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This digest aggregates and distills key content addressing informed consent from a broad spectrum of peer-
reviewed journals and grey literature, and from various practice domains and organization types including 
international agencies, INGOs, governments, academic and research institutions, consortiums and 
collaborations, foundations, and commercial organizations.  
 

Each month we monitor Google Scholar for the search terms “consent” and “informed consent” in title and 
available text. After careful consideration, a selection of these results appear in the digest. We acknowledge 
that this scope yields an indicative and not an exhaustive digest product.  
 

Informed Consent: A Monthly Review is a service of the Center for Informed Consent Integrity, a program of 
the GE2P2 Global Foundation. The Foundation is solely responsible for its content. Comments and 
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Associate Director, Center for Informed Consent Integrity 
GE2P2 Global Foundation 
paige.fitzsimmons@ge2p2global.org

_____________________________________________________________________________________________ 

 

Editor’s Note:  
The latest in the GE2P2 Global Foundation Center for Informed Consent webinar series was held on 
November 18th 2020. Speakers Dr. Aoife Daly and Sheila Varadan spoke about aspects of children’s capacity 
and exercise of consent from their recent articles which appeared in The International Journal of Children’s 
Rights :: Special Issue, Article 5 of the Convention on the Rights of the Child: Families, Guidance and Evolving 
Capacities. Full information and the call recording can be found at the Center for Informed Consent 
Integrity website.  
 

Further to children’s capacity to provide consent and assent, we take special note of six articles which appear 
throughout this edition of the Monthly Review with their respective abstracts: 
 

Children’s autonomy during medical treatment is explored by Díaz-Pérez et al. in Moral structuring of children 
during the process of obtaining informed consent in clinical and research settings and Fisher et a. in Young 
women’s autonomy and information needs in the schools-based HPV vaccination programme: a qualitative study.  
 

Proxy consent for children is examined by House et al. in COVID-19 Trial Enrollment for Those Who Cannot 
Consent: Ethical Challenges Posed by a Pandemic and Strode et al. in Be legally wise: When is parental consent 
required for adolescents’ access to pre-exposure prophylaxis (PrEP)?. 
 

The use of comics and cartoons to aid in the consent transaction with children is raised by Ghia et al. in 
Informing children citizens efficiently to better engage them in the fight against COVID-19 pandemic and Qui et al. 
in Using a cartoon questionnaire to improve consent process in children: a randomized controlled survey.  
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____________________________________________________________________________________________ 

 
We organize content in each edition using subject categories to help readers navigate. We expect that these 
categories will evolve over time. 
 

Subject Area      Page 
COVID-19      2 
BIOMEDICAL RESEARCH     4 
GENOMIC MEDICINE/GENE EDITING   8  
TECHNOLOGY/OTHER MEDIATION   8     
YOUNG PERSONS     9 
RIGHTS/LEGAL/LEGISLATIVE    12 
FREE PRIOR INFORMED CONSENT (FPIC)   12 
CULTURAL/COUNTRY CONTEXT    13 
MEDICAL/SURGICAL     14 
GENERAL/OTHER     18 

 

No new content identified for the following established categories:  
BIOBANKING 
CAPACITY TO CONSENT  
COMPASSIONATE USE/EXPANDED ACCESS              
HUMANITARIAN CONTEXT  
POLICY GUIDANCE/PROGRAM ACTION 
SOCIAL SCIENCE RESEARCH 
 
 

Please note that we maintain a glossary, tools for assessment, and guidance documents on our website.  
 

_______________________________________________________________________________________________ 

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

COVID-19 
 
Informing children citizens efficiently to better engage them in the fight against COVID-19 
pandemic 
Viewpoints 
Jean-Eric Ghia, Sophie Gaulin, Laure Ghia, Laure Garancher, Claude Flamand 
Neglected Tropical Diseases, 4 November 2020 
Open Access 
Abstract 
Since the beginning of the year, the world’s attention has rightly been focused on the spread of the 
Coronavirus Disease 2019 (COVID-19) pandemic and the implementation of drastic mitigation strategies to 
limit disease transmission. However, public health information campaigns tailored to children are very rare. 
Now more than ever, at a time when some governments are taking populations out of lockdown and youth 
are returning to schools, children around the world need to fully grasp the modes of transmission of the 
disease, the health risks, the scientific notions of the immune system, the value of barrier measures, and the 
progress of scientific research. In the context of the COVID-19 pandemic, comics can be very useful for 
communicating quickly and effectively abstract and important information to children who might be under 
the influence of a large amount of sometimes contradictory information. Conveying precise, reliable, and 
accessible information to children is key in a world overwhelmingly impacted by the outbreak. This should be 
the role and the responsibility of world health official leaders and governments in compliance with the 
United Nations Convention on the Rights of the Child. In partnership with mainstream medias, consortia of 

https://ge2p2global-centerforinformedconsentintegrity.org/
https://journals.plos.org/plosntds/article?id=10.1371/journal.pntd.0008828
https://journals.plos.org/plosntds/article?id=10.1371/journal.pntd.0008828
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scientists, communication experts, and education specialists, it is urgent that world leaders engage children 
in this worldwide public health fight. 
 
 

COVID-19 and consent for research: Navigating during a global pandemic 
Research Article 
Ran D Goldman, Luke Gelinas 
Clinical Ethics, 5 November 2020  
Open Access 
Abstract 
The modern ethical framework demands informed consent for research participation that includes disclosure 
of material information, as well as alternatives. The severe acute respiratory syndrome coronavirus 2 (SARS-
CoV-2) pandemic (COVID-19) results in illness that often involves rapid deterioration. Despite the urgent 
need to find therapy, obtaining informed consent for COVID-19 research is needed. The current pandemic 
presents three types of challenges for investigators faced with obtaining informed consent for research 
participation: (1) uncertainty over key information to informed consent, (2) time and pressure constraints, 
and (3) obligations regarding disclosure of new alternative therapies and re-consent. To mitigate consenting 
challenges, primary investigators need to work together to jointly promote urgent care and research into 
COVID-19. Actions they can take include (1) prior plan addressing ways to incorporate clinical research into 
clinical practice in emergency, (2) consider patients vulnerable with early deliberation on the consent 
process, (3) seek Legally Authorized Representatives (LARs), (4) create a collaborative research teams, (5) aim 
to consent once, despite evolving information during the pandemic, and (6) aim to match patients to a trial 
that will most benefit them. The COVID-19 pandemic both exacerbates existing challenges and raises unique 
obstacles for consent that require forethought and mindfulness to overcome. While research teams and 
clinician-investigators will need to be sensitive to their own contexts and adapt solutions accordingly, they 
can meet the challenge of obtaining genuinely informed consent during the current pandemic. 

