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

 
POLICY GUIDANCE/PROGRAM ACTION  
 

Parental consent undermines the right to health of adolescents 
Update 
UNAIDS, 16 March 2020 
Open Access 
     Many countries have laws or policies that prevent adolescents from accessing essential health services 
without the consent of a parent or guardian. The original intention may have been to protect minors, but 
these stipulations often have the opposite effect and increase the risk of HIV and other health problems 
among adolescents. 
    A large proportion of countries across all regions restrict access to HIV testing and treatment for 
adolescents. In 2019, for instance, adolescents younger than 18 years needed explicit parental consent in 105 
of 142 countries in order to take an HIV test. In 86 of 138 reporting countries, they needed such consent to 
access HIV treatment and care. These kinds of laws and policies also may complicate or hinder adolescent 
access to pre-exposure prophylaxis (PrEP), a highly effective prevention tool. 
    Research in sub-Saharan Africa shows that in countries where the age of consent is 15 years or lower, 
adolescents are 74% more likely to have been tested for HIV in the past 12 months compared with countries 
where the age of consent is 16 years or higher—with girls especially benefiting from the easier access. 
    Country-level details on which countries have consent laws can be viewed on the UNAIDS Laws and Policies 
Analytics web page. 
 
 

NIH-funded effort may help people with intellectual disability participate in clinical studies 
Media Advisory 
National Institues of Health, 24 February 2020 
Open Access 
What 
    The NIH Toolbox Cognitive Battery — an assessment of cognitive functioning for adults and children 
participating in neuroscience research —can be adapted to people with intellectual disabilities by modifying 
some test components and making accommodations for the test-takers’ disabilities, according to researchers 
funded by the National Institutes of Health. The adaptations ensure that the battery can be used to assess 
the cognitive ability of people with intellectual disabilities who have a mental age of 5 years and above, 
providing objective measures that could be used in a wide variety of studies. 
    The research team, led by David Hessl, Ph.D., of the University of California Davis Medical Center, 
published their findings in Neurology. The work was funded by NIH’s Eunice Kennedy Shriver National 
Institute of Child Health and Human Development (NICHD) and National Center for Advancing Translational 
Sciences, as well as the Administration for Community Living. 
     The battery is administered on a computer tablet and measures memory, vocabulary, reading and 
executive functioning, which includes skills such as the ability to shift from one thought to another, pay 
attention and control impulses. The researchers adapted the battery by reducing the complexity of the 
instructions and including developmentally appropriate starting points. They also developed a structured 
manual to guide test administrators. 
    The researchers validated the battery and its modifications by assessing 242 people ages 6 through 25 with 
fragile X syndrome, Down syndrome or other disabilities. They found that the battery produced reliable and 
valid results for those with a mental age of 5 years and above. The authors called for additional research to 
adapt the battery to people with lower mental ages and to older adults with intellectual disability who may 
be experiencing cognitive decline or dementia. 
 

https://www.unaids.org/en/resources/presscentre/featurestories/2020/march/20200316_parental-consent
http://lawsandpolicies.unaids.org/topicresult?i=376
http://lawsandpolicies.unaids.org/topicresult?i=376
https://www.nih.gov/news-events/news-releases/nih-funded-effort-may-help-people-intellectual-disability-participate-clinical-studies
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Ethical standards for research during public health emergencies: Distilling existing guidance to 
support COVID-19 R&D 
WHO, 2020 
Open Access  
Excerpt 
…What are the requirements for informed consent in emergencies?  
Individual informed consent is a fundamental ethical requirement for research. Prospective research 
participants must be able to weigh the risks and benefits of participation. This can be particularly challenging 
in a public health emergency because of uncertain risks and the perception that any research-related 
intervention must be ‘better than nothing’. Consequently, researchers and review bodies have an obligation 
to ensure that research activities do not proceed unless there is a reasonable scientific basis to believe that 
the study intervention is likely to be safe and efficacious and that risks to participants have been minimized 
to the extent reasonably possible.  
    Cultural and linguistic differences, as well as confusions about the dual role of the clinician/researcher, 
may be heightened for research conducted in this context, and so processes for obtaining informed consent, 
including the wording of documents and methods of obtaining and recording consent, should be developed 
in consultation with local communities. Finally, researchers should inform potential participants about the 
circumstances under which their data or samples might be shared… 
 
:::::: 
:::::: 
 

HUMANITARIAN CONTEXT 
 
From the Lab Bench to the Battlefield: Novel Vaccine Technologies and Informed Consent [BOOK CHAPTER] 
Paul Eagan, Sheena M. Eagan 
Ethics of Medical Innovation, Experimentation, and Enhancement in Military and Humanitarian Contexts 
Springer, 18 March 2020; pp 69-85 
Abstract 
Vaccines are a commonly used medical countermeasure against many infectious diseases and represent one 
of the tools used by militaries to maintain a healthy fighting force. Vaccines also constitute an essential 
intervention during humanitarian missions where contagious disease outbreaks can be the primary cause of 
the crisis or a by-product of social upheaval and natural disaster. Though many infectious diseases are 
recurrent problems and vaccines exist to address the threat, recent outbreaks of H1N1, Ebola, and Zika have 
brought to the forefront the inherent inadequacies of traditional vaccine development. New technologies 
such as nucleic acid-based therapies provide some hope for a more rapid and robust response capability. The 
potential acceleration of the vaccine development pipeline carries both opportunities and potential pitfalls. 
The use of immune enhancement technologies, experimental immunization protocols or unproven vaccines 
in military personnel or vulnerable populations during times of crisis brings to the forefront ethical issues 
concerning the adequacy of informed consent, human experimentation, and free choice. An overview of 
novel vaccine technologies is followed by an analysis of the ethical issues surrounding informed consent and 
human experimentation in vulnerable military and civilian populations. 
  
