
 
 

1 

 
 

Center for Informed Consent Integrity 
 

Informed Consent: A Monthly Review 
 

February 2021 
 

_______________________________________________________________________________________________ 
 

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 
suggestions should be directed to: 
 

Editor 
Paige Fitzsimmons, MA 
Associate Director, Center for Informed Consent Integrity 
GE2P2 Global Foundation 
paige.fitzsimmons@ge2p2global.org

_____________________________________________________________________________________________ 

 
 

Editor’s Note:  
The latest webinar in the Center’s continuing series was held on January 20th 2021 and included a 
presentation from Pat Furlong and Ryan Fischer, both of Parent Project Muscular Dystrophy, titled PPMD 
Gene Therapy Preference Study: Eliciting patient and caregiver preference for emerging gene therapies. 
The presentation focused on their work on the quantification of patient and caregiver preferences in gene 
therapy studies to help inform research and researchers and how this impacts the understanding of informed 
consent in rare disease, specifically Duchenne Muscular Dystrophy. The presentation was followed by a 
discussion with call participants. Full information and the webinar recording can be found here on the Center 
for Informed Consent Integrity website.  
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:::::: 
:::::: 
 

COVID-19 
 

Clinical Research without Consent: Challenges for COVID-19 Research 
Ian Freckelton  
Journal of Law and Medicine, 28 December 2020; 28(1) pp 90-106 
Abstract 
The imperatives generated by the need for research into efficacious forms of treatment for COVID-19 have 
shone a fresh light upon the criteria for inclusion in clinical trials of persons unable to provide informed 
consent by reason of a number of factors including the seriousness of their illness symptomatology. This 
column identifies diversity in European, United States and Australian legislative and other guidance on the 
ethical issues that arise in respect of clinical research to which participants are not able to consent. It reviews 
the decision-making by the New South Wales Civil and Administrative Tribunal in a 2020 case in which 
permission was sought to conduct a clinical trial into a drug, STC 3141, designed by researchers as a potential 
treatment for patients with Adult Respiratory Distress Syndrome arising from COVID-19. It outlines the 
reasoning of the Tribunal in the context of debates about the balance to be struck between clinically useful 
medication trials and the need to avoid exploitation of vulnerable persons not able to provide their own 
consent, be that by virtue of disabilities such as acuteness of illness or dementia symptomatology. It 
contends that the decision illustrates the potential for research to be undertaken safely and ethically, 
utilising subjects in an intensive care unit who are unable to provide consent. 
 
:::::: 
:::::: 

 
BIOMEDICAL RESEARCH 
 

Electronic informed consent information for residual newborn specimen research: findings from 
focus groups with diverse populations 
Original Article 
Caren J. Frost, Erin P. Johnson, Brieanne Witte, Louisa Stark, Jeff Botkin, Erin Rothwell  
Journal of Community Genetics, 22 January 2021 
Abstract 
We developed a video and an app for obtaining consent about allowing newborn blood spots (NBS) to be 
used as biospecimen resources for biobanking. Newborn screening programs test for treatable diseases and 

https://ge2p2global-centerforinformedconsentintegrity.org/
https://pubmed.ncbi.nlm.nih.gov/33415893/
https://link.springer.com/article/10.1007/s12687-020-00496-y
https://link.springer.com/article/10.1007/s12687-020-00496-y
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leave residual biospecimens that can be used in future research activities. We conducted focus groups and 
interviews with three diverse communities to determine (a) how well the consent tools worked and (b)  
participant familiarity with NBS. Participants preferred the video and noted that they were unaware that NBS 
could be used for future research. Providing information about how biospecimens could be used was a key 
issue. 
 
 

Informed Consent: What Must Be Disclosed and What Must Be Understood? 
Joseph Millum, Danielle Bromwich 
American Journal of Bioethics, 18 January 2021 
Abstract 
Over the last few decades, multiple studies have examined the understanding of participants in clinical 
research. They show variable and often poor understanding of key elements of disclosure, such as expected 
risks and the experimental nature of treatments. Did the participants in these studies give valid consent? 
According to the standard view of informed consent they did not. The standard view holds that the recipient 
of consent has a duty to disclose certain information to the profferer of consent because valid consent 
requires that information to be understood. The contents of the understanding and disclosure requirements 
are therefore conceptually linked. In this paper, we argue that the standard view is mistaken. The disclosure 
and understanding requirements have distinct grounds tied to two different ways in which a token of 
consent can be rendered invalid. Analysis of these grounds allows us to derive the contents of the two 
requirements. It also implies that it is sometimes permissible to enroll willing participants who have not 
understood everything that they ought to be told about their clinical trials. 
 
 

Caregivers’ Understanding of Informed Consent in a Randomized Control Trial 
Original Research 
Dorothy Helen Boyd, Yinan Zhang, Lee Smith, Lee Adam, L. Foster Page & W. M. Thomson  
Journal of Bioethical Inquiry, 15 January 2021 
Abstract 
There are differences in caregivers’ literacy and health literacy levels that may affect their ability to consent 
to children participating in clinical research trials. This study aimed to explore the effectiveness, and 
caregivers’ understandings, of the process of informed consent that accompanied their child’s participation 
in a dental randomized control trial (RCT). Telephone interviews were conducted with a convenience sample 
of ten caregivers who each had a child participating in the RCT. Pre-tested closed and open-ended questions 
were used, and the findings were produced from an inductive analysis of the latter and a descriptive analysis 
of the former. Participants had limited understanding of the purpose of the RCT and rated the readability of 
the consent form more highly than they rated their understanding of the research. All felt that informed 
consent was vital, but some caregivers had not read the consent documents. Some caregivers enrolled their 
child in the RCT because they trusted the researchers, and the majority wanted to improve dental care for 
children. The informed consent process was not always effective despite high readability of the informed 
consent documents. Researchers must consider the health literacy of the study group, and actively engaging 
with caregivers to achieve meaningful informed consent may be challenging. Future research could explore 
participants’ perspectives of informed consent in populations with low health literacy and assess whether an 
underlying expectation not to comprehend health-related information may be a barrier to informed consent. 
 
 

The reality of informed consent: empirical studies on patient comprehension—systematic review 
Review 
Tomasz Pietrzykowski, Katarzyna Smilowska  
BMC Trials, 14 January 202; 22(57)  
Open Access  

https://www.tandfonline.com/doi/abs/10.1080/15265161.2020.1863511
https://link.springer.com/article/10.1007/s11673-020-10085-w
https://trialsjournal.biomedcentral.com/articles/10.1186/s13063-020-04969-w
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Abstract 
Background 
Informed consent is a basic concept of contemporary, autonomy-based medical practice and facilitates a 
shared decision-making model for relations between physicians and patients. Thus, the extent to which 
patients can comprehend the consent they grant is essential to the ethical viability of medicine as it is 
pursued today. However, research on patients’ comprehension of an informed consent’s basic components 
shows that their level of understanding is limited. 
Methods 
Systemic searches of the PubMed and Web of Science databases were performed to identify the literature on 
informed consent, specifically patients’ comprehension of specific informed consent components. 
Results 
In total, 14 relevant articles were retrieved. In most studies, few clinical trial participants correctly responded 
to items that examined their awareness of what they consented to. Participants demonstrated the highest 
level of understanding (over 50%) regarding voluntary participation, blinding (excluding knowledge about 
investigators’ blinding), and freedom to withdraw at any time. Only a small minority of patients 
demonstrated comprehension of placebo concepts, randomisation, safety issues, risks, and side effects. 
Conclusions 
We found that participants’ comprehension of fundamental informed consent components was low, which is 
worrisome because this lack of understanding undermines an ethical pillar of contemporary clinical trial 
practice and questions the viability of patients’ full and genuine involvement in a shared medical decision-
making process. 
 
