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

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

Informed Consent: A Monthly Review is a service of the Center for Informed Consent Integrity, a program of 
the GE2P2 Global Foundation. The Foundation is solely responsible for its content. Comments and 
suggestions should be directed to: 
 

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

_____________________________________________________________________________________________ 

 

Editor’s Note:  
Informed Consent in the Council for International Organizations of Medical Sciences (CIOMS) guidance on 
Clinical research in resource-limited settings, held on July 21st 2021, was the latest webinar in the Center’s 
continuing series. David Curry opened the call with a high-level overview of the guidance. Paige Fitzsimmons 
followed with a brief summary of how informed consent is treated in the guidance. Getnet Yimer then 
provided observations and reflections on this guidance and associated challenges with implementation from 
a field research and ethics review board perspective. Dónal O’Mathúna closed the discussion by examining 
how community engagement is treated in the new guidance.  
 

____________________________________________________________________________________________ 

 
  

We organize content in each edition using subject categories to help readers navigate. We expect that these 
categories will evolve over time. 
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FREE PRIOR INFORMED CONSENT (FPIC)   12 
CULTURAL/COUNTRY CONTEXT    12 
MEDICAL/SURGICAL     14 
GENERAL/OTHER     19 

 

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

Please note that we maintain a glossary and an inventory of tools for assessment as well as standards and 
guidance documents on our website.  
 

_______________________________________________________________________________________________ 

 

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

COVID-19 
 

COVID-19 Vaccination of Minors Without Parental Consent; Respecting Emerging Autonomy and 
Advancing Public Health 
Viewpoint 
Larissa Morgan, Jason L. Schwartz, Dominic A. Sisti 
JAMA Pediatrics, 12 July 2021 
Excerpt 
In May 2021, the Pfizer-BioNTech COVID-19 vaccine received emergency use authorization from the US Food 
and Drug Administration in adolescents aged 12 to 15 years, with authorization for younger children 
expected later this year.1 Despite reported clinical trial data indicating that the vaccine is safe and 100% 
efficacious for this age range, some parents and guardians may remain hesitant or outright opposed to 
vaccinating their children, particularly in politically and culturally conservative communities… Children and 
adolescents have the capacity to understand and reason about low-risk and high-benefit health care 
interventions. State laws should therefore authorize minors to consent to COVID-19 vaccination without 
parental permission… 
 
 

Implications and advice on getting COVID-19 vaccine consent: How to support people with 
learning disabilities to get vaccinated 
Jonathan Beebee 
Learning Disability Practice, 2021; 10-12 
Abstract 
Vaccinations against COVID-19 are not mandatory and where people can give or refuse consent we have a 
responsibility to ensure consent is sought. Many people with learning disabilities will be unable to consent, 
but others will be able to consent if given the right support. Nurses, carers and families should begin planning 
as soon as possible, so they are prepared when the invitation to receive the vaccine arrives. 
 
 

https://ge2p2global-centerforinformedconsentintegrity.org/
https://jamanetwork.com/journals/jamapediatrics/fullarticle/2782024
https://jamanetwork.com/journals/jamapediatrics/fullarticle/2782024
https://pesquisa.bvsalud.org/global-literature-on-novel-coronavirus-2019-ncov/resource/pt/covidwho-1168092
https://pesquisa.bvsalud.org/global-literature-on-novel-coronavirus-2019-ncov/resource/pt/covidwho-1168092
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Implementation of documented and written informed consent for clinical trials of communicable 
diseases: Lessons learned, barriers, solutions, future directions identified during the conduct of a 
COVID-19 clinical trial 
Patricia Woods, Maura Flynn, Paul Monach, Karen Visnaw, Sara Schiller, Erika Holmberg, Sarah Leatherman, 
Ryan Ferguson, Westyn Branch-Elliman 
Contemporary Clinical Trials Communications, September 2021, 23 
Abstract 
Background and objective 
The communicable nature of many infectious diseases, including SARS-CoV-2, creates challenges for 
implementing and obtaining regulatory-compliant written informed consent. The goal of this project was to 
identify and evaluate processes that address these barriers while maintaining clinical and research staff 
safety. 
Methods 
We reviewed Federal Drug Administration (FDA), World Health Organization (WHO), and VA Office of 
Research and Development (ORD) guidance about informed consent during the COVID-19 pandemic, and 
identified and pilot-tested several mechanisms for obtaining regulatory-compliant consent during our COVID-
19 therapeutics clinical trial. 
Results 
Several processes were identified. These included a standard face-to-face consent with a plan for maintaining 
a paper copy of the signed consent form, a phone or video chat consent process that included taking a 
picture of the signed consent form or a screen shot of the signed document during a video chat, integration 
of the consent forms into software embedded within the electronic health record, and secure software 
programs with electronic signature. These processes are FDA-compliant but time-intensive, often requiring 
four or more hours of coordination between the clinical team, research staff, patients, and legally authorized 
representatives. 
Conclusions 
Future studies could evaluate how to improve efficiency, and whether some elements of the consenting 
process, such as the requirement for documented written signed consent, rather than a witnessed oral 
consent, is an acceptable standard for research participants with communicable diseases. 
 
 

Ethical and legal requirements for biomedical research involving health data in the context of the 
Covid-19 pandemic: is informed consent still playing the leading role? 
Federico de Montalvo Jääskeläinen 
BioLaw Journal, February 2021 
Open Access  
Abstract  
The current pandemic could have accelerated a change of the traditional paradigm about the secondary use 
of health data. The traditional one has been based on the faculty of the individuals about accepting or not 
that use of their health data through the main role of informed consent. The new paradigm considers the 
current value of that secondary use for the improvement of the health of community and its individuals, 
through the possibilities offered by Big Data and AI. Therefore, the need of a balance between individual 
rights and the common good is indispensable. Pseudonymization could be the way to find this balance. 

Editor’s note: This article notes that pseudonymization is understood as the processing of personal 
data in such a way that they can no longer be attributed to an interested party without using 
additional information. 
 

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

 

https://www.sciencedirect.com/science/article/pii/S2451865421001058#!
https://www.sciencedirect.com/science/article/pii/S2451865421001058#!
https://www.sciencedirect.com/science/article/pii/S2451865421001058#!
https://repositorio.comillas.edu/xmlui/bitstream/handle/11531/58267/Articulo%20Biolaw%20FdeMontalvo.pdf?sequence=-1&isAllowed=y
https://repositorio.comillas.edu/xmlui/bitstream/handle/11531/58267/Articulo%20Biolaw%20FdeMontalvo.pdf?sequence=-1&isAllowed=y
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BIOMEDICAL RESEARCH 
 
The Impact of a Digital Vaccine Consent Form in a Large Community Pharmacy Chain 
Aylin Unal, Amy Sparkman, Pramit Nadpara, Jean-Venable R. Goode 
Innovations in Pharmacy, 26 July 2021; 12(3) 
Abstract 
Background 
A large community pharmacy chain implemented a new digital platform to eliminate the need for patients to 
fill out a traditional vaccine consent form in the pharmacy. The new digital vaccine consent form allowed 
patients to complete the form online, where it was transmitted directly to the pharmacy’s network. 
Objectives 
To identify the characteristics of patients who used an online digital vaccine consent form to receive 
vaccinations and to evaluate patient satisfaction and confidence in utilizing the digital vaccine consent form 
to receive pharmacy services. 
Methods 
This three-month prospective study was conducted in the Mid-Atlantic division of a large community 
pharmacy chain. A 16-question survey was developed using information from the literature to collect 
demographic information and patient confidence and satisfaction with the digital vaccine consent form. An 
email was sent to pharmacy staff containing instructions on the procedure for posting a recruitment flyer, 
distributing the survey post-vaccination, and how to return completed surveys. Univariate and bi-variate 
analysis were conducted. 
Results 
Thirty-six participants responded to the survey, majority of participants were female (56%). Two patients 
used the digital vaccine consent form; both used because it was more convenient and were likely to use the 
form again. For those who did not use the digital vaccine consent form, 32% feel somewhat unconfident in 
using digital technologies for pharmacy services. A majority of patients prefer to be notified about new 
online services by email (39%) or advertisements in the pharmacy (31%). When asked the likelihood of using 
the digital vaccine consent form in the future, majority stated unlikely (34%) or neutral (25%). 
Conclusions 
Most participants did not utilize the new digital vaccine form. This provides an opportunity to further engage 
patients on the availability and use of the digital vaccine consent form in order to advance digital 
technologies for pharmacy services. 
 