:::::: 
:::::: 
 

 
 
 

https://apps.who.int/iris/bitstream/handle/10665/331507/WHO-RFH-20.1-eng.pdf
https://apps.who.int/iris/bitstream/handle/10665/331507/WHO-RFH-20.1-eng.pdf
https://link.springer.com/chapter/10.1007/978-3-030-36319-2_5
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BIOMEDICAL RESEARCH 
 
The role of institutional review boards, and hospital pharmacists as members, in the informed 
consent process in clinical research: a retrospective observational study  
E Villamañán, C Sobrino, M Freire, JN Inmaculada, SR Luis, L Patricia, C Lara, E Fernández De Uzquiano, A 
Herrero, M Moreno 
European Journal of Hospital Pharmacy, 24 March 2020; 27(suppl 1:6ER-023) 
Open Access 
Abstract 
Background and importance  
It is the responsibility of institutional review boards (IRBs) and hospital pharmacists, as members of these 
boards, to review a research proposal and ensure that adequate informed consent procedures are 
implemented in an ethical way, promoting participant autonomy and protecting them from potential harm. 
In this context, informed consent forms (ICFs) have become increasingly complex and difficult for patients to 
understand. 
Aim and objectives  
To analyse non-approval of clinical research by IRBs, related to deficiencies found in the ICFs. Secondary 
outcomes were type of objections in terms of readability, length, description of study purpose, design, 
expected benefits and foreseeable risks. Other ethical and legal aspects, such as voluntary agreement to 
participate, right to withdraw, biological sample management and access to personal data were also 
analysed. 
Material and methods  
This was a retrospective observational study of the clinical studies evaluated by the IRB in a tertiary hospital. 
We evaluated the IRB resolutions of all clinical studies over 4 years, including interventional studies (clinical 
trials) and non-interventional research assessed by the IRB where a hospital pharmacist was a member of the 
board. The committee’s decisions on approval were registered in the minutes of the meetings. The 
pharmacists reviewed the minutes, evaluating the final opinion of the committee (approval/non-approval of 
the study) in the first review. 
Results  
A total of 91 sets of minutes, corresponding to the IRB meetings over 4 years, were analysed. In these 
meetings, 1858 clinical trials were evaluated (1057 clinical trials and 801 non-interventional studies). Of 
these, 1558 required informed consent for participation (83.9%, 95% CI 82.1–85.5) and 987 were not 
approved at first review due to deficiencies detected in the ICF (63.3%, 95% CI 60.9–65.7). The main reasons 
for non-approval were unreadability (11.7%), inadequate information given about access to personal data 
rights (9.2%), biological sample management (7.8%) and expected benefits (7.6%). 
Conclusion and relevance  
There was a high proportion of deficiencies in the ICFs for clinical research. They were an important reason 
for non-approval of protocols evaluated by IRBs. Taken together, there are three fundamental weaknesses in 
ICFs where IRBs in hospitals play a key role: improving their readability, adapting them to regulations 
concerning data protection or biological sample management, and avoiding misleading information 
concerning enrolment. 

 
 
Ethics (Informed Consent and Conflicts of Interest) [BOOK CHAPTER] 
Kara K. Rossfeld, Jordan M. Cloyd, Elizabeth Palmer, Timothy M. Pawlik 
Clinical Trials  
Springer, 11 March 2020; pp 17-31 
Abstract 
The aim of clinical trials is to obtain generalizable knowledge that can be used to advance healthcare. The 
ethical issues in clinical trials arise when human subjects, who may not directly benefit from the research, are 

https://ejhp.bmj.com/content/27/Suppl_1/A215.1
https://ejhp.bmj.com/content/27/Suppl_1/A215.1
https://link.springer.com/chapter/10.1007/978-3-030-35488-6_2


5 
 

faced with the risk of being exploited or harmed. Additional ethical challenges pertain to informed consent of 
subjects and conflicts of interest of physician-investigators. The current ethical standards for research are 
based on guidelines and laws which were a necessary response to historical abuses of participants in the 
name of science. In this chapter, a framework for evaluating clinical research for ethical deficits is discussed, 
as are challenges in upholding ethical principles, including in obtaining informed consent from research 
participants as well as in navigating conflicts of interest. 
 
