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

GENOMIC MEDICINE/GENE EDITING  
 

Communicating genetic information to family members: analysis of consent forms for diagnostic 
genomic sequencing 
Article 
Amicia Phillips, Emilia Niemiec, Heidi Carmen Howard, Kalliopi Kagkelari, Pascal Borry & Danya F. Vears  
European Journal of Human Genetics, 27 April 2020 
Abstract 
Communicating results from genomic sequencing to family members can play an essential role allowing 
access to surveillance, prevention, treatment or prophylactic measures. Yet, many patients struggle with 
communication of these results and it is unclear to what extent this is discussed during the consent process. 
We conducted an online systematic search and used content analysis to explore how consent forms for 
genomic sequencing address communication of genetic information to family members. Our search yielded 
68 consent forms from 11 countries. Although 57 forms alluded to the familial nature of results, forms varied 
in their discussion of the potential familial implications of results. Only 11 addressed communication of 
genetic information with family members, with differences in who would be responsible for this process. 
Several forms offered patients options regarding communication, even in countries where national guidelines 
and legislation allow for the disclosure of results in the absence of patient consent. These findings are 
concerning because they show how forms may potentially mislead patients and health care professionals 
about whether communication is permissible in cases where the patient does not consent. We suggest that 
providers and health care professionals reconsider how consent forms address communicating genetic 
information to family members. 
 
 

Informed Consent for Human Embryo Genome Editing 
Erica C.Jonlin 
Stem Cell Reports, 14 April 2020; 14(4) pp 530-537 
Open Access 
Abstract  
In the event that human embryo genome editing is considered safe enough for the clinic, researchers will 
need to consider how to administer consent so that would-be recipients of edited embryos can make an 
informed decision. Informed consent will require truthfulness, sensitivity, regulatory compliance, and 
attention to the highest ethical standards. 
 
 

Dynamic-informed consent: A potential solution for ethical dilemmas in population sequencing 
initiatives 
Review 
Fida K Dankar, Marton Gergely, Bradley Malin, Radja Badji, Samar K Dankar, Khaled Shuaib 
Computational and Structural Biotechnology Journal, 2 April 2020 
Open Access 
Abstract 
While the majority of population-level genome sequencing initiatives claim to follow the principles of 
informed consent, the requirements for informed consent have not been-well defined in this context. In fact, 
the implementation of informed consent differs greatly across these initiatives - spanning broad consent, 
blanket consent, and tiered consent among others. As such, this calls for an investigation into the 
requirements for consent to be “informed” in the context of population genomics. One particular strategy 
that claims to be fully informed and to continuously engage participants is called “dynamic consent”. 

https://www.nature.com/articles/s41431-020-0627-7
https://www.nature.com/articles/s41431-020-0627-7
https://reader.elsevier.com/reader/sd/pii/S2213671120301004?token=6471ECD33F7BE34E44EEBAB9748FDA2861AB19814D57AF747B0B801AE609EF512B0155DF3F62F32247DE41BB07317ADD
https://reader.elsevier.com/reader/sd/pii/S2001037019304969?token=0CCC12367912686DA30035F2381DBD2A4F1D6EBAD1264587EFB2C8C893A11A86605AF9FBB59C568E9318E2C5AA3DAC67
https://reader.elsevier.com/reader/sd/pii/S2001037019304969?token=0CCC12367912686DA30035F2381DBD2A4F1D6EBAD1264587EFB2C8C893A11A86605AF9FBB59C568E9318E2C5AA3DAC67
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Dynamic consent is based on a personalised communication platform that aims to facilitate the consent 
process. It is oriented to support continuous two-way communication between researchers and participants. 
In this paper, we analyze the requirements of informed consent in the context of population genomics, 
review various current implementations of dynamic consent, assess whether they fulfill the requirement of 
informed consent, and, in turn, enable participants to make autonomous and informed choices on whether 
or not to participate in research projects. 
  
:::::: 
:::::: 

 
BIOMEDICAL RESEARCH 
 
Patient perspectives on research use of residual biospecimens and health information: On the 
necessity of obtaining societal consent by creating a governance structure based on value-sharing 
Original Research 
Mayumi Yamanaka, Mika Suzuki, Keiko Sato 
Research Ethics, April 2020 
Open Access 
Abstract 
Very few attempts have been made to survey patient opinions, particularly regarding the use of residual 
biospecimens and health information in research, to clarify their values. We conducted a questionnaire 
survey that targeted outpatients of a university hospital to gauge their awareness levels and understand 
patient perspectives on research that uses these items. Few patients felt that obtaining individual consent for 
each research study was necessary. Most patients expressed the view that researchers should be obligated 
to inform them about the research use of their items and be subject to self-directed rules (including 
sanctions). The research community should try to obtain “societal consent regarding an opt-out system” 
from the public. A salient value-sharing-based governance structure is necessary for obtaining public trust. 

 
 
Examining consent for interventional research in potential deceased organ donors: a narrative 
review 
Review 
Cooper J, Harvey D, Gardiner D 
Anaesthesia, 24 Apr 2020 
Abstract  
In the last decade, research in transplant medicine has focused on developing interventions in the 
management of the deceased organ donor to improve the quality and quantity of transplantable organs. 
Despite the promise of interventional donor research, there remain debates about the ethics of this research, 
specifically regarding gaining research consent. Here, we examine the concerns and ambiguities around 
consent for interventional donor research, which incorporate questions about who should consent for 
interventional donor research and what people are being asked to consent for. We highlight the US and UK 
policy responses to these concerns and argue that, whereas guidance in this area has done much to clarify 
these ambiguities, there is little consideration of the nature, practicalities and context around consent in this 
area, particularly regarding organ donors and their families. We review wider studies of consent in critical 
care research and social science studies of consent in medical research, to gain a broader view of consent in 
this area as a relational and contextual process. We contend a lack of consideration has been given to: what 
it might mean to consent to interventional donor research; how families, patients and health professionals 
might experience providing and seeking this consent; who is best placed to have these discussions; and the 
socio-institutional contexts affecting these processes. Further, empirical research is required to establish an 

https://journals.sagepub.com/doi/pdf/10.1177/1747016120914331
https://journals.sagepub.com/doi/pdf/10.1177/1747016120914331
https://europepmc.org/article/med/32329902
https://europepmc.org/article/med/32329902
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ethical and sensitive model for consent in interventional donor research, ensuring the principles enshrined in 
research ethics are met and public trust in organ donation is maintained. 