 

The CORBEL matrix on informed consent in clinical studies: a multidisciplinary approach of 
Research Infrastructures Building Enduring Life-science Services 
Research Article 
Cinzia Colombo, Michaela Th. Mayrhofer, Christine Kubiak, Serena Battaglia, Mihaela Matei, Marialuisa 
Lavitrano, Sara Casati, Victoria Chico, Irene Schluender, Tamara Carapina, Paola Mosconi  
BMC Medical Ethics, 17 July 2021; 22(95) 
Open Access 
Abstract 
Background 
Informed consent forms for clinical research are several and variable at international, national and local 
levels. According to the literature, they are often unclear and poorly understood by participants. Within the 
H2020 project CORBEL—Coordinated Research Infrastructures Building Enduring Life-science Services—
clinical researchers, researchers in ethical, social, and legal issues, experts in planning and management of 
clinical studies, clinicians, researchers in citizen involvement and public engagement worked together to 
provide a minimum set of requirements for informed consent in clinical studies. 
Methods 

http://scholar.google.com/scholar_url?url=https://pubs.lib.umn.edu/index.php/innovations/article/download/3898/2930&hl=en&sa=X&d=14677777545984957949&ei=ImUEYfOtHtC0ywSqnLuADw&scisig=AAGBfm1YIwGgevha-QJc--dMOGkRsp4-4w&nossl=1&oi=scholaralrt&hist=SqhM5vMAAAAJ:13542989930044107291:AAGBfm3_1QBZ3MkNeZuw4aVdW9G22CqaUA&html=&folt=kw
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-021-00639-x
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-021-00639-x
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The template was based on a literature review including systematic reviews and guidelines searched on 
PubMed, Embase, Cochrane Library, NICE, SIGN, GIN, and Clearinghouse databases, and on comparison of 
templates gathered through an extensive search on the websites of research institutes, national and 
international agencies, and international initiatives. We discussed the draft versions step-by-step and then 
we referred to it as the “matrix” to underline its modular character and indicate that it allows adaptation to 
the context in which it will be used. The matrix was revised by representatives of two international patient 
groups. 
Results 
The matrix covers the process of ensuring that the appropriate information, context and setting are provided 
so that the participant can give truly informed consent. It addresses the key topics and proposes wording on 
how to clarify the meaning of placebo and of non-inferiority studies, the importance of individual 
participants’ data sharing, and the impossibility of knowing in advance how the data might be used in future 
studies. Finally, it presents general suggestions on wording, format, and length of the information sheet. 
Conclusions 
The matrix underlines the importance of improving the process of communication, its proper conditions 
(space, time, setting), and addresses the participants’ lack of knowledge on how clinical research is 
conducted. It can be easily applied to a specific setting and could be a useful tool to identify the appropriate 
informed consent format for any study. The matrix is mainly intended to support multicentre interventional 
randomized clinical studies, but several suggestions also apply to non-interventional research. 

 
 
Informed consent in biomedical research: Scopes and challenges 
Reflections on Research 
Kingshuk Chatterjee, Nilay K Das 
Inidian Dermatology Online Journal, 14 July 2021; 12(4) 529-535 
Abstract    
Medical science is evolving constantly and this evolution cannot happen without biomedical research 
involving human participant. Owing to a tumultuous history, importance of ethical research cannot be over 
emphasized in today's world and the concept of informed consent becomes the guardian of ethics, not only 
to improve the bonding between the participant and researcher aiding a wholehearted involvement but also 
ensuring safety for the participants from research related injury/loss. Subject information sheet (SIF) and 
Informed consent form (ICF) are the fundamental elements of informed consent document. Process of 
obtaining them from illiterate and vulnerable populations involves the legally authorized representative 
(LAR) and impartial witness. Audiovisual recording becomes important in case of clinical trials. Process of 
obtaining informed consent becomes challenging for vulnerable populations as well as during pandemic 
situations. A comprehensive informed consent is essential for a credible and ethical research. 

 
 
Enrollment with and without Exception from Informed Consent in a Pilot Trial of Tranexamic Acid 
in Children with Hemorrhagic Injuries 
Original Contribution  
Seth W. Linakis, Nathan Kuppermann, Rachel M. Stanley, Hilary Hewes, Sage Myers, John M. VanBuren, T. 
Charles Casper, Matthew Bobinski, Simona Ghetti, Walton O. Schalick III, Daniel K. Nishijima  
Academic Emergency Medicine, 12 July 2021 
Abstract 
Background 
Federal exception from informed consent (EFIC) procedures allow studies to enroll patients with time-
sensitive, life-threatening conditions when written consent is not feasible. Our objective was to compare 
enrollment rates with and without EFIC in a trial of tranexamic acid (TXA) for children with hemorrhagic 
injuries. 

https://www.idoj.in/article.asp?issn=2229-5178;year=2021;volume=12;issue=4;spage=529;epage=535;aulast=Chatterjee
https://onlinelibrary.wiley.com/doi/abs/10.1111/acem.14343
https://onlinelibrary.wiley.com/doi/abs/10.1111/acem.14343
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Methods 
We conducted a four-center randomized controlled pilot and feasibility trial evaluating TXA in children with 
severe hemorrhagic brain and/or torso injuries. We initiated the trial enrolling patients without EFIC. After 3 
months of enrollment, we met our a priori futility threshold and paused the trial to incorporate EFIC 
procedures and obtain regulatory approval. We then restarted the trial allowing EFIC if the guardian was 
unable to provide timely written consent. We used descriptive statistics to compare characteristics of eligible 
patients approached with and without EFIC procedures. We also calculated the time delay to restart the trial 
using EFIC. 
Results 
We enrolled 1 of 15 (6.7%) eligible patients (0.17 per site per month) prior to using EFIC procedures. Of the 
14 missed eligible patients, 7 (50%) were not enrolled because guardians were not present or were injured 
and unable to provide written consent. After obtaining approval for EFIC, we enrolled 30 of 48 (62.5%) 
eligible patients (1.34 per site per month). Of these 30 patients, 22 (73.3%) were enrolled with EFIC. Of the 
22, no guardians refused written consent after randomization. There were no significant differences in the 
eligibility rate and patient characteristics enrolled with and without EFIC procedures. Across all sites, the 
mean delay to restart the trial using EFIC procedures was 12 months. 
Conclusions 
In a multicenter trial of severely injured children, the use of EFIC procedures greatly increased the enrollment 
rate and was well accepted by guardians. Initiating the trial without EFIC procedures led to a significant delay 
in enrollment. 

