments of their German 

https://www.mdpi.com/1660-4601/20/3/2118
https://link.springer.com/article/10.1007/s10991-022-09319-1
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colleagues since in the case of case-law study there is an absence of political interference, which can better 
demonstrate the ethical principle of autonomy and the right to self-determination. 

 
 
Is Consent Required for Clinicians to Make a Determination of Death by Neurologic Criteria? 
Book Chapter 
Thaddeus Mason Pope  
Death Determination by Neurologic Criteria, 1 January 2023; pp 287–303 [Springer] 
Abstract 
The overwhelming weight of authority in the United States, Canada, and the United Kingdom holds that 
clinicians are not legally or ethically required to obtain family consent before making a determination of 
death by neurologic criteria. There is a consensus among professional guidelines, a consensus in statutes, and 
a near consensus among court decisions. Moreover, prevailing practice does not require consent. 
Accordingly, increasingly vocal proponents of a consent requirement bear a heavy burden to overcome the 
presumptive legitimacy of the status quo. While their arguments have some validity, proponents cannot 
surmount the weightier considerations against imposing a consent requirement. Nevertheless, even though 
clinicians and hospitals are not legally required to obtain consent, they should still notify families about the 
intent to make a determination of death by neurologic criteria and offer temporary reasonable 
accommodations when feasible. 
 
:::::: 
:::::: 
 

CULTURAL/COUNTRY CONTEXT 
 

Consent and Complications in Health Care: The Italian Context 
Review 
Maricla Marrone, Enrica Macorano, Giuseppe Lippolis, Pierluigi Caricato, Gerardo Cazzato, 
Antonio Oliva, Benedetta Pia De Luca 
Healthcare, 27 January 2023 
Open Access 
Abstract 
Informed consent is the manifestation of the will that a patient freely expresses toward a medical treatment. 
The physician is responsible for acquiring informed consent for both medical and nursing procedures. 
Informed consent represents a juridical–deontological tool that allows therapeutic choices to be shared with 
the user after having exhaustively explained the risks and benefits of the procedure itself. In fact, the 
physician has an obligation to provide the patient with clear and comprehensible information about the type 
of service, the methods of delivery, the benefits, the risks, even unforeseeable ones, and the complications. 
According to Italian legal guidelines, in cases of presumed health responsibility, the health professional 
accused of negligence will have to demonstrate that any complication that has arisen, although foreseeable, 
was not preventable. Through the analysis of a clinical case relating to the procedure of insertion of a bladder 
catheter performed by a nurse and a review of the literature, the authors explain the importance of the 
information that must be provided to the patient before carrying out any invasive procedure, even if not 
performed by the doctor. The authors describe the problem in the Italian context and propose a possible 
solution. 
 
 

Stakeholder views on informed consent models for future use of biological samples in Malawi and 
South Africa 
Stuart Rennie, Walter Jaoko, Francis Masiye 