 
 
COVID-19 Trial Enrollment for Those Who Cannot Consent: Ethical Challenges Posed by a 
Pandemic 
Samantha A. House, Catherine D. Shubkin, Tim Lahey, Jeffrey P. Brosco, John Lantos 
Pediatrics, November 2020, 146(5) 
Abstract 
The current coronavirus disease 2019 (COVID-19) pandemic has triggered an intense global research effort to 
inform the life-saving work of frontline clinicians who need reliable information as soon as possible. Yet 
research done in pressured circumstances can lead to ethical dilemmas, especially for vulnerable research 
subjects. We present the case of a child with neurocognitive impairment who is diagnosed with COVID-19 
infection after presenting with fever and a seizure. The child lives in a group home and is in the custody of 
the state; her parents lost parental rights many years ago. Some members of the health care team want to 
enroll her in a randomized clinical trial evaluating an experimental treatment of COVID-19. For minor patients 
to enroll in this clinical trial, the institutional review board requires assent of patients and consent of 
guardians. An ethics consult is called to help identify relevant concerns in enrollment. In the accompanying 
case discussion, we address historical perspectives on research involving people with disabilities; proper 
management of research participation for people with disabilities including consent by proxy, therapeutic 
misconception, and other threats to the ethical validity of clinical trials; and the potentially conflicting 
obligations of researchers and clinicians. 
 

 
 

https://journals.sagepub.com/doi/full/10.1177/1477750920971801
https://pediatrics.aappublications.org/content/146/5/e2020010728
https://pediatrics.aappublications.org/content/146/5/e2020010728
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Informed consent disclosure to vaccine trial subjects of risk of COVID‐19 vaccines worsening 
clinical disease 
Perspective 
Timothy Cardozo, Ronald Veazey 
The International Journal of Clinical Practice, 28 October 2020  
Open Access 
Abstract 
Aims of the study 
Patient comprehension is a critical part of meeting medical ethics standards of informed consent in study 
designs. The aim of the study was to determine if sufficient literature exists to require clinicians to disclose 
the specific risk that COVID‐19 vaccines could worsen disease upon exposure to challenge or circulating virus. 
Methods used to conduct the study 
Published literature was reviewed to identify preclinical and clinical evidence that COVID‐19 vaccines could 
worsen disease upon exposure to challenge or circulating virus. Clinical trial protocols for COVID‐19 vaccines 
were reviewed to determine if risks were properly disclosed. 
Results of the study 
COVID‐19 vaccines designed to elicit neutralizing antibodies may sensitize vaccine recipients to more severe 
disease than if they were not vaccinated. Vaccines for SARS, MERS and RSV have never been approved, and 
the data generated in the development and testing of these vaccines suggest a serious mechanistic concern: 
that vaccines designed empirically using the traditional approach (consisting of the unmodified or minimally 
modified coronavirus viral spike to elicit neutralizing antibodies), be they composed of protein, viral vector, 
DNA or RNA and irrespective of delivery method, may worsen COVID‐19 disease via antibody‐dependent 
enhancement (ADE). This risk is sufficiently obscured in clinical trial protocols and consent forms for ongoing 
COVID‐19 vaccine trials that adequate patient comprehension of this risk is unlikely to occur, obviating truly 
informed consent by subjects in these trials. 
Conclusions drawn from the study and clinical implications 
The specific and significant COVID‐19 risk of ADE should have been and should be prominently and 
independently disclosed to research subjects currently in vaccine trials, as well as those being recruited for 
the trials and future patients after vaccine approval, in order to meet the medical ethics standard of patient 
comprehension for informed consent. 
 
 

Informed consent for Orthopaedic surgeons in the time of COVID-19: Addressing ‘the elephant in 
the room’ 
Sohail Yousaf, Syed Hassan, Paul Hamilton, Andrea Sott 
BMJ Quality & Safety, 18 June 2020 
Open Access  
Excerpt 
…The doctor-patient conversation that occurs following the diagnosis of such an injury is important to 
fulfilling ethical and professional responsibilities and reducing medico-legal risk. Understanding the patient’s 
future goals and expectations influences management and is vital to shared decision-making. Surgeons need 
to enable patients to be fully informed by giving them high quality information about the current evidence 
base regarding the proposed treatment and the available alternatives and risks… 
 
:::::: 
:::::: 

 
BIOMEDICAL RESEARCH 
 
 

https://onlinelibrary.wiley.com/doi/abs/10.1111/ijcp.13795
https://onlinelibrary.wiley.com/doi/abs/10.1111/ijcp.13795
https://www.researchgate.net/profile/Sohail_Yousaf2/publication/342330910_Informed_consent_for_Orthopaedic_surgeons_in_the_time_of_COVID-19_Addressing_'the_elephant_in_the_room'-httpsblogsbmjcomqualitysafety20200618informed-consent-for-orthopaedic-surgeons-in-the-time-of-co/links/5f944d68299bf1b53e40d1a2/Informed-consent-for-Orthopaedic-surgeons-in-the-time-of-COVID-19-Addressing-the-elephant-in-the-room-https-blogsbmjcom-qualitysafety-2020-06-18-informed-consent-for-orthopaedic-surgeons-in-the-time.pdf
https://www.researchgate.net/profile/Sohail_Yousaf2/publication/342330910_Informed_consent_for_Orthopaedic_surgeons_in_the_time_of_COVID-19_Addressing_'the_elephant_in_the_room'-httpsblogsbmjcomqualitysafety20200618informed-consent-for-orthopaedic-surgeons-in-the-time-of-co/links/5f944d68299bf1b53e40d1a2/Informed-consent-for-Orthopaedic-surgeons-in-the-time-of-COVID-19-Addressing-the-elephant-in-the-room-https-blogsbmjcom-qualitysafety-2020-06-18-informed-consent-for-orthopaedic-surgeons-in-the-time.pdf


 
 

5 

Reflections on dynamic consent in biomedical research: the story so far 
Harriet J. A. Teare, Megan Prictor, Jane Kaye  
European Journal of Human Genetics, 28 November 2020 
Open Access 
Abstract 
Dynamic consent (DC) was originally developed in response to challenges to the informed consent process 
presented by participants agreeing to ‘future research’ in biobanking. In the past 12 years, it has been trialled 
in a number of different projects, and examined as a new approach for consent and to support patient 
engagement over time. There have been significant societal shifts during this time, namely in our reliance on 
digital tools and the use of social media, as well as a greater appreciation of the integral role of patients in 
biomedical research. This paper reflects on the development of DC to understand its importance in an age 
where digital health is becoming the norm and patients require greater oversight and control of how their 
data may be used in a range of settings. As well as looking back, it looks forwards to consider how DC could 
be further utilised to enhance the patient experience and address some of the inequalities caused by the 
digital divide in society. 

 
 
Details of risk–benefit communication in informed consent documents for phase I/II trials 
Research Article  
Hannes Kahrass, Sabine Bossert, Christopher Schürmann, Daniel Strech 
Clinical Trials, 24 November 2020  
Abstract 
Background 
Informed consent documents for clinical studies should disclose all reasonably foreseeable risks and benefits. 
Little guidance exists on how to navigate the complexities of risk–benefit communication, especially in early 
clinical research. Practice-oriented development of such guidance should be informed by evidence on what 
and how details of risks and benefits are currently communicated. 
Method 
We surveyed the responsible parties of phase I/II trials registered in ClinicalTrials.gov that started 2007 or 
later and completed between 2012 and 2016 to sample informed consent documents from a broad spectrum 
of early phase clinical trials. Based on an assessment matrix, we qualitatively and quantitatively assessed the 
informed consent documents for details of risk–benefit communication. 
Results 
The risk–benefit communication in the 172 informed consent documents differed substantially in several 
regards. The outcome, extent, and likelihood of health risks, for example, were described in 83%, 32%, and 
63% of the informed consent documents. Only 45% of informed consent documents specified the outcome of 
mentioned health benefits, and the extent and likelihood of health benefits were never specified. From those 
informed consent documents reporting risk likelihoods, only 57% added frequency numbers to words such as 
“common” or “rare,” and even in these cases, we found strong variations for presented frequency ranges. 
Substantial heterogeneity also exists for how informed consent documents communicate other risk and 
benefit types and related safeguards. 
Conclusion 
Our study points to several shortcomings and heterogeneities in how informed consent documents 
communicate risks and benefits to potential research participants. Health risks, for example, should be 
specified with frequency numbers, and health benefits should be specified at least by mentioning their 
outcomes. Further demand for research and policy development is needed to harmonize risk–benefit 
communication and to clarify ways to specify the likelihood of health benefits. 