 

Selfie consents, remote rapport, and Zoom debriefings: collecting qualitative data amid a 
pandemic in four resource-constrained settings  
Practice 
Mark Donald C Reñosa, Chanda Mwamba, Ankita Meghani, Nora S West, Shreya Hariyani, William Ddaaki, 
Anjali Sharma, Laura K Beres 
BMJ Global Health, 8 January 2021; 6(1) 
Open Access 
Abstract 
In-person interactions have traditionally been the gold standard for qualitative data collection. The COVID-19 
pandemic required researchers to consider if remote data collection can meet research objectives, while 
retaining the same level of data quality and participant protections. We use four case studies from the 
Philippines, Zambia, India and Uganda to assess the challenges and opportunities of remote data collection 
during COVID-19. We present lessons learned that may inform practice in similar settings, as well as 
reflections for the field of qualitative inquiry in the post-COVID-19 era. Key challenges and strategies to 
overcome them included the need for adapted researcher training in the use of technologies and consent 
procedures, preparation for abbreviated interviews due to connectivity concerns, and the adoption of regular 
researcher debriefings. Participant outreach to allay suspicions ranged from communicating study 
information through multiple channels to highlighting associations with local institutions to boost credibility. 
Interviews were largely successful, and contained a meaningful level of depth, nuance and conviction that 
allowed teams to meet study objectives. Rapport still benefitted from conventional interviewer skills, 
including attentiveness and fluency with interview guides. While differently abled populations may 
encounter different barriers, the included case studies, which varied in geography and aims, all experienced 
more rapid recruitment and robust enrollment. Reduced in-person travel lowered interview costs and 
increased participation among groups who may not have otherwise attended. In our view, remote data 
collection is not a replacement for in-person endeavours, but a highly beneficial complement. It may increase 
accessibility and equity in participant contributions and lower costs, while maintaining rich data collection in 
multiple study target populations and settings. 
 

https://gh.bmj.com/content/6/1/e004193
https://gh.bmj.com/content/6/1/e004193
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Informed Consent Procedure in Clinical Trials Promoted by the Hospital: Knowledge and 
Perceptions of Primary Care Physicians 
Gómez-Arbonés J, Salazar-Alarcon E, Solanilla-Puertolas M, Ortega-Bravo M, , Vallez-Valero L, 
Schoenenberger-Arnaiz JA 
Journal of Clinical Trials & Research, 24 April 2020; 3(3) pp 197-202 
Open Access 
Abstract 
Objectives 
To evaluate Primary Care Physician’s (PCP) awareness degree concerning their patient’s participation in 
Clinical Trials (CT) analyze the communication methods used and obtain physicians personal views. 
Methods 
Authors performed a cross-sectional observational study that included CTs approved by the Institutional 
Review Board at a Regional University Hospital (n=78). Among these 37 CTs were selected. PCPs involved in 
these trials received a questionnaire regarding aspects of the CTs in which their patients participated. The 
communication systems established in the study protocols were analyzed. 
Results 
Out of 89 PCPs contacted, 82.1% were aware of their patient’s participation in CTs. The information reached 
them through verbal communication from the participant (56.3%). PCPs also accessed it through electronic 
medical records (EMR) (34.0%). A majority (97.4%) considered being informed about the participation of 
their patients in CTs should be compulsory. 
Conclusion 
Communication of patients’ participation in CTs fundamentally takes place through a verbal interaction 
between patients and their doctor. PCPs consider that the preferred method of communication would be an 
alarm system in the patient’s EMR. 
 
:::::: 
:::::: 
 

SOCIAL SCIENCE RESEARCH 
 

Ethical review and informed consent guidelines of high impact anthropology, business, and 
education research journals 
Original Article 
Antti Mikael Rousi 
Learned Publishing, 11 January 2021  
Abstract 
Whereas participant protection protocols are norms in medical research, they are only recently being 
adopted in social and behavioural sciences. This study examined human subject guidelines in the top 40 high‐
impact anthropology, business, and education research journals according to their impact factor as released 
in 2019. For these 120 journals, a unified classification framework was developed to capture the central 
elements of their ethical review and informed consent requirements. The findings suggest that the 
investigated journals do not view ethical review as an established norm for interview and survey studies. 
Only 10 (8%) journals required ethical review from all studies involving human participants. Informed consent 
was more frequently addressed, but none of the fields exhibited widely established guidelines similar to 
medical research journals. A total of 31 (26%) journals required informed consent from all studies involving 
human participants. There was little difference between the three disciplines investigated. Although the 
investigated journals represented social and behavioural sciences, their guidelines often concerned medical 
or intervention research with few requirements for interaction (e.g. survey) research. There is an opportunity 
for high‐impact journals to establish norms for adoption by researchers and other journals. 
 

https://www.researchgate.net/profile/Juan_Schoenenberger-Arnaiz/publication/348063762_Informed_Consent_Procedure_in_Clinical_Trials_Promoted_by_the_Hospital_Knowledge_and_Perceptions_of_Primary_Care_Physicians/links/5fee108745851553a00d0845/Informed-Consent-Procedure-in-Clinical-Trials-Promoted-by-the-Hospital-Knowledge-and-Perceptions-of-Primary-Care-Physicians.pdf
https://www.researchgate.net/profile/Juan_Schoenenberger-Arnaiz/publication/348063762_Informed_Consent_Procedure_in_Clinical_Trials_Promoted_by_the_Hospital_Knowledge_and_Perceptions_of_Primary_Care_Physicians/links/5fee108745851553a00d0845/Informed-Consent-Procedure-in-Clinical-Trials-Promoted-by-the-Hospital-Knowledge-and-Perceptions-of-Primary-Care-Physicians.pdf
https://onlinelibrary.wiley.com/doi/abs/10.1002/leap.1368
https://onlinelibrary.wiley.com/doi/abs/10.1002/leap.1368
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:::::: 
:::::: 

 
GENOMIC MEDICINE/GENE EDITING 
 
Old Challenges or New Issues? Genetic Health Professionals’ Experiences Obtaining Informed 
Consent in Diagnostic Genomic Sequencing 
Research Article 
Danya F. Vears, Pascal Borry, Julian Savulescu, Julian J. Koplin 
American Journal of Bioethics, 5 October 2020; pp 12-23 
Abstract 
Background 
While integrating genomic sequencing into clinical care carries clear medical benefits, it also raises difficult 
ethical questions. Compared to traditional sequencing technologies, genomic sequencing and analysis is 
more likely to identify unsolicited findings (UF) and variants that cannot be classified as benign or disease-
causing (variants of uncertain significance; VUS). UF and VUS pose new challenges for genetic health 
professionals (GHPs) who are obtaining informed consent for genomic sequencing from patients. 
Methods 
We conducted semi-structured interviews with 31 GHPs across Europe, Australia and Canada to identify 
some of these challenges. 
Results 
Our results show that GHPs find it difficult to prepare patients to receive results because a vast amount of 
information is required to fully inform patients about VUS and UF. GHPs also struggle to engage patients – 
many of whom may be focused on ending their ‘diagnostic odyssey’ – in the informed consent process in a 
meaningful way. Thus, some questioned how ‘informed’ patients actually are when they agree to undergo 
clinical genomic sequencing. 
Conclusions 
These findings suggest a tension remains between sufficient information provision at the risk of 
overwhelming the patient and imparting less information at the risk of uninformed decision-making. We 
suggest that a shift away from ‘fully informed consent’ toward an approach aimed at realizing, as far as 
possible, the underlying goals that informed consent is meant to promote. 