https://link.springer.com/chapter/10.1007/978-3-031-15947-3_21
https://scholar.google.com/scholar_url?url=https://www.mdpi.com/2227-9032/11/3/360/pdf&hl=en&sa=X&d=15570156275977093709&ei=YXPYY7L6GsiEywS6rpqYCQ&scisig=AAGBfm3aTaUf-qAmbOoADOOUqGqGYRmjJQ&oi=scholaralrt&hist=SqhM5vMAAAAJ:13542989930044107291:AAGBfm3_1QBZ3MkNeZuw4aVdW9G22CqaUA&html=&pos=0&folt=kw
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-023-00882-4
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-023-00882-4
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BMC Medical Ethics, 19 January 2023 
Open Access 
Abstract 
Background 
Current advances in biomedical research have introduced new ethical challenges in obtaining informed 
consent in low and middle-income settings. For example, there are controversies about the use of broad 
consent in the collection of biological samples for use in future biomedical research. However, few studies 
have explored preferred informed consent models for future use of biological samples in Malawi and South 
Africa. Therefore, we conducted an empirical study to understand preferred consent models among key 
stakeholders in biomedical studies that involve collection of biological samples in Malawi and South Africa. 
The main objective of the study was to explore views of key stakeholders on current policies on informed 
consent in Malawi and South Africa. 
Methods 
This was a qualitative study involving in-depth interviews and focus group discussions. Thirty-four in-depth 
interviews and 6 focus group discussions were conducted with REC members, Funders, Policymakers, CAB 
members and Research Participants in Malawi and South Africa to gather their views on models of informed 
consent. The study was conducted in Cape Town, South Africa, and Blantyre and Lilongwe in Malawi. 
Results 
Most key stakeholders preferred broad consent and tiered consent to specific consent. Some participants 
expressed a strong preference for specific consent to other models of informed consent in biomedical 
research. Few participants did not have any preference for a consent model, opting for any consent model 
which provides adequate information about the proposed research and what their national consent 
regulations require. Finally, very few participants preferred blanket consent to other informed consent 
models. 
Conclusions 
This study aimed to help fill the gap in the scientific literature on key stakeholder views on consent models 
for future use of biological samples in Malawi and South Africa. The findings of the study have provided some 
evidence that may support policies on permissible consent models for future use of biological samples in sub-
Saharan Africa considering the differences in informed consent regulations and guidelines. Finally, the 
findings can inform ongoing discussions on permissible consent models to be used for future use of biological 
samples. 
 
 

Fragmented understanding: exploring the practice and meaning of informed consent in clinical 
trials in Ho Chi Minh City, Vietnam 
Jennifer Ilo Van Nuil, Evelyne Kestelyn, Susan Bull, Phu Hoan Nguyen, Phuong Thanh Le, Ngoc Bao Hong Lam, 
Thuan Trong Dang, Yen Hong Thi Nguyen 
BMC Medical Ethics, 16 January 2023; 24(3) 
Open Access  
Abstract 
Background 
The informed consent process in clinical trials has been extensively studied to inform the development 
processes which protect research participants and encourage their autonomy. However, ensuring a 
meaningful informed consent process is still of great concern in many research settings due to its complexity 
in practice and intertwined socio-cultural factors.  
Objectives  
This study explored the practices and meaning of the informed consent process in two clinical trials 
conducted by Oxford University Clinical Research Unit in collaboration with the Hospital for Tropical Diseases 
in Ho Chi Minh City, Vietnam.  
Methods 

https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-023-00884-2
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-023-00884-2
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We used multiple data collection methods including direct observations, in-depth interviews with study 
physicians and trial participants, review of informed consent documents from 2009 to 2018, and participant 
observation with patients’ family members. We recruited seven physicians and twenty-five trial participants 
into the study, of whom five physicians and thirteen trial participants completed in-depth interviews, and we 
held twenty-two direct observation sessions. 
Results 
We use the concept “fragmented understanding” to describe the nuances of understanding about the 
consent process and unpack underlying reasons for differing understandings. 
Conclusions 
Our findings show how practices of informed consent and different understanding of the trial information are 
shaped by trial participants’ characteristics and the socio-cultural context in which the trials take place. 
 
 