:::::: 
:::::: 
 

TECHNOLOGY/OTHER MEDIATION  
 

Animation-supported consent for urgent angiography and angioplasty: a service improvement 
initiative  
Original Research 
David S Wald, Oliver Casey-Gillman, Katrina Comer, Josephine Sarah Mansell, Howie Teo, Kyriacos Mouyis, 
Matthew Kelham, Fiona Chan, Selda Ahmet, Max Sayers, Vincent McCaughan, Nito Polenio 
Heart, 10 March 2020 
Open Access 
Abstract 
Objective  
Patient understanding of angiography and angioplasty is often incomplete at the time of consent. Language 
barriers and time constraints are significant obstacles, particularly in the urgent setting. We introduced 
digital animations to support consent and assessed the effect on patient understanding. 
Methods  
Multi-language animations explaining angiography and angioplasty (www.explainmyprocedure.com/heart) 
were introduced at nine district hospitals for patients with acute coronary syndrome before urgent transfer 
to a cardiac centre for their procedure. Reported understanding of the reason for transfer, the procedure, its 
benefits and risks in 100 consecutive patients were recorded before introduction of the animations into 
practice (no animation group) and in 100 consecutive patients after their introduction (animation group). 
Patient understanding in the two groups was compared. 
Results  
Following introduction, 83/100 patients reported they had watched the animation before inter-hospital 
transfer (3 declined and 14 were overlooked). The proportions of patients who understood the reason for 
transfer, the procedure, its benefits and risks in the no animation group were 58%, 38%, 25% and 7% and in 
the animation group, 85%, 81%, 73% and 61%, respectively. The relative improvement (ratio of proportions) 
was 1.5 (95% CI 1.2 to 1.8), 2.1 (1.6 to 2.8), 2.9 (2.0 to 4.2) and 8.7 (4.2 to 18.1), respectively (p<0.001 for all 
comparisons). 
Conclusion  
Use of animations explaining angiography and angioplasty is feasible before urgent inter-hospital transfer 
and was associated with substantial improvement in reported understanding of the procedure, its risks and 
its benefits. The approach is not limited to cardiology and has the potential to be applied to all specialties in 
medicine. 
 
:::::: 
:::::: 
 
 
 
 
 

https://heart.bmj.com/content/heartjnl/early/2020/03/10/heartjnl-2019-316227.full.pdf
https://heart.bmj.com/content/heartjnl/early/2020/03/10/heartjnl-2019-316227.full.pdf
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BIOBANKING 
 

From Subjective To Objective Informed Consent In Healthcare : Biobanks In Focus [CONFERENCE 
PAPER] 
Syeda Amna Sohail, Faiza Allah Bukhsh 
Alice & Eve 2020: Celebration of Women in Computer Science - University of Twente, 24 January 2020 - 24 
January 2020; Enschede, Netherlands 
Abstract  
Healthcare data has long been handled as per the national\local legislative and organizational prerequisites 
of the healthcare providers across the EU. This inculcates that the healthcare providers goals/objectives 
substantially dictated the data handling paths of the patients. Where the former could be starkly different 
from that of the patients/data subjects. Recently, healthcare stakeholders, for patients optimal value care, 
embedded the idea of Informed Consent (IC) at the onset of data collection. To transform the former, 
subjective way of data handling by healthcare providers into an objective pan European data handling 
procedure, the EU introduced General Data Protection Regulation, GDPR. Post GDPR, the EU legitimized 
patients IC as an integral part at the onset of patients information value care. Now IC, entails patients 
explicit, well informed , specific, free choice for his/her healthcare data collection and processing, 
demonstrated in an easily accessible and understandable manner with patients having the right of erasure at 
any point of data processing (GDPR, article 7). This poses limitations, specifically against scientific research, 
when applied in biobanks and bio-repositories. Limitations range from Biobanks data collection to data 
anonymization or/and pseudonymization to the data storage and sharing. In each phase of data handling, the 
issues and their respective solutions are discussed. Solution lies in defining the public/vital and legitimate 
interests and in incorporating the broad-open ended informed consent. This is vital for better health 
outcomes of the patients and the society at large. Regulatory and legislative authorities at the EU and 
national level must unite to resolve these issues. 
 
:::::: 
:::::: 
 

COGNITIVE CHALLENGES  
 

Capacity to Consent to Research Participation in Adults with Metastatic Cancer: Comparisons of 
Brain Metastasis, Non-CNS Metastasis, and Healthy Controls 
Kyler Mulhauser, Dario A Marotta, Adam Gerstenecker, Gabrielle Wilhelm, Terina Myers, Meredith Gammon, 
David E Vance, Burt Nabors, John Fiveash, Kristen Triebel 
Neuro-Oncology Practice, 9 March 2020 
Abstract 
Background 
To evaluate the ability of persons with metastatic cancer to provide informed consent to research 
participation, we used a structured vignette-based interview to measure four consenting standards across 
three participant groups. 
Methods 
Participants included 61 persons diagnosed with brain metastasis, 41 persons diagnosed with non-CNS 
metastasis, and 17 cognitively intact healthy controls. All groups were evaluated using the Capacity to 
Consent to Research Instrument (CCRI), a performance-based measure of research consent capacity. The 
ability to provide informed consent to participate in research was evaluated across four consent standards: 
expressing choice, appreciation, reasoning, and understanding. Capacity performance ratings (intact, 
mild/moderate impairment, severe impairment) were identified based on control group performance. 
Results 
Results revealed that the brain metastasis group performed significantly lower than healthy controls on the 
consent standard of understanding, while both metastatic cancer groups performed below controls on the 

https://research.utwente.nl/en/publications/from-subjective-to-objective-informed-consent-in-healthcare-bioba
https://research.utwente.nl/en/publications/from-subjective-to-objective-informed-consent-in-healthcare-bioba
https://academic.oup.com/nop/advance-article-abstract/doi/10.1093/nop/npaa008/5801995
https://academic.oup.com/nop/advance-article-abstract/doi/10.1093/nop/npaa008/5801995
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consent standard of reasoning. Both metastatic cancer groups performed similar to controls on the standards 
of appreciation and expressing choice. Approximately 60% of the brain metastasis group, 54% of the non-CNS 
metastasis group, and 18% of healthy controls showed impaired research consent capacity. 
Conclusions 
Our findings, using a performance-based assessment, are consistent with other research indicating that the 
research consent process may be overly cumbersome and confusing. This, in turn, may lead to research 
consent impairment not only in patient groups but also in some healthy adults with intact cognitive ability. 
 