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

 
HEALTH DATA 
 

Rethinking Patient Consent in the Era of Artificial Intelligence and Big Data 
Feature Opinion 
Amy L. Kotsenas, Patricia Balthazar, David Andrews, J. Raymond Geis, Tessa S. Cook 
Journal of the American College of Radiology, 1 January 2021; 18(1) pp 180-184 
Open Access 
Excerpt 
Electronic data allow health care workers and industry to analyze large data sets for population health and to 
develop artificial intelligence (AI) tools. Researchers may find patterns in the data to prevent disease, 
understand disease risk and cause, improve diagnosis, develop new treatments, improve patient safety, and 
evaluate health care policy. These new uses of massive amounts of patient data often result in retrospective 
data mining for purposes not anticipated when patients consented to allow their data to be used. Some 
propose that freely available data will ultimately benefit patients and the greater good. However, once data 

https://www.tandfonline.com/doi/full/10.1080/23294515.2020.1823906
https://www.tandfonline.com/doi/full/10.1080/23294515.2020.1823906
https://www.jacr.org/article/S1546-1440(20)30965-0/fulltext
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are freely available, users no longer control them, and the data may be used for any reason. It is fair to say 
that these data will be used by industry, and in health care organizations, in unanticipated ways that lead to 
financial gain, which may conflict with ethical standards for patient privacy and confidentiality. Perceiving 
data as a commodity to be used in any way that maximizes profit or income will lead to ethical lapses if clear 
policies and guidelines are not quickly established… 
 
 

Ethical Issues in Consent for the Re-use of Data in Health Data Platforms 
Alex McKeown, Miranda Mourby, Paul Harrison, Sophie Walker, Mark Sheehan, Ilina Singh  
Science and Engineering Ethics, December 2020 
Abstract 
Data platforms represent a new paradigm for carrying out health research. In the platform model, datasets 
are pooled for remote access and analysis, so novel insights for developing better stratified and / or 
personalised medicine approaches can be derived from their integration. If the integration of diverse 
datasets enables development of more accurate risk indicators, prognostic factors, or better treatments and 
interventions, this obviates the need for the sharing and reuse of data; and a platform-based approach is an 
appropriate model for facilitating this. Platform-based approaches thus require new thinking about consent. 
Here we defend an approach to meeting this challenge within the data platform model, grounded in: the 
notion of ‘reasonable expectations’ for the reuse of data; Waldron’s account of ‘integrity’ as a heuristic for 
managing disagreement about the ethical permissibility of the approach; and the element of the social 
contract that emphasises the importance of public engagement in embedding new norms of research 
consistent with changing technological realities. While a social contract approach may sound appealing, 
however, it is incoherent in the context at hand. We defend a way forward guided by that part of the social 
contract which requires public approval for the proposal and argue that we have moral reasons to endorse a 
wider presumption of data reuse. However, we show that the relationship in question is not recognisably 
contractual and that the social contract approach is therefore misleading in this context. We conclude stating 
four requirements on which the legitimacy of our proposal rests.  
 
:::::: 
:::::: 
 

TECHNOLOGY/OTHER MEDIATION 
 

An Electronic Tool to Support Patient-Centered Broad Consent: A Multi-Arm Randomized Clinical 
Trial in Family Medicine 
Elizabeth H. Golembiewski, Arch G. Mainous, III, Kiarash P. Rahmanian, Babette Brumback, Benjamin J. Rooks, 
Janice L. Krieger, Kenneth W. Goodman, Ray E. Moseley, Christopher A. Harle 
Annals of Family Medicine, January-February 2021; 19(1) pp 16–23 
Abstract 
Purpose 
Patients are frequently asked to share their personal health information. The objective of this study was to 
compare the effects on patient experiences of 3 electronic consent (e-consent) versions asking patients to 
share their health records for research. 
Methods 
A multi-arm randomized controlled trial was conducted from November 2017 through November 2018. Adult 
patients (n = 734) were recruited from 4 family medicine clinics in Florida. Using a tablet computer, 
participants were randomized to (1) a standard e-consent (standard), (2) an e-consent containing standard 
information plus hyperlinks to additional interactive details (interactive), or (3) an e-consent containing 
standard information, interactive hyperlinks, and factual messages about data protections and researcher 
training (trust-enhanced). Satisfaction (1 to 5), subjective understanding (0 to 100), and other outcomes were 
measured immediately, at 1 week, and at 6 months. 

https://oxfordhealth-nhs.archive.knowledgearc.net/handle/123456789/694
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7800739/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7800739/
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Results 
A majority of participants (94%) consented to future uses of their health record information for research. No 
differences in study outcomes between versions were observed at immediate or 1-week follow-up. At 6-
month follow-up, compared with the standard e-consent, participants who used the interactive e-consent 
reported greater satisfaction (B = 0.43; SE = 0.09; P <.001) and subjective understanding (B = 18.04; SE = 2.58; 
P <.001). At 6-month follow-up, compared with the interactive e-consent, participants who used the trust-
enhanced e-consent reported greater satisfaction (B = 0.9; SE = 1.0; P <.001) and subjective understanding (B 
= 32.2; SE = 2.6, P <.001). 
Conclusions 
Patients who used e-consents with interactive research details and trust-enhancing messages reported 
higher satisfaction and understanding at 6-month follow-up. Research institutions should consider 
developing and further validating e-consents that interactively deliver information beyond that required by 
federal regulations, including facts that may enhance patient trust in research. 
 
 

Digital approach to informed consent in bariatric surgery: a randomized controlled trial 
Boris Zevin, Mohammad Almakky, Ugo Mancini, David I. Robertson  
Surgical Endoscopy, 27 January 2021 
Abstract 
Background 
Informed consent is of paramount importance in surgery. Digital media can be used to enhance patient’s 
comprehension of the proposed operation. The objective of this study was to examine the effects of adding a 
digital educational platform (DEP) to a standard verbal consent (SVC) for a laparoscopic Roux-en-Y gastric 
bypass (LRYGB) on patient’s knowledge of the procedure, satisfaction with the clinical encounter and 
duration of the consent appointment. 
Methods 
This prospective non-blinded randomized controlled trial allocated 51 patients, who were candidates for a 
LRYGB, into DEP+SVC (intervention, n = 26) or SVC (control, n = 25) groups. Data were collected at one 
Bariatric Centre of Excellence (Ontario, Canada) between December 2018 and December 2019. DEP consisted 
of a 29-slide video-supplemented module detailing the risks, benefits, expectations and outcomes for the 
LRYGB. Primary outcome was knowledge about the LRYGB operation following the consent discussion. 
Secondary outcomes were knowledge retention, patient satisfaction, and duration of time required to obtain 
an informed consent. 
Results 
Baseline demographic data were equivalent between groups except for a greater proportion of male patients 
in the DEP+SVC group (7/19 vs 0/25; p < 0.01). Baseline procedure-specific knowledge was equivalent 
between the groups (72.3 ± 11.3% vs 74.7 ± 9.6%; p = 0.41). Post-consent knowledge was significantly higher 
in the DEP + SVC vs SVC group (85.0 ± 8.8% vs 78.7 ± 8.7%; p = 0.01; ES = 0.72). The duration of time to obtain 
informed consent was significantly shorter for the DEP + SVC vs SVC group (358 ± 198 sec vs 751 ± 212 sec; 
p < 0.01; ES = 1.92). There was no difference in knowledge retention at 4–6 weeks (84.4 ± 10.2% vs 
82.9 ± 6.8%; p = 0.55) and in patient satisfaction (31.5 ± 1.1 vs 31 ± 2.7; p = 0.10). 
Conclusion 
The addition of a DEP online module to a standard verbal consent for LRYGB resulted in improved patient’s 
understanding of the procedure-specific risks and benefits, high patient satisfaction, and over 50% time 
savings for the bariatric surgeon conducting the consent discussion. 
 