Formal Quality and Compliance of Informed Consent Forms in Critical Care and Surgical Areas in 
Spain: An Observational Study 
José Manuel García-Álvarez, José Luis Díaz-Agea, María Suárez-Cortés, Alonso Molina-Rodríguez, Ismael 
Jiménez-Ruiz, Alfonso García-Sánchez  
Nursing Reports, 31 December 2022; 13(1) pp 43-50 
Open Access 
Abstract 
Background 
The informed consent form must contain all the relevant information about the procedure to be performed 
to guarantee the patient’s freedom to choose. 
Objective 
To analyze the formal quality of, and compliance with informed consent forms in critical care and surgical 
areas in a county hospital in Spain.  
Methods 
The formal quality of informed consent forms in critical care and surgical areas from the hospital were 
analyzed, following the established formal quality criteria for informed consent forms. The compliance with 
specific criteria for each of the operated patients during the period of study was also evaluated.  
Results  
The formal quality of 224 informed consent forms was analyzed from 8 disciplines observing a median of 
non-compliances of 4 with a minimum of 1 and a maximum of 5, with the most breaches being in verifying 
the delivery of a copy to the patient and showing contraindications. The compliance of 376 documents from 
188 operated patients were assessed, highlighting that the non-complied items were: the personalized risks 
and complete identification of the patient and the physician. A significant association was found between 
disciplines analyzed and the identification of the physician and personalized risks, with anesthesia and critical 
care showing the best compliance.  
Conclusions 
The informed consent forms in critical care and surgical areas were shown to have a deficient formal quality 
and an inadequate compliance. These deficiencies should be corrected to improve the information received 
by the patients and to guarantee their freedom to choose. As nurses have a responsibility to ensure that 
patients are adequately informed about both nursing interventions and care, as well as the surgical 
treatments they receive, consideration should be given to the possibility of nursing professionals taking the 
lead in obtaining informed consent. 
 
 

A comprehensive analysis of the readability of consent forms for blood transfusion in Spain 
Morales-Valdivia E, Brady AM, Mariscal-Crespo MI, Camacho-Bejarano R 
Blood Transfusion, 22 December 2022 
Abstract  
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Background 
This study aimed to evaluate the readability of consent forms for blood transfusion in public hospitals in 
Spain. 
Materials and methods 
This was a cross-sectional, national study conducted within the Spanish healthcare system. Data were 
collected through the online retrieval of consent documents and direct consultation with 223 public 
hospitals. Consent forms were subjected to readability assessment including typographical, grammatical and 
lexical dimensions. The INFLESZ scale, a well-validated instrument adapted to the reading habits of Spaniards, 
was applied to determine the grammatical readability of the documents. The Spanish Mosby's Dictionary and 
the Dictionary of Spanish were used together to systematically identify the number of medical terms 
contained in the text. Data were analyzed using descriptive and inferential statistics. 
Results 
Forty-five written consent forms for blood transfusion, in use in 126 general public hospitals were evaluated 
for various parameters, including font size (=10.41), abbreviations (=10.58), word count (=595, 209 min-1,499 
max) and length (1 to 7 pages). The overall readability score (=50.66) was indicative that consent forms are 
somewhat difficult to read. A heterogeneity of 116 different healthcare terminology words was identified. 
Word count was statistically and moderately positively related to the number of medical terms identified in 
the text (rho=0.496, p=0.001) and the INFLESZ score (rho=0.34, p=0.023). 
Discussion 
In this first national study to assess the ease of reading written information on blood transfusion given to 
patients, deficiencies were found in the three dimensions of readability (typographical, grammatical and 
lexical) and a lack of uniformity among the written consent forms is pronounced. Further research is needed 
to develop more person-centered tools to support patients in the process of consenting for blood 
transfusion. 
 
:::::: 
:::::: 
 

MEDICAL/SURGICAL  
 

Attitude of perinatal pathologists to seeking consent for autopsies from parents: a web-based 
survey 
C. Kim, T.Y. Khong 
Pathology, February 2023 
Abstract 
Background 
Perinatal pathologists who know the value and process of autopsy rarely see parents, and there is argument 
among perinatal pathologists whether or not they should see parents regarding the autopsy. Consent rates 
for perinatal autopsies have dropped significantly. Poor communication between professionals and parents 
about autopsies and uncertainty about the value of autopsies from the professionals are two of many 
reasons for reduced perinatal autopsy rate. 
Methods 
Members of the Australian and New Zealand Paediatric Pathology Group were invited to participate in a 
web-based survey exploring their experiences in obtaining consent for perinatal autopsies and their views on 
being involved in discussion with parents. 
Results 
Of 14 of 69 pathologists who responded, 10 have seen parents for obtaining consent for autopsies with three 
still seeing parents. Fifty-seven percent of the participants (8/14) did not want to speak with parents and six 
of them did not change their mind even with additional funding. More than half (8/14, 57%) believe 
pathologists should speak with parents regarding autopsies. 
Conclusion 