 

The Patients Have a Story to Tell: Informed Consent for People who use Illicit Opiates 
Research Article  
Jane McCall, J Craig Phillips, Andrew Estafan, Vera Caine 
Nursing Ethics, 26 February 2020  
Abstract 
Background 
There is a significant discourse in the literature that opines that people who use illicit opiates are unable to 
provide informed consent due to withdrawal symptoms and cognitive impairment as a result of opiate use. 
Aims 
This paper discusses the issues related to informed consent for this population. 
Ethical considerations 
Ethical approval was obtained from both the local REB and the university. Written informed consent was 
obtained from all participants. 
Method 
This was a qualitative interpretive descriptive study. 22 participants were interviewed, including 18 nurses, 2 
social workers and 2 clinic support workers. The findings were analyzed using thematic analysis, which is a 
way of systematically reducing the complexity of the information to arrive at generalized explanations. 
Results 
The staff at the clinic were overwhelming clear in their judgment that people who use opiates can and should 
be able to participate in research and that their drug use is not a barrier to informed consent. 
Conclusions 
It is important to involve people who use opiates in research. Protectionist concerns about this population 
may be overstated. Such concerns do not promote the interests of research participants. People who use 
heroin need to be able to tell their story. 
 
:::::: 
:::::: 
 

YOUNG PERSONS 
 

Perspectives on Informed Consent Practices for Minimal-Risk Research Involving Foster Youth 

Pediatrics Perspective 
Mary V. Greiner, Sarah J. Beal and Armand H. Matheny Antommaria 
American Academy of Pediatrics, March 2020 
Excerpt 
There are >430 000 children in protective custody (ie, foster care) in the United States. Despite known health 
disparities, there continues to be limited research to develop an evidence base for diagnosing and 
intervening to improve health conditions for children in foster care.6 One identified obstacle to recruitment 
is obtaining informed consent, the legal requirement for understanding and voluntary agreement to 
participate in research. Foster youth do not have a traditional parent or guardian and instead have many 
adults playing different roles in their lives, including their children’s services caseworker, their foster  

https://journals.sagepub.com/doi/abs/10.1177/0969733020901814
https://pediatrics.aappublications.org/content/early/2020/03/06/peds.2019-2845
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caregiver, their biological parent, their court-appointed special advocate or guardian ad litem (GAL), and their 
judge or magistrate. Each plays a role in decision-making for the child and could participate in the informed 
consent process…  
 
 

Parental Understanding of Research Consent Forms in the PICU: A Pilot Study 
Shira Gertsman, Katharine O'Hearn, Jess Gibson, Kusum Menon  
Pediatric Critical Care Medicine, 28 February 2020 
Abstract 
Objectives 
To describe legal guardians' understanding of key concepts in a research consent form presented within 24 
hours of their child's admission to the [Pediatric Intensive Care Unit] PICU and to explore legal guardians' 
opinions of the format (language, length) of the consent form and the overall consent process. 
Design 
Single-center, exploratory pilot study. 
Setting 
PICU at a tertiary-care hospital in Canada. 
Subjects 
Forty-one English- and French-speaking legal guardians of children less than 18 years old, who had been 
admitted to the PICU within the past 24 hours and were expected to stay at least 48 hours, between October 
2018 and February 2019. 
Interventions 
The consent form from a previous PICU trial was given and explained to legal guardians within 24 hours of 
their child's admission to the PICU. 
Measurements and main results 
Legal guardians' understanding of key concepts in the consent form was evaluated using a questionnaire the 
day after the form was explained, and opinions were collected verbally and using an additional survey. The 
median number of questions answered incorrectly was three of seven (interquartile range = 2-4). Participants 
best understood the topic of the study (5% incorrect), but 80% of participants were unable to recall a single 
risk. The median rating of the language in the form was five of five (very easy to understand; interquartile 
range = 4-5), and 88% of participants said it was a reasonable length. 
Conclusions 
Despite positive opinions of the consent form, most legal guardians did not understand all key components 
of the consent information provided to them orally and in writing within 24 hours of their child's PICU 
admission. Future studies are required to determine barriers to understanding and explore alternative 
approaches to obtaining consent in this setting. 
 