 
 

https://www.nature.com/articles/s41431-020-00771-z
https://journals.sagepub.com/doi/abs/10.1177/1740774520971770
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Differences in demographics and outcomes based on method of consent for a randomised 
controlled trial on heat loss prevention in the delivery room 
Original Research 
Sunita Vohra, Maureen Reilly, Valeria E Rac, Zafira Bhaloo, Denise Zayak, John Wimmer, Michael Vincer, Karla 
Ferrelli, Alex Kiss, Roger Soll, Michael Dunn 
Archives of Disease in Childhood - Fetal and Neonatal Edition, 24 November 2020 
Abstract 
Objective  
Informed consent is standard in research. International guidelines allow for research without prior consent in 
emergent situations, such as neonatal resuscitation. Research without prior consent was incorporated in the 
Vermont Oxford Network Heat Loss Prevention Trial. We evaluated whether significant differences in 
outcomes exist based on the consent method. 
Design  
Subgroup analysis of infants enrolled in a randomised controlled trial conducted from 2004 to 2010. 
Setting  
A multicentre trial with 38 participating centres. 
Participants  
Infants born 24–27 weeks of gestation. 3048 infants assessed, 2231 excluded due to fetal congenital 
anomalies, failure to obtain consent or gestation less than 24 weeks. 817 randomised, 4 withdrew consent, 
total of 813 analysed. 
Main outcome measure  
The difference in mortality between consent groups. 
Results  
No significant differences were found in mortality at 36 weeks (80.2%, 77.4%, p=0.492) or 6 months 
corrected gestational age (80.7%, 79.7%, p=0.765). Infants enrolled after informed consent were more likely 
to have mothers who had received antenatal steroids (95.2%, 84.0%, p<0.0001). They also had significantly 
higher Apgar scores at 1 (5.0, 4.4, p=0.019), 5 (7.3, 6.7, p=0.025) and 10 min (7.5, 6.3, p=0.0003). 
Conclusions and relevance  
Research without prior consent resulted in the inclusion of infants with different baseline characteristics than 
those enrolled after informed consent. There were no significant differences in mortality. Significantly higher 
Apgar scores in the informed consent group suggest that some of the sicker infants would have been 
excluded from enrolment under informed consent. Research without prior consent should be considered in 
neonatal resuscitation research. 

 
 
A systematic review of risk communication in clinical trials: How does it influence decisions to 
participate and what are the best methods to improve understanding in a trial context? 
Maeve Coyle, Katie Gillies  
PLOS One, 16 November 2020 
Open Access 
Abstract 
Background 
Effective risk communication is challenging. Ensuring potential trial participants’ understand ‘risk’ 
information presented to them is a key aspect of the informed consent process within clinical trials, yet 
minimal research has looked specifically at how to communicate probabilities to support decisions about trial 
participation. This study reports a systematic review of the literature focusing on presentation of 
probabilistic information or understanding of risk by potential trial participants. 
Methods 
A search strategy for risk communication in clinical trials was designed and informed by systematic reviews of 
risk communication in treatment and screening contexts and supplemented with trial participation terms. 
Extracted data included study characteristics and the main interventions/findings of each study. Explanatory 

https://fn.bmj.com/content/early/2020/11/24/archdischild-2020-319045
https://fn.bmj.com/content/early/2020/11/24/archdischild-2020-319045
https://journals.plos.org/plosone/article?id=10.1371/journal.pone.0242239
https://journals.plos.org/plosone/article?id=10.1371/journal.pone.0242239


 
 

7 

studies that investigated the methods for presenting probabilistic information within participant information 
leaflets for a clinical trial were included, as were interventions that focused on optimising understanding of 
probabilistic information within the context of a clinical trial. 
Results 
The search strategy identified a total of 4931 studies. Nineteen papers were selected for full text screening, 
and seven studies included. All reported results from risk communication studies that aimed to support 
potential trial participants’ decision making set within hypothetical trials. Five of these were randomised 
comparisons of risk communication interventions, and two were prospectively designed, non-randomised 
studies. Study interventions focused on probability presentation, risk framing and risk interpretation with a 
wide variety of interventions being evaluated and considerable heterogeneity in terms of outcomes assessed. 
Studies show conflicting findings when it comes to how best to present information, although numerical, 
particularly frequency formats and some visual aids appear to have promise. 
Conclusions 
The evidence base surrounding risk communication in clinical trials indicates that there is as yet no clear 
optimal method for improving participant understanding, or clear consensus on how it affects their 
willingness to participate. Further research into risk communication within trials is needed to help illuminate 
the mechanisms underlying risk perception and understanding and provide appropriate ways to present and 
communicate risk in a trial context so as to further promote informed choices about participation. A key 
focus for future research should be to investigate the potential for learning in the evidence on risk 
communication from treatment and screening decisions when applied to decisions about trial participation. 

 
 
Consent Forms and Procedures [BOOK CHAPTER] 
Ann-Margret Ervin, Joan B. Cobb Pettit 
Principles and Practice of Clinical Trials 
Springer Nature, 11 November 2019 
Open Access 
Abstract  
Obtaining the informed consent of a participant is a prerequisite for enrollment in a clinical trial. In the 
United States, federal regulations provide the framework for establishing informed consent with additional 
protections for persons considered vulnerable due to incarceration, illiteracy, or other condition. 
Investigators are tasked with providing sufficient information about the research to satisfy the ethical and 
regulatory requirements while communicating it in a manner that maximizes the participant’s ability to make 
an informed decision regarding study enrollment. There are clinical trial design features that are essential to 
include in the consent form with care to describe topics such as randomization, allocation ratio, and masking 
in a manner understood by the lay public. The informed consent discussion should continue throughout the 
course of the trial as informally reaffirming the participant’s willingness to continue participation and 
reconsenting them when there are significant changes to the study protocol are important considerations for 
providing truly informed consent. 
 
