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Abstract 
Context – The following bibliography is indicative of the current published literature on informed consent for 
gene therapy. It is intended to support participants in the NYAS Bioethics of Gene Therapies Workshop on 10 
October 2019. 
Assessment – Through this search it became clear that there is a gap in the recent literature regarding 
maintaining the integrity of informed consent in the gene therapy space. Scholars address the complications 
and the challenges of obtaining informed consent but fail to propose solutions. The drastic difference in 
societal perspective of the ethical nature of somatic gene therapy versus germline gene therapy further 
complicates the discussion.  
Methodology – The terms “Informed consent” and “genomic medicine”, Informed consent” and “gene 
editing”, “Informed consent” and “gene therapy” and “Informed consent” and “cell and gene therapy” were 
searched in both PubMed and Google Scholar. The results were limited to those published since 2017 and 
were sorted by relevance. Articles with applicable titles and abstracts were surveyed further and a selection 
of those deemed to be most relevant to the topical areas are presented below.  
Recommendation – The FDA draft guidance on Long Term Follow-Up After Administration of Human Gene 
Therapy Products has two sections which are highly relevant to this topical area. The full text of both 
sections, “Informed Consent in Trials Involving Long Term Follow-up Observations” and “Informed Consent in 
Trials Involving Retroviral Vectors”, is presented below.  
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GENE THERAPY SPECIFIC 

Long Term Follow-Up After Administration of Human Gene Therapy Products: Draft Guidance for 
Industry 
FDA, July 2018 
Excerpt 
…Informed Consent in Trials Involving Long Term Follow-up Observations  
Each subject in a clinical investigation must be provided with a description of any reasonably foreseeable 
risks from participating in the investigation (21 CFR 50.25(a)(2)). The informed consent document must 
describe, among other things, the purposes of the research, the expected duration of the subject's 
participation and the procedures to be followed (21 CFR 50.25(a)(1)). Accordingly, the informed consent 

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/long-term-follow-after-administration-human-gene-therapy-products
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document must explain the purpose and duration of LTFU observations, the time intervals, and the locations 
at which you plan to request the subjects to have scheduled study visits or be contacted by other means, and 
details as to what those contacts will involve (21 CFR 50.25). When appropriate, the informed consent 
document must be updated to describe any adverse reactions that may be associated with the product from 
your trial or other human or animal (preclinical) studies (21 CFR 50.25(b)(5)). If the sponsor intends to store 
blood or tissue samples for future testing, the informed consent document must convey this information (21 
CFR 50.25(a)(1)). The informed consent should also convey that an 849 autopsy may be requested to test 
vector persistence, transgene expression, and related adverse reactions at the molecular, cellular or tissue 
level if there are deaths during the LTFU observation. Sponsors must ensure that investigators submit the 
informed consent documents for Institutional Review Board approval (21 CFR 312.53(c)(1)(vi)(d))…  
 
 

Long Term Follow-Up After Administration of Human Gene Therapy Products: Draft Guidance for 
Industry 
FDA, July 2018 
Excerpt 
…Informed Consent in Trials Involving Retroviral Vectors  
In accordance with 21 CFR 50.25(a)(2), for all clinical trials in which subjects are exposed to retroviral vectors, 
the informed consent documents must include current, complete and accurate disclosure 
of the development of leukemias in the clinical trials where such adverse events were reported. Further, the 
information that is given to the subject or his/her representative must be in language understandable to the 
subject or representative (21 CFR 50.20). We provide the following list as information and language we 
recommend be included in the informed consent document, where applicable, in the section describing the 
risks associated with the study agent:   

a. Description of study agent - The study involves giving a person some cells that have been changed by 
a retroviral vector. A retroviral vector is a virus that can insert genetic material into cells.  

b. Mechanism of action for retroviral vectors - When retroviral vectors enter a normal cell in the body, 
the deoxyribonucleic acid (DNA) of the vector inserts itself into the normal DNA in that cell. This 
process is called DNA integration.  