:::::: 
:::::: 
 

RIGHTS/LEGAL/LEGISLATIVE 
 
EU Coordination of Serious Cross-Border Threats to Health: The Implications for Protection of 
Informed Consent in National Pandemic Policies 
Hannah Van Kolfschooten 
European Journal of Risk Regulation, October 2019; 10(4) pp 635-651 
Open Access  
Abstract 
This article discusses the development of a more supranational EU approach to regulate risks of “serious 
cross-border threats to health” such as pandemic disease outbreaks. It argues that the EU’s public health 
measures to prevent and tackle pandemics could affect individual patients’ rights, because the rights of 

https://pubmed.ncbi.nlm.nih.gov/32132500/
https://www.cambridge.org/core/services/aop-cambridge-core/content/view/91117A9FE70273CCCD00F3203719BD98/S1867299X19000709a.pdf/eu_coordination_of_serious_crossborder_threats_to_health_the_implications_for_protection_of_informed_consent_in_national_pandemic_policies.pdf
https://www.cambridge.org/core/services/aop-cambridge-core/content/view/91117A9FE70273CCCD00F3203719BD98/S1867299X19000709a.pdf/eu_coordination_of_serious_crossborder_threats_to_health_the_implications_for_protection_of_informed_consent_in_national_pandemic_policies.pdf
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individual European citizens are balanced against the importance of protecting the European community as a 
whole. This results in a tension between public health and individual rights in the EU, especially with regard 
to the right to informed consent, a central right in health law. In response to the 2013–2016 Ebola outbreak 
in West Africa, the EU introduced several preventive and responsive measures in the Member States to 
prevent the pandemic from spreading to the EU. The case study analysis of Dutch pandemic policies 
established in reaction to this outbreak shows that national pandemic policies are substantially shaped by EU 
actions, which has implications for the protection of the individual right to informed consent in the Member 
States. 
 
 

The effect of the Montgomery judgment on settled claims against the National Health Service due 
to failure to inform before giving consent to treatment 
D S Wald, J P Bestwick, P Kelly 
QJM, 19 March 2020  
Abstract 
Background 
A landmark legal judgment in March 2015 (Montgomery) changed the test for determining negligence due to 
failing to inform patients before consent, by moving away from asking what a reasonable doctor should 
disclose and asking instead what a reasonable patient would expect to know. 
Aim 
We sought to determine the effect Montgomery has had on settled claims due to failure to inform compared 
with claims for other reasons and whether legal firms are adding contributory claims of failure to inform to 
other principal allegations of negligence. 
Methods 
A Freedom of Information request to NHS Resolution provided data on the number of settled claims against 
the NHS (2005–19) for any cause and where failure to inform before consent was the principal or 
contributory cause. Time-series regression was used to compare trends before and after 31 March 2015. 
Results 
The trend in claims/year increased 4-fold for failure to inform (an increase of 9.8/year before 2015 vs. 
39.5/year after 2015, P < 0.01), 2.7-fold when failure to inform was the principal cause (7.9/year vs. 
21.2/year, P = 0.02) and 9.9-fold as a contributory cause (1.9/year vs. 18.3/year, P < 0.01). There was no 
material difference in claims due to other causes (334/year vs. 318/year, P = 0.84). 
Conclusions 
Montgomery has led to a substantial increase in settled claims of failure to inform before consent, with no 
coincident change in claims for other causes. The increase in contributory compared with principal causes 
suggests that lawyers are using the judgment to increase the chances of a successful claim against the NHS. 

Editor’s note: QJM is a general medical journal affiliated with the Association of Physicians of Great 
Britain & Ireland. It focuses on internal medicine and publishes peer-reviewed articles which promote 
medical science and practice. 

 
 

Rules on informed consent and advance directives at the end of-life: the new Italian law 
Commentary 
R V Viola, N Di Fazio, Z Del Fante, V Fazio, G Volonnino, S Romano, A Quattrocchi, M Arcangeli 
La Clinica terapeutica, March-April 2020; 171(2) e94-96 
Open Access 
Abstract 
End-of-life decisions are an emergent issue for bioethical debates and practical concerns among health 
professionals. On December 2017, Italy enacted a new law named "Rules about informed consent and 
advance directives", which promotes the relationship of care in a fiduciary sense through the implementation 
of a correct and exhaustive information. It is also prescribed to record in writing all the patients' decisions 

https://academic.oup.com/qjmed/advance-article-abstract/doi/10.1093/qjmed/hcaa082/5809454
https://academic.oup.com/qjmed/advance-article-abstract/doi/10.1093/qjmed/hcaa082/5809454
https://academic.oup.com/qjmed/pages/About
https://pubmed.ncbi.nlm.nih.gov/32141477/
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about consent or refusal. Furthermore, the law explicitly forbids unreasonable therapeutic obstinacy for 
terminal patient, legitimizing deep palliative sedation. Finally, the law establishes the use of "advance 
directives" as a written document by which adults and capable people can express their wishes regarding 
health treatments and diagnostic tests in anticipation of a possible future incapacity. The law provides that 
doctors must comply with these directives, unless they appear clearly incongruous or not corresponding to 
the patient's current clinical condition. 

Editor’s note: We take note of the phrase “unreasonable therapeutic obstinacy” in the abstract.  
 