 

Does the use of video improve patient satisfaction in the consent process for local-anaesthetic 
urological procedures? 
Original Paper 
Allison L. Moore, Justin B. Howlett, Manraj K. Phull, Lukhona L. Mpungose & Sebastian R. Samson  

https://link.springer.com/article/10.1007/s00464-020-08277-x
https://link.springer.com/article/10.1007/s11255-020-02770-x
https://link.springer.com/article/10.1007/s11255-020-02770-x
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International Urology and Nephrology, 3 January 2021 
Abstract 
Purpose 
To assess patient satisfaction with the use of portable video media (PVM) for the purpose of taking informed 
consent for common urological outpatient procedures performed under local anaesthesia. 
Methods 
Patients undergoing the following procedures were approached for recruitment: flexible cystoscopy with or 
without biopsy, transrectal ultrasound-guided prostate biopsy or flexible cystoscopy with insertion or 
removal of a ureteric stent. Audio-visual media were developed for each procedure, with each script 
translated from English into isiXhosa and Afrikaans. The study involved a cross-over for each patient between 
standard verbal consent (SVC) and PVM consent, with each patient randomised to start with SVC or PVM 
consent. Each of these consent arms was assessed via a questionnaire. 
Results 
Sixty patients completed participation, with PVM as the first exposure for 28 patients and 32 patients 
receiving SVC as their first arm of the study. When comparing the overall satisfaction between SVC and PVM 
consent (the total scores out of 18 for the questionnaire), patients scored significantly higher for PVM 
consent (M = 16.3 ± 2.4) compared to SVC (M = 15.4 ± 2.9) (p = 0.002). 92% of the total patient sample 
preferred PVM consent. 
Conclusion 
Portable video media proved superior to SVC in improving satisfaction in the consent process for common 
outpatient urological procedures performed under local anaesthesia. 
 
:::::: 
:::::: 
 

YOUNG PERSONS 
 
Minors’ consent: a case study on organ donation from living minors 
Gunpirom Wisadsing 
Public Health Policy & Laws Journal, January - April 2021; 7(1) 
Open Access  
Abstract 
The primary objective of this article is to study the criteria for organ donation consent from living minors, 
which includes the conditions and methods of minors’ consent, the roles of parents’ consent with minors, 
and the responsibility of relevant organizations to consider minors’ consent for organ transplant donation. 
This article covers the comparative study of foreign laws in order to reflect an appropriate application of the 
laws to the Thai context.  

 
 
Parental decision making regarding consent to randomization on Children's Oncology Group 
AALL0932 
Kellee Parker, Erika Cottrell, Linda Stork, Susan Lindemulder 
Pediatric Blood & Cancer, 26 January 2021  
Abstract 
Background 
Within pediatric oncology, parental decision making regarding participation in clinical trials that aim to 
reduce therapy to mitigate side effects is not well studied. The recently completed Children's Oncology 
Group trial for standard‐risk acute lymphoblastic leukemia (AALL0932) included a reduction in maintenance 
therapy, and required consent for randomization immediately prior to starting maintenance. At our 
institution, 40% of children enrolled on AALL0932 were withdrawn from protocol therapy prior to 

http://scholar.google.com/scholar_url?url=https://so05.tci-thaijo.org/index.php/journal_law/article/download/245776/169423&hl=en&sa=X&d=7950884573497933871&ei=QcYRYOilK4-UywTP6LWABA&scisig=AAGBfm0W3jp6HamBFLs9F7q_1b_RzKCorQ&nossl=1&oi=scholaralrt&hist=SqhM5vMAAAAJ:13542989930044107291:AAGBfm3_1QBZ3MkNeZuw4aVdW9G22CqaUA&html=
https://onlinelibrary.wiley.com/doi/abs/10.1002/pbc.28907
https://onlinelibrary.wiley.com/doi/abs/10.1002/pbc.28907
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randomization due to parental choice. This study sought to identify factors that impacted parental decision 
making regarding randomization on AALL0932. 
Procedure 
Parents of children enrolled on AALL0932 at our institution were eligible if their child met criteria for the 
average‐risk randomization. Parents were invited to participate in a 30‐50‐minute phone interview. 
Questions focused on factors that shaped parental decision making about randomization, as well as their 
perspectives about the clinical trial experience more generally. 
Results 
Fear of receiving less therapy and subsequent relapse was the predominant reason to decline randomization. 
Reasons given for consenting to randomization included trust in the physician, altruism, hope for less 
therapy, and potential for fewer side effects. Parents also reflected on ways to support future families 
making decisions about clinical trial participation. 
Conclusion 
While many parents recognize the importance of clinical trials aiming to mitigate side effects, the fear of 
their own child relapsing with less than standard therapy may dissuade them from study participation. 
Recognizing and addressing these concerns will be important for enrollment and retention in future clinical 
trials. 

 
 
Adolescent Consent for HPV Vaccine: Ethical, Legal, and Practical Considerations 
Gregory D. Zimet, Ross D. Silverman, Robert A. Bednarczyk, Abigail English 
The Journal of Pediatrics, 20 January 2021 
Abstract  
Healthy People 2020 set a goal of 80% series completion for HPV vaccine.  The 2019 National Immunization 
Survey-Teen shows that 54.2% of adolescents aged 13-17 years were up-to-date with the vaccine series. 
Although this coverage level represents an incremental increase over 2018, it remains well-below the 
Healthy People goal. Furthermore, HPV vaccine ordering and administration have dropped dramatically 
during the COVID-19 pandemic.  
 

 
Preoperative Education and Informed Consent in Young Adults Undergoing Bariatric Surgery: 
Patients' Perspectives on Current Practice 
Wouter K.G. Leclercq, Daniëlle S. Bonouvrie, Charlotte E.J.M. Dohmen, Martine Uittenbogaart, Johan 
Legemaate, Laurents P.S. Stassen, and François M.H. van Dielen 
Bariatric Surgical Practice and Patient Care, 31 December 2020 
Abstract 
Background 
Preoperative education is part of the informed consent process and should enable patients to make an 
informed decision. Aim of this study was to gain a more detailed insight in the perceptions and experiences 
of the informed consent process of young adults undergoing bariatric surgery. 
Methods 
Fifty-five young adults, aged 18–25 years, who underwent bariatric surgery, were invited to participate in a 
semistructured interview. The interview covered three main topics: education of specific informed consent 
domains, perioperative expectations and experiences, and personal (un)certainties related to undergoing 
bariatric surgery. 
Results 
Twenty-seven patients participated in a semistructured interview. Mean age was 23.1 ± 1.6 years. All consent 
domains were remembered by the patients, but 24/27 patients could not recall one or more complications. 
Inadequate weight loss was not recalled by 6/27 patients. Common remarks were that the preoperative 
education focused mainly on the positive results. Negative effects were inadequately educated. 
Conclusions 

https://www.jpeds.com/article/S0022-3476(21)00033-0/abstract
https://www.liebertpub.com/doi/abs/10.1089/bari.2020.0045
https://www.liebertpub.com/doi/abs/10.1089/bari.2020.0045
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Physicians should educate patients more about the negative effects of a treatment and should focus more on 
specific age-related problems and social interactions. Improved preoperative education, including possible 
outcome scenarios to assess risks and lifetime consequences, should be developed to improve informed 
consent in these patients. 