 

Loopholes in the Research Ethics System? Informed Consent Waivers in Cluster Randomized Trials 
with Individual‐Level Intervention 
Article 
Alex John London, Monica Taljaard, Charles Weijer 
Ethics & Human Research, 2 November 2020  
Abstract 
Individual‐cluster trials randomize groups of individuals but deliver study interventions directly to individual 
participants. We examine three arguments that might justify the perception that the bar for a waiver of 
consent should be lower in such trials than for individually randomized trials. We contend that if these 
arguments are treated as sufficient to grant a waiver of consent, then a loophole emerges in research 

http://scholar.google.co.uk/scholar_url?url=https://link.springer.com/content/pdf/10.1007/978-3-319-52677-5_46-1.pdf&hl=en&sa=X&d=11237924847013113142&ei=TkigX-_ALMiKywTFhruIAQ&scisig=AAGBfm3wBf0TX7ovHCtGdHLBppycpzz2fg&nossl=1&oi=scholaralrt&hist=SqhM5vMAAAAJ:7929683463790031804:AAGBfm0z6jDpsbpxdW-OglQ_oFbBKMMrUQ&html=
https://onlinelibrary.wiley.com/doi/abs/10.1002/eahr.500071
https://onlinelibrary.wiley.com/doi/abs/10.1002/eahr.500071
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oversight. Such loopholes are morally hazardous for study participants, the integrity of science, and public 
trust in the research enterprise. We conclude by articulating the standards that research ethics committees 
should use to evaluate requests for waivers of consent in individual‐cluster trials. 
 
:::::: 
:::::: 

 
GENOMIC MEDICINE/GENE EDITING 
 
Informed Consent for Genetic and Genomic Research 
Overview 
Jeffrey R. Botkin 
Current Protocols in Human Genetics, 17 November 2020  
Abstract 
Genetic research often utilizes or generates information that is potentially sensitive to individuals, families, 
or communities. For these reasons, genetic research may warrant additional scrutiny from investigators and 
governmental regulators, compared to other types of biomedical research. The informed consent process 
should address the range of social and psychological issues that may arise in genetic research. This article 
addresses a number of these issues, including recruitment of participants, disclosure of results, psychological 
impact of results, insurance and employment discrimination, community engagement, consent for tissue 
banking, and intellectual property issues. Points of consideration are offered to assist in the development of 
protocols and consent processes in light of contemporary debates on a number of these issues. © 2020 
Wiley Periodicals LLC. 

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

TECHNOLOGY/OTHER MEDIATION 
 

Audiovisual Modules to Enhance Informed Consent in the ICU: A Pilot Study 
Original Clinical Report 
Tyler J. Loftus, Maria E. Alfaro, Tiffany N. Anderson, Travis W. Murphy, Olga Zayko, John P. Davis, Zachary A. 
Hothem, Dijoia B. Darden, Rohit P. Patel, Wanda Whittet, Edward K. McGough, Azra Bihorac, Chasen A. Croft, 
Martin D. Rosenthal, R. Stephen Smith, Erin L. Vanzant, Fredrick A. Moore, Scott C. Brakenridge, Gabriela L. 
Ghita, Babette A. Brumback, Alicia M. Mohr, Philip A. Efron 
Critical Care Explorations, 23 November 2020; 2(12) 
Objectives 
Obtaining informed consent for commonly performed ICU procedures is often compromised by variability in 
communication styles and inadequate verbal descriptions of anatomic concepts. The objective of this study 
was to evaluate the efficacy of an audiovisual module in improving the baseline knowledge of ICU procedures 
among patients and their caregivers. 
Design 
Prospective, observational study. 
Setting 
Forty-eight–bed adult surgical ICU at a tertiary care center. 
Subjects 
Critically ill surgical patients and their legally authorized representatives. . 
Interventions 
An audiovisual module describing eight commonly performed ICU procedures. 
Measurements and Main Results 

https://currentprotocols.onlinelibrary.wiley.com/doi/abs/10.1002/cphg.104
https://journals.lww.com/ccejournal/Fulltext/2020/12000/Audiovisual_Modules_to_Enhance_Informed_Consent_in.2.aspx
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Fifty-nine subjects were enrolled and completed an 11-question pre- and postvideo test of knowledge 
regarding commonly performed ICU procedures and a brief satisfaction survey. Twenty-nine percent had a 
healthcare background. High school was the highest level of education for 37% percent of all subjects. Out of 
11 questions on the ICU procedure knowledge test, subjects scored an average 8.0 ± 1.9 correct on the 
pretest and 8.4 ± 2.0 correct on the posttest (p = 0.055). On univariate logistic regression, having a healthcare 
background was a negative predictor of improved knowledge (odds ratio, 0.185; 95% CI, 0.045–0.765), 
indicating that those with a health background had a lower probability of improving their score on the 
posttest. Among subjects who did not have a healthcare background, scores increased from 7.7 ± 1.9 to 8.3 ± 
2.1 (p = 0.019). Seventy-five percent of all subjects indicated that the video was easy to understand, and 70% 
believed that the video improved their understanding of ICU procedures. 
Conclusions 
Audiovisual modules may improve knowledge and comprehension of commonly performed ICU procedures 
among critically ill patients and caregivers who have no healthcare background. 
 
 

Using a cartoon questionnaire to improve consent process in children: a randomized controlled 
survey 
Clinical Research Article 
Shanshan Qiu, Yang Xia, Feng Tian, Yanfang Yang, Jijun Song, Liqin Chen, Hao Mei, Fan Jiang, Nan Bao, Shijian 
Liu  
Pediatric Research, 17 November 2020 
Abstract 
Objective 
The aim of the study was to evaluate the effectiveness of an audio and animated cartoon questionnaire 
(AACQ) at improving consent process in child for biospecimen donation. 
Methods 
A multi-center randomized and controlled survey was performed at two pediatric hospitals in China from 
2019 to 2020. Children aged from 7 to 18 years in the pediatric surgery wards were invited to investigate the 
participants’ willingness and attitudes for donating biospecimens. A total of 264 children, including 119 in the 
AACQ group and 145 in the TQ group, and 67 parents of children were analyzed. A separate knowledge test 
was acquired in the questionnaires. 
Results 
Our findings showed that the response rate of the AACQ group (89.85%) was significantly higher than that of 
the TQ group (68.44%; p < 0.001). AACQ can improve the child’s understanding, increase children’s 
engagement in biospecimen donation, reduced the differences in selected characteristics affecting children 
understanding, and enhanced their risk awareness of donating biospecimens. We also found that increasing 
pain and privacy disclosure were the most popular concern among children for the refusal to donate 
biospecimens. 
Conclusions 
AACQ is an effective and standardized tool of content delivery to children from the surgical wards. Children 
who fully understood of biospecimen donation are suggested to participate in the consent signing. 
 
:::::: 
:::::: 
 

YOUNG PERSONS 
 
Moral structuring of children during the process of obtaining informed consent in clinical and 
research settings 
Research Article 
Anderson Díaz-Pérez, Elkin Navarro Quiroz, Dilia Esther Aparicio Marenco  

https://www.nature.com/articles/s41390-020-01227-2
https://www.nature.com/articles/s41390-020-01227-2
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-020-00540-z
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-020-00540-z
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BMC Medical Ethics, 25 November 2020; 21(122) 
Open Access 
Abstract 
Background 
Informed consent is an important factor in a child’s moral structure from which different types of doctor–
patient relationships arise. Children’s autonomy is currently under discussion in terms of their decent 
treatment, beyond what doctors and researchers perceive. To describe the influential practices that exist 
among clinicians and researchers toward children with chronic diseases during the process of obtaining 
informed consent. 
Methods 
This was a cross-sectional, qualitative study via a subjective and interpretivist approach. The study was 
performed by conducting semi-structured interviews of 21 clinicians and researchers. Data analysis was 
performed using the SPSS version 21® and Atlas Ti version 7.0® programs. 
Results 
The deliberative and paternalistic models were influential practices in the physician–patient relationship. In 
the deliberative model, the child is expected to have a moral awareness of their care. The paternalistic model 
determined that submission was a way of structuring the child because he or she is considered to be a 
subject of extreme care. 
Conclusions 
The differentiated objectification [educational] process recognizes the internal and external elements of the 
child. Informed consent proved to be an appropriate means for strengthening moral and structuring the 
child. 