:::::: 
:::::: 
 

FREE PRIOR INFORMED CONSENT (FPIC)  
 

Dissenting voices in a consenting village: lessons from implementation of free, prior and informed 
consent at a REDD+ pilot in Tanzania 
P. K. Mukisa, D. M. Tumusiime, C. Webersik, E. T. Liwenga, J. R. S. Tabuti 
International Forestry Review, March 2020; 22(1) pp 120-131 
Abstract 
Free, prior and informed consent (FPIC) is a key institutional tool in meeting social safeguards. Its 
implementation ensures respect of the local people's rights in an intervention. This paper presents a case of 
FPIC implementation at a REDD+ pilot site. Data were obtained through key informant interviews and focus 
group discussions with proponents and village members of the Lindi REDD+ project. Findings indicate that the 
inclusive approach to FPIC by taking the consultations to the hamlet level did not deliver a flawless process. 
The consent decision was reached by a majority vote, not consensus. There was some dissent, prompting the 
early establishment of project implementation committees. Consent was obtained, though it was not 
absolutely free, prior and informed. Future REDD+ projects should consider having FPIC as an independent 
and earlier process, separate from the main implementation of the project in order to uphold local peoples' 
rights in a less anxious process. 
 
:::::: 
:::::: 
 

CULTURAL/COUNTRY CONTEXT 
 

The oral communication principle and coming up to informed decision requirements in national 
screening programs 
Short Communication 
S. Birkeland 
Public Health, May 2020; 182 pp 51-52 
Abstract 
Objective 
Informed consent (IC) principles are often overlooked aspects in debates about national screening programs. 
This short communication examines the Danish approach to IC in decision-making about screening 
participation. 
Study design 
A descriptive approach is adopted in linking present screening practices with Danish regulation about IC and 
international ethical principles. 
Methods 
To ascertain the extent to which screening procedures come up to IC requirements, the article adopts a 
review approach by examining relevant Danish national legislation including ministerial orders as well as 
international ethical codes. 

https://www.ingentaconnect.com/contentone/cfa/ifr/2020/00000022/00000001/art00008
https://www.ingentaconnect.com/contentone/cfa/ifr/2020/00000022/00000001/art00008
https://www.sciencedirect.com/science/article/abs/pii/S0033350620300251#!
https://www.sciencedirect.com/science/article/abs/pii/S0033350620300251#!
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Results 
The article finds that, although Danish legislation as well as international IC principles generally stipulates a 
decision-making process requiring oral communication, current procedures largely rely on one-way 
communication through written information available from leaflets, web sites, etc. Screening programs seem 
to have established no general formula to qualify healthcare users' understanding of data underlying their 
choice whether to be screened. 
Conclusion 
The deviance from common IC principles may reduce healthcare quality, pose a safety problem, and 
challenge healthcare users' ability to exercise autonomy. 
 
 

Racial differences in patient consent policy preferences for electronic health information 
exchange 
Carolyn L Turvey, Dawn M Klein, Kim M Nazi, Susan T Haidary, Omar Bouhaddou, Nelson Hsing, Margaret 
Donahue 
Journal of the American Medical Informatics Association, 9 March 2020  
Abstract 
Objective 
This study aimed to explore the association between demographic variables, such as race and gender, and 
patient consent policy preferences for health information exchange as well as self-report by VHA enrollees of 
information continuity between Veterans Health Administration (VHA) and community non-VHA heath care 
providers. 
Materials and Methods 
Data were collected between March 25, 2016 and August 22, 2016 in an online survey of 19 567 veterans. 
Three questions from the 2016 Commonwealth Fund International Health Policy Survey, which addressed 
care continuity, were included. The survey also included questions about consent policy preference regarding 
opt-out, opt-in, and “break the glass” consent policies. 
Results 
VHA enrollees had comparable proportions of unnecessary laboratory testing and conflicting information 
from providers when compared with the United States sample in the Commonwealth Survey. However, they 
endorsed medical record information being unavailable between organizations more highly. Demographic 
variables were associated with gaps in care continuity as well as consent policy preferences, with 56.8% of 
Whites preferring an opt-out policy as compared with 40.3% of Blacks, 44.9% of Hispanic Latinos, 48.3% of 
Asian/Pacific Islanders, and 38.3% of Native Americans (P < .001). 
Discussion 
Observed large differences by race and ethnicity in privacy preferences for electronic health information 
exchange should inform implementation of these programs to ensure cultural sensitivity. Veterans 
experienced care continuity comparable to a general United States sample, except for less effective exchange 
of health records between heath care organizations. VHA followed an opt-in consent policy at the time of this 
survey which may underlie this gap. 
 
 

Researcher and study participants’ perspectives of consent in clinical studies in four referral 
hospitals in Vietnam 
Nguyen Thi Thanh Thuy, Le Nguyen Thanh Nhan, Nguyen Van Vinh Chau, Nguyen Thi Phuong Dung 
BMC Medical Ethics, 2020; pp 1-12 
Abstract 
Background 
Within the research community, it is generally accepted that consent processes for research should be 
culturally appropriate and tailored to the context, yet researchers continue to grapple with what valid 
consent means within specific stakeholder groups. In this study, we explored the consent practices and 