 
 
Ethical Issues in Intraoperative Neuroscience Research: Assessing Subjects’ Recall of Informed 
Consent and Motivations for Participation 
Research Article 
Anna Wexler, Rebekah J. Choi, Ashwin G. Ramayya, Nikhil Sharma, Brendan J. McShane, Love Y. Buch, 
Melanie P. Donley-Fletcher, Joshua I. Gold, Gordon H. Baltuch, Sara Goering, Eran Klein  
AJOB Empirical Bioethics, 6 July 2021 
Abstract 
Background 
An increasing number of studies utilize intracranial electrophysiology in human subjects to advance basic 
neuroscience knowledge. However, the use of neurosurgical patients as human research subjects raises 
important ethical considerations, particularly regarding informed consent and undue influence, as well as 
subjects’ motivations for participation. Yet a thorough empirical examination of these issues in a participant 
population has been lacking. The present study therefore aimed to empirically investigate ethical concerns 
regarding informed consent and voluntariness in Parkinson’s disease patients undergoing deep brain 
stimulator (DBS) placement who participated in an intraoperative neuroscience study. 
Methods 
Two semi-structured 30-minute interviews were conducted preoperatively and postoperatively via 
telephone. Interviews assessed participants’ motivations for participation in the parent intraoperative study, 
recall of information presented during the informed consent process, and participants’ postoperative 
reflections on the research study. 
Results 
Twenty-two participants (mean age = 60.9) completed preoperative interviews at a mean of 7.8 days 
following informed consent and a mean of 5.2 days prior to DBS surgery. Twenty participants completed 
postoperative interviews at a mean of 5 weeks following surgery. All participants cited altruism or advancing 
medical science as “very important” or “important” in their decision to participate in the study. Only 22.7% 
(n = 5) correctly recalled one of the two risks of the study. Correct recall of other aspects of the informed 
consent was poor (36.4% for study purpose; 50.0% for study protocol; 36.4% for study benefits). All correctly 
understood that the study would not confer a direct therapeutic benefit to them. 
Conclusion 

https://www.tandfonline.com/doi/abs/10.1080/23294515.2021.1941415?journalCode=uabr21
https://www.tandfonline.com/doi/abs/10.1080/23294515.2021.1941415?journalCode=uabr21
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Even though research coordinators were properly trained and the informed consent was administered 
according to protocol, participants demonstrated poor retention of study information. While intraoperative 
studies that aim to advance neuroscience knowledge represent a unique opportunity to gain fundamental 
scientific knowledge, improved standards for the informed consent process can help facilitate their ethical 
implementation. 

 
 
Boundaries Between Research Ethics and Ethical Research Use in Artificial Intelligence Health 
Research 
Research Article 
Gabrielle Samuel, Jenn Chubb, Gemma Derrick  
Journal of Empirical Research on Human Research Ethics, 18 March 2021; 16(3) pp 325-337 
Open Access 
Abstract 
The governance of ethically acceptable research in higher education institutions has been under scrutiny over 
the past half a century. Concomitantly, recently, decision makers have required researchers to acknowledge 
the societal impact of their research, as well as anticipate and respond to ethical dimensions of this societal 
impact through responsible research and innovation principles. Using artificial intelligence population health 
research in the United Kingdom and Canada as a case study, we combine a mapping study of journal 
publications with 18 interviews with researchers to explore how the ethical dimensions associated with this 
societal impact are incorporated into research agendas. Researchers separated the ethical responsibility of 
their research with its societal impact. We discuss the implications for both researchers and actors across the 
Ethics Ecosystem. 

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

GENOMIC MEDICINE/GENE EDITING  

 
Should Feedback of Individual Results be Integrated into the Consent Process in African 
Genomics? Participants’ Views from an HIV-TB Genomics Research Project in Botswana 
Dimpho Ralefala, Mary Kasule, Ambroise Wonkam, Mogomotsi Matshaba, Jantina de Vries 
AJOB Empirical Bioethics, 1 July 2021 
Open Access 
Abstract 
Background 
Whilst informed consent is a key component of considering whether individual genomic research results 
could or should be fed back to research participants, little is known about the views of African research 
participants on its role. 
Methods 
We carried out a qualitative study to explore views of adolescents and parents or caregivers regarding 
informed consent for feedback of individual results from a genomics research project in Botswana. We 
conducted 24 deliberative focus group discussions with 93 participants (44 adolescents and 49 parents or 
caregivers) and 12 in-depth interviews (6 adolescents and 6 parents). 
Results 
Our findings revealed that most participants would like to be informed about the possibility of discovering 
individual genetic results during the consent process and that consent be obtained for feedback during the 
enrollment process. They further expressed that in cases where prior consent to feedback was not obtained, 
then participants should be re-contacted where life-saving genetic information is discovered. Participants 
emphasized the need for researchers to ensure that participants’ decisions regarding feedback of results are 

https://journals.sagepub.com/doi/full/10.1177/15562646211002744
https://journals.sagepub.com/doi/full/10.1177/15562646211002744
https://www.tandfonline.com/doi/pdf/10.1080/23294515.2021.1941414
https://www.tandfonline.com/doi/pdf/10.1080/23294515.2021.1941414
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well-informed. Autonomy, transparency, and communication were identified as key values to uphold during 
the consent process. 
Conclusion 
In conclusion, obtaining participants’ consent for feedback of results is important to ensure that their rights 
and wellbeing are protected in research. This is critical in building trust relationships between participants 
and researchers. 
 
 

The Ethics of Consent in a Shifting Genomic Ecosystem 
Sandra Soo-Jin Lee 
Annual Review of Biomedical Data Science, July 2021; 4 pp 145-164 
Abstract 
The collection and use of human genetic data raise important ethical questions about how to balance 
individual autonomy and privacy with the potential for public good. The proliferation of local, national, and 
international efforts to collect genetic data and create linkages to support large-scale initiatives in precision 
medicine and the learning health system creates new demands for broad data sharing that involve managing 
competing interests and careful consideration of what constitutes appropriate ethical trade-offs. This review 
describes these emerging ethical issues with a focus on approaches to consent and issues related to justice in 
the shifting genomic research ecosystem. 