 
 
Young women’s autonomy and information needs in the schools-based HPV vaccination 
programme: a qualitative study 
Research Article 
Harriet Fisher, Karen Evans, Jo Ferrie, Julie Yates, Marion Roderick & Suzanne Audrey  
BMC Public Health, 10 November 2020; 20(1680) 
Open Access 
Abstract 
Background 
Until 2019, the English schools-based human papillomavirus (HPV) vaccination programme was offered to 
young women (but not young men) aged 12 to 13 years to reduce HPV-related morbidity and mortality. The 
aim of this study is to explore the extent to which young women were able to exercise autonomy within the 
HPV vaccination programme. We consider the perspectives of young women, parents and professionals and 
how this was influenced by the content and form of information provided. 
Methods 
Recruitment was facilitated through a healthcare organisation, schools and community organisations in a 
local authority in the south-west of England. Researcher observations of HPV vaccination sessions were 
carried out in three schools. Semi-structured interviews took place with 53 participants (young women, 
parents of adolescent children, school staff and immunisation nurses) during the 2017/18 and 2018/19 
programme years. Interviews were recorded digitally and transcribed verbatim. Thematic analysis was 
undertaken, assisted by NVivo software. 
Results 
Young women’s active participation and independence within the HPV vaccination programme was 
constrained by the setting of vaccination and the primacy of parental consent procedures. The authoritarian 
school structure influenced the degree to which young women were able to actively participate in decisions 
about the HPV vaccination programme. Young women exercised some power, either to avoid or receive the 
vaccine, by intercepting parental consent forms and procedures. Reliance on leaflets to communicate 
information led to unmet information needs for young women and their families. Communication may be 

https://bmcpublichealth.biomedcentral.com/articles/10.1186/s12889-020-09815-x
https://bmcpublichealth.biomedcentral.com/articles/10.1186/s12889-020-09815-x
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improved by healthcare professional advocacy, accessible formats of information, and delivery of educational 
sessions. 
Conclusions 
Strategies to improve communication about the HPV vaccine may increase young people’s autonomy in 
consent procedures, clarify young people’s rights and responsibilities in relation to their health care services, 
and result in higher uptake of the HPV vaccination programme. 

 
 
Be legally wise: When is parental consent required for adolescents’ access to pre-exposure 
prophylaxis (PrEP)? 
Ann Strode, Catherine M. Slack, Zaynab Essack, Jacintha D. Toohey, Linda-Gail Bekker 
Southern African Journal of HIV Medicine, 10 November 2020 
Open Access  
Abstract 
Background 
South African adolescents (12–17 years) need an array of prevention tools to address their risk of acquiring 
the life-long, stigmatized condition that is HIV. Prevention tools include pre-exposure prophylaxis (PrEP). 
However, service providers may not be clear on the instances where self-consent is permissible or when 
parental consent should be secured.  
Aim 
To consider the legal norms for minor consent to PrEP using the rules of statutory interpretation.  
Setting 
Legal and policy framework.  
Results 
We find that PrEP should be interpreted as a form of ‘medical treatment’; understood broadly so that it falls 
within the ambit of one of consent norms in the Children’s Act. When PrEP is interpreted as ‘medical 
treatment’, then self-consent to PrEP is permissible for persons over 12 years, if they have the mental 
capacity and maturity to understand the benefits, risks, social and other implications of the proposed 
treatment. Currently, PrEP is only licensed for persons over 35 kg. Reaching the age of 12 years is a necessary 
but not sufficient criteria for self-consent and service-providers must ensure capacity requirements are met 
before implementing a self-consent approach. Decisional support and adherence support are critical.  
Conclusions 
We recommend that service-providers should take steps to ensure that those persons who meet an age 
requirement for self-consent, also meet the capacity requirement, and that best practices in this regard be 
shared. We also recommend that policy makers should ensure that PrEP guidelines are updated to reflect the 
adolescent consent approach articulated above. It is envisaged that these efforts will enable at-risk 
adolescents to access much needed interventions to reduce their HIV risk.  

 
 
Consent and refusal of treatment by older children in emergency settings 
Perspective 
Dominique Moritz, Phillip Ebbs 
Emergency Medicine Australasia, 9 November 2020  
Abstract 
The law recognises that children can exert an increasing level of autonomy and decision‐making about their 
healthcare as they mature, and that intelligence and maturity levels will vary from one child to the next. 
Therefore, the parameters for when older children can consent to healthcare can be a complex area for 
clinicians to navigate. Refusal of treatment provides additional challenges for clinicians because the law is 
less clear about when older children can be involved in refusing treatment which is in their best interests. 

http://scholar.google.com/scholar_url?url=https://sajhivmed.org.za/index.php/hivmed/article/download/1129/2068&hl=en&sa=X&d=10781424542207027244&ei=wO2uX7zdMcucygSklJGIAg&scisig=AAGBfm1yJm0_gR5nyJtM9YvTtTffXLUsDw&nossl=1&oi=scholaralrt&hist=SqhM5vMAAAAJ:13542989930044107291:AAGBfm3_1QBZ3MkNeZuw4aVdW9G22CqaUA&html=
http://scholar.google.com/scholar_url?url=https://sajhivmed.org.za/index.php/hivmed/article/download/1129/2068&hl=en&sa=X&d=10781424542207027244&ei=wO2uX7zdMcucygSklJGIAg&scisig=AAGBfm1yJm0_gR5nyJtM9YvTtTffXLUsDw&nossl=1&oi=scholaralrt&hist=SqhM5vMAAAAJ:13542989930044107291:AAGBfm3_1QBZ3MkNeZuw4aVdW9G22CqaUA&html=
https://onlinelibrary.wiley.com/doi/abs/10.1111/1742-6723.13685
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This article outlines relevant legislation concerning child consent to treatment across Australian jurisdictions 
and examines refusal of treatment by children using the 2018 case of Mercy Hospitals Victoria v D1 & Anor. 

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

RIGHTS/LEGAL/LEGISLATIVE 
 

Problematizing consent: searching genetic genealogy databases for law enforcement purposes 
G. Samuel, D. Kennett 
New Genetics and Society, 18 November 2020 
Abstract 
Genetic genealogy databases have become particularly attractive to law enforcement agencies, especially in 
the United States (US), which have started to employ genealogists to search them with unknown origin DNA 
from unidentified human remains (suicides, missing persons) or from a serious crime scene, to help identify 
the victim, or a potential suspected perpetrator, respectively. While this investigative genetic genealogy 
(IGG) technique holds much promise, its use – particularly during serious criminal investigations – has 
sparked a range of social and ethical concerns. Receiving consent for IGG from genetic genealogy database 
users has been argued as a way to address such concerns. While critiques of the importance of consent are 
well documented in the biomedical and forensic biobanking literature, this has not been explored for IGG. 
We sought to address this gap by exploring the views of UK stakeholders. Our research question was: what 
are UK public and professional stakeholders’ views about the importance of the consent process for IGG 
when used for serious criminal cases? The methodological approach was interview-based and exploratory. 
Our analysis identified that all interviewees stressed the importance of consent, though interviewees’ 
narratives pointed to inadequacies of individual-based consent as an ethical panacea for IGG. 
 