 
 
Digital Age of Consent and Age Verification: Can They Protect Children? 
Liliana Pasquale, Paola Zippo, Cliona Curley, Brian O'Neill, Marina Mongiello 
IEEE Software, 15 December 2020 
Abstract 
Children are increasingly accessing social media content through mobile devices. Existing data protection 
regulations have focused on defining the digital age of consent, in order to limit collection of children’s 
personal data by organizations. However, children can easily bypass the mechanisms adopted by apps to 
verify their age, and thereby be exposed to privacy and safety threats. We conducted a study to identify how 
the top 10 social and communication apps among underage users apply age limits in their Terms of Use. We 
also assess the robustness of the mechanisms these apps put in place to verify the age of their users. 
Moreover, we discuss how automated age recognition techniques can be adopted to increase the 
effectiveness of the age verification process. Finally, we provide recommendations to app providers and 
developers to specify the Terms of Use and implement robust age verification mechanisms. 

Editor’s note: IEEE Software delivers software development information. The articles in this journal 
are peer reviewed in accordance with the requirements set forth in the IEEE PSPB Operations Manual.  

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

 
CAPACITY TO CONSENT  
  
Communication in Psychiatric Coercive Treatment and Patients’ Decisional Capacity to Consent 
[BOOK CHAPTER] 
Gabriele Mandarelli, Giovanna Parmigiani 
Springer - Empathy, Normalization and De-escalation, 29 January 2021; pp 113-132 
Abstract 
Effective communication and the acquisition of a valid consent are central to a good doctor-patient 
relationship and a clinician’s ethical obligation in order to respect patients’ autonomy, as well as their right to 
be involved in treatment decisions. However, often clinicians face several issues in performing this task, 
among which the most frequently reported are the fear of hurting the patient by communicating a bad 
diagnosis or not knowing how to manage the patient’s emotional reactions. In addition, there are vulnerable 
populations, such as those represented by psychiatric patients, who are at higher risk of decisional 
incapacity. Especially for those patients, it is in fact particularly difficult for clinicians to find the proper 
balance between respecting the right of capable patients to make choices about their treatment and the 
right of incapable patients to be protected from the possible harmful consequences of their improper 
decisions. However, nor the presence of a severe psychiatric disorder nor a status of “involuntary 
hospitalized patient” has been reported to be a label for incapacity. Several tools have been developed to 
assist clinicians in patients’ decisional capacity evaluations, together with interventions aimed at enhancing 
informed consent acquisition in order to achieve shared decision-making and lead the patient to become 
actively involved in his/her treatment decisions. Such an approach would lead to a decrease in the perceived 
coercion, often reported in mental healthcare settings and also from patients who are not involuntarily 
hospitalized, and to an increase in patients’ adherence to treatment. 

 
 

https://ieeexplore.ieee.org/abstract/document/9295422/authors#authors
https://link.springer.com/chapter/10.1007/978-3-030-65106-0_7
https://link.springer.com/chapter/10.1007/978-3-030-65106-0_7
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Equality in the Informed Consent Process: Competence to Consent, Substitute Decision-Making, 
and Discrimination of Persons with Mental Disorders 
Matthé Scholten, Jakov Gather, Jochen Vollmann 
Journal of Medical Philosophy, 25 January 2021; 46(1) pp 108-136  
Open Access 
Abstract 
According to what we propose to call “the competence model,” competence is a necessary condition for 
valid informed consent. If a person is not competent to make a treatment decision, the decision must be 
made by a substitute decision-maker on her behalf. Recent reports of various United Nations human rights 
bodies claim that article 12 of the Convention on the Rights of Persons with Disabilities involves a wholesale 
rejection of this model, regardless of whether the model is based on a status, outcome, or functional 
approach to competence. The alleged rationale of this rejection is that denying persons the right to make 
their own treatment decisions based on an assessment of competence necessarily discriminates against 
persons with mental disorders. Based on a philosophical account of the nature of discrimination, we argue 
that a version of the competence model that combines supported decision-making with a functional 
approach to competence does not discriminate against persons with mental disorders. Furthermore, we 
argue that status- and outcome-based versions of the competence model are discriminatory. 

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

RIGHTS/LEGAL/LEGISLATIVE 
 

The importance of consent in case reports  
Ross J Thomson, C Fielder Camm 
European Heart Journal - Case Reports, 4 January 2021 
Open Access 
Excerpt 
…The Committee on Publication Ethics and the International Committee of Medical Journal Editors have 
issued guidelines on the publication of case reports. These state that, with limited exceptions, consent from 
the patient should be obtained prior to publication of a case report. When obtaining informed consent 
authors must advise their patients not only that their case will be placed in the public domain but that 
despite every effort at anonymisation there exists a possibility that they may be identified, and that their 
consent is irrevocable after (but not before) publication. As part of the consent process, the patient should 
have the opportunity to read the manuscript and view any images accompanying it… 
 
 

The patient’s right to informed consent in the US Legal System. Genesis, development, 
foundations and brief questioning comparison with the Spanish model 
Noelia Martinez-Doallo 
Derecho y Salud, 2020; 30(2) pp 57-83  
Abstract 
A legal analysis on the informed consent of the patient primarily requires considering the common law, 
regardless of solutions provided by the malpractice statutes and a promising constitutional protection route, 
despite the ascertainment of some preventable shortcomings. This paper aims to offer a comprehensive 
review on the genesis, advancement and basis of the U.S. legal protection of the informed consent in the 
healthcare extent, to afterwards carry out a brief comparative study with the Spanish regulation. 
 
:::::: 
:::::: 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7829547/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7829547/
https://academic.oup.com/ehjcr/advance-article/doi/10.1093/ehjcr/ytaa560/6062061
http://www.ajs.es/es/index-revista-derecho-y-salud/volumen-30-numero-2-2020/el-consentimiento-informado-del-paciente-los
http://www.ajs.es/es/index-revista-derecho-y-salud/volumen-30-numero-2-2020/el-consentimiento-informado-del-paciente-los
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FREE PRIOR INFORMED CONSENT (FPIC)  
 

Indigenous Peoples’ Free, Prior and Informed Consent (FPIC) and the World Bank Safeguards: 
Between Norm Emergence and Concept Appropriation 
Stéphanie de Moerloose 
World Comparative Law, 2020; 53(3) pp 223-244 
Abstract 
The question of the consent of indigenous peoples is at least as old as colonization. Indeed, the consent of 
indigenous peoples was already an issue at the heart of treaty-making between colonial settlers and 
indigenous peoples. The issue of indigenous peoples’ consent, understood as their Free, Prior and Informed 
Consent (FPIC), has been re-emerging and gaining acceptance internationally in international Human Rights 
law over the last 30 years. When the new World Bank safeguards were adopted in 2016, one of the most 
discussed topics during the consultation rounds had been the integration in the safeguards of the concept of 
the FPIC of indigenous peoples, as it had been notoriously absent from the previous safeguards. Finally, FPIC 
was made part of the new safeguards. This paper first maps the concept of FPIC under international law from 
a postcolonial perspective. Then, it attempts to analyze the processes of operationalization of the concept by 
the World Bank in the new safeguards, drawing on Human Rights and on law and development literature. 
The paper argues that there is a tension between the re-emergence of FPIC as a customary norm and the 
fragmentation of the interpretations of the concept of consent by different actors.  The operationalization of 
the concept of FPIC, understood as a negotiated process rather than a process of self-determination, may in 
fact limit its remedial objective and diminish its quality as a resistance tool. 
 