c. Effect of DNA integration - Most DNA integration is expected to cause no harm to the cell or to the 
patient. However, there is a chance that DNA integration might result in abnormal activity of other 
genes. In most cases, this effect will have no health consequences. However, in some cases, 
abnormal activity of a gene may cause unpredictable harm such as the development of cancer.  

d. Discussion of delayed adverse event, leukemia-like malignancy, occurring in human studies - It is 
important that you know about some cancers that occurred in another gene therapy research study. 
Clinical studies were conducted in France and United Kingdom to treat a disease called X-linked 
Severe Combined Immunodeficiency (SCID). Years after receiving cells that were modified by a 
retroviral vector, a significant number of the children in this small study developed a leukemia-like 
malignant disease (cancer). One child died from the cancer. A group of experts in this field studied 
the results from tests performed on these children’s blood cells. They concluded that cancer was 
caused by the retroviral vector DNA. However, most of the children with X-linked SCID who have 
received experimental gene therapy have not been found to have cancer at this time. Although they 
appear healthy, we still do not know whether they, too, will develop cancer. 

e. Risk of malignancy for this study - We do not know if the retroviral vector used in this protocol might 
cause cancer. However, you should be aware that the DNA contained in retroviral vectors will 
integrate into your DNA and that under some circumstances; this has been known to cause cancer 
months to years later…  
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Human Gene Therapy for Rare Diseases: Draft Guidance for Industry 
FDA, July 2018 
Excerpt 
…Considerations for Clinical Trials 
The risks of most GT products include the possibility of unintended effects that may be permanent, along 
with adverse effects due to invasive procedures that may be necessary for product administration. Because 
of these risks, it is generally not acceptable to enroll normal, healthy volunteers into GT studies. A well-
written informed consent document is also essential… 
 
 

Guideline on safety and efficacy follow-up and risk management of Advanced Therapy Medicinal 
Products 
European Medicines Agency, 25 January 2018 
Excerpt 
…When applicable agreements should be in place with registry owners in order to allow the use of patients’ 
data collected for regulatory purposes. In these cases, patients’ informed consent should be in place to allow 
the use of their data…  
    All developers are encouraged to plan the development of the product holistically, considering data 
generation in the post-authorisation phase in addition to data obtained pre-authorisation. ATMP developers 
should ensure that the patients enrolled in clinical trials (starting at phase I) or in compassionate use are 
appropriately followed-up to allow generation of long-term S&E data. The use of disease registries or other 
data sources for collecting long-term S&E data should be considered early in the development process so 
that appropriate plans are in place by the time the MA is granted. In this regard, it is very important that 
appropriate agreements are in place between different parties (e.g. hospitals, registry owners, patients and 
ATMPs developers) to allow the legitimate use of patients’ data collected in clinical trials (different sponsor), 
compassionate use programmes or through registries for specific regulatory purposes. Informed consent 
forms should be signed by patients to allow for these data to be provided for regulatory purposes…  
 
 

Science and Bioethics of CRISPR-Cas9 Gene Editing: An Analysis Towards Separating Facts and 
Fiction 
Adam P. Cribbs, Sumeth M. W. Perera 
Yale Journal of Biology and Medicine, 19 December 2017; 90(4) pp 625–634 
Open Access 
Abstract 
Since its emergence in 2012, the genome editing technique known as CRISPR-Cas9 and its scientific use have 
rapidly expanded globally within a very short period of time. The technique consists of using an RNA guide 
molecule to bind to complementary DNA sequences, which simultaneously recruits the endonuclease Cas9 to 
introduce double-stranded breaks in the target DNA. The resulting double-stranded break is then repaired, 
allowing modification or removal of specific DNA bases. The technique has gained momentum in the 
laboratory because it is cheap, quick, and easy to use. Moreover, it is also being applied in vivo to generate 
more complex animal model systems. Such use of genome editing has proven to be highly effective and 
warrants a potential therapy for both genetic and non-genetic diseases. Although genome editing has the 
potential to be a transformative therapy for patients it is still in its infancy. Consequently, the legal and 
ethical frameworks are yet to be fully discussed and will be an increasingly important topic as the technology 
moves towards more contentious issues such as modification of the germline. Here, we review a number of 
scientific and ethical issues which may potentially influence the development of both the technology and its 
use in the clinical setting. 
 