 

Legal issues in end-of-life care 2: consent and decision-making 
Helen Taylor 
Journal of Paramedic Practice, 9 November 2020; 12(11) 
Abstract 
Paramedics are legally and professionally obliged to uphold their patients' right to dignity, respect and 
autonomy—and this includes the general requirement to obtain their consent before proceeding with any 
intervention. The first instalment of this two-part article considered the challenges that this might present to 
the paramedic. This second article develops this theme and further explores the legal framework 
underpinning the decision-making process when caring for a patient approaching the end of life. It also 
examines issues around consent and mental capacity in more depth and addresses matters such as such as 
advance decisions to refuse treatment (ADRT) and do not attempt cardio-pulmonary resuscitation (DNACPR) 
decisions. 
 
:::::: 
:::::: 

 
FREE PRIOR INFORMED CONSENT (FPIC)  
 
Controversies of consent: the contradictory uses of indigenous free, prior, and informed 
consultation and consent in Panama [DISSERTATION] 
Marian Ahn Thorpe 
Rutgers University; School of Graduate Studies, October 2020 
Description 

https://www.tandfonline.com/doi/abs/10.1080/14636778.2020.1843149
https://www.magonlinelibrary.com/doi/abs/10.12968/jpar.2020.12.11.CPD1
https://rucore.libraries.rutgers.edu/rutgers-lib/64899/
https://rucore.libraries.rutgers.edu/rutgers-lib/64899/
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This dissertation examines the right of Free, Prior, and Informed Consultation and Consent (FPIC) in western 
Panama, where Ngäbe Indigenous communities have long fought to protect their land from copper mines, 
hydroelectric projects, and other forms of development. Drawing on sixteen months of ethnographic and 
legal research between 2013 and 2016, I demonstrate that, like other forms of multicultural recognition, FPIC 
can be used by states to manage Indigenous dissent and rights-wash contentious projects. This management 
can take place through careful attention to the wording or procedural details of FPIC policies; or, it can occur 
through the ways in which consent-seekers and consent-givers exploit or circumvent conflict-prone 
community decision-making processes. However, while FPIC can be used to limit Indigenous rights, I also 
show how various groups of Ngäbe still defy and work within these constraints. More broadly, I show that 
the Western liberal conception of consent as autonomous free choice obscures ways in which consent 
embeds subjects in relations of power. By framing consent not as a sign of freedom but as a sign of power 
relations, I underscore how FPIC and other forms of multicultural recognition join together Indigenous 
peoples and states to collaboratively create the multicultural state. 

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

CULTURAL/COUNTRY CONTEXT 
 

Participant understanding of informed consent in a multidisease community-based health 
screening and biobank platform in rural South Africa  
Nothando Ngwenya, Manono Luthuli, Resign Gunda, Ntombizonke A Gumede, Oluwafemi Adeagbo, Busisiwe 
Nkosi, Dickman Gareta, Olivier Koole, Mark Siedner, Emily B Wong, Janet Seeley International Health, 9 
November 2020; 12(6) pp 560–566 
Abstract 
Background 
In low- and middle-income settings, obtaining informed consent for biobanking may be complicated by socio-
economic vulnerability and context-specific power dynamics. We explored participants experiences and 
perceptions of the research objectives in a community-based multidisease screening and biospecimen 
collection platform in rural KwaZulu-Natal, South Africa. 
Methods 
We undertook semi-structured in-depth interviews to assess participant understanding of the informed 
consent, research objectives and motivation for participation. 
Results 
Thirty-nine people participated (individuals who participated in screening/biospecimen collection and those 
who did not and members of the research team). Some participants said they understood the information 
shared with them. Some said they participated due to the perceived benefits of the reimbursement and 
convenience of free healthcare. Most who did not participate said it was due to logistical rather than ethical 
concerns. None of the participants recalled aspects of biobanking and genetics from the consent process. 
Conclusions 
Although most people understood the study objectives, we observed challenges to identifying language 
appropriate to explain biobanking and genetic testing to our target population. Engagement with 
communities to adopt contextually relevant terminologies that participants can understand is crucial. 
Researchers need to be mindful of the impact of communities’ socio-economic status and how compensation 
can be potentially coercive. 
 
:::::: 
:::::: 

 
 

https://academic.oup.com/inthealth/article/12/6/560/5962058
https://academic.oup.com/inthealth/article/12/6/560/5962058
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MEDICAL/SURGICAL  
 
Medical informed choice: understanding the element of time to meet the standard of care for 
valid informed consent 
Zachary R Paterick, Timothy Edward Paterick , Barb Block Paterick 
Postgraduate Medical Journal, 9 December 2019 
Open Access 
Abstract 
Medical informed choice is essential for a physician meeting their fiduciary duty when proposing medical and 
surgical actions, and necessary for a patient to consent or cull the outlined therapeutic approaches. Informed 
choice, as part of a shared decision-making model, allows widespread give-and-take of ideas between the 
patient and physician. This sharing of ideas results in a partnership for decision-making and a responsibility 
for medical and surgical outcomes. Informed choice is indispensible to the patient education process that 
meets the desired outcome of any covenant —an offer of and acceptance of the proposed treatment. The 
covenant anchors a true patient–physician partnership with parity and equality in decision-making and 
medical/surgical outcomes. Medical informed choice flows from ethical and legal principles necessary to 
meet the acknowledged standard of care. This is codified by statute and fortified in general common law. 
This espouses a fiduciary relationship where the patient and physician understand and accede to the degree 
of autonomy the patient requests. The growth of an equal patient–physician relationship requires time. 
There is no alternative to the time variable when developing a physician–patient relationship. Despite 
physicians being under pressures to perform more clinical and administrative duties in less time in the 
corporate model of medicine, time remains the most critical variable when considering informed choice and 
shared decision-making. Videos, pamphlets and alternate healthcare providers cannot and should not 
substitute for physician time. 

 
 
Informed Consent for Laser Therapy in Scar Management 
Youssof Oskrochi, David Bodansky, Kayvan Shokrollahi, Adeyinka Molajo 
Laser Management of Scars, 25 November 2020; pp 107-110 
Abstract 
The aim of this chapter is to provide an overview of consent as relevant to laser therapy. This is especially 
relevant because lasers and laser treatment can be complex and difficult to explain, may require multiple 
sessions and have a distinct risk of complications that can be mitigated through good communication, safe 
practice and appropriate documentation. 

 
 
Consent for Medical Autopsy 
Adrian Charles 
Practical Manual of Fetal Pathology, 17 November 2020; pp 19-25 
Abstract 
In many countries as well as the consent as above, legally the autopsy is authorized by a human tissue act 
officer or medical director or their nominee, who legally allows the postmortem to go ahead. This is done 
after parental consent. There are variations throughout the world, and some of these are discussed. Consent 
is now recognised to be a process, a communication and understanding, and not just a simple signature to an 
official form. 