https://www.pathologyjournal.rcpa.edu.au/article/S0031-3025(22)00470-6/fulltext
https://www.pathologyjournal.rcpa.edu.au/article/S0031-3025(22)00470-6/fulltext
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Promoting perinatal pathologists, who have positive views on being involved in discussion with parents, to 
participate in the process of obtaining consent and educating treating clinicians, may increase the perinatal 
autopsy rate. 
 
 

Informed Consent and Shared Decision Making in the Perioperative Environment 
Review Article 
Elizabeth D. Krebs, Sook C. Hoang 
Clinical Colon Rectal Surgery, 28 January 2023 
Abstract 
Informed consent and shared decision making (SDM) are crucial portions of preoperative patient 
management. Informed consent is a standard for surgery from both a legal and ethical standpoint, involving 
disclosure of potential risks of a procedure and ensuring patient understanding of these risks. SDM is a 
process in which a clinician and patients decide between two or more treatment plans, taking into account 
the patient's goals and values. SDM is a particularly important aspect of patient-centered care when two or 
more treatment options exist or in situations where an indicated treatment may not align with the patient's 
long-term goals. This article details aspects of and issues surrounding informed consent and SDM. 
 
 

Regulation, data management, informed consent, and legal issues for ART 
Ilaria Soave, Roberto Marci 
Management of Infertility, 19 January 2023 
Abstract 
The number of assisted reproduction treatments undertaken worldwide has risen steadily since 1990. 
However when it comes to regulation, due to political, ethical, and social reasons related to assisted 
reproduction practice, each country has a different perspective. Several factors contribute to these 
differences, including financial issues (affordability, treatment costs), customary law, cultural and belief 
dimensions. In addition, individual and professional options may play different roles in different societies. 
The different restrictions across different countries, highlight a very complex reality, whose legislation 
represents a constant topic of debate and undergoes continuous evolution. In the daily practice, patient 
counseling and informed consent have both legal and ethical dimensions. The aim of this chapter is to 
provide an overview of assisted reproductive technology regulation, presenting its major legal issues and to 
underline the specific aspects of quality or data management and informed consent in assisted reproductive 
technology treatments. 

Editor’s note: In this article ART stands for assisted reproduction treatment. 
 
 

Legally Sound, Evidence-Based Informed Consent Form for Total Hip Arthroplasty 
Original Article 
Satvik N. Pai, Bishnu Prasad Patro, Naveen Jeyaraman, Arulkumar Nallakumarasamy & Madhan Jeyaraman  
Indian Journal of Orthopaedics, 18 January 2023 
Abstract 
Introduction 
Informed consent documentation is often the first area of interest for lawyers and insurers when a medico-
legal malpractice suit is concerned. However, there is a lack of uniformity and standard procedure for 
obtaining informed consent for total hip arthroplasty (THA). We aimed to develop a solution for this need for 
a pre-designed, evidence-based informed consent form for THA cases. 
Materials and Methods 
We extensively reviewed the literature on the medico-legal aspects of THA, medico-legal aspects of informed 
consent, and medico-legal aspects of informed consent in THA. We then conducted semi-structured 
interviews with orthopaedic surgeons and patients who had previously undergone THA in the previous year. 

https://www.thieme-connect.com/products/ejournals/abstract/10.1055/s-0043-1761158
https://www.sciencedirect.com/science/article/pii/B9780323899079000193
https://link.springer.com/article/10.1007/s43465-023-00824-7
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Based on all of the above, we developed an informed consent form that was evidence-based. We then had 
the form reviewed by a legal expert. The final form was utilised for THA cases at our institution for 1 year. 
Results 
Legally sound, evidence-based Informed Consent Form for Total Hip Arthroplasty is given in Form A. 
Conclusion 
The use of legally sound, evidence-based informed consent for total hip arthroplasty cases would be 
beneficial to orthopaedic surgeons and patients alike. It would uphold the rights of the patient, and promote 
open discussion and transparency. In the event of a lawsuit, it would be a vital document in the defence of 
the surgeon and withstand the scrutiny of lawyers and the judiciary. 
 