:::::: 
:::::: 
 

CULTURAL/COUNTRY CONTEXT 
 
Ethical Dimensions in Research - Informed Consent and Female Gender in Nigeria [BOOK 
CHAPTER] 
Olufunke Olufunsho Adegoke 
Africa’s Radicalisms and Conservatisms; Brill, 15 January 2021; Chapter 17 pp 321-340 
Abstract 
Women in any society are germane to its continual existence and development. Their contribution to 
development cannot be neglected and undermined. However, there is the persistence of gender inequality in 
many places in Africa (carried over perhaps from traditional African societies). Such inequality marginalizes 
the societies from the gains of development. The inequality manifests itself in many areas including in 
research. This chapter postulates that there has to be a re-evaluation of female gender status quo on 
informed consent in research. There are issues of contention which arises in the context of the local 
environment, spousal consent and of importance is the level of education with the contextual understanding 
of the informed consent in any research. It is a system of social stratification and differentiation on the basis 
of sex, which provides material advantages to men while simultaneously placing severe constraints on the 
roles and activities of women. Evidence based researches have disclosed that women are not well informed 
and this over shadows their judgment on appropriate decision making. This observation calls for the need of 
culturally competent and sensitive approaches that addresses identity specific barriers in research when 
designing consent forms. There is the need for gender mainstreaming in research implementation and ethical 
process especially informed consent. The attainment of gender equality is not only seen as an end itself and 
human right issues, but as a prerequisite for the achievement of sustainable development. 

 
 

https://www.nomos-elibrary.de/10.5771/0506-7286-2020-3-223/indigenous-peoples-free-prior-and-informed-consent-fpic-and-the-world-bank-safeguards-between-norm-emergence-and-concept-appropriation-volume-53-2020-issue-3
https://www.nomos-elibrary.de/10.5771/0506-7286-2020-3-223/indigenous-peoples-free-prior-and-informed-consent-fpic-and-the-world-bank-safeguards-between-norm-emergence-and-concept-appropriation-volume-53-2020-issue-3
https://brill.com/view/title/59282
https://brill.com/view/title/59282
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Challenges of Obtaining Informed Consent in Poorly Coordinated and Funded Healthcare Services: 
Papua New Guinea Situation 
Alfred P. Minei, Sam O. Kaipu 
Journal of Health Science, July-August 2020; 8(4) 
Open Access 
Abstract 
During a semi-structured interview we ask the participants several questions based on the perceived role of 
the interviewee within the informed consent process. We asked questions pertaining to how informed 
consent unravels itself across barriers. Few question topics included how the issue of socio-economic, 
geography and custom of the people are addressed, and how the medical professionals deal with different 
groups of people and how the interviewees understood informed consent. Interviews for each group were 
asked with different sets of questions and were open enough to allow for probing questions in order to gain 
additional information when the opportunity presented itself. The data were analyzed using interpretative 
approaches and the various themes and concepts from each question and response qualitatively counted 
and uncovered patterns in the various group perspectives. We examined the participants’ perspectives and 
opinions using a visual table for comparing themes and concepts, and we presented the interviewees’ views. 
 
:::::: 
:::::: 

 
MEDICAL/SURGICAL  
 

Improving Surgical Informed Consent, Unanswered Questions 
Review Article 
Raper, Steven E., Clapp, Justin T., Lee A. 
Annals of Surgery, March 2021; 2(1) 
Abstract 
Objective 
This study reviews randomized clinical trials that have attempted to improve the process of informed 
consent. Consent should be guided by the ethical imperatives of autonomy, beneficence, and social justice. 
Summary Background 
Informed consent is constantly evolving. Yet our review of the randomized trials done to improve the surgical 
informed consent process raises a number of questions: How does one define surgical informed consent? 
What interventions have been tried to measure and improve informed consent? Have the interventions in 
informed consent actually led to improvements? What efforts have been made to improve informed 
consent? And what steps can be taken to improve the process further? 
Methods 
A literature search for randomized controlled trials (RCTs) on informed consent identified 70 trials. 
Demographics, interventions, assessments, and a semi-quantitative summary of the findings were tabulated. 
The assessments done in the RCTs, show the surrogate for patient autonomy was comprehension; for 
beneficence, satisfaction and mental state (anxiety or depression); and, for social justice, language, literacy, 
learning needs, and cost. 
Results 
There were 4 basic categories of interventions: printed matter; non-interactive audiovisual tools; interactive 
multimedia; and a smaller group defying easy description. Improvement was documented in 46 of the 65 
trials that studied comprehension. Thirteen of 33 trials showed improved satisfaction. Three of 30 studies 
showed an increase in anxiety. Few studies tried to assess primary language or literacy, and none looked at 
learning needs or cost. 
Conclusions 
No single study improved all 3 principles of informed consent. Validated interventions and assessments were 
associated with greater impact on outcomes. All 3 ethical principles should be assessed; autonomy (as 

https://www.davidpublisher.com/Public/uploads/Contribute/5fec3d7b4d3ee.pdf
https://www.davidpublisher.com/Public/uploads/Contribute/5fec3d7b4d3ee.pdf
https://journals.lww.com/aosopen/Fulltext/2021/03000/Improving_Surgical_Informed_Consent__Unanswered.1.aspx
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comprehension), beneficence (as satisfaction, anxiety), and social justice. Not enough consideration has been 
given to social justice; appropriate language translation, standardized reading levels, assessment of learning 
needs, and cost to the individual are all important elements worthy of future study. 
 
 

Informed Consent to Patients in Root Canal Treatment (Case Study: Melati Dental Clinic Jakarta, 
Indonesia) 
Pudentiana Rr RE, Tedi Purnama, Syifa Yulia Lestari, Yulianti 
Medico-legal Update, January-March 2021, 21(1) 
Open Access 
Abstract 
Teeth with necrosis require root canal treatment. Before taking any action, the treatment plan that will be 
carried out along with the risks must be explained clearly to the patient and his family, and then must get 
informed consent for the treatment plan. The purpose of this study was to the description of informed 
consent in patients with root canal treatment at the Melati Dental Clinic in Jakarta. Method: This research 
uses descriptive method with research sample using technique total sampling of 50 respondents. The data 
used are secondary data taken from the patient’s medical record. Results: Respondents 33 people (66%) 
provided complete informed consent and 17 people (34%) did not give complete informed consent. 
Respondents doing root canal treatment caused by caries as many as 38 people (76%) and respondent root 
canal treatment caused not because of caries as many as 12 people (24%). Respondents provided complete 
informed consent in patients with root canal treatment because of caries by 27 people (71%) and giving 
complete informed consent not because of caries by 6 people (50%). Whereas giving informed consent was 
incomplete because of caries as many as 11 people (29%) and incomplete informed consent was not due to 
caries as many as 6 people (50%). Conclusion: Management of Informed Consent in Root Canal Treatment 
patients at Melati Dental Clinic in Jakarta has been carried out well. 
 
 

Is waiver of consent for the use of health information for research acceptable to emergency 
department patients? 
Perspective 
Chase Schultz‐Swarthfigure, Anne‐Maree Kelly 
Emergency Medicine Australasia, 27 January 2021  
Abstract 
Some emergency medicine research, especially retrospective studies using medical records review, rely on 
waiver of consent for use of personal health information (PHI) contained in clinical records. This is a 
secondary use of PHI and waiver of consent raises ethical, legal and practical issues. Granting of a waiver of 
consent is often (but not always) approved by a human research ethics committee and requires separate but 
inter‐related consideration of the legal and ethical issues. In part, this involves a balancing of the public 
interest versus the risk to privacy and an evaluation of whether subjects would, mostly likely, have agreed to 
the use of their PHI had they been asked. To date, there are no robust data about whether use of PHI without 
consent for research would be acceptable to people who attend Australasian EDs for care. 
 