 
 
Trust trumps comprehension, visceral factors trump all: A psychological cascade constraining 
informed consent to clinical trials: A qualitative study with stable patients 
Original Research 
Michael Rost, Rebecca Nast, Bernice S Elger, David Shaw 
Research Ethics, April 2020 
Open Access 
Abstract 
This paper addresses psychological factors that might interfere with informed consent on the part of stable 
patients as potential early-phase clinical trial participants. Thirty-six semistructured interviews with patients 
who had either diabetes or gout were conducted. We investigated stable patients’ attitudes towards 
participating in a fictitious first-in-human trial of a novel intervention. We focused on an in-depth analysis of 
those statements and explanations that indicated the existence of psychological factors impairing decision-
making capacity. Three main themes emerged: insufficient comprehension of the inherent logic of clinical 
trials (actual comprehension), the recourse to trust over comprehension (prioritization of trust), and visceral 
factors that override deliberative process (visceral factors). Overall, our results indicate a limited 
psychological capacity on the part of stable patients to meet the requirements of informed consent as set by 
Declaration of Helsinki. A redesigned informed consent procedure should take account of these psychological 
realities. 
 
:::::: 
:::::: 
 

TECHNOLOGY/OTHER MEDIATION  
 

Informed Consent Through 3D Virtual Reality: A Randomized Clinical Trial 
Alessandro Perin, Tommaso Francesco Galbiati, Roberta Ayadi, Enrico Gambatesa, Eleonora Francesca Orena, 
Nicole Irene Riker, Hagit Silberberg, Donatella Sgubin, Torstein Ragnar Meling, Francesco DiMeco  
Acta Neurochirurgica, 3 April 2020 
Abstract 
Background 
The informed consent is a defining moment that should allow patients to understand their condition, what 
procedure they are undergoing, and what consequences may follow. This process should foster trust and 
promote confidence, without increasing patients' anxiety. New immersive 3D imaging technologies may 
serve as a tool to facilitate this endeavor. 
Methods 
In a prospective, single-center, randomized controlled clinical trial (SPLICE Study: Surgical Planning and 
Informed Consent Study; ClinicalTrials.gov NCT03503487), 40 patients undergoing surgery for intracranial 
tumors were enrolled. After undergoing a traditional surgical informed consent acquisition, 33 patients were 
randomized 1:1:1 to 3 groups: in 2 experimental groups, patients underwent a 3D, immersive informed 
consent with two different surgical planners (group 1 and group 2); in the control group, patients underwent 
an informed consent supported by traditional 2D radiological images. 
Results 
Patients in the experimental groups appreciated this communication experience, while their objective 
comprehension was higher ((score mean (SD)): group 1 82.65 (6.83); group 2 77.76 (10.19)), as compared 
with the control group (57.70 (12.49); P < 0.001). Subjective comprehension and anxiety levels did not differ 
between experimental groups and control group. 
Conclusions 

https://journals.sagepub.com/doi/pdf/10.1177/1747016120914335
https://journals.sagepub.com/doi/pdf/10.1177/1747016120914335
https://pubmed.ncbi.nlm.nih.gov/32242272/
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3D virtual reality can help surgeons and patients in building a better relationship before surgery; immersive 
3D-supported informed consent improves patients' comprehension of their condition without increasing 
anxiety. This new paradigm may foster trust between surgeons and patients, possibly restraining medical-
legal acts. 

Editor’s note: Acta Neurochirurgica is an Austrian journal.  
 
 

Educational Video Addition to the Bariatric Surgery Informed Consent Process: a Randomized 
Controlled Trial 
Original Contributions 
Saglam K, Kayaalp C, Aktas A, Sumer F 
Obesity Surgery, 11 Apr 2020 
Abstract  
Objective 
Bariatric surgery is not a risk-free procedure and requires lifelong patient compliance in the postoperative 
period. Although the risks involved in bariatric surgery and the importance of lifelong follow-ups in the 
postoperative period are explained to patients in detail through verbal and written informed consent, the 
strong desire for weight loss can sometimes cause patients and their families to be ignorant of the 
mentioned issues preoperatively. The objective of this study is to evaluate the effectiveness of preoperative 
informational videos at improving the comprehension of informed consent content in bariatric surgery 
candidates. 
Materials and Methods 
A total of 74 bariatric surgery candidates were randomized into two groups. The first group was given a usual 
verbal-written informed consent. The second group got an additional informing video presentation informed 
consent, in addition to the usual verbal-written informed consent. Then, both groups got a questionnaire 
evaluating their knowledge of bariatric surgery informed consent. The correct response scores and their 
relationship with patient demographics were analyzed. 
Results 
Both groups had similar demographic features. Video-presented group had higher scores in questionnaire 
(11.3 ± 2.3 versus 9.4 ± 1.7, p = 0.001). Subgroup analysis showed that health care workers (12.5 ± 1.9 versus 
10.3 ± 2.2, p = 0.005) and university graduates (11.6 ± 2.4 versus 10.1 ± 2.1, p = 0.03) got better results in the 
questionnaire. In multivariate analysis, video-assisted informing was found to be the only independent 
variable for high questionnaire scores (p = 0.0001). 
Conclusions 
This study showed that video-assisted informed consent improves patients’ comprehension prior to bariatric 
surgery. We recommend routine preoperative video-assisted informing for bariatric surgery candidates in 
addition to usual verbal-written informed consent. 
 