 

Knowledge about and attitudes toward medical informed consent 
Mary Deeb, Dana Alameddine, Rasha Abi Radi Abou Jaoudeh, Widian Laoun, Julian Maamari, Rawan Honeini, 
Alain Khouri, Fadi Abou-Mrad, Nassib Elia, Aniella Abi-Gerges  
Ethics & Behavior, 11 January 2023 
Abstract 
As Medicine shifts from a paternalistic practice to a patient-centered approach, the concept of medical 
informed consent (IC) has evolved to safeguard patient autonomy. However, its current implementation still 
presents many challenges in clinical practice. We assessed the knowledge and attitudes of the general 
Lebanese population regarding the IC process as well as their sociodemographic and medical correlates. An 
anonymous online survey was distributed to the Lebanese population using social media channels. A sample 
of 500 adults with an average age of 36.2 ± 13.5 years, including 319 females and 181 males, was recruited. 
Most of the respondents had a university degree (85.8%), reported previous hospital admissions (75.9%) and 
had signed an IC for surgical procedures (40.7%). Few participants were knowledgeable about IC Lebanese 
law. Variability in knowledge level was significantly related to gender and a previous hospitalization history. 
Positive attitudes toward patient autonomy (53.1%) and shared decision-making (57.5%) correlated with 
older age, female gender, graduate education, and a previous history of signing an IC document. Males were 
more likely to believe that IC has positive effects on health than females. This is the first study that provides 
novel findings regarding Lebanese peoples’ awareness of the ethico-legal components of medical IC. 
 
 

Informed consent in dermatology: a narrative review 
Review 
Meredith Hengy, Marlee Hewitt, Victoria Dekany, Nastassja Bedford-Lyon, Steven Daveluy  
International Journal of Dermatology, 11 January 2023 
Abstract 
Informed consent is a legal and ethical obligation of healthcare providers, and there are several steps that 
must be followed for informed consent to be obtained. Numerous challenges exist to obtaining informed 
consent including gaps in health literacy, language barriers, impaired decision-making capacity, and 
inadequacy of informed consent forms. Dermatologists must understand the importance and process for 
obtaining informed consent to protect patients as well as avoid litigation. This narrative review provides an 
overview of the process of obtaining informed consent, insight into the top challenges that clinicians may 
face with suggested recommendations, and a brief review of litigation from improper consent among 
dermatologists. 
 
 

Two Practices to Improve Informed Consent for Intraoperative Brain Research 
A Peabody Smith, N Pouratian, A Feinsinger  
Neurosurgery, 4 January 2023 
Abstract  

https://laur.lau.edu.lb:8443/xmlui/handle/10725/14356
https://onlinelibrary.wiley.com/doi/abs/10.1111/ijd.16580
https://europepmc.org/article/med/36700725
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As the clinical applications of neurologically implanted devices increase, so do opportunities for intracranial 
investigations in human patients. In some of these studies, patients participate in research during their 
awake brain surgery, performing additional tasks without the prospect of personal therapeutic benefit. These 
intraoperative studies raise persistent ethical challenges because they are conducted during a clinical 
intervention, in a clinical space, and often by the treating clinician. Whether intraoperative research 
necessitates innovative informed consent methods has become a pressing conversation. Familiar worries 
about inadequate participant understanding and undue influence dominate these discussions, as do calls for 
increasing information retention (e.g., using methods such as "teach-back") and minimizing enrollment 
pressures (e.g., preventing surgeons from consenting their own patients). However, efforts have yet to 
inspire widespread consent practices that mirror the scope of ethical concern. Focusing on awake, 
intraoperative intracranial research, we identify 2 underappreciated problems in approaches to informed 
consent. The first is epistemic: Many practices do not fully consider when and under which conditions 
participants are adequately informed. The second is relational: Many practices do not fully consider the 
effects of trust between patient-participants and surgeon-researchers. In exploring these concerns, we also 
raise questions about whether additional steps beyond preoperative consent may improve the process 
because decisions at this time are decoupled from both the experiences and vulnerability of awake brain 
surgery. Motivated by these considerations, we propose 2 practices: first, requiring a third-party patient 
advocate in initial consent and second, requiring verbal intraoperative reconsent before initiating research. 
 