 

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/human-gene-therapy-rare-diseases
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/human-gene-therapy-rare-diseases
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-safety-efficacy-follow-risk-management-advanced-therapy-medicinal-products-revision_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-safety-efficacy-follow-risk-management-advanced-therapy-medicinal-products-revision_en.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5733851/pdf/yjbm_90_4_625.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5733851/pdf/yjbm_90_4_625.pdf
https://www.ncbi.nlm.nih.gov/pubmed/?term=Cribbs%20AP%5BAuthor%5D&cauthor=true&cauthor_uid=29259526
https://www.ncbi.nlm.nih.gov/pubmed/?term=Perera%20SM%5BAuthor%5D&cauthor=true&cauthor_uid=29259526
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5733851/
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Gene editing of stem cells for kidney disease modelling and therapeutic intervention 
Review Article 
Ricky WK Lau, Bo Wang, Sharon D Ricardo 
Nephrology, 30 May 2018; 23 pp 981–990 
Open Access  
Abstract  
Recent developments in targeted gene editing have paved the way for the wide adoption of clustered 
regularly interspaced short palindromic repeats(CRISPR)-associated protein-9 nucleases (Cas9) as an RNA-
guided molecular tool to modify the genome of eukaryotic cells of animals. Theoretically, the translation of 
CRISPR-Cas9 can be applied to the treatment of inherited or acquired kidney disease, kidney transplantation 
and genetic corrections of somatic cells from kidneys with inherited mutations, such as polycystic kidney 
disease. Human pluripotent stem cells have been used to generate an unlimited source of kidney progenitor 
cells or, when spontaneously differentiated into three-dimensional kidney organoids, to model kidney 
organogenesis or the pathogenesis of disease. Gene editing now allows for the tagging and selection of 
specific kidney cell types or disease-specific gene knock in/out, which enables more precise understanding of 
kidney organogenesis and genetic diseases. This review discusses the mechanisms of action, in addition to 
the advantages and disadvantages, of the three major gene editing technologies, namely, CRISPR-Cas9, zinc 
finger nucleases and transcription activator-like effector nucleases. The implications of using gene editing to 
better understand kidney disease is reviewed in detail. In addition, the ethical issues of gene editing, which 
could be easily neglected in the modern, fast-paced research environment, are highlighted.  
 
 
GENE THERAPY RELATED 

Model consent clauses for rare disease research 
Research Article 
Minh Thu Nguyen, Jack Goldblatt, Rosario Isasi, Marlene Jagut, Anneliene Hechtelt Jonker, Petra 
Kaufmann, Laetitia Ouillade, Fruszina Molnar-Gabor, Mahsa Shabani, Eric Sid, Anne Marie Tassé, Durhane 
Wong-Rieger, Bartha Maria Knoppers  
BMC Medical Ethics, 1 August 2019; 20(55) 
Open Access 
Abstract 
Background 
Rare Disease research has seen tremendous advancements over the last decades, with the development of 
new technologies, various global collaborative efforts and improved data sharing. To maximize the impact of 
and to further build on these developments, there is a need for model consent clauses for rare diseases 
research, in order to improve data interoperability, to meet the informational needs of participants, and to 
ensure proper ethical and legal use of data sources and participants’ overall protection. 
Methods 
A global Task Force was set up to develop model consent clauses specific to rare diseases research, that are 
comprehensive, harmonized, readily accessible, and internationally applicable, facilitating the recruitment 
and consent of rare disease research participants around the world. Existing consent forms and notices of 
consent were analyzed and classified under different consent themes, which were used as background to 
develop the model consent clauses. 
Results 
The IRDiRC-GA4GH MCC Task Force met in September 2018, to discuss and design model consent clauses. 
Based on analyzed consent forms, they listed generic core elements and designed the following rare disease 
research specific core elements; Rare Disease Research Introductory Clause, Familial Participation, 