 

Comparison of Video, App, and Standard Consent Processes on Decision-Making for Biospecimen 
Research: A Randomized Controlled Trial 
Research Article 
Erin Rothwell, Erin Johnson, Bob Wong, Aaron Goldenberg, Beth A. Tarini, Naomi Riches, Louisa A. Stark, 
Christina Pries, Carrie Langbo, Elizabeth Langen, Jeffrey Botkin 
Journal of Empirical Research on Human Research Ethics, 3 April 2020  
Abstract 
Obtaining informed consent for bloodspot research from newborn screening is particularly challenging due to 
the hectic environment of the postnatal period and the relatively abstract nature of future, unspecified 
research on the biospecimens. A randomized controlled trial was conducted in three Michigan hospitals to 
compare two different consent processes (video and interactive tablet “app”) with standard brochure-based 
consent in the Michigan BioTrust for Health. Results indicated higher knowledge scores for the video and app 

https://link.springer.com/article/10.1007%2Fs11695-020-04552-x
https://link.springer.com/article/10.1007%2Fs11695-020-04552-x
https://journals.sagepub.com/doi/abs/10.1177/1556264620913455
https://journals.sagepub.com/doi/abs/10.1177/1556264620913455
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groups as well as significantly higher scores on satisfaction, amount of information, and clarity with the 
information provided. More research is needed to find the right amount of information for informed 
decision-making, and additional feasibility studies are needed to assess implementation strategies. 
 
:::::: 
:::::: 
 

BIOBANKING 
 

Assessing the stability of biobank donor preferences regarding sample use: evidence supporting 
the value of dynamic consent 
Joel E. Pacyna, Jennifer B. McCormick, Janet E. Olson, Erin M. Winkler, Josh T. Bublitz, Matthew A. Hathcock 
& Richard R. Sharp  
European Journal of Human Genetics, 23 April 2020 
Abstract 
Dynamic consent has been proposed as a strategy for addressing the limitations of traditional, broad consent 
for biobank participation. Although the argument for dynamic consent has been made on theoretical 
grounds, empirical studies evaluating the potential utility of dynamic consent are needed to enhance 
deliberations about the merits of dynamic consent. Few studies have assessed such considerations as 
whether donor preferences may change over time or if participants would use a dynamic consent mechanism 
to modify preferences when they change. We administered a 66-item survey to participants in a large DNA 
biobank. The survey sought to gauge the stability of donor preferences specified at the time of biobank 
enrollment, specifically the stability of donors’ preference regarding posthumous availability of biospecimens 
to next-of-kin. We received 1164 completed surveys for a response rate of 72%. Forty percent of 
respondents indicated a preference regarding sample availability on the survey (T2) that was inconsistent 
with the preference they had expressed when they enrolled in the biobank (T1). Most (94%) individuals with 
inconsistent preferences regarding sample availability had initially restricted sample availability at T1 but 
were comfortable with broader availability when asked at the time of the survey (T2). Our findings 
demonstrate that preferences regarding sample use expressed at the time of enrollment in a DNA biobank 
may not be reliable indicators of donor preferences over time. These findings lend empirical support to the 
case for a dynamic consent model in which biobank participants are approached over time to clarify their 
views regarding sample use. 
 
:::::: 
:::::: 
 

COGNITIVE CHALLENGES  
 

Approaches for assessing decision-making capacity in older adults a scoping review protocol 
Systematic Review Protocols 
Ruth Usher, Tadhg Stapleton 
JBI Evidence Synthesis, April 2020; 18(4) pp 832-840 
Open Access 
Abstract 
Objective 
This review will identify and map existing evidence on current approaches to determining decision-making 
capacity in older adults. It will provide a summary of available evidence and policies and identify gaps in 
research. 
Introduction 
Assessment of decision-making capacity is emerging as an important issue in society and healthcare. It is 
considered an ethically challenging area of clinical practice, and issues with implementation have been 

https://www.nature.com/articles/s41431-020-0625-9
https://www.nature.com/articles/s41431-020-0625-9
https://journals.lww.com/jbisrir/Fulltext/2020/04000/Approaches_for_assessing_decision_making_capacity.9.aspx
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identified internationally. With the aging population increasing globally, approaches to assess and support 
decision-making are becoming more pertinent. 
Inclusion criteria 
This scoping review will consider studies on assessment approaches and procedures that are used to 
evaluate the decision-making capacity of older adults, aged 60 years and over. It will include those with age-
related cognitive impairment, dementia, and neurodegenerative conditions. Quantitative, qualitative, and 
mixed-methods studies along with gray literature, including expert opinions, policies reports, and practice 
guides, will be included. 
Methods  
The JBI scoping review methodological framework will be used. The review will also be conducted in 
accordance with the Preferred Reporting Items for Systematic Reviews and Meta-Analyses Extension for 
Scoping Reviews (PRISMA-ScR) checklist for scoping reviews. The following major healthcare databases will 
be searched: MEDLINE, PsycINFO, Embase, CINAHL, Cochrane Databases, Web of Science, and Scopus. The 
search will cover studies published in English from January 2000 to the present date. Titles and abstracts will 
be screened against inclusion criteria. Data will be extracted using a form developed for this review. A 
stakeholder consultation meeting will be held to provide feedback on the findings. 
 