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

 
HEALTH DATA 
 
Is presumed consent enough for sharing medical data? 
Views And Reviews 
Helen Salisbury 
BMJ, 29 June 2021; 373 
Open Access  
Excerpt 
… Just how formal we need consent to be depends on the situation; asking for written consent before every 
interaction would be cumbersome and impractical. But whether it’s written, verbal, or implied, for consent to 
be valid it needs to be informed. Patients must understand what they’re agreeing to, although the depth of 
the explanation required will vary. If I arrange to take a blood test, I’ll paraphrase what I’m looking for: “I’m 
going to check that you’re not anaemic and that your liver and kidneys are working normally” is probably 
enough for most patients. But my surgical colleagues, embarking on something more serious and irrevocable, 
need to be formal and detailed in their discussions, so that the patient understands the risks and benefits 
before going under an anaesthetic and the knife… As data controllers, GPs must be sure that patients have 
given valid consent for their data to be processed by NHS Digital before we can hand it over, at a date 
currently scheduled for 1 September 2021. As it remains unclear what safeguards will be in place to 
guarantee the security of personal medical information, we’re not yet in a position to explain to patients the 
risks and benefits of sharing their data… 
 
 

Rebooting consent in the digital age: a governance framework for health data exchange 
Nivedita Saksena, Rahul Matthan, Anant Bhan, Satchit Balsari 
BMJ Global Health, 4 May 2021 
Open Access 
Abstract 

https://www.annualreviews.org/doi/abs/10.1146/annurev-biodatasci-030221-125715
https://www.bmj.com/content/373/bmj.n1652.full
https://gh.bmj.com/content/bmjgh/6/Suppl_5/e005057.full.pdf
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In August 2020, India announced its vision for the National Digital Health Mission (NDHM), a federated 
national digital health exchange where digitised data generated by healthcare providers will be exported via 
application programme interfaces to the patient’s electronic personal health record. The NDHM architecture 
is initially expected to be a claims platform for the national health insurance programme ‘Ayushman Bharat’ 
that serves 500 million people. Such large-scale digitisation and mobility of health data will have significant 
ramifications on care delivery, population health planning, as well as on the rights and privacy of individuals. 
Traditional mechanisms that seek to protect individual autonomy through patient consent will be inadequate 
in a digitised ecosystem where processed data can travel near instantaneously across various nodes in the 
system and be combined, aggregated, or even reidentified. In this paper we explore the limitations of 
‘informed’ consent that is sought either when data are collected or when they are ported across the system. 
We examine the merits and limitations of proposed alternatives like the fiduciary framework that imposes 
accountability on those that use the data; privacy by design principles that rely on technological safeguards 
against abuse; or regulations. Our recommendations combine complementary approaches in light of the 
evolving jurisprudence in India and provide a generalisable framework for health data exchange that 
balances individual rights with advances in data science. 
 
 

How and why does the mode of data collection affect consent to data linkage? 
Annette Jackle, Jonathan Burton, Mick P. Couper, Thomas F. Crossley, Sandra Walzenbach 
Understanding Society Working Paper Series, April 2021 
Abstract 
We use experimental data to examine why respondents are less likely to consent to data linkage in online 
than face-to-face interviews. We find that respondents are less likely to understand the data linkage request, 
less likely to process the consent request thoroughly, and more likely to be concerned about privacy and data 
security when answering online rather than in a face-to-face interview. Verbal behaviours of interviewers do 
not explain the mode effects, and neither do the devices respondents use to complete the web survey. 
Simplifying the wording of the consent request increases understanding of the request, but does not reduce 
the gap in consent rates between modes. 
 
:::::: 
:::::: 

 
CAPACITY TO CONSENT  
 
An Ageing Population Creates New Challenges Around Consent to Medical Treatment 
Alice L. Holmes, Joseph E. Ibrahim 
Journal of Bioethical Inquiry, 5 July 2021 
Abstract 
Obtaining consent for medical treatment in older adults raises a number of complex challenges. Despite 
being required by ethics and the law, consent for medical treatment is not always validly sought in this 
population. The dynamic nature of capacity, particularly in individuals who have dementia or other cognitive 
impairments, adds complexity to obtaining consent. Further challenges arise in ensuring that older people 
comprehend the medical treatment information provided and that consent is not vitiated by coercion or 
undue influence. Existing mechanisms to address issues surrounding consent for older adults only address 
incapacity and raise further challenges. As the ageing population increases, these issues are likely to become 
more profound, thus action is required to address these challenges. Raising awareness, more education, 
engaging with people with dementia, and conducting further research would assist in beginning to overcome 
these challenges. 
 
 
 

https://ideas.repec.org/p/ese/ukhlsp/2021-04.html
https://link.springer.com/article/10.1007/s11673-021-10113-3
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Uninformed consent: Who knows what Ivan Ilyich would have thought? 
Commentary 
A D'Imperio, M Ienca, A Maiese, V Fazio, R La Russa 
La Clinica Terapeutica, 1 July 2021, 172(4) pp 264-267 
Open Access  
Abstract 
In the modern era, when prolonging life is not an option, the end-of-life discussions are unavoidably 
influenced by Neuroethics. Despite this, it is interestingly evident how the sentiments of a terminal patient of 
1885 and a physician of 2020, are still comparable. This paper presents the arguments behind the so-called 
"Therapeutic Misconception" and the aim of palliative care to provide dying patients support. It is essential 
to address priorities of informed consent, signed before any remedy is provided. A key component of the 
newest Neuroscience research is the analysis of motivation and free will. So, it is necessary to comprehend if 
the patient struggles to feel at peace with these aspects of his "right to die": Is he free to choose or is he 
influenced by the doctors? Is this confusion an example of "Therapeutic Misconception"? Is his Informed 
Consent totally "Informed"? In order to broaden our understanding, we account for many critical situations, 
such as the mentally impaired Psychiatric patients or the famous Italian case of Eluana Englaro. In addition, 
we suggested some current approaches such as Artificial Intelligence, useful in preserving some cognitive 
functions the patient may have lost. Furthermore, research in this field is very critical and in some Catholic 
countries like Italy, people faced difficulties accepting the idea of the "Anticipated directives". In general, 
whatever the mental status and whatever the terminal state, the patients seem still far from handling their 
own auto-determination and their Consent, even if the ultimate goal is to die with dignity. 

 
 
Ethical Aspects of Informed Consent in Dementia 
Ethical Viewpoint Paper 
Dhruv Parmar 
Global Bioethics Enquiry, 2021; 9(1) 
Open Access 
Excerpt 
    Informed Consent is an ethical and legal obligation that a medical practitioner or researcher must 
take in order to explain the treatment plan or enrol a participant in a research trial. In this process 
the participant or patient is informed about all the aspects of the treatment or trial in detail, which 
are important for the participant or patient to decide after studying these aspects in detail whether 
they want to voluntarily confirm their participation in the trial or is willing to undergo the said 
procedure or treatment. The concept is based on the principle of the Nuremberg Code, The 
Declaration of Helsinki, and the Belmont Report. 
    The informed consent is described in ethical codes and regulations for human subject's research. 
The goal of the informed consent process is to provide sufficient information to a potential 
participant, in a language which is easily understood by him/her, so that he/she can make the 
voluntary decision regarding “to” or “not to” participate in the research study. The same is 
applicable when an Individual undergoes a medical procedure, surgery or takes certain 
medications. No individual has the right to infringe a person’s fundamental right, thus “Informed 
Consent” is an important and ethical tool…  

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

YOUNG PERSONS 
 
 

https://europepmc.org/article/med/34247207
https://globalbioethicsenquiry.com/wp-content/uploads/2021/06/VP1-DHRUV.pdf
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Can I Share Your Ideas With the World? Young Children’s Consent in the Research Process 
Sonya Gaches 
Journal of Childhood Studies, July 2021; 46(2) 
Open Access 
Abstract  
Utilizing the four features of informed consent from the guiding document Ethical Research Involving 
Children, the article illustrates how the informed consent process was carried out with young children from 
the initial planning stages through the ongoing research’s focused conversations. Specifically, the questions 
of what would be needed to acquire informed consent from the children and what assurances could there be 
that young children understood the research and how its results would be disseminated are addressed. The 
article concludes with suggestions for what other researchers might consider and include in their local 
contexts. 

Editor’s note: The abstract references the 2013 unicef report Ethical Research Involving Children. 
 