 

Liminal spaces in neurosurgery – tensions between expectations of the patient and their surgeon 
at the threshold of informed consent 
Original Article 
Nicole C. Keong  
British Journal of Neurosurgery, 19 January 2021 
Abstract 
Purpose 

http://scholar.google.co.uk/scholar_url?url=http://ijop.net/index.php/mlu/article/download/2411/2110&hl=en&sa=X&d=17856288953587392910&ei=5RoCYIPlNY-Ny9YPo6--0AU&scisig=AAGBfm3Vy21IsvxqYW2-XxpffAVFziBfEQ&nossl=1&oi=scholaralrt&hist=SqhM5vMAAAAJ:12971486759150939189:AAGBfm10g8FEUDoLHbcSw7y5d3Kq2FJFeQ&html=
http://scholar.google.co.uk/scholar_url?url=http://ijop.net/index.php/mlu/article/download/2411/2110&hl=en&sa=X&d=17856288953587392910&ei=5RoCYIPlNY-Ny9YPo6--0AU&scisig=AAGBfm3Vy21IsvxqYW2-XxpffAVFziBfEQ&nossl=1&oi=scholaralrt&hist=SqhM5vMAAAAJ:12971486759150939189:AAGBfm10g8FEUDoLHbcSw7y5d3Kq2FJFeQ&html=
https://onlinelibrary.wiley.com/doi/abs/10.1111/1742-6723.13728
https://onlinelibrary.wiley.com/doi/abs/10.1111/1742-6723.13728
https://www.tandfonline.com/doi/abs/10.1080/02688697.2021.1872775
https://www.tandfonline.com/doi/abs/10.1080/02688697.2021.1872775
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The concept of ‘liminality’, describing the universal human experience of transition in status, has been shown 
to be relevant in addressing the provision of healthcare needs within clinical medicine. Consent may be 
viewed as a threshold which patients must cross between a state of integration of information to a state of 
transformation into knowledge. This article reframes gaps in the modern surgical approach to the process of 
‘informed consent’ via the lens of liminality, drawing on key illustrative cases from the medicolegal evolution 
in the UK and Commonwealth. 
Materials and methods 
A focused literature search was performed for informative medical legal cases addressing or contributing to 
the understanding of “informed consent”. Searches and references to sources of case law were performed 
using Westlaw and Hein Online databases. Searches for secondary sources for interpretation and discussions 
of case law and concepts, as well as topics of liminality and autonomy, were performed via PubMed and 
Academia databases and relevant online resources. 
Results 
The paper organizes the illustrative material using the following approach: a discussion and dissection of the 
i) evolution of consent as a duty to warn, comprising a summary of landmark cases, ii) materiality of risks and 
what a particular patient would wish to know and iii) conceptual relevance of troublesome knowledge, 
relational autonomy and threshold concepts in learning to key examples in case law and the process of 
informed consent. 
Conclusions  
Modern surgical practice of informed consent must strive for clarity of mutual understanding. The framework 
of liminality allows us to understand the in-between states encountered during the patient's journey. An 
ability to recognize such gaps in expectations, and develop tools to promote transformational learning, 
would allow the surgeon to evolve from prudent practitioner to patient mentor at the threshold of informed 
consent. 
 
 

Consent in Surgical Practice 
Review Article 
Bindey Kumar, Mokarram Ali, Manish Kumar, Amit Kumar Sinha, Anil Kumar, Utpal Anand  
Indian Journal of Surgery, 15 January 2021 
Abstract 
Informed consent addresses core principles of medical ethics—beneficence, nonmaleficence and autonomy. 
In this era of ever-increasing legal and social scrutiny of complex surgical procedures, informed consent is not 
just an ethical debate but a legal requirement. Unfortunately, many surgeons, to their own peril, still see it as 
a mere formality. This article deliberates upon informed consent process in surgical practice with emphasis 
on Indian perspectives and discusses common scenarios and special situations through legal citations in order 
to sensitize surgeons regarding their obligations pertaining to informed consent. 
 
 

Failed consent in spinal surgery again. Minimum standards for consent must be adopted by all 
surgeons 
Original Article 
Nicholas V. Todd  
British Journal of Neurosurgery, 11 January 2021 
Abstract 
Aim 
To report another case of failed consent in spinal surgery leading to an award in damages of £4.4 million and 
to suggest an improved method of recording discussions in respect of consent. 
Methods 
A recent Court Judgment, previous Judgments and the relevant medical law were reviewed. 
Results 

https://link.springer.com/article/10.1007/s12262-020-02698-7
https://www.tandfonline.com/doi/full/10.1080/02688697.2020.1866746?needAccess=true
https://www.tandfonline.com/doi/full/10.1080/02688697.2020.1866746?needAccess=true
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A standardised proforma recording the necessary preoperative discussions that must be had with our 
patients is described. 
Conclusions 
Spinal surgeons must adhere to new standards in respect of the consenting process and, crucially, in 
recording the dialogue that has occurred between the patient and the surgeon. 
  
 

Regional anaesthesia: risk, consent and complications 
K McCombe, D Bogod  
Anaesthesia, 10 January 2021; 76(Suppl 1) pp 18-26 
Open Access 
Abstract 
The risks of regional anaesthesia relate primarily to the technical nature of the procedure, chief among them 
being neurological. While rare, the direct relationship between nerve damage and the procedure itself means 
that patients need to be aware of this complication when consent is sought. In order to give valid consent, a 
patient must be informed. The extent of the information required has been defined by a 2015 legal ruling 
which established that the standard is the expectation of a reasonable patient, rather than the information 
deemed consequential by a reasonable doctor. The implications of this for clinicians are profound, and mean 
that the process of consent must, for example, include alternatives to the proposed treatment. Additionally, 
patients must have capacity and give their consent without coercion. Effective communication of risk can be 
challenging. As well as the barriers to comprehension that can result from language, literacy and numeracy, 
clinicians need to be aware of their own biases, often in favour of a regional anaesthetic approach. Patients 
also have biases, and doctors must be aware of these in order to best target their provision of information. 
Careful use of language and employing adjuncts such as information leaflets and visual aids can help to 
maximise the individual's autonomy. Particular care must be taken in special situations such as where 
patients have capacity issues or time is limited by the emergency nature of the intervention. 
 
 

Any progress in informed consenting for cancer treatment? Results from a cross sectional analysis 
at a comprehensive cancer center 
Original Article  
Marie-Kristin Schwaegermann, Melanie Schranz, Markus Moehler, Christian Labenz, Alice Moringlane, 
Marcus Schmidt, Matthias Theobald, Georg Hess  
Journal of Cancer Research and Clinical Oncology, 9 January 2021 
Open Access 
Abstract 
Purpose 
Informed consent is required prior to any medical procedure. In the context of cancer treatment, special 
efforts are needed to inform cancer patients properly about treatment, potential sequelae and alternative 
therapies. Little is known about the effectiveness of current informed consent strategies and patients’ 
individual satisfaction. Given the heterogeneity in terms of age, education, sex and other factors, detailed 
understanding of patients’ comprehension and perception is the basis for further optimization of the 
informed consent process, which was the aim of the current investigation. 
Methods 
Patients with a new cancer diagnosis and recent informed consent were asked to complete a questionnaire 
about satisfaction, comprehension, time management, physician–patient relationship and other items of the 
informed consent process. Patients were followed for 6 months and invited to complete a follow-up 
questionnaire. 
Results 
In total, 89 patients completed the first questionnaire and 52 the follow-up questionnaire. Subjective 
understanding was assumed high, however, this did not correlate with objective understanding. Age and 

https://associationofanaesthetists-publications.onlinelibrary.wiley.com/doi/full/10.1111/anae.15246
https://link.springer.com/article/10.1007/s00432-020-03495-1
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education were identified as influencing factors for comprehension. 85% of the patients were satisfied with 
the information provided. A major gap was the information on alternative therapies. Moreover, not all 
patients perceived the consent dialog as such, and particularly the individual treatment intention partially 
remained unclear for some patients. 
Conclusions 
To ensure that informed consent is based on solid understanding, informed consenting must be patient-
centered and consider the individual expectations, needs and abilities of cancer patients. Further studies are 
required to develop tailored informed consent strategies. 
 