 

Ageism in Consent? In a decision-making capable geriatric orthopaedic trauma patient 
population, does increased age impact who physicians consent for surgical fixation? 
Madeline M McGovern, Michael F McTague, Marilyn Heng 
Jefferson Digital Commons, January 2020 
Open Access 
Abstract 
Introduction 
Persistent misconceptions of frailty and dementia in geriatric patients impact physician-patient 
communication and leave patients vulnerable to disempowerment. Our study examines the consenting 
process in an orthogeriatric trauma patient population to determine if there is a relationship between 
increased age at presentation and utilization of health care proxies (HCPs) for surgical procedure consent. 
Methods 
We retrospectively reviewed medical records of patients aged 65 and older admitted for an operative 
fracture between 2013 and 2016. Patients were considered decision-making capable if there was absence of 
history of cognitive impairment prior to surgical consent and if the patients screened negative in a pre-
surgical Confusion Assessment Method (CAM) and Mini-Cog Assessment. Data was analyzed via chi-squared 
and t-test analysis in SPSS. 
Results 
510 patients were included, and 276 (54.1%) patients were deemed capable of consent. 27 (9.8%) decision-
making capable patients had HCPs consent for surgery. 20 of the 27 (74.1%) were 80 years of age or older 
and 7 patients between 70 and 79 had HCP consent. (p=0.07). HCP consent was significant for age (p<0.001), 
income level (p=0.03), and HCP physically present at consult (p<0.001). Additionally, language other than 
English was found to be a significant predictor of HCP consent (p=0.035). 
Conclusion 
It is concerning that cognitively intact geriatric orthopaedic trauma patients are not always consented for 
their own surgical procedures. Factors including age, income, and language contribute to increased risk of 
HCP consent. Increased physician vigilance and adoption of institutional consenting guidelines can reinforce 
appropriate respect of geriatric patients’ consenting capacity. 

Editor’s note: The Jefferson Digital Commons is a service of Thomas Jefferson University's Center for 
Teaching and Learning (CTL). The Commons is a showcase for Jefferson books and journals, peer-
reviewed scholarly publications, unique historical collections from the University archives, and 
teaching tools.  

 

https://jdc.jefferson.edu/cgi/viewcontent.cgi?article=1001&context=si_hs_2022_phase1
https://jdc.jefferson.edu/cgi/viewcontent.cgi?article=1001&context=si_hs_2022_phase1
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:::::: 
:::::: 
 

YOUNG PERSONS 
 

Reflecting on three creative approaches to informed consent with children under six 
Lorna Arnott, Loreain Martinez, Kate Wall, Caralyn Blaisdell, Ioanna Palaiologou 
British Educational Research Journal, 10 March 2020 
Abstract 
In an era where children’s rights are paramount, there are still few practical examples to guide us when 
seeking informed consent from children. This paper therefore makes a significant contribution to the field by 
examining three practical approaches to negotiating informed consent with young children under 6 years old. 
We draw on researcher field notes, images and observations from four research projects that employed 
creative methods for seeking informed consent from young children. We take a reflexive approach, 
considering how successful the three techniques have been in facilitating young children’s decision making 
around research participation. Our findings suggest that innovative approaches to informed consent create 
spaces for children to engage in dialogue and questioning about the research project. However, in order for 
the approaches to be meaningful they need to be pedagogically-appropriate to the maturity and capabilities 
of the children. We also demonstrate that irrespective of the approach devised, researchers have a 
responsibility to ensure consent is continuously negotiated throughout the project through reflexive 
questioning. 
 
 

Children’s ability to consent to medical management in South Africa 
J van Heerden, R Delport, M Kruger 
South African Journal of Child Health, 23 April 2020; 14(1) pp 25-29 
Open Access 
Abstract  
Background 
The South African Children’s Act No. 38 of 2005 requires paediatric medical consent from 12 years of age. 
Objective 
To determine children’s ability to provide informed consent for medical treatment. 
Methods 
Assessment used hypothetical treatment storyboards and structured interviews for assessment of 100 
children (aged 10 -17 years), and 25 adult controls, using a 8tandardized scoring tool to test understanding, 
ability to deliberate treatment choices, and provide rational reasons. Statistical analysis involved multivariate 
analyses of variance (MANOVAs) and analysis of variance (ANOVA). 
Results 
The female:male ratios for children and adults were 1:0.92 and 1:0.98, respectively. Children ≥12 years were 
competent with regard to treatment choices (p<0.001), while 10-year-olds could deliberate reasonable 
outcomes, similar to adults (p<0.001). However, only children 12 years and older could provide rational 
reasons, where abstract concepts were not involved, whereas children who were ≥14 years old were able to 
provide rational reasons involving abstract concepts. The actual understanding of choices, compared with 
adults, was only observed in children older than 14 years (p<0.001). Gender was not a statistically significant 
denominator. 
Conclusion  
Children of 12 years and older are competent to make medical decisions, but the understanding of medical 
treatment choices under the age of 14 years is not clear. 

Editor’s note: This article also appears under CULTURAL/COUNTRY CONTEXT 
 
 

https://eresearch.qmu.ac.uk/handle/20.500.12289/10577
/Users/paigefitzsimmons/Downloads/1535-7760-1-PB.pdf
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A Survey of Current Practices of Informed Consent by Pediatric Anesthesiologists 
Short Report 
Allison M Fernandez, Scott C Watkins, David J Clendenin, Erik B Smith, Jenny E Dolan, Ernest Amankwah, Ali 
Jalali, Luis Ahumada, Anh Thy H Nguyen, Mohamed Rehman, Richard A Elliott 
Pediatric Anesthesia, 22 April 2020  
Abstract 
Informed consent is fundamental to the ethical practice of medicine and carries important legal implications. 
Of particular relevance to pediatric anesthesia is the Food and Drug Administration’s Drug Safety 
Communication (DSC), which highlights potential yet theoretical adverse effects on brain development of 
repeated or prolonged anesthesia administration to children younger than 3 years of age. 
 
:::::: 
:::::: 
 

RIGHTS/LEGAL/LEGISLATIVE 
 
Risk disclosure and informed consent: practice caveats in the post‐Montgomery era 
Original Article 
Danny WH Lee, Paul BS Lai 
Surgical Practice, 1 April 2020  
Abstract 
The UK Supreme Court decision in Montgomery v Lanarkshire Health Board has overturned the use of the 
“accepted practice test” (Bolam) in deciding breach of duty cases related to risk disclosure and informed 
consent. Following Montgomery, a doctor is under a legal duty to take reasonable care to ensure his patient 
is aware of any material risks involved in the recommended treatment, and of any reasonable alternative or 
variant treatments. Based on Montgomery and a number of relevant published cases, this article highlighted 
some practice caveats for surgeons to take note of when they participate in the consent process with the 
following headings: the objective and subjective elements of the legal test of materiality of risks; 
postoperative risks, follow‐up and management; timing and adequacy of risk disclosure; withholding 
information and therapeutic exception; and the incorporation of Montgomery into local professional code 
and case law. In order to minimize legal risks, surgeons are also encouraged to keep abreast of the medico‐
legal development in this area, to reflect on their own practices, and to take proactive steps to enhance their 
interactions with patients. 