https://academic.oup.com/jamia/advance-article-abstract/doi/10.1093/jamia/ocaa012/5801160
https://academic.oup.com/jamia/advance-article-abstract/doi/10.1093/jamia/ocaa012/5801160
http://dspace.agu.edu.vn/handle/AGU_Library/12703
http://dspace.agu.edu.vn/handle/AGU_Library/12703
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attitudes regarding essential information required for the consent process within hospital-based trial 
communities from four referral hospitals in Vietnam.  
Methods 
We collected surveys from and conducted semi-structured interviews with study physicians, study nurses, 
ethics committee members, and study participants and family members regarding their experiences of 
participating in research, their perspectives toward research, and their views about various elements of the 
consent process.  
Results 
In our findings, we describe three interrelated themes related to the consent process: (1) words and 
regulation; (2) reimbursement, suspicions, and joining; and (3) responsibilities. In general, stakeholders had 
highly varied perspectives of nghiên cứu (Eng.: research) and researchers used varying levels of detail 
regarding all aspects of the study in the consent process to build trust with and/or promote potential 
research participants’ choices about taking part in research. Findings additionally highlight how researchers 
felt that offering financial reimbursements in a hospital setting, where payment for services was routine, 
would be unfamiliar to participants and could raise suspicions about the research. Participants, however, 
focused their discussions on reimbursement or alternative reasons for joining the study, such as health 
related benefits or altruism. Finally, participants often relied on their physician to help them decide about 
joining a study or not.  
Conclusion 
Further research is needed to understand how researchers and participants make sense of and practice 
consent, and how that impacts participants’ decision-making about research participation. To promote valid 
consent within this context, it is important to engage with hospital-based trial communities as a whole. The 
data from this study will inform future research on consent, guide the revisions of consent related policies 
within our research sites and point to several larger issues surrounding researcher-participant expectations, 
communication, and trust. 
 
:::::: 
:::::: 

 
MEDICAL/SURGICAL  
 

Reconsidering the Process of Informed Consent in Assisted Reproductive Technology: Experiences 
and Implications for Practice 
Reflections 
Fabiola Fedele, Barbara Cordella, Viviana Langher  
Psychological Studies, 28 March 2020 
Abstract 
A patient’s conscious decision to voluntarily undergo a therapeutic treatment is called informed consent (IC). 
The aim of IC is to provide information about health and treatment options and increase patient’s 
participation in healthcare decision-making. IC therefore honors the ethical principles of human autonomy 
and self-determination. In the field of assisted reproductive technology (ART), the process of communication 
and mutual understanding between patient and doctor (the IC process) is a current and relevant issue due to 
its medical, ethical and psychological implications. This exploratory research aims to understand how couples 
with infertility problems relate to the ART IC, and it proposes the innovative experience of IC conversations 
with a psychologist. It also provides practical advice on a better use of IC process in ART centers. 
 
 

Systematic Review of Preoperative Risk Discussion in Practice 
Original Reports 
Davis M. Aasen, Brett M. Wiesen, Abhinav B. Singh, Christi Piper, Ben Harnke, Allan V. Prochazka, Aaron S. 
Fink, Karl E. Hammermeister, Robert A. Meguid 

https://link.springer.com/article/10.1007/s12646-019-00542-x
https://link.springer.com/article/10.1007/s12646-019-00542-x
https://www.sciencedirect.com/science/article/abs/pii/S1931720420300428
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Journal of Surgical Education, 16 March 2020 
Abstract 
Background 
Informed consent is an ethical imperative of surgical practice. This requires effective communication of 
procedural risks to patients and is learned during residency. No systematic review has yet examined current 
risk disclosure. This systematic review aims to use existing published information to assess preoperative 
provision of risk information by surgeons. 
Methods 
Using the Preferred Reporting Items for Systematic Reviews and Meta-Analyses as a guide, a standardized 
search in Ovid MEDLINE, Embase, CINHAL, and PubMed was performed. Three reviewers performed the 
study screening, with 2-reviewer consensus required at each stage. Studies containing objective information 
concerning preoperative risk provision in adult surgical patients were selected for inclusion. Studies 
exclusively addressing interventions for pediatric patients or trauma were excluded, as were studies 
addressing risks of anesthesia. 
Results 
The initial search returned 12,988 papers after deduplication, 33 of which met inclusion criteria. These 
studies primarily evaluated consent through surveys of providers, record reviews and consent recordings. 
The most ubiquitous finding of all study types was high levels of intra-surgeon variation in what risk 
information is provided to patients preoperatively. Studies recording consents found the lowest rates of risk 
disclosure. Studies using multiple forms of investigation corroborated this, finding disparity between verbally 
provided information vs chart documentation. 
Conclusions 
The wide variance in what information is provided to patients preoperatively inhibits the realization of the 
ethical and practical components of informed consent. The findings of this review indicate that significant 
opportunities exist for practice improvement. Future development of surgical communication tools and 
techniques should emphasize standardizing what risks are shared with patients. 
 
 

Attitudes About Informed Consent: An Exploratory Qualitative Analysis of UK Psychotherapy 
Trainees 
Original Research Article 
Charlotte R. Blease, Tim Arnott, John M. Kelley, Gillian Proctor, Tobias Kube, Jens Gaab, Cosima Locher 
Frontiers in Psychiatry, 13 March 2020 
Open Access 
Abstract 
Background 
Ethical informed consent to psychotherapy has recently been the subject of in-depth analysis among 
healthcare ethicists. 
Objective 
This study aimed to explore counseling and psychotherapy students' views and understanding about 
informed consent to psychological treatments. 
Methods 
Two focus groups were conducted with a total of 10 students enrolled in a Masters course in counseling and 
psychotherapy at a British university. Questions concerned participants' understanding of informed consent 
including judgments about client capacity; the kinds of information that should be disclosed; how consent 
might be obtained; and their experiences of informed consent, both as a client and as a therapist. Focus 
groups were audio-recorded, transcribed, and analyzed using qualitative content analysis. Coding was 
conducted independently by three authors. 
Results 
Comments were classified into three main themes: (1) the reasons and justifications for informed consent; 
(2) informed consent processes; and (3) the hidden ethics curriculum. Some trainees expressed significant 