 

Establishing Legal Obligations and Guidelines for Consent in Organ Transplants 
Malik Zia-ud-Din, Driss Ed.daran, Hamid Mukhtar 
Al-Qantara, 4 January 2023; 9(1) 
Abstract 
The process of obtaining consent in the medical field is layered with complexity. Risk assessment and 
informed consent are very important public health problems that have gotten even more attention as the 
COVID-19 outbreak has progressed. This article identifies pertinent elements that physicians should take into 
account while obtaining permission for solid organ transplantation. First, we determine the circumstances 
behind the patient's permission. The implications of recent legal decisions are then discussed, along with the 
legal principles governing consent in medical practice as they apply in the UK. The third section focuses on 
particular consent challenges in organ transplantation and discusses important variables to consider when 
deciding consent for organ transplantation. Practical suggestions are provided in the fourth part. In order to 
get informed permission for transplantation, we suggest a unique "multi-factor approach" that takes into 
account risk awareness, strong communication, and thorough review procedures. In conclusion, our 
suggested strategy adds just a little bit to the ongoing discussion around consent in medicine. This research 
further suggests that many developing countries are conducting such processes but those countries have no 
effective regulations similar to the UK; hence, such developing countries can follow the same footprints as 
the UK has taken. 
 
 

Allegations of Failure to Obtain Informed Consent in Otolaryngology: Evidenced-Based 
Recommendations for Sinus Surgeons 
Research Article 
Christian G. Fritz, Dominic J. Romeo, Anne S. Lowery, Karthik Rajasekaran 
American Journal of Rhinology & Allergy, 2 January 2023 
Abstract 
Background 
Informed consent requires preoperative discussion of surgical risks, complications, and alternative treatment 
options. Allegations of incomplete informed consent are common in the field of otolaryngology. 
Objectives 
Analyze outcomes and case variables in cases of alleged informed consent failure involving otolaryngologists. 

http://alqantarajournal.com/index.php/Journal/article/view/149
https://journals.sagepub.com/doi/abs/10.1177/19458924221148566
https://journals.sagepub.com/doi/abs/10.1177/19458924221148566
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Methods 
A legal research database containing state and federal case records from across the United States was 
retrospectively reviewed for malpractice claims involving informed consent and otolaryngology. 
Results 
Among the 128 informed consent cases identified, 72.6% resulted in favorable verdicts for otolaryngologists. 
Functional endoscopic sinus surgery (FESS) was the most common source of informed consent litigation in 
the field of otolaryngology, with an incidence four-fold higher than the next most litigated procedure of 
uvulopalatopharyngoplasty (21.9% vs 5.4%). The top four factors cited in FESS-related cases were CSF leak 
(10), inadequate discussion of alternative therapies (4), diplopia (3), and meningitis (3). Cases resulting in a 
transient injury were significantly less likely to result in a payment from a plaintiff verdict or settlement 
(9.1%) as compared to payment-rates among cases involving permanent complications (34.6%) (p = 0.005). 
Conclusions 
Failure to obtain informed consent is an important factor in medical malpractice litigation. This report 
identifies specific, actionable recommendations aimed at protecting sinus surgeons from liability and 
ensuring that patients are better informed. 
 