 
 
Implementation of Common Rule Changes to the Informed Consent Form: A Research Staff and 
Institutional Review Board Collaboration 
Grace Gartel, Heather Scuderi, Christine Servay  
Ochsner Journal, March 2020; 20(1) pp 76–80 
Open Access 
Abstract 
Background 
The Common Rule, which governs federally funded clinical research involving human subjects, formally 
defines the requirements for institutional review board (IRB) membership, functions and operations, and 
review of research, as well as the requirements for obtaining informed consent from research participants. 
The revisions to the Common Rule effective in January 2019 changed some content requirements for 
informed consent forms. 
Methods 
This article summarizes the history of informed consent requirements, the changes made to the 
requirements by the revision to the Common Rule, and the ways in which IRBs and research staff work 

https://onlinelibrary.wiley.com/doi/abs/10.1111/pan.13890
https://onlinelibrary.wiley.com/doi/abs/10.1111/1744-1633.12423
http://www.ochsnerjournal.org/content/ochjnl/20/1/76.full.pdf
http://www.ochsnerjournal.org/content/ochjnl/20/1/76.full.pdf
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together to develop informed consent forms that comply with the regulations and provide all the 
information potential research subjects need to decide whether to participate in a study. 
Results 
Clinical research coordinators, under their investigators’ supervision, are responsible for ensuring that 
research consent forms comply with the requirements of the federal regulations and the institution. Many 
IRBs have provided education regarding these new requirements, as well as consent templates that contain 
all the required elements. To ensure that the Common Rule’s requirements are met, the IRB reviews each 
study submission, including the consent form. The IRB panel makes revisions to the consent forms as needed 
and returns the approved consent form to the investigator and clinical research coordinator. 
Conclusion 
Research coordinators play an essential role in developing consent forms and providing the required review 
information to the IRB. In turn, through optimizing and standardizing consent forms and ensuring that all 
requirements of the Common Rule are followed, IRBs ensure that the rights of participants are protected and 
upheld. 

Editor’s note: The Ochsner Journal is a peer-reviewed quarterly medical journal.  
 
 

Revised Common Rule Changes to the Consent Process and Consent Form 
Leah L LeCompte, Sylvia J Young 
Ochsner Journal, March 2020; 20(1) pp 62-75 
Open Access 
Abstract 
Background 
The Federal Policy for the Protection of Human Subjects—the Common Rule—was revised in 2017 to reduce 
administrative burdens for low-risk research while enhancing protections for human subjects enrolled in 
greater-than-minimal-risk trials. These enhanced protections involve changes to the consent process. 
Methods 
We review the general requirements applicable to the consent process, as well as the additional elements of 
consent mandated by the revisions to the Common Rule. The regulations apply to federally funded studies 
and are optional for non–federally funded studies. 
Results  
Two new general requirements for the consent process, one basic required element for the consent form, 
and three optional additional elements for the consent form were added in an effort to improve potential 
subjects’ understanding of research studies and to facilitate the exchange of information between the 
research staff and potential subjects. Important information about the study should be extracted into a 
concise key information section to help potential subjects make informed decisions regarding participation. 
Conclusion 
The revisions to the Common Rule are intended to enhance human subject protection by providing more 
information in an understandable form during the consent process. The new consent elements aim to 
increase transparency and help improve clarity. 
 
 

Understanding Broad Consent 
John W Maloy, Pat F Bass III 
Ochsner Journal, March 2020; 20(1) pp 81–86 
Open Access 
Abstract 
Background 
The 2018 revisions to the Common Rule that were effective in January 2019 introduced a new category of 
informed consent: broad consent. 
Methods 

http://www.ochsnerjournal.org/content/ochjnl/20/1/62.full.pdf
http://www.ochsnerjournal.org/content/ochjnl/20/1/81.full.pdf
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Investigators and institutional review board (IRB) members need to understand (1) what broad consent is, (2) 
the role of broad consent under the revised Common Rule, (3) how and when broad consent can be used, (4) 
exempt research categories that relate to broad consent, and (5) the scope of limited IRB review as it relates 
to broad consent. 
Results 
Under the prior regulations, researchers had two consent options: obtain study-specific informed consent or 
request the IRB to waive the requirement to obtain informed consent. The revision to the Common Rule 
introduced the third option of broad consent, but its applicability is limited. Broad consent can only be used 
to obtain an individual’s consent for the storage, maintenance, and secondary research use of identifiable 
private information or identifiable biospecimens. The regulatory authority for broad consent is at 45 CFR 
§46.116(d). None of the required elements of broad consent can be omitted or altered because each 
element is considered essential. Broad consent shares many of the requirements for study-specific informed 
consent, but several elements are unique: a description of the types of secondary research that may be 
conducted; statements describing the private information or biospecimens that might be used in research, 
whether sharing of the information or biospecimens might occur, and the types of institutions or researchers 
that might conduct research with the information or biospecimens; information on how long the information 
or biospecimens may be stored, maintained, and used; a statement that subjects will or will not be informed 
of the details of any subsequent research; a statement that research results will or will not be disclosed to 
subjects; and contact information for obtaining answers to questions about the subjects’ rights regarding 
storage and use of information or biospecimens and whom to contact regarding research-related 
harm. 
Conclusion 
Broad consent provides flexibility that did not exist prior to the revision, giving researchers the option to 
obtain broad consent for the storage, maintenance, and secondary research use of identifiable private 
information or identifiable biospecimens. With an understanding of the regulations, an investigator can plan 
how best to organize his or her research plan and decide whether to obtain study-specific informed consent, 
to apply for a waiver of consent, or to obtain broad consent. 
 
