
INTRODUCTION
Ø In preclinical research settings bio-artificial 

organs are being developed
Ø First-in-human transplantation trials will 

eventually be launched 
Ø Research participants could be exposed to 

serious risks (e.g. toxicity and tumorigenesis)1

Ø No ethical guidance for the conduct of early-
phase transplantation trials of bio-artificial
organs

Ø It could be difficult for research ethics review 
committees (RECs) to evaluate the ethical 
acceptability of early-phase clinical trials

AIM
To systematically examine the published 
literature on early-phase clinical trials in the 
adjacent fields of regenerative medicine, and 
to undertake a thematic analysis of relevant 
ethical points to consider for early-phase 
clinical trials of transplantable bio-artificial 
organs

CONCLUSIONS

Ø Ethical considerations from adjacent 
research fields maybe useful

Ø Insight in patients’ perspectives on 
bio-artificial organ technologies will be 
essential to realize the social value 
and to determine the conditions for 
ethically responsible and acceptable 
clinical translation

Ø The 6 themes may play out differently 
in specific bio-artificial organ 
technologies, and may vary with organ 
type; hearts vs. kidneys

Ø This review is valuable for 
researchers, research ethics review 
boards, policy makers and clinicians 
with an interest in regenerative 
medicine and involved in the 
translation of bio-artificial organs 
for clinical transplantation

1. Kimmelman J. Ethics, ambiguity aversion, and the review of complex 
translational clinical trials. Bioethics (2012) 26:242–50. 10.1111/j.1467-
8519.2010.01856.x
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Ø 92 articles were included
Ø 2003 - 2021
Ø 7 adjacent research fields
Ø Most articles published in cell-based 

therapy 
Ø 6 empirical studies 

• 3 patient perspectives
• 3 professional perspectives 

Ø Six themes were identified: cell 
sources, risk-benefit assessment, 
patient selection, trial design, informed 
consent, and oversight and 
accountability

RESULTS

METHOD
Ø Systematic review 
Ø All titles and abstracts were screened until 

September 2021 
Ø No restriction for date of publication 
Ø Qualitative content analysis 
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