 

Consent for toxicology testing during pregnancy: a qualitative study of patient and clinician 
perspectives 
Leah N. Schwartz, Ellis J. Yeo, Molly R. Siegel, Davida M. Schiff, Sarah N. Bernstein 
American Journal of Obstetrics & Gynecology, 1 January 2023 
Abstract 
Objective 
Although state, federal, and professional guidelines stipulate the need for informed consent prior to 
toxicology testing during pregnancy, consent is often inadequately obtained. Our objective was to explore 
patient and clinician experiences obtaining consent for toxicology testing during pregnancy. 
Study Design 
Semi-structured qualitative interviews were conducted with 25 obstetric clinicians and 10 patients who had 
toxicology testing performed during their delivery hospitalization at two institutions from December 2021-
June 2022. Interviews assessed clinical decision-making, perceptions of testing utility, and consent and 
communication practices. Using a modified grounded theory approach, transcripts were double-coded and 
analyzed in Dedoose. 
Results 
When obtaining consent for toxicology testing, clinicians reported they routinely discuss testing indication 
but rarely address the patient’s right to refuse and the consequences of a positive result, both of which 
patients identified as important components of consent. Patients expressed discomfort asking questions 
during the consent process and an inability to decline testing, even among those who were told they could 
do so. The most frequently cited barriers by clinicians included limited experience with obtaining consent for 
toxicology testing, inability to explain the risks and benefits of testing, and a perceived erosion of the patient-
clinician relationship. In contrast, clinicians reported increased comfort obtaining consent when testing 
indications were clearly outlined in a hospital policy they could reference. 
Conclusion 
Obstetric clinicians felt unprepared to obtain informed consent for perinatal toxicology testing, leaving 
patients without information necessary to make informed choices about their care. Additional provider 
education emphasizing shared decision-making and an improved understanding of the use of testing by child 
protective services are needed to adequately protect the rights of birthing persons. 
 
 

Level of Patients’ Education and Knowledge About Informed Consent of Cesarean Section in 
Females Undergoing Planned Cesarean Section 
Robina Zahoor, Rabia, Adila Ashraf, Hania Zafar, Shazia Abid 

https://www.ajog.org/article/S0002-9378(22)01213-3/fulltext
https://www.ajog.org/article/S0002-9378(22)01213-3/fulltext
https://amdc.edu.pk/wp-content/uploads/2023/01/LEVEL-OF-PATIENTS-EDUCATION-AND-KNOWLEDGE-ABOUT-INFORMED-CONSENT-OF-CESAREAN-SECTION-IN-FEMALES-UNDERGOING-PLANNED-CESAREAN-SECTION.pdf
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Journal of Akhtar Saeed Medical & Dental College, July-September 2022; 4(3) 
Open Access  
Abstract 
Background 
The consent-providing individual must not only have the appropriate mental ability but also have all of the 
required knowledge to give consent correctly. The patient must provide consent to accept or decline any 
treatment or examination. The study aimed to find the level of patients' education and knowledge about 
informed consent of cesarean section in females undergoing planned cesarean section 
Material and Methods 
This study was cross-sectional and carried out at Unit I, Department of Obstetrics and Gynecology, Sir Gangs 
Ram Hospital, Lahore for a duration of six months after approval of synopsis from January 2022 to June 2022. 
All the enrolled patients were asked about the informed consent of cesarean section before undergoing 
cesarean section and their knowledge about informed consent was noted. The Female education about 
informed consent was obtained as per operational definition by the researcher herself after the procedure. 
Data analysis was done through SPSS version 21 software. 
Results 
A total of 100 cases were enrolled in the current study. Level of adequate knowledge about informed 
consent of cesarean section was recorded in 74 (74%) of the cases whereas adequate knowledge was not 
recorded in 26 (26%) cases. Level of adequate education about informed consent of cesarean section was 
recorded in 9 (9%) of the cases whereas adequate education was not recorded in 91 (91%) cases. 
Conclusion 
Our study concluded that a high number of patients have an adequate level of knowledge about informed 
consent for cesarean section in females undergoing planned cesarean section while the level of adequate 
education was very low. 