:::::: 
:::::: 
 

CULTURAL/COUNTRY CONTEXT 
 

Material risk: a review of informed consent in the UK 
Thomas Walton 
Orthopaedics and Trauma, 24 April 2020 
Abstract 
Consent is a requirement for any medical or surgical intervention to be deemed appropriate. For such 
consent to be considered valid, it must be given voluntarily, by an individual with capacity, who has the 
appropriate information available to make an informed decision in line with their values. Following the 
Montgomery vs. Lanarkshire ruling in 2015, the legal basis from which informed consent is measured has 
changed. The law now reflects pre-existing professional guidelines, and advocates a patient-centred 
approach to informed consent. The previously paternalistic focus of informed consent, whereby it was 
deemed a matter for clinical judgement, has been firmly abandoned in favour of the provision of information 
pertaining to ‘material risks’, as determined by the significance attached to these risks by the patient 
themselves. This paper serves to provide an overview of consent within the medical profession, and gives an 
account of the implications of this landmark ruling. 
 
 
 
 

https://www.sciencedirect.com/science/article/abs/pii/S187713272030035X#!
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Children’s ability to consent to medical management in South Africa 
J van Heerden, R Delport, M Kruger 
South African Journal of Child Health, 23 April 2020; 14(1) pp 25-29 
Open Access 
Abstract  
Background 
The South African Children’s Act No. 38 of 2005 requires paediatric medical consent from 12 years of age. 
Objective 
To determine children’s ability to provide informed consent for medical treatment. 
Methods 
Assessment used hypothetical treatment storyboards and structured interviews for assessment of 100 
children (aged 10 -17 years), and 25 adult controls, using a 12tandardized scoring tool to test understanding, 
ability to deliberate treatment choices, and provide rational reasons. Statistical analysis involved multivariate 
analyses of variance (MANOVAs) and analysis of variance (ANOVA). 
Results 
The female:male ratios for children and adults were 1:0.92 and 1:0.98, respectively. Children ≥12 years were 
competent with regard to treatment choices (p<0.001), while 10-year-olds could deliberate reasonable 
outcomes, similar to adults (p<0.001). However, only children 12 years and older could provide rational 
reasons, where abstract concepts were not involved, whereas children who were ≥14 years old were able to 
provide rational reasons involving abstract concepts. The actual understanding of choices, compared with 
adults, was only observed in children older than 14 years (p<0.001). Gender was not a statistically significant 
denominator. 
Conclusion  
Children of 12 years and older are competent to make medical decisions, but the understanding of medical 
treatment choices under the age of 14 years is not clear. 

Editor’s note: This article also appears under CULTURAL/COUNTRY CONTEXT 
 
 

A Review of Socio-Cultural Factors Affecting Patients’ Right to Informed Consent and Autonomy in 
Medical Practice in Nigeria 
Chinemelum Nelson Arinze-Umobi, Godwin N Okeke  
African Journal Of Law And Human Rights, 2020; 4(1) 
Open Access 
Abstract 
Today, the fundamental principle of medical law and ethics is that a medical professional should obtain the 
informed consent of a competent patient before administering any form of treatment on such a patient. This 
is in tandem with the principle of autonomy (self-determination) which is intrinsic in every individual save for 
circumstances wherein the observance of this principle can legally be departed from. In clinical context, 
‘autonomy’ connotes a patient’s ‘right to refuse and right to participate in every decision regarding medical 
treatment’. This study reviewed the socio-cultural factors inhibiting patients’ right to autonomy in medical 
practice in Nigeria. The study found that striking a balance between the opposing interests may be a difficult 
tasks as patients’ right to autonomy is case-specific and that a whole lot of factors operate in the social space 
and as a result, alter, from time to time, the standard, such that it becomes nearly impossible to apply the 
same standard in all instances. The study found that certain circumstances exist in the doctor-patient 
relationship wherein a patient lacks capacity to grant such consent to the medical professional – hence the 
need for such consent to be given on his/her behalf towards his/her best interests. 
 
:::::: 
:::::: 
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MEDICAL/SURGICAL  
 

Informed Consent For Surgery On Neck Of Femur Fracture: A Multi-Loop Clinical Audit 
Rohi Shah, Sharan Sambhwani, Awf Al-Shawani, Christos Plakogiannis 
Annals of Medicine and Surgery, 8 April 2020 
Open Access 
Abstract 
Background 
The Montgomery case in 2015 resulted in a pivotal change in practice, leading to a patient-centric approach 
for informed consent. Neck of femur fractures are associated with a high rates perioperative morbidity and 
mortality. Using guidelines highlighted by the British Orthopaedic Association we performed a multi-loop 
audit within our department to assess the adequacy of informed consent for NOF fractures. 
Methods 
Two prior cycles had been performed utilising a similar framework. Prior interventions included ward 
posters, verbal dissemination of information at Doctor’s induction and amendments to the JD handbook. For 
the latest audit loop, a retrospective analysis of 100 patients was performed. Risk factors were classified as 
common, less common, rare and ‘other’. The adequacy of informed consent was evaluated by assessing the 
quality and accuracy of documentation in the signed Consent Form-1s. 
Results 
Infection, bleeding risks, clots and anaesthetic risks were documented in all patients(100%). Areas of 
improvement included documentation of neurovascular injuries(98%), pain(75%) and altered wound 
healing(69%). There was no significant change in the documentation of failure of surgery(83%) neurovascular 
injuries(98%). Poorly documented risk factors included mortality(21%), prosthetic dislocation(14%) and limb 
length discrepancy(6%). 
Conclusion 
Following the latest cycle, the trust has now approved the use of 2 consent-specific 
stickers(arthroplasty/fixation), amendable on a patient-to-patient basis. As part of the multi-loop process, 
the cycle will be repeated every year-in line with Junior Doctor rotations. Medical professionals have an 
ethical, moral and legal obligation to ensure they provide all information regarding surgical interventions to 
aid patients in making an informed decision. 
 