 

Redesign of an informed consent form to increase participation in a school‐based dental program 
Original Article 
Andres A. Mantilla Rodriguez, Armando Soto, E. Angeles Martinez Mier  
Journal of Public Health Dentistry, 30 December 2020  
Abstract 
Objectives 
The study aimed to determine if modifications to the design of a consent form and consenting process 
increased participation rates in the Indiana University School of Dentistry's Mobile School‐Based Dental 
Program (Seal Indiana). 
Methods 
Kaizen methodology was followed to identify problem areas in the consenting process. Additionally, 
stakeholders were invited to participate in focus groups and fill out surveys to identify issues preventing 
participation in the Seal Indiana program (N = 48) and later to evaluate the changes made (N = 48). The 
redesigned form and process were then used in a pilot study at 14 sites to determine the impact that 
changes had on levels of participation as measured by the number of consent forms completed and returned. 
Results 
There was a statistically significant increase in the number of consent forms returned. The measured change 
represented a 32 percent increase in program participation (P value = 0.035). A statistically significant 
increase was observed in how participants viewed the attractiveness of the form and how easy it was to read 
and comprehend. 
Conclusions 
In order to increase consenting rates, our results indicate modifications to the consent form should be 
focused on the following characteristics: esthetics, ease of reading and comprehending information, and 
making the Health Insurance Portability and Accountability Act of 1996 (HIPPA) privacy regulations easier to 
read and comprehend. 

 
 
Does Written Informed Consent Comprehensively Inform Surgical Patients and is This Effective in 
Patient’s Decision-Making? 
Original Article 
Muhammad Fahim Ahsan, Abeer Irshad, Isbah Rashid, SH Waqar, Jawaria Faisal, Abdul Qadir Khuram 
Annals of Punjab Medical College, 28 November 2020 
Open Access 
Abstract 
Background 
Informed consent (IC) is first fundamental principal step in health care helps patients to be conscious of 
consequences of their treatment decisions. The importance of obtaining a valid inform consent before any 
procedure well established with surgery and it is an important aspect of doctor patient relationship.  
Objective 
To assess outcome of different management strategies in women presenting with primary postpartum 
hemorrhage (PPH).  

https://onlinelibrary.wiley.com/doi/abs/10.1111/jphd.12437
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Study Design 
Observational, prospective.  
Settings 
General surgery department of Pakistan Institute of medical Sciences Hospital Islamabad Pakistan.  
Duration 
Five months from March 2019 to July 2019.  
Methodology 
All the patients were asked a set of standard questions, which related to the information they had provided 
before the operation as a part of standard informed consent practice. The surgeons had taken all the 
interviews with privacy and confidentiality after postoperatively at the earliest time the patient is 
comfortable to do so. The questions were asked in the simple languages, which were understandable to 
patients, so that patients could easily understand and respond to the same. The questionnaire sought 
information risks/benefits associated with a surgical procedure, alternate treatment options, whether 
providing additional detailed verbal and/or written information improved their understanding. All the 
information was recorded via study proforma.  
Results 
Total 183 patients were interviewed post-operatively regarding inform consent and most of them 42.1% 
were between age 18-40 years. Males were 58.5% and females were 41.5%. Almost all cases had received 
informed consent, while some said they received just before the surgeries. There were some controversial 
answers regarding question of oral information influence the decision to proceed to the surgical procedure. 
Almost all patient had answered that they were informed regarding their conditions, surgical and anesthetic 
complications prior the surgery. Only 7.7% patient said that the time was not given for the questions and 
10.4% patient were unsatisfied regarding informed consent, while the most of the cases were satisfied.  
Conclusion 
In the study observation mostly, patients were satisfied and because mostly surgical consent element is 
generally understood, but some remained controversial and should consider its importance, beyond risks of 
the procedures, as well as acceptability and feasibility of intervention to surgical team and patients. Written 
information has not provided patients with adequate decision-making tools for imminent health matters, so 
pre-operative oral information also needed to adequate decision-making. 
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Ethical Challenges and Dynamic Informed Consent [BOOK CHAPTER] 
Loreta Tauginienė, Philipp Hummer, Alexandra Albert, Anna Cigarini, Katrin Vohland 
Springer - The Science of Citizen Science, 12 January 2021; pp 397-416 
Abstract 
This chapter uses informed consent as a point of departure for the description of multiple ethical facets in 
citizen science. It sets out an overview of general ethical challenges in citizen science, from conceptual issues 
around social imbalances and power relations, to practical issues, such as how to deal with privacy for 
participants as well as data protection, intellectual property rights and other emergent issues. The chapter  
goes on to describe the different types of informed consent, particularly focusing on dynamic informed 
consent as the solution to the challenges described. Finally, practice-oriented recommendations about how 
to tackle some of the ethical issues raised in the chapter are set out. 
 
 
 
 
 

https://link.springer.com/chapter/10.1007/978-3-030-58278-4_20
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Passive consent for passive participation? 
Perspectives 
Berge Solberg, Hilde Eikemo  
Tidsskr Nor Legeforen 2021, 11 January 2021 
Open Access 
Excerpt 
Passive consent meets important ethical concerns and ought to be more applied in certain types of medical 
and health-related research. The purpose of the Health Research Act is to promote good and ethically sound 
research. A key approach to this effect is to instruct the researchers to obtain consent from the participants. 
One challenge, however, is that the Act stipulates only two categories – either active consent or exemption 
from consent. We believe that there are good ethical reasons to commend passive consent and give it a 
clearer role to play… 
 
 

Fewer Mistakes and Presumed Consent 
Alexander Zambrano 
The Journal of Medicine and Philosophy, 2 January 2021; 46(1) pp 58–79 
Abstract 
“Opt-out” organ procurement policies based on presumed consent are typically advertised as being superior 
to “opt-in” policies based on explicit consent at securing organs for transplantation. However, Michael Gill 
(2004) has argued that presumed consent policies are also better than opt-in policies at respecting patient 
autonomy. According to Gill’s Fewer Mistakes Argument, we ought to implement the procurement policy 
that results in the fewest frustrated wishes regarding organ donation. Given that the majority of Americans 
wish to donate their organs, it is plausible that a presumed consent policy would result in fewer frustrated 
wishes compared to the current opt-in policy. It follows that we ought to implement a policy of presumed 
consent. In this paper, I first consider and find wanting an objection to the Fewer Mistakes Argument 
developed recently by Douglas MacKay (2015). I also consider an objection put forth by James Taylor (2012) 
but argue that there is a methodological reason to prefer my own argument to Taylor’s. Finally, I argue for 
two theses: first, that Gill’s major argument in favor of the crucial premise of the Fewer Mistakes Argument is 
flawed, and second, that the major premise of the Fewer Mistakes Argument is false. 
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