 
 
Presumed consent and the implications for eye donation 
Editorial 
Parwez Hossain  

https://pmj.bmj.com/content/postgradmedj/96/1141/708.full.pdf
https://pmj.bmj.com/content/postgradmedj/96/1141/708.full.pdf
https://link.springer.com/chapter/10.1007/978-3-030-52919-2_16
https://link.springer.com/chapter/10.1007/978-3-030-42492-3_3
https://www.nature.com/articles/s41433-020-01266-3
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Eye, 9 November 2020 
Open Access 
Excerpt 
…In this issue, Dimitry et al. remind us of the recent change in the law for England. In their letter, they 
provide an overview of the implications of the opt-out system on eye donation rates in countries in mainland 
Europe where there is a longer track record of this kind of legal change. Despite providing benefits to organ 
donation, increases in eye donation are not similarly matched. The authors highlight that in some countries, 
more specific measures such as education and infrastructure changes could be more effective. From personal 
experience of running an eye donation service, the training of allied health professionals such as trained eye 
retrievers, end of life care professionals would increase the capacity of a healthcare system to identify and 
retrieve potential eye donations. In many hospitals and healthcare organisations, this human infrastructure 
appears to be the rate limiting factor for higher eye donations… 

 
 
Incorporating Evidence-Based Practice Into Informed Consent Practice 
Research Article 
James W. Drisko  
Families in Society: The Journal of Contemporary Social Services, 6 November 2020  
Abstract 
This conceptual article argues that evidence-based practice (EBP) is best understood as a component of the 
informed consent process preceding treatment. The legally mandated informed consent/consent to treat 
process requires that professionals disclose to clients the nature of services along with potential risks, 
benefits, and alternatives. Informed consent is a long-standing part of professional practice ethics with over a 
century of legal precedents. The more recent EBP process also requires discussion with the client of the best 
research-supported treatments, which are explored in combination with the client’s values and preferences 
and the professional’s expertise, to develop a treatment plan. Yet, EBP has not been clearly linked to 
informed consent for treatment. EBP can be usefully understood as part of the more comprehensive 
informed consent ethics process. New practice and ethics competencies are examined. 

 
 
Informed Consent for Percutaneous Coronary Intervention: A Patient Perspective of a Complex 
Process 
Howard T. Blanchard, Diane L. Carroll, Felicity Astin 
Cath Lab Digest, 4 November 2020; 28(11) 
Open Access  
Abstract 
Background 
Percutaneous coronary intervention (PCI) involves a complex informed consent process. Consent is sought 
simultaneously for a diagnostic angiography and the potential treatments that follow, including PCI, and 
fosters shared decision making. This process involves several healthcare providers, yet there has been limited 
data from the United States regarding the patient’s perspective of informed consent for PCI.  
Objective 
To describe U.S. patients’ perception of their PCI informed consent process, and of PCI treatment risks and 
benefits. 
Methods 
Patients admitted for coronary angiography were approached and if they volunteered for the study, 
completed a survey on their informed consent experience for PCI following their procedure. The survey 
asked about purpose of consent, attitudes, risks, benefits, and outcomes of PCI. 
Results 

https://journals.sagepub.com/doi/abs/10.1177/1044389420929625
https://www.cathlabdigest.com/content/informed-consent-percutaneous-coronary-intervention-patient-perspective-complex-process
https://www.cathlabdigest.com/content/informed-consent-percutaneous-coronary-intervention-patient-perspective-complex-process
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There were 82 participants who had undergone PCI, with a mean age of 65 years. Participants included 64 
males and 17 females. The majority of participants recognized the key components of choice (88%), risks 
(94%), and benefits (87%), and 65% of participants were aware of the alternatives for PCI from the informed 
consent experience. Participants expressed a desire for more information, but also admitted that they had 
trouble retaining the information. Eighty-nine percent had misconceptions that PCI would prevent a future 
myocardial infarction. Forty percent of the participants stated that they preferred family to be present during 
informed consent.  
Conclusions 
Healthcare providers can improve the informed consent experience by providing clear information, clarifying 
concerns, and by encouraging family questions and involvement.  

 
 
Informed consent, duty of disclosure and chiropractic: where are we? 
Debate 
J. Keith Simpson, Stanley Innes  
Chiropractic & Manual Therapies, 4 November 2020; 28(60) 
Open Access 
Abstract 
Background 
    The COVID-19 pandemic has seen the emergence of unsubstantiated claims by vertebral subluxation-based 
chiropractors that spinal manipulative therapy has a role to play in prevention by enhancing the body’s 
immune function. We contend that these claims are unprofessional and demonstrate a disturbing lack of 
insight into the doctrine of informed consent. As such it is timely to review how informed consent has 
evolved and continues to do so and also to discuss the attendant implications for contemporary health 
practitioner practice. 
    We review the origins of informed consent and trace the duty of disclosure and materiality through 
landmark medical consent cases in four common law (case law) jurisdictions. The duty of disclosure has 
evolved from a patriarchal exercise to one in which patient autonomy in clinical decision making is 
paramount. Passing time has seen the duty of disclosure evolve to include non-medical aspects that may 
influence the delivery of care. We argue that a patient cannot provide valid informed consent for the removal 
of vertebral subluxation. Further, vertebral subluxation care cannot meet code of conduct standards because 
it lacks an evidence base and is practitioner centered. 
    The uptake of the expanded duty of disclosure has been slow and incomplete by practitioners and 
regulators. The expanded duty of disclosure has implications, both educative and punitive for regulators, 
chiropractic educators and professional associations. We discuss how practitioners and regulators can be 
informed by other sources such as consumer law. For regulators, reviewing and updating informed consent 
requirements is required. For practitioners it may necessitate disclosure of health status, conflict of interest 
when recommending “inhouse” products, recency of training after attending continuing professional 
development, practice patterns, personal interests and disciplinary findings. 
Conclusion 
    Ultimately such matters are informed by the deliberations of the courts. It is our opinion that the duty of a 
mature profession to critically self-evaluate and respond in the best interests of the patient before these 
matters arrive in court. 
 
 

Informed consent in neurosurgery: a systematic review 
Nathan A. Shlobin, Mark Sheldon, Sandi Lam 
Neurosurgical Focus, 20 August 2020; 49 
Open Access 
Abstract 
Objective 

https://link.springer.com/article/10.1186/s12998-020-00342-5
http://scholar.google.com/scholar_url?url=https://thejns.org/downloadpdf/journals/neurosurg-focus/49/5/article-pE6.pdf&hl=en&sa=X&d=2753794864171497023&ei=gZulX_DLBo-vywTnopTAAg&scisig=AAGBfm3LAKzsHF4slSw0xfFVZMOAYkW5Cw&nossl=1&oi=scholaralrt&hist=SqhM5vMAAAAJ:13542989930044107291:AAGBfm3_1QBZ3MkNeZuw4aVdW9G22CqaUA&html=


 
 