 

Informing MS Patients on Treatment Options: A Consensus on the Process of Consent Taking 
Brief Communication 
C Tortorella, C Solaro, P Annovazzi, L Boffa, M C Buscarinu, F Buttari, M Calabrese, P Cavalla, E Cocco, C 
Cordioli, G De Luca, M Di Filippo, R Fantozzi, D Ferraro, A Gajofatto, A Gallo, R Lanzillo, A Laroni, S Lo Fermo, S 
Malucchi, G T Maniscalco, M Moccia, V Nociti, D Paolicelli, I Pesci, L Prosperini, P Ragonese, V Tomassini, V L 
A Torri Clerici, M Rodegher, M Gherardi, C Gasperini, RIReMS Group 
Neurological sciences, 2 Apr 2020 
Abstract 
In the last years, change in multiple sclerosis (MS) therapeutic scenario has highlighted the need for an 
improved doctor-patient communication in advance of treatment initiation in order to allow patient's 
empowerment in the decision-making process. AIMS: The aims of our project were to review the strategies 
used by Italian MS specialists to inform patients about treatment options and to design a multicentre shared 
document that homogenizes the information about disease-modifying treatment (DMTs) and the procedure 
of taking informed consent in clinical practice. RESULTS: The new resource, obtained by consensus among 31 
neurologists from 27 MS Centres in Italy with the supervision of a medico-legal advisor, received the aegis of 
Italian Neurological Society (SIN) and constitutes a step toward a standardized decision process around DMTs 
in MS. 
 
 

https://www.sciencedirect.com/science/article/pii/S2049080120300352
https://pubmed.ncbi.nlm.nih.gov/32240416/
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Mainstream consent programs for genetic counseling in cancer patients: A systematic review 
Review 
Tahlia Scheinberg, Alison Young, Henry Woo, Annabel Goodwin, Kate L. Mahon, Lisa G. Horvath 
Asia-Pacific Journal of Clinical Oncology, 29 February 2020; pp 1–15  
Open Access  
Abstract 
As demand for germline genetic testing for cancer patients increases, novel methods of genetic counseling 
are required. One such method is the mainstream consent pathway, whereby a member of the oncology 
team (rather than a genetic specialist) is responsible for counseling, consenting, and arranging genetic testing 
for cancer patients. We systematically reviewed the literature for evidence evaluating mainstream pathways 
for patients with breast, ovarian, colorectal, and prostate cancer. Medline, EMBASE, and Cochrane Library 
were searched for studies that met inclusion and exclusion criteria. Article references were checked for 
additional studies. Trial databases were searched for ongoing studies. Of the 13 papers that met inclusion 
criteria, 11 individual study groups were identified (two study groups had two publications each). Ten of the 
11 studies evaluated the acceptability, feasibility, and impact of BRCA testing for patients and/or clinicians in 
different clinical settings in breast and ovarian cancer, while the final study explored the attitudes of 
colorectal specialists toward genetic testing for colorectal cancer. None involved prostate cancer. Overall, 
mainstream pathways were acceptable and feasible. Medical oncologistand nurse-driven pathways were 
particularly successful, with both patients and clinicians satisfied with this process. Although the content of 
pretest counseling was less consistent compared with counseling via the traditional model, patients were 
largely satisfied with the education they received. Further research is required to evaluate the mainstream 
pathway for men with prostate cancer. 
 
 

The Importance of Physician Directed Informed Consent 
Neena Oza 
Journal of Health Care Finance, 2020 
Open Access 
Abstract 
The process and scope of procedural/surgical informed consent has changed dramatically with emerging 
technologies, expanding medical knowledge, updated outcomes data and increased recognition of patient 
autonomy.  With the paradigm shifting towards ethical considerations of patient care and active involvement 
of patient’s in their treatment, medical practices and laws have evolved to guide communication standards 
between the patient and physician.  The delivery of all relevant information should enable the patient to 
make an informed decision regarding the procedure, while preserving the core principles of patient 
understanding and free consent, devoid of coercion or manipulation.[1],3  Additionally, education and 
counseling delivered during the informed consent should relieve the patient’s safety concerns related to 
procedures and to address patient knowledge deficiencies, present other alternative plans or procedures, as 
well as any possible perceived coercion related to noninvasive and invasive procedures.  The intent of this 
article will be to further explain the rationale for the performing provider, attending physician or surgeon, to 
be the sole person ultimately responsible for providing the patient with the goals, risks and benefits of the 
proposed treatment or intervention; and for the words and actions of any other medical team member (such 
as medical students or residents) that may assisting during the informed consent process. 
 
 
:::::: 
:::::: 

 
 
 
 

https://onlinelibrary.wiley.com/doi/pdf/10.1111/ajco.13334
http://www.healthfinancejournal.com/index.php/johcf/article/view/211


15 
 

GENERAL/OTHER 
 
Information Disclosure in Informed Consent 
Review Article 
Lydia Aiseah Ariffin 
Malaysian Journal of Medicine and Health Sciences, May 2020 
Open Access 
Abstract 
Informed consent has been recognised as an essential part of clinical practice, giving ethical and legal 
legitimacy to medical intervention. There is no universal standard on the amount and type of information 
that a patient is entitled to and needs to be adequately disclosed. This article proposes nine information that 
will assist the doctor in providing adequate information for a patient to evaluate whether to authorise 
medical intervention. The recommended information are: (i) diagnosis, prognosis and its uncertainties; (ii) 
nature of proposed medical intervention; (iii) the expected benefit of proposed medical intervention; (iv) the 
potential risk of proposed medical intervention; (v) alternative to proposed medical intervention; (vi) 
progress of proposed medical intervention; (vii) opportunity for a second medical opinion and to seek further 
details; (viii) costs of proposed and alternative medical intervention; and (ix) the person responsible for 
implementing medical intervention. 