https://onlinelibrary.wiley.com/doi/epdf/10.1111/nep.13410
https://onlinelibrary.wiley.com/doi/epdf/10.1111/nep.13410
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0390-x
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0390-x
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0390-x#auth-1
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0390-x#auth-2
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0390-x#auth-3
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0390-x#auth-4
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0390-x#auth-5
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0390-x#auth-6
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0390-x#auth-6
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0390-x#auth-7
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0390-x#auth-8
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0390-x#auth-9
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0390-x#auth-10
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0390-x#auth-11
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0390-x#auth-12
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0390-x#auth-12
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0390-x#auth-13
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Audio/Visual Imaging, Collecting, storing, sharing of rare disease data, Recontact for matching, Data Linkage, 
Return of Results to Family Members, Incapacity/Death, and Benefits. 
Conclusion 
The model consent clauses presented in this article have been drafted to highlight consent elements that 
bear in mind the trends in rare disease research, while providing a tool to help foster harmonization and 
collaborative efforts. 
 
 

Consent and Autonomy in the Genomics Era 
Rachel Horton, Anneke Lucassen 
Current Genetic Medicine Reports, 2 May 2019; 7(2) pp 85–91 
Open Access  
Abstract 
Purpose of Review 
Genomic tests offer increased opportunity for diagnosis, but their outputs are often uncertain and complex; 
results may need to be revised and/or may not be relevant until some future time. We discuss the challenges 
that this presents for consent and autonomy. 
Recent Findings 
Popular discourse around genomic testing tends to be strongly deterministic and optimistic, yet many 
findings from genomic tests are uncertain or unclear. Clinical conversations need to anticipate and 
potentially challenge unrealistic expectations of what a genomic test can deliver in order to enhance 
autonomy and ensure that consent to genomic testing is valid. 
Summary  
We conclude that ‘fully informed’ consent is often not possible in the context of genomic testing, but that an 
open-ended approach is appropriate. We consider that such broad consent can only work if located within 
systems or organisations that are trustworthy and that have measures in place to ensure that such open-
ended agreements are not abused. We suggest that a relational concept of autonomy has benefits in 
encouraging focus on the networks and relationships that allow decision making to flourish. 
 

Informed consent and community engagement in open field research: lessons for gene drive 
science 
Debate  
Jerome Amir Singh  
BMC Medical Ethics, 27 July 2019; 20(54)  
Open Access 
Abstract 
Background 
The development of the CRISPR/Cas9 gene editing system has generated new possibilities for the use of gene 
drive constructs to reduce or suppress mosquito populations to levels that do not support disease 
transmission. Despite this prospect, social resistance to genetically modified organisms remains high. Gene 
drive open field research thus raises important questions regarding what is owed to those who may not 
consent to such research, or those could be affected by the proposed research, but whose consent is not 
solicited. The precise circumstances under which informed consent must be obtained, and from whom, 
requires careful consideration. Furthermore, appropriate engagement processes should be central to any 
introduction of genetically modified mosquitos in proposed target settings. 
Discussion 
In this work, international guidance documents on informed consent and engagement are reviewed and 
applied to the genetically modified mosquito research context. Five analogous research endeavours that 
involve area-wide / open field experiments are reviewed. The approach of each in respect to the solicitation 
of individual informed consent and community engagement are highlighted. 

https://link.springer.com/article/10.1007/s40142-019-00164-9
https://link.springer.com/article/10.1007/s40142-019-00164-9
https://link.springer.com/journal/40142
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0389-3
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0389-3
https://bmcmedethics.biomedcentral.com/articles/10.1186/s12910-019-0389-3#auth-1
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Conclusions 
While the solicitation of individual informed consent in host settings of gene drive field trials may not be 
possible or feasible in some instances, local community and stakeholder engagement will be key to building 
trust towards the proposed conduct of such research. In this regard, the approaches taken by investigators 
and sponsors of political science field research and weather modification field research should be avoided. 
Rather, proponents of gene drive field research should look to the Eliminate Dengue field trials, cluster 
randomised trials, and pragmatic clinical trials for guidance regarding how the solicitation of individual 
informed consent of host communities ought to be managed, and how these communities ought to be 
engaged. 
 
