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Background Conditions
• Scientific excitement is high
• Desire for access to investigational 

treatments abounds, especially for 
devastating disorders

• The financial and moral stakes are high



Stem Cell Research: 
Excitement



Stem Cell Research: Scrutiny



Embryo-related Questions

• Moral status of the embryo
• Is it morally acceptable to destroy embryos 

to create hESCs?
• Is there a moral distinction between using 

discarded embryos versus those created 
for research? 



Ethics and Oocyte Retrieval

•Hormonal treatments used to 
stimulate oocyte development
•Effects of payments to women



Chimeras

• Bone marrow transplantations create 
human to human chimeras

• Concern over combining materials from 
human and non-human animals



Broader Ethical Issues
• Informed consent

– Donors and recipients
– Immortalized lines
– Transfer to others for unspecified uses

• Justice or fairness
– Who bears the risk of research?
– Who will have access to efficacious interventions?

• Commercialization and patenting
– May limit availability of scientific resources for 

common good

• Responsible conduct of research
– Discussing research fairly and evenly
– Research integrity



Local and Regional Differences
Complicate Collaboration

• Cultural and religious practices
• Laws
• Funding
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Truth and Consequences in 
International Collaboration

• Some countries facilitate hESC  others 
prohibit it

• Which rules should be followed when 
collaborating?

• Debates about appropriate practices, 
provenance, consent

• Difficulties at maintaining scientific integrity 
at a distance



•National Research Council and Institute of 
Medicine (of the National Academies), 2005
•International Society for Stem Cell 
Research (ISSCR), 2006

Professional Guidelines



• Transnational Cooperation in Stem Cell 
Research, 2006

• Science, Ethics and Policy Challenges of 
Pluripotent Stem Cell