:::::: 
:::::: 
 

RIGHTS/LEGAL/LEGISLATIVE 
 
Implementing Informed Consent with Knowledge Graphs 
Anelia Kurteva 
European Semantic Web Conference, ESWC 2021 Satellite Events, 21 July 2021; pp 155-164 
Abstract 
The GDPR legislation has brought to light one’s rights and has highlighted the importance of consent, which 
has caused a major shift in how data processing and sharing are handled. Data sharing has been a popular 
research topic for many years, however, a unified solution for the transparent implementation of consent, in 
compliance with GDPR that could be used as a standard, has not been presented yet. This research proposes 
a solution for implementing informed consent for sensor data sharing in compliance with GDPR with 
semantic technology, namely knowledge graphs. The main objectives are to model the life cycle of informed 
consent (i.e. the request, comprehension, decision and use of consent) with knowledge graphs so that it is 
easily interpretable by machines, and to graphically visualise it to individuals in order to raise legal awareness 
of what it means to consent and the implications that follow. 

 
 
Recent Judgement of the Italian Judiciary about medical assisted procreation (MAP): is informed 
consent valid after parents separation? 
N Di Fazio, B Fineschi, M Caporale, Z Del Fante, G Volonnino, P Santoro, R La Russa  
La Clinica Terapeutica, 1 July 2021, 172(4) pp 253-255 
Open Access  
Abstract 
Law No 40/2004 regulates in Italy the matter of medically assisted procreation (MAP). Recently, the Tribunal 
of Capua Vetere expressed its position on the subject of informed consent in a case of MAP. In the specific 
case, a couple entered the preliminary stages of the PMA procedures, carrying out the fertilization of the 
ovum and the embryo production. Afterwards, the couple separated and the man denied consent to the 
continuation of the MAP. The woman, willing to proceed with the implantation, the woman made an urgent 
judicial appeal, obtaining the judge's permission to transfer the embryo to the uterus. This paper analyses 
the different bioethical positions on MAP's informed consent. In fact, on the one hand, the paper highlight 
what is set out in Law 219/2017 which provides for the possibility of the patient to revoke at any time the 
consent to the treatment given. On the other hand, it should be noted that Law 40/2004, willing to protect 
the embryo, establishes the irrevocability of the position of parental consent after fertilization. The judgment 

http://scholar.google.co.uk/scholar_url?url=https://journals.uvic.ca/index.php/jcs/article/download/19925/8988&hl=en&sa=X&d=11045525521175032949&ei=kADqYPe-B-eHy9YP57CWGA&scisig=AAGBfm1j9OUx6xQJTvzWxcfsO42tWcOfVQ&nossl=1&oi=scholaralrt&hist=SqhM5vMAAAAJ:7929683463790031804:AAGBfm0z6jDpsbpxdW-OglQ_oFbBKMMrUQ&html=&folt=kw
https://www.unicef-irc.org/publications/706-ethical-research-involving-children.html
https://link.springer.com/chapter/10.1007/978-3-030-80418-3_28
https://europepmc.org/article/med/34247204
https://europepmc.org/article/med/34247204
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in question seems to favour this latter position, placing itself in the protection of the cryopreserved embryo 
and recall-ing the principle of entrustment following the fertilization of the egg. Nevertheless, the matter is 
controversial a consistent amount of legal developments are expected to arise in the next future. 

 
 
The History and Policy Evolution of Waivers of Informed Consent in Research 
Austin Connor Kassels, Jon F Merz 
The Journal of Legal Medicine, January-June 2021; 41(1-2) pp 1-28 
Abstract 
We examine the evolution of policies permitting exceptions to or waivers of informed consent for research in 
the United States. This review reveals that (1) exceptions to the duty to secure informed consent were 
originally quite narrow; (2) there were two alternative approaches to allowing research on human subjects 
without their prospective consent: (i) exceptions in which individual capacity to consent is to be assessed and 
consent tailored to each person's abilities and (ii) waivers of the general requirement for a population of 
potential subjects, where securing prospective consent would "destroy or invalidate" critically important 
research; (3) waivers only appeared in the final rulemakings for research regulations issued by the National 
Institute of Education in 1974 and the Department of Health and Human Services in 1981, limiting the 
opportunity for the public to weigh in on the scope and use of waivers; and (4) rules adopted since 1981 have 
almost uniformly added extra requirements to justify waivers. Examples drawn from recent research show 
expansion of the use of waivers far beyond the bounds originally envisioned. Greater transparency about the 
use of waivers is needed for the public to weigh in on the standards for foregoing informed consent in human 
research. 

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

FREE PRIOR INFORMED CONSENT (FPIC)  
 

Free, Prior, and Informed Consent: A Struggling International Principle 
Emily M. McCulloch 
Public Land & Resources Law Review, June 2021; 44(5) 
Open Access 
Excerpt  
Global development diminishes the voices of indigenous populations around the world. Resource extraction 
and commercial use threaten even the most isolated groups. In an effort to develop enforceable rights for 
indigenous peoples, the United Nations Declaration of the Rights of Indigenous Peoples sought to protect 
indigenous peoples through the principle of the Free, Prior, and Informed Consent (“FPIC”). This paper 
focuses on why the FPIC is struggling to take hold in the international community.  

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

CULTURAL/COUNTRY CONTEXT 
 

Gurus and Griots: Revisiting the research informed consent process in rural African contexts 
Debate 
Richard Appiah  
BMC Medical Ethics, 23 July 2021; 22(98) 
Open Access  
Abstract 

https://pubmed.ncbi.nlm.nih.gov/34296972/
https://scholarship.law.umt.edu/cgi/viewcontent.cgi?article=1744&context=plrlr
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-021-00659-7
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Background 
Researchers conducting community-based participatory action research (CBPAR) in highly collectivistic and 
socioeconomically disadvantaged community settings in sub-Saharan Africa are confronted with the 
distinctive challenge of balancing universal ethical standards with local standards, where traditional customs 
or beliefs may conflict with regulatory requirements and ethical guidelines underlying the informed consent 
(IC) process. The unique ethnic, socioeconomic, and cultural diversities in these settings have important 
implications for the IC process, such as individual decisional autonomy, beneficence, confidentiality, and 
signing the IC document. 
Main text 
Drawing on insights and field observations from conducting CBPARs across several rural, highly communal, 
low literate, and low-income communities in Ghana, we discuss some theoretical, ethico-cultural, and 
methodological challenges associated with applying the universal, Western individualistic cultural value-
laden IC process in sub-Saharan Africa. By citing field situations, we discuss how local cultural customs and 
the socioeconomic adversities prevalent in these settings can influence (and disrupt) the information 
disclosure process, individual decisional authority for consent, and voluntariness. We review the theoretical 
assumptions of the Declaration of Helsinki’s statement on IC and discuss its limitations as an ultimate guide 
for the conduct of social science research in the highly communal African context. We argue that the IC 
process in these settings should include strategies directed at preventing deception and coercion, in addition 
to ensuring respect for individual autonomy. We urge Universities, research institutions, and institutional 
review boards in Africa to design and promote the use of context-appropriate ethical IC guidelines that take 
into consideration both the local customs and traditional practices of the people as well as the scientific 
principles underpinning the universal IC standards. 
Conclusion 
We recommend that, rather than adopt a universal one-size-fits-all IC approach, researchers working in the 
rural, highly collectivistic, low literate, socioeconomically disadvantaged settings of sub-Saharan Africa should 
deeply consider the roles and influence of cultural values and traditional practices on the IC and the research 
process. We encourage researchers to collaborate with target communities and stakeholders in the design 
and implementation of context-appropriate IC to prevent ethics dumping and safeguard the integrity of the 
research process. 
 