 

A Professional Standard for Informed Consent for Stem Cell Therapies 
Viewpoint 
Jeremy Sugarman, Roger A. Barker, R. Alta Charo  
JAMA, 12 August 2019 
Open Access 
Excerpt 
In November 2018, the US Food and Drug Administration (FDA) issued a press release that stated: “The 
potential health benefits of regenerative medicine have spurred major progress in stem-cell biology over the 
past several decades. But we continue to see bad actors exploit the scientific promise of this field to mislead 
vulnerable patients into believing they’re being given safe, effective treatments; when instead these stem 
cell producers are leveraging the field’s hype to push unapproved, unproven, illegal, and potentially unsafe 
products.” 
    Over the last decade, there has been an increase in the number of “clinics” (570 in the United States alone 
according to a recent estimate) offering what is portrayed as “stem cell therapy” for conditions ranging from 
orthopedic injuries to Alzheimer disease. The unproven nature of these interventions suggests that patients 
who received them were, at a minimum, misled. At worst, they were severely injured, as in the case of at 
least 3 women who were left legally blind after intravitreal injections of platelet-rich plasma derived from 
tissue obtained through liposuction… 
 
 

Consent for clinical genome sequencing: considerations from the Clinical Sequencing Exploratory 
Research Consortium 
Yu JH, Appelbaum PS, Brothers KB, Joffe S, Kauffman TL, Koenig BA, Prince AE, Scollon S, Wolf SM, Bernhardt 
BA, Wilfond BS 
Personalized Medicine, 17 Jul 2019 
Abstract 
Implementing genome and exome sequencing in clinical practice presents challenges, including obtaining 
meaningful informed consent. Consent may be challenging due to test limitations such as uncertainties 
associated with test results and interpretation, complexity created by the potential for additional findings 
and high patient expectations. We drew on the experiences of research teams within the Clinical Sequencing 
Exploratory Research (CSER1) Consortium on informed consent for clinical genome and exome sequencing 
(CGES) to negotiate consensus considerations. We present six considerations for clinicians and 12 key points 
to communicate as they support patients in deciding whether to undergo CGES. These considerations and 
key points provide a helpful starting point for informed consent to CGES, grounded in the Clinical Sequencing 
Exploratory Research (CSER1) experience. 
 
 

Factors complicating the informed consent process for whole exome sequencing in neonatal and 
pediatric intensive care units 
CJ Diamonstein 