https://www.frontiersin.org/articles/10.3389/fpsyt.2020.00183/full
https://www.frontiersin.org/articles/10.3389/fpsyt.2020.00183/full
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doubts about the importance of informed consent. However, participants also identified the need to 
establish the clients' voluntariness and their right to be informed about confidentiality issues. In general, the 
format and processes pertaining to informed consent raised considerable questions and uncertainties. 
Participants were unsure about rules surrounding client capacity; expressed misgivings about describing 
treatment techniques; and strikingly, most trainees were skeptical about the clinical relevance of the 
evidence-base in psychotherapy. Finally, trainees' experiences as clients within obligatory psychotherapy 
sessions were suggestive of a “hidden ethics curriculum”—referring to the unintended transmission of norms 
and practices within training that undermine the explicit guidance expressed in formal professional ethics 
codes. Some students felt coerced into therapy, and some reported not undergoing informed consent 
processes. Reflecting on work placements, trainees expressed mixed views, with some unclear about who 
was responsible for informed consent. 
Conclusions 
This qualitative study presents timely information on psychotherapy students' views about informed consent 
to psychotherapy. Major gaps in students' ethical, conceptual, and procedural knowledge were identified, 
and comments suggested the influence of a hidden curriculum in shaping norms of practice. 
Implications 
This exploratory study raises important questions about the preparedness of psychotherapy students to fulfill 
their ethical obligations. 
 
 

On shared decision-making and informed consent 
Editorial  
James L. Bernat, Michael P. McQuillen 
Neurology Clinical Practice, 11 March 2020 
Excerpt 
In the idealized concept of shared decision-making, the physician and patient comprise a collaborative clinical 
decision-making dyad. The physician contributes medical knowledge, training, experience, and judgment, 
whereas the patient contributes personal values and health care goals through which to evaluate how each 
treatment option could fulfill those goals. As partners, the patient and physician collaboratively achieve a 
mutually agreeable medical decision through an ongoing communication process that creates informed 
consent… 
 
 

Informed Consent in Fetal Hypoplastic Left Heart Syndrome [BOOK CHAPTER] 

Constantine Mavroudis, Angira Patel, Rupali Gandhi 
Bioethical Controversies in Pediatric Cardiology and Cardiac Surgery 
Springer, 29 February 2020; pp 163-177 
Abstract 
Informed Consent in the setting of complex fetal congenital heart disease such as hypoplastic left heart 
syndrome involves many concerned individuals who include: the mother, the father, the obstetrician, the 
pediatric cardiologist, the pediatric cardiac surgeon, and many others. It is the duty of the physician to 
administer and perform informed consent under high risk pre- and postnatal circumstances that require high 
risk surgical options without which the newborn baby would most certainly die. We explore the intricate roll 
that physicians play in the informed consent process from prenatal to post-natal circumstances which include 
making decisions about pregnancy termination, comfort care, and staged palliation. Important 
considerations such as the importance of the woman’s bodily integrity, autonomy, and the ethics of comfort 
care are discussed with reference to other complex congenital heart lesions. We conclude that informed 
consent for HLHS decisions is best practiced by a multi-disciplinary organized approach that will allow 
comprehensive counseling by multiple care-givers in a timely fashion. Ultimately, the obstetrician/pediatric 
cardiologist team continue to be the primary physicians that assist with shared decision-making. 
 

https://cp.neurology.org/content/early/2020/03/04/CPJ.0000000000000823.abstract
https://link.springer.com/chapter/10.1007/978-3-030-35660-6_13
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:::::: 
:::::: 

 
GENERAL/OTHER 

 
A Human-centric Perspective on Digital Consenting: The Case of GAFAM [CONFERENCE PAPER] 
Human Soheil, Cech Florian 
Human Centred Intelligent Systems, 17 June 2020 – 19 June 2020; Split, Croatia 
Open Access 
Abstract 
According to different legal frameworks such as the European General Data Protection Regulation (GDPR), an 
end-user's consent constitutes one of the well-known legal bases for personal data processing. However, 
research has indicated that the majority of end-users have difficulty in understanding what they are 
consenting to in the digital world. Moreover, it has been demonstrated that marginalized people are 
confronted with even more difficulties when dealing with their own digital privacy. In this research, we use 
an enactivist perspective from cognitive science to develop a basic human-centric framework for digital 
consenting. We argue that the action of consenting is a sociocognitive action and includes cognitive, 
collective, and contextual aspects. Based on the developed theoretical framework, we present our qualitative 
evaluation of the consent-obtaining mechanisms implemented and used by the five big tech companies, i.e. 
Google, Amazon, Facebook, Apple, and Microsoft (GAFAM). The evaluation shows that these companies have 
failed in their efforts to empower end-users by considering the human-centric aspects of the action of 
consenting. We use this approach to argue that their consent-obtaining mechanisms violate principles of 
fairness, accountability and transparency. We then suggest that our approach may raise doubts about the 
lawfulness of the obtained consent—particularly considering the basic requirements of lawful consent within 
the legal framework of the GDPR. 

 
#  #  #  # 
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