 

Consent to research participation: understanding and motivation among German pupils 
Jana Reetz, Gesine Richter, Christoph Borzikowsky, Christine Glinicke, Stephanie Darabaneanu, Alena Buyx  
Research Article 
BMC Medical Ethics, 16 July 2021; 22(93) 
Open Access 
Abstract 
Background 
The EU’s 2006 Paediatric Regulation aims to support authorisation of medicine for children, thus effectively 
increasing paediatric research. It is ethically imperative to simultaneously establish procedures that protect 
children’s rights. 
Method 
This study endeavours (a) to evaluate whether a template consent form designed by the Standing Working 
Group of the German-Research-Ethics-Committees (AKEK) adequately informs adolescents about research 
participation, and (b) to investigate associated phenomena like therapeutic misconception and motives for 
research participation. In March 2016 a questionnaire study was conducted among 279 pupils (mean age 
13.1 years) of a secondary school in northern Germany. 
Results 
A majority of participants showed a general good understanding of foundational research ethics concepts as 
understood from the AKEK consent form. Nevertheless, our data also suggests possible susceptibility to 
therapeutic misconception. Own health concerns and pro-social considerations were found to be significant 

https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-021-00661-z
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motivational factors for participating in research, while anticipation of pain lessens likelihood of 
participation. Advice from trusted others is an important decisional influence, too. Furthermore, data 
security was found to be a relevant aspect of adolescents’ decision-making process. 
Conclusion 
Bearing in mind adolescents’ generally good understanding, we infer the lack of knowledge about medical 
research in general to be one source of therapeutic misconception. To further improve the quality of consent 
we propose a multi-staged approach whereby general research education is completed before an individual 
becomes a patient or potential participant. To the best of our knowledge this is the first German 
questionnaire-study addressing issues of informed consent in a large under-age sample. 
 
 

Patient Informed Consent Awareness form in Public Hospitals of Punjab, Pakistan 
Saadet Khan, Rabia Afzal, Dr. Saba Farooq, Sohail Ahmed 
Psychology and Education, 18 November 2020; 58(5) pp 4645-4655 
Abstract  
In Pakistan hospitals, it is generally observed that informed consent is not obtained, or they are not provided 
with enough explanations about the forthcoming processes and their future consequences by the healthcare 
teams. The purposes of this study was to explore patient’s perception of informed-consent in hospitals of 
Punjab. It was an exploratory study. A total of 120 patients (84male, 36 female) were included in this study. 
The patients were selected from public hospitals of Punjab after taking informed consent. A pre- designed 
and pre-structured validated questionnaire was used for data collection from patients who went through 
surgical/medical procedures. The data was analyzed through SPSS version 20. Results: In this study, 70% male 
and 30% female participants with different age groups have participated. Frequency analysis of each 
question was done to check the response against each statement. The results of independent sample t-test 
show that there is insignificant difference between male and female groups regarding the understanding 
level, scope, values and function toward patient informed consent. There is lack of awareness about legal 
implications of signing or not signing of the informed consent among Patients in Punjab. It is concluded that 
most of the clinical settings in Pakistan are unaware of importance to obtain informed consent when 
practicing the workplace environment. It should be emphasized that there would be a need to develop an 
educational program towards inform consent and further reassessed in order to achieve patient autonomy. 
The studies should be carried out in other provinces of Pakistan to check that all the workplace environment 
are following informed consent practices in the workplace. 
 
:::::: 
:::::: 

 
MEDICAL/SURGICAL  
 
Professionalism in Anesthesiology: Honesty and the Informed Consent Process  
Krishnan S. Ramanujan, Saundra Curry, Stephen H. Jackson 
ASA Monitor, August 2021; 85(38) 
Abstract 
Medical professionalism is one of the core components of the practice of medicine and an evolving concept 
reflecting the changes in our health care system. In 2002, the ABIM Foundation defined medical 
professionalism in its Physician Charter, stating that professionalism “supports physicians' efforts to ensure 
that the healthcare systems and physicians working within them remain committed both to patient welfare 
and to the basic tenets of social justice.” (Ann Intern Med 2002;136:243-6) The Physician Charter 
enumerated three fundamental principles as well as 10 responsibilities by which all physicians should abide, 
and it soon was adopted by many professional societies, including ASA (Ann Intern Med 2003;138:839-41). 
Eighteen years after its publication, the Physician Charter remains as the standard for professional conduct in 
medicine. 

http://scholar.google.com/scholar_url?url=http://psychologyandeducation.net/pae/index.php/pae/article/download/6279/5290&hl=en&sa=X&d=6511737090597134963&ei=YcsBYf2VI9iJ6rQP6PWyuA0&scisig=AAGBfm1WQzZqf_UVrawsYCFebiBn7p-uJA&nossl=1&oi=scholaralrt&hist=SqhM5vMAAAAJ:13542989930044107291:AAGBfm3_1QBZ3MkNeZuw4aVdW9G22CqaUA&html=&folt=kw
https://pubs.asahq.org/monitor/article-abstract/85/8/38/116110/Professionalism-in-Anesthesiology-Honesty-and-the?redirectedFrom=fulltext
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An Evaluation of the Comprehensibility Levels of Ophthalmology Surgical Consent Forms 
Ibrahim Ethem Ay, Mustafa Doğan 
Cureus, 26 July 2021; 13(7) 
Abstract 
Background/Aim 
This study aimed to evaluate the comprehensibility of the consent forms used for interventional procedures 
in the ophthalmology clinic of a university hospital and to determine which texts could be read according to 
patient age and education level. 
Materials and methods 
Forty separate consent forms used as the standard for various interventional procedures in the 
ophthalmology department of a university hospital were evaluated. The comprehensibility formulas used 
were developed for the Turkish language by Ateşman and Bezirci-Yilmaz. 
Results 
As a result of the evaluation of the consent forms in this study, a mean of 55.6±5.73 points was obtained 
according to the Ateşman comprehensibility index, and this value was found to correspond to being 
understood by eleventh and twelfth-grade school students. According to the Bezirci-Yilmaz comprehensibility 
index, the mean points of the consent forms were 10.05±2, which corresponded to a level that could be 
understood by 10th and 11th-grade students. 
Conclusion 
The comprehensibility level of the consent forms given to patients was found to be low in this study, which 
was similar to the findings of previous studies in the literature. When preparing informed consent forms, the 
education level of the country must be taken into consideration. 
 