https://jamanetwork.com/journals/jama/article-abstract/2748479
https://jamanetwork.com/journals/jama/article-abstract/2748479
https://jamanetwork.com/searchresults?author=Jeremy+Sugarman&q=Jeremy+Sugarman
https://jamanetwork.com/searchresults?author=Roger+A.+Barker&q=Roger+A.+Barker
https://jamanetwork.com/searchresults?author=R.+Alta+Charo&q=R.+Alta+Charo
https://europepmc.org/abstract/med/31313633
https://europepmc.org/abstract/med/31313633
https://europepmc.org/search?query=AUTH:%22Yu+JH%22&page=1
https://europepmc.org/search?query=AUTH:%22Appelbaum+PS%22&page=1
https://europepmc.org/search?query=AUTH:%22Brothers+KB%22&page=1
https://europepmc.org/search?query=AUTH:%22Joffe+S%22&page=1
https://europepmc.org/search?query=AUTH:%22Kauffman+TL%22&page=1
https://europepmc.org/search?query=AUTH:%22Koenig+BA%22&page=1
https://europepmc.org/search?query=AUTH:%22Prince+AE%22&page=1
https://europepmc.org/search?query=AUTH:%22Scollon+S%22&page=1
https://europepmc.org/search?query=AUTH:%22Wolf+SM%22&page=1
https://europepmc.org/search?query=AUTH:%22Bernhardt+BA%22&page=1
https://europepmc.org/search?query=AUTH:%22Bernhardt+BA%22&page=1
https://europepmc.org/search?query=AUTH:%22Wilfond+BS%22&page=1
https://europepmc.org/search?query=JOURNAL:%22Per+Med%22&page=1
http://scholar.google.co.uk/scholar_url?url=https://onlinelibrary.wiley.com/doi/abs/10.1002/jgc4.1097&hl=en&sa=X&d=11336648967095738007&scisig=AAGBfm0Q-cchqRUvDJLKchff5kfQpbslog&nossl=1&oi=scholaralrt&hist=SqhM5vMAAAAJ:7929683463790031804:AAGBfm0z6jDpsbpxdW-OglQ_oFbBKMMrUQ
http://scholar.google.co.uk/scholar_url?url=https://onlinelibrary.wiley.com/doi/abs/10.1002/jgc4.1097&hl=en&sa=X&d=11336648967095738007&scisig=AAGBfm0Q-cchqRUvDJLKchff5kfQpbslog&nossl=1&oi=scholaralrt&hist=SqhM5vMAAAAJ:7929683463790031804:AAGBfm0z6jDpsbpxdW-OglQ_oFbBKMMrUQ
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Journal of genetic counseling, 8 February 2019; Special Issue 
Abstract 
Whole exome and whole genome sequencing (WES/WGS) is increasingly utilized in inpatient settings such as 
neonatal and pediatric intensive care units (ICU), but no research has explored the process of informed 
consent in this setting. My experience as an inpatient genetic counselor has illuminated factors unique to the 
ICU that may threaten elements of informed consent such as voluntariness, disclosure, understanding, and 
capacity. I present three cases that exemplify elements complicating consent counseling for WES/WGS in the 
ICU, including the emotional state of the parents, involvements of other healthcare providers, environmental 
distractions and competing clinical priorities. I offer strategies to navigate these factors based on my 
experience. 
 
 

Exploring the Role of Shared Decision Making in the Consent Process for Pediatric Genomics 
Research in Cameroon, Tanzania, and Ghana 
Daima Bukini, Jantina deVries, Marsha Treadwell, Kofi Anie, Jemima Dennis-Antwi, Karene Kengne Kamga, 
Sheryl McCurdy, Kwaku Ohene-Frempong, Julie Makani, Ambroise Wonkam   
American Journal of Bioethics Empirical Bioethics, 5 August 2019; pp 182-189 
Abstract 
Background 
It is customarily perceived that in Africa, decisions around research participation may be based not only on 
individual reflection but also on discussions with others. Some authors have argued that such decision 
making is reflective of a more traditional communitarian African worldview; one critique of such a 
perspective is that it is lacking an empirical grounding. In this study, we explore decision making around 
enrollment in sickle cell genomics research in three countries in Africa, namely, Ghana, Cameroon, and 
Tanzania. Particularly, we focus on exploring the role of shared decision making with regard to participating 
in genomic studies.  
Results 
We involved 64 participants in 15 individual interviews or in 49 focus-group discussions with research 
participants in rural and urban Tanzania (n = 20), Ghana (n = 30), and Cameroon (n = 14). We used a vignette 
to explore decision making around enrollment of children in sickle cell genomics research. Data were 
imported in NVivo11 and analyzed using thematic content analysis. Our findings indicate that the majority of 
the participants from both rural and urban settings prefer to make their own individual decisions and not 
consult with extended family or community leaders. Shared decision making was only considered necessary 
for individuals who were perceived to be in some way vulnerable.  
Conclusion 
We found very limited support for shared decision making as the primary process for decision making about 
research participation. While consultation was considered important to support individual decision making, 
particularly when parents were perceived as vulnerable, there was no suggestion in our data that shared 
decision making would be a more important or valuable means of seeking consent for research participation 
in the African research context. 
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