17 

Informed consent has served as a main principle of medical ethics and laws in the United States. The 1986 
American Association of Neurological Surgeons Code of Ethics implied medicolegal liability for the failure to 
obtain informed consent without providing practical guidance regarding the application of informed consent 
to individual patient encounters in a medicolegal environment. Here, the authors aimed to identify baseline 
patient recall after discussions with neurosurgeons and their capacity to provide informed consent, describe 
the effects of interventions to improve patient comprehension, and elucidate the role of informed consent in 
malpractice litigation in neurosurgery. Their findings may guide neurosurgeons in discussions to properly 
inform patients and reduce the risk of litigation. 
Methods 
A systematic review was conducted to explore informed consent within neurosurgery and its application to 
medicolegal liability using the PubMed, Embase, and Scopus databases. Titles and abstracts from articles 
identified in the search were read and selected for full-text review. Studies meeting prespecified inclusion 
criteria were reviewed in full and analyzed for study design, aim, population, interventions, and outcomes. 
Results 
Of 1428 resultant articles, 21 were included in the review. Baseline patient recall was low, particularly for 
risks and alternatives of treatments, and even decreased over time. Cognitive impairment was noted as a 
factor limiting the ability to provide informed consent. Interventions incorporating a combination of 
modalities in informed consent discussions, a specialized consent form with points for neurosurgeons to 
check off upon discussion, interactive websites, question prompt lists, and illustrations were found to be 
effective in improving patient knowledge. Lack of informed consent was a common factor for malpractice 
litigation. Spine surgery was particularly prone to costly lawsuits. Payments were generally greater for 
plaintiff verdicts than for settlements. 
Conclusion 
The application of informed consent to patient encounters is an important facet of clinical practice. 
Neurosurgeons have a duty to provide patients with all pertinent information to allow them to make 
decisions about their care. The authors examined baseline patient comprehension and capacity, 
interventions to improve informed consent, and malpractice litigation; it appears that determining the 
proper capacity to provide informed consent and considering informed consent as a process that depends on 
the setting are important. There is room to improve the informed consent process centered on baseline 
patient health literacy and understanding as well as clear communication using multiple modalities. 

 
 
Patient Centric Informed Consent in Orthodontic Practice: An Overview 
Research Article 
Prateeksha Bora, Poonam Agrawal, Dinesh Kumar Bagga, Madhurima Nanda, Prashant Kumar Shahi 
Journal of Critical Reviews, 2020; 7(17) pp 3225-3229    
Open Access 
Abstract 
Informed consent is a fundamental component of good clinical practice and clinical governance. Dental 
practitioners must be aware of the principal factors that need to be addressed to ensure that consent is valid. 
Consent, as defined by the Webster’s dictionary, is to give assent or approval. Informed consent is not just a 
signature on a consent form, it is a process of dialog between the dentist and the patient. It requires a full 
explanation of the nature, purpose and material risks of the proposed treatment in a language that the 
patient understands. The patient should have the opportunity to consider the information and ask questions 
in order to arrive at a balanced judgement of whether to proceed with the proposed treatment. The value of 
obtaining informed consent is of particular importance in orthodontics. Orthodontic treatment is usually of 
long duration, involves a number of appointments and is extremely reliant on the patient’s co-operation, in 
particular with appliance wear and maintenance of good oral hygiene. This article highlights the concept of 
informed consent which is based on the premise that each individual has a right to make decisions 
concerning his health, disease and treatment. 

 

http://www.jcreview.com/index.php?mno=24807
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:::::: 
:::::: 

 
GENERAL/OTHER 
 

Improving informed consent by enhancing the role of nurses 
Research Article  
Daniel A Wilkenfeld, Grace Campbell 
Nursing Ethics, 28 October 2020  
Abstract 
From a legal perspective, before a physician engages in a serious medical intervention they must obtain 
informed consent. In this paper, we argue that there are serious deficits in our processes of obtaining 
informed consent; it is often seen as just a bureaucratic hurdle, and people agree to interventions without 
being in an appropriate epistemic state. We explore some possible reasons for this, including ignorance, trust 
in physicians’ authority, and the minimal time physicians spend with patients. We trace many of these issues 
to one central cause, which is that in the United States obtaining informed consent is the purview of 
physicians. We argue that a simple shift in how we obtain informed consent can help to ameliorate these 
issues. Specifically, we argue that obtaining informed consent should be the responsibility of nurses rather 
than physicians. While there are several reasons for this, the central ideas are that (1) since nurses are the 
ones who know the patient, they will be in better position to tell when patients are genuinely informed, and 
(2) patients will be more comfortable asking questions and admitting ignorance to nurses rather than 
physicians. While we focus on US law, our conclusions are more broadly applicable. 
 
 

Patient Consent Management by a Purpose-Based Consent Model for Electronic Health Record 
Based on Blockchain Technology 
Original Article 
Dara Tith, Joong-Sun Lee, Hiroyuki Suzuki, W. M. A. B. Wijesundara, Naoko Taira, Takashi Obi, Nagaaki 
Ohyama 
Healthcare Informatics Research, 21 August 2020 
Open Access 
Abstract  
Objectives 
Currently, patients’ consent is essential to use their medical records for various purposes; however, most 
people give their consent using paper forms and have no control over it. Healthcare organizations also have 
difficulties in dealing with patient consent. The objective of this research is to develop a system for patients 
to manage their consent flexibly and for healthcare organizations to obtain patient consent efficiently for a 
variety of purposes.  
Methods 
We introduce a new e-consent model, which uses a purpose-based access control scheme; it is implemented 
by a blockchain system using Hyperledger Fabric. All metadata of patient records, consents, and data access 
are written immutably on the blockchain and shared among participant organizations. We also created a 
blockchain chaincode that performs business logic managing patient consent. 
Results 
We developed a prototype and checked business logics with the chaincode by validating doctors’ data access 
with purpose-based consent of patients stored in the blockchain. The results demonstrate that our system 
provides a fine-grained way of handling medical staff ’s access requests with diverse intended purposes for 
accessing data. In addition, patients can create, update, and withdraw their consents in the blockchain.  
Conclusions 
Our consent model is a solution for consent management both for patients and healthcare organizations. Our 
system, as a blockchain-based solution that provides high reliability and availability with transparency and 

https://journals.sagepub.com/doi/abs/10.1177/0969733020956375
https://e-hir.org/upload/pdf/hir-2020-26-4-265.pdf
https://e-hir.org/upload/pdf/hir-2020-26-4-265.pdf
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traceability, is expected to be used not only for patient data sharing in hospitals, but also for data donation 
for biobank research purposes. 
 

  
Troubleshooting AI and Consent [BOOK CHAPTER] 
Elizabeth Edenberg, Meg Leta Jones 
The Oxford Handbook of Ethics of AI 
Oxford University Press, 2020; pp 347-362  
Abstract 
As a normative concept, consent can perform the “moral magic” of transforming the moral relationship 
between two parties, rendering permissible otherwise impermissible actions. Yet, as a governance 
mechanism for achieving ethical data practices, consent has become strained—and AI has played no small 
part in its contentious state. In this chapter we will describe how consent has become such a controversial 
component of data protection as artificial intelligence systems have proliferated in our everyday lives, 
highlighting five distinct issues. We will then lay out what we call consent’s “moral core,” which emphasizes 
five elements for meaningful consent. We next apply the moral core to AI systems, finding meaningful 
consent viable within a particular digital landscape. Finally, we discuss the forces driving some commentators 
away from individual consent and whether meaningful consent has a future in a smart world. 

 
#  #  #  # 
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