 

Patch test informed consent form: position statement by European Academy of Dermatology and 
Venereology Task Force on Contact Dermatitis 
Position Statement 
A. Balato, E. Scala, F. Ayala, A. Bauer, M.-N. Crépy, M. Gonçalo, J. Duus Johansen, S.M. John, T. Rustemeyer, 
N. Wagner, M. Wilkinson, A. Giménez-Arnau 
Journal of The European Academy of Dermatology and Venereology, 19 July 2021  
Abstract 
Background 
To our knowledge, an international consensus is lacking regarding the development of an adequate informed 
consent form for a patch test (PT) and the information that should be included in such document. 
Objectives 
The aim of the study was to reach a consensus on the specific points that need to be addressed in a PT 
consent form. 
Methods 
A Delphi survey, comprising 2 rounds and 1 final discussion, was used to gather and analyse data, which was 
conducted over the Internet. Each statement that reached a consensus with the respondents (9 expert 
dermatologists from Europe) was defined as a median consensus score (MED) of ≥7 and agreement among 
panelists as an interquartile range (IQR) of ≤3. All study participants were members of the EADV task force on 
contact dermatitis. 
Results 
The expert panel addressed several topics that should be included in an informed consent form for a PT: 
introduction, preparation for PT, testing procedure, allowed activities, adverse events and additional 
authorizations. 
Conclusions 

https://www.cureus.com/articles/64886-an-evaluation-of-the-comprehensibility-levels-of-ophthalmology-surgical-consent-forms
https://onlinelibrary.wiley.com/doi/abs/10.1111/jdv.17483
https://onlinelibrary.wiley.com/doi/abs/10.1111/jdv.17483
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Our results assess recommendations regarding points to be contained in an informed consent form for a PR. 
Future actions towards standardization and harmonization of this specific consent form are needed. 

 
 
The Impact of the Informed Consent Process on the Anxiety Levels of Patients Undergoing 
Rhinoplasty 
A Aysel, U Uz, B Karatan, E Aydin, E Erdoğan, F Yilmaz, T Müderris  
The Journal of Craniofacial Surgery, 15 July 2021 
Abstract 
Septorhinoplasty is one of the most common elective surgical procedures in otolaryngology. The present 
study aimed to evaluate the anxiety levels of patients who underwent septorhinoplasty at different times, 
compare the information methods, and determine the understanding of the informed consent through recall 
rates of the complications explained in the informed consent process. The patients were divided into the 
following 2 groups: Group 1 (giving information 14 days before the surgery) and Group 2 (giving information 
3 days before the surgery). For the preoperative anxiety measurement, the State anxiety scale of the State-
Trait Anxiety Inventory (STAI) was used. All patients were asked to recall the complications they remembered 
from the consent form on the day before the surgery. Each group has consisted of 25 patients. No significant 
difference was found between the STAI-1 and STAI-2a anxiety scores between groups. In Group 1, the STAI-
2b anxiety score was significantly lower than the STAI-1 and STAI-2a scores (P < 0.05). In Group 2, the mean 
score of STAI-2b was not significantly higher than the STAI-1 and STAI-2 scores (P > 0.05). When the STAI-2b 
scores of the two groups were compared, the scores of Group 2 were significantly higher (P < 0.05). The most 
commonly remembered complications were bruising and swelling in both of the groups. In conclusion, the 
authors believe that long-term cooperation between the surgical team and the patient will reduce the 
anxiety levels of the patients and increase patients' satisfaction, resulting in a significant reduction in the 
amount of potential legal processes. Level of Evidence: 2. 

 
 
Computer-based tutorial to enhance the informed consent process for cataract surgery in Serbian 
or Turkish speaking patients 
Research Article 
Manuel Ruiss, Oliver Findl, Ana Prinz, Guenal Kahraman, Sava Barisic, Orkun Muftuoglu, Nino 
Hirnschall 
Ophthalmic Research, 15 July 2021 
Open Access 
Abstract 
Introduction 
This study analyses if a translated version of the CatInfo tool increases the knowledge of Serbian and Turkish 
speaking patients about cataract surgery. 
Methods 
In total, 61 cataract patients, which were literate in Serbian or Turkish, were randomly allocated into two 
groups. Via an interactive computer-based tool (“CatInfo”), patients either saw a detailed audio-visual 
presentation about cataract surgery (study group) or a “placebo” video (control group). Afterwards all 
participants had a face-to-face discussion with an ophthalmologist. Immediately after the interview and on 
the day of surgery, all patients had to fill out a questionnaire including knowledge and demographic 
questions. Patients in the study group were further asked about their satisfaction with the CatInfo tool and 
the usefulness of such a device before other interventions. 
Results  
Patients in the study group answered significantly more questions correctly compared to control group and 
this information gain remained stable over a 1-week period. There was a significant low negative correlation 
between educational level and the test results, whereas age and computer habits of the participants did not 

https://europepmc.org/article/med/34267133
https://europepmc.org/article/med/34267133
https://www.karger.com/Article/PDF/516056
https://www.karger.com/Article/PDF/516056
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have an influence on correct answers. Satisfaction with the CatInfo tool was high in the Serbian and the 
Turkish group (96% and 84%, respectively) and 92% of Serbian patients as well as 62% of the Turkish patients 
rated that they could imagine to use such a device before any other surgery. 
Discussion/Conclusion  
The translated version of the CatInfo tool improved patients’ knowledge and this information gain remained 
stable until the day of the surgery. 
 

 
Informed Consent in Surgical Practice in Port Harcourt: How Informed are the Patients? 
Promise N. Wichendu, Rex Friday Ogoronte A. Ijah, Friday E. Aaron, Alexander A. Dimoko, Joy O. Dayi, Ebimie 
M. Eleke 
European Journal of Clinical Medicine, 14 July 2021; 2(3) 
Open Access 
Abstract  
Aim  
The aim of this study was to ascertain the opinion of patients on counselling of the surgical patient in tertiary 
healthcare facilities in Port Harcourt in the months of May and June 2020. 
Background  
Counseling of the surgical patient is a dynamic process and its scope which is individualized should arm the 
patient with information on the purpose and nature of the disease and treatment, etc. 
Materials and Methods 
Four hundred and twenty respondents were recruited for this cross-sectional descriptive study carried out in 
the wards and specialist surgical out-patient clinics of Teaching Hospitals in Port Harcourt, Nigeria between 
the months of May and June 2020 using semi-structured questionnaires. Data obtained was analysed using 
the Statistical Package for the Social Sciences (SPSS) version 20.0. 
Results 
Two hundred and twenty-five (53.6%) respondents asserted that they had counselling sessions for the 
surgical operation, 108 (25.7%) respondents opined that they did not have counselling session, while 87 
(20.7%) were not sure if they had or not. Forty-five (10.7%) respondents asserted that the surgeons carried 
out the counselling. Only, 227 (54.0%) of the respondents affirmed that they were satisfied with the 
counselling sessions, while 104 (24.8%) respondents asserted that there was no counselling session at all. 
Conclusion 
The opinion of patients on the counselling service experience is not entirely satisfactory. There is need for 
closer attention to be paid to issues of counselling of the surgical patient in order to ensure the full benefits 
of the services rendered. 
 

 
Soft Tissue Filler Therapy and Informed Consent–A Canadian Review 
Review Article 
John P. Arlette, Andrea L. Froese, Jaspreet K. Singh  
Journal of Cutaneous Medicine and Surgery, 6 July 2021 
Abstract 
Soft Tissue Filler (STF) Therapy for cosmetic facial rejuvenation is associated with known complications. The 
manifestation of these known complications can lead to patients commencing civil litigation actions or 
making complaints to provincial regulatory authorities and alleging that the practitioner failed to obtain the 
patient’s informed consent to the therapy. Data provided by the Canadian Medical Protective Association 
(CMPA) on medical-legal cases arising from the provision of STF therapy between 2005 and 2019 are 
presented. Select reported case law decisions from Canadian courts and regulatory bodies addressing the 
concept of informed consent are reviewed. Insights about the risk factors pertaining to the process of 
obtaining informed consent for STF therapy are presented to increase an understanding of the elements of 

https://ej-clinicmed.org/index.php/clinicmed/article/view/18
https://journals.sagepub.com/doi/full/10.1177/12034754211032542
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communication and documentation needed to ensure patients are aware of the consequences of this 
treatment. 