 
 
Exploring solutions to the privacy paradox in the context of e‑assessment: informed consent revisited 
Original Paper 
Ekaterina Muravyeva, José Janssen, Marcus Specht, Bart Custers 
Ethics and Information Technology, 24 April 2020 
Open Access 
Abstract 
Personal data use is increasingly permeating our everyday life. Informed consent for personal data use is a 
central instrument for ensuring the protection of personal data. However, current informed consent 
practices often fail to actually inform data subjects about the use of personal data. This article presents the 
results of a requirements analysis for informed consent from both a legal and usability perspective, 
considering the application context of educational assessment. The requirements analysis is based on 
European Union (EU) law and a review of current practices. As the main outcome, the article presents 
a blueprint which will be the basis for the development of an informed consent template that supports data 
controllers in establishing an efective and efcient informed consent form. Because the blueprint, and 
subsequently, the template, distinguishes between legal and usability requirements, it also provides the basis 
for the mapping of legal requirements in other (non-European) contexts 

 
 
The myth about consent forms 
Advice 
Russell Heathcote-Curtis  
BDJ In Practice, 6 April 2020 
Open Access 
Excerpt 
 …The consent process is not about creating legal protection for the clinical team that will be providing 
treatment. It is a communication process that reflects the autonomy of the patient who will be receiving that 
treatment. Any consent form that you have asked the patient to sign, should be regarded as just one small 
part of the overall record of the communication that has taken place between patient and clinician in 
advance of treatment being provided. The larger part of the record needs to capture the essence of the 

https://www.medic.upm.edu.my/upload/dokumen/2020042010395239_MJMHS_0513.pdf
https://link.springer.com/content/pdf/10.1007/s10676-020-09531-5.pdf
https://www.nature.com/articles/s41404-020-0355-2
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information provided to the patient, the issues raised by any of the treatment options and the clinician's 
response along with the patient's final decision about their preferred choice from the options discussed…  

 
 
Rethinking consent in mHealth: (A) moment to process [BOOK CHAPTER] 
Iris Loosman 
Aging between Participation and Simulation 
Walter de Gruyter GmbH, 6 April 2020; Chapter 10 
Abstract 
The field of mobile health promises a transformation of the healthcare industry, by providing health-related 
information and services directly to individuals, through digital mobile devices. This presents society with 
new platforms for persuasive systems for healthy behavior change. Before such systems’ full potential can be 
utilized, however, the question of how to consent to their use needs to be addressed. In this paper, I argue 
that one-off all-encompassing consent moments at the start of use of persuasive mobile health services do 
not suffice, given the functions they present, and the context in which they are used. Persuasive mobile 
health services are not only data-intensive, they are also designed to influence the user’s behavior and 
health. Informed consent should be temporally distributed, in order to improve the quality of the user’s 
autonomous authorization, that this context requires. 

 
 
Informed Consent and Ethical Research [BOOK CHAPTER] 
Margit Sutrop, Kristi Lõuk 
Handbook of Research Ethics and Scientific Integrity  
Springer, 2 April 2020; pp 213-232 
Abstract 
    Although today valid informed consent is considered key to ethical research, there is no agreement on 
what constitutes adequate informed consent. Problems ensue firstly from the circumstance that a principle 
adopted in one area of inquiry (biomedicine) cannot be extended literally to other areas of science. In 
addition, new areas of scholarly inquiry and changing research contexts contribute to the emergence of new 
forms of consent (open, broad, dynamic, meta-consent). A second difficulty derives from an overly narrow 
understanding of the concept of autonomy, resulting in an absolutizing of individual freedom and choices 
and relegating more collective values such as reciprocity, responsibility, and solidarity to the background. 
    In this chapter, we explain the origin of the concept of informed consent, what it consists of, and what 
forms it can take. We will then analyze what has caused shifts in the understanding of the informed consent 
principle: how much is due to advancements in science and technology and how much to changing ethical 
frameworks. Finally, we will show why it is important to develop a contextual approach by taking into 
account differences in research fields as well as types of research. 

 
 
Informed Consent and Health: A Global Analysis [BOOK] 
Edited by Thierry Vansweevelt and Nicola Glover-Thomas 
Global Perspectives on Medical Law Series 
Edward Elgar, 1 April 2020 
Abstract 
Informed consent is the legal instrument that purports to protect an individual’s autonomy and defends 
against medical arbitrariness. This illuminating book investigates our evolving understanding of informed 
consent from a range of comparative and international perspectives, demonstrating the diversity of its 
interpretations around the world. Chapters offer a nuanced analysis of the problems that impede the 
understanding and implementation of the concept of informed consent and explore the contemporary 
challenges that continue to hinder both the patient and the medical community. 

https://research.tue.nl/en/publications/rethinking-consent-in-mhealth-a-moment-to-process-2
https://link.springer.com/referenceworkentry/10.1007%2F978-3-030-16759-2_8
https://www.elgaronline.com/view/edcoll/9781788973410/9781788973410.xml
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Subsequent Consent and Blameworthiness 
Jason Chen 
HEC Forum, 28 March 2020 
Abstract 
Informed consent is normally understood as something that a patient gives prior to a medical intervention 
that can render it morally permissible. Whether or not it must be given prior to the intervention is debated. 
Some have argued that subsequent consent-that is, consent given after a medical intervention-can also 
render an otherwise impermissible act permissible. If so, then a patient may give her consent to an 
intervention that has already been performed and thereby justify a physician's (paternalistic) act 
retroactively. The purpose of this paper is to argue that even if subsequent consent can render an otherwise 
impermissible act permissible, doctors are still blameworthy if they rely on it when prior consent could be 
given, because they would be banking on the justification of their interventions. Since doctors can only guess 
if patients will consent after the fact, they would be placing their patients at unreasonable risk of being 
disrespected as persons. 
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