Editor’s note: The Journal of Akhtar Saeed Medical & Dental College is in Lahore. 
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GENERAL/OTHER 
 

Dignity and Respect: Why Therapeutic Assent Matters 
Discussion and Review Paper 
Jaime Flowers, Jillian Dawes  
Behavior Analysis in Practice, 19 January 2023 
Abstract 
During therapeutic treatment and research in psychology and related fields, informed consent by the client 
or participant is required when they are over the age of 18; assent is required when a client or participant is 
under the age of 18 or a conserved adult. During both research and treatment, behavior analysts often work 
with neurodiverse individuals who have language deficits, and these clients may require unique assent 
procedures. This article will outline reasons behavior-analytic research and therapy require field-specific 
assent procedures. Furthermore, the goals of research and therapy are different and therefore assent may 
need to differ as well. This article will also argue that therapeutic assent during behavior-analytic treatment 
requires a unique set of guidelines and procedures that may differ from the behavior-analytic research. 
 
 

Evaluation of consent to link Twitter data to survey data 
Zeina Mneimneh 
Journal of the Royal Statistical Society, December 2022; 185(S2) pp 364-386 
Abstract 

https://link.springer.com/article/10.1007/s40617-023-00772-6
https://ideas.repec.org/a/bla/jorssa/v185y2022is2ps364-s386.html
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This study presents an initial framework describing factors that could affect respondents' decisions to link 
their survey data with their public Twitter data. It also investigates two types of factors, those related to the 
individual and to the design of the consent request. Individual‐level factors include respondents' attitudes 
towards helpful behaviours, privacy concerns and social media engagement patterns. The design factor 
focuses on the position of the consent request within the interview. These investigations were conducted 
using data that was collected from a web survey on a sample of Twitter users selected from an adult online 
probability panel in the United States. The sample was randomly divided into two groups, those who 
received the consent to link request at the beginning of the survey, and others who received the request 
towards the end of the survey. Privacy concerns, measures of social media engagement and consent request 
placement were all found to be related to consent to link. The findings have important implications for 
designing future studies that aim at linking social media data with survey data. 
 
 

Metadiscourse in Informed Consent: Reflections for Improving Writing and Translation 
Isabel García-Izquierdo 
GEMA Online Journal of Language Studies, November 2022, 22(4) pp 161-185 
Abstract 
Metadiscourse has been one of the most prolific areas of research in the field of applied linguistics in recent 
years. It is understood as the way we use language to connect with our audience, which is the result of 
integrating propositional content and interpersonal factors (Hyland, 2017). In this paper we will analyse 
Metadiscourse in one of the most complex medical-legal genres: informed consent (IC). Drawing on a small 
comparable bilingual corpus of texts belonging to this genre for surgery in Spanish and English, the paper 
aims to analyse (by using Sketch Engine tools) how metadiscursive elements are evident in written IC 
documents, and to reflect on what aspects need to be taken into account in order to improve the way these 
documents are written and translated in the future. The Key findings are a low frequency of Interactive 
resources and a more significant presence of Interactional resources in both corpora. However, boosters are 
almost non-existent, because a large part of the texts belonging to this genre incorporate pre-established 
formulaic text. Most of the content is related to the procedures requiring consent and their possible 
consequences, so the sender almost always tends to avoid universal statements and to display a certain 
reserve in case predictions are not fulfilled. The conclusion is threefold: some metadiscursive elements in the 
IC manifest themselves in a different way from other medical genres; a more frequent use of some of the 
interactive and interactional resources could lead to a better understanding; and finally, it would be 
important to include the analysis of these metadiscursive elements in the training of future medical writers 
and translators. 
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