 
 
Informed consent in inflammatory bowel disease: a necessity in real-world clinical practice 
Nikolaos Kyriakos, Apostolis Papaefthymiou, Marios Giakoumis, George Iatropoulos, Gerasimos Mantzaris, 
Christos Liatsos 
Annals of Gastroenterology, 3 June 2021; 34(4) pp 466-475 
Abstract 
In modern medicine, any medical intervention has to be supported by a patient’s informed consent. 
Challenges to this process include the specificity and complexity of medical information being provided, the 
patient’s ability to comprehend the information, the medical uncertainty of the outcomes, and the 
physician’s legal concerns. Important elements of the consent process are respect for the patient’s autonomy 
and self-determination, appropriate disclosure and verification of their understanding, and voluntariness. In 
inflammatory bowel disease (IBD), pharmaceutical treatment carries significant risks, making discussion and 
illustration of the treatment critical for decision making. This review aims to emphasize the importance of the 
informed consent process in routine IBD clinical practice, and suggests an appropriate way of informing 
patients about the medical treatment on offer. The information that has to be comprehensively presented 
before consent includes: i) treatment goal; ii) basic characteristics of treatment (route and timetable of drug 
administration, drug efficacy, adverse events); and iii) consequences of staying untreated. The IBD physician’s 
main concerns must include ensuring not only that the information being provided is detailed and objective, 
but also that the decision-making process is shared with the patient. Ultimately, the process of obtaining 
informed consent in real-world clinical practice is undoubtedly of great importance, for both upholding the 
principles of medical ethics and avoiding legal conflicts. 

 
 
Preoperative patient anxiety level before and after informed consent for general anesthesia 
Ardi Pramono, Bagus Putra Raharjo 
Russian Open Medical Journal, 20 April 2021; 10(2) 
Open Access 
Abstract 
Background  
Informed consent anesthesia should be administered even in pediatric patients through their parents, 
thereby reducing anxiety.  
Objective  
This study aimed to determine the difference in anxiety level of the preoperative patient before and after 
given informed consent about general anesthesia.  
Settings and Design  
This was a quasi-experimental study with one group pre-test and post-test study design.  
Material and Methods  
Patients who were to undergo surgery with general anesthesia in PKU Muhammadiyah Gamping Hospital 
were the subjects in this study. There were 41 subjects selected as study samples using consecutive 
sampling. Anxiety level was assessed by the HRSA scale (0.91 and 0.97). Statistical analysis used: All data 
were analyzed by the marginal homogeneity comparative test.  
Results  
A significant decrease in preoperative patient anxiety levels was observed after the patient was given general 
anesthesia informed consent (p<0.05), compared to levels before informed consent. Thus, giving informed 
consent before general anesthesia could decrease the subject’s anxiety level in preoperative patients.  
Conclusion  
Thus, giving informed consent prior to general anesthesia could decrease the subject’s anxiety level in 
preoperative patients.  

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8276362/
https://www.romj.org/files/pdf/2021/romj-2021-0205.pdf
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GENERAL/OTHER 
 

Just Because the Data Is There, It Doesn’t Mean It’s Yours to Take 
Kate McCandless 
Emerging Library & Information Perspectives, 2 July 2021; 4(1) 
Abstract 
In research conducted using Twitter data, informed consent has taken the back seat. This literature review 
examines the perspectives of users, researchers and research ethics boards to provide nuance and context to 
the issue. Users are generally unaware that their data can be taken for research purposes and that they have 
agreed to be studied within the platform’s terms of service. This is concerning for both researchers and users 
alike, as it continues to blur the line of public and private information. Users want to be informed when they 
are being studied. When informed consent is not obtained, researchers are not respecting the data and the 
humans who created it. If researchers were required to obtain informed consent when engaging with Twitter 
data, the resulting research would be more ethical and protect everyone involved: the researcher, the user, 
and the university. 
 
 

The Scope of Consent [BOOK] 
Tom Dougherty 
Oxford Scholarship Online, June 2021 
Abstract 
The scope of someone’s consent is the range of actions that they permit by giving consent. This book 
investigates the underexplored question of which normative principle governs the scope of consent. To 
answer this question, this investigation involves taking a stance on what constitutes consent. By appealing to 
the idea that someone can justify their behaviour by appealing to another person’s consent, this book 
defends the view that consent consists in behaviour that expresses a consent giver’s will for how a consent-
receiver behaves. The ultimate conclusion of this book is that the scope of consent is determined by certain 
evidence that bears on the appropriate interpretation of the consent. 
 
 

Creating a safe environment for text donation: towards a truly informed consent 

Katarzyna Skowrońska,  Krzysztof Główka, Katarzyna Joanna Koprowska, Konrad Zieliński, Justyna Śnieżek, 
Anna Boros, Joanna Rączaszek-Leonardi 
Proceedings of the Annual Meeting of the Cognitive Science Society, 2021 
Abstract 
Our social media activity data is a valuable source of information about our preferences, psychological and 
social processes. However, collecting such private data, including messages, for scientific research is at an 
early stage (Ueberwasser & Stark, 2017), which is natural given privacy issues involved (Bemmann & Buschek, 
2020). Our study is geared towards: i) making the process of sharing personal data more ethical, consensual, 
informed and comfortable; ii) identifying profiles of participants willing to share these data. 293 students of 
both technical and non-technical background completed an online questionnaire designed to identify the 
relationship between willingness to share the data and factors such as: 1) kinds of data; 2) method of data 
processing; 3) purpose of data gathering and use; 4) demographics of participants. Qualitative and 
quantitative analyses revealed the categories of participants’ concerns and preferences regarding the form of 
anonymization conditional on the subjects’ profile and their technical skills. 
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Locke on consent [BOOK CHAPTER] 
Richard Vernon 
The Lockean Mind [Routledge 2021] 
Abstract 
The idea of consent plays an important role in both Locke’s basic political theory and in his defence of 
toleration. In the former context the idea is notoriously plagued by the difficulties set by his distinction 
between’express’ and ‘tacit’ consent, which has given rise to several lines of interpretation, none of which is 
fully convincing. In the latter context, an idea of ‘hypothetical’ consent emerges more clearly, as Locke faces 
an issue that requires citizens to stand back from the controversies that divide them and to adopt a 
standpoint of reasonableness. 
 
 

The case for using informed consent in journalism [BOOK CHAPTER] 
Bruce Gillespie 
The Routledge Companion to Journalism Ethics [Routledge 2021] 
Abstract 
News stories have a much longer lifespan today than they used to, and the nature of search algorithms 
means that today’s unflattering story could become the top search result for an individual for years or even 
decades to come. Thus, now is the ideal moment to consider a new ethical contract between journalists and 
their ordinary human sources in the digital age, the foundation of which is informed consent. Such an 
arrangement would emphasize the importance of people who are not media-savvy experts understanding 
how the personal information they share with a reporter could be used, the possible consequences of 
becoming part of a published story, and how much, if any, input they would be able to offer throughout and 
after the publication process. This chapter reviews the existing rights of sources, including the European 
“right to be forgotten,” and examines how some journalists’ associations and news organizations have 
updated their codes of conduct and processes with respect to post-publication editing and “unpublishing.” It 
then reviews the literature about the value of giving ordinary sources more control over how their 
contributions are used and suggests a framework for how and when to implement informed consent in 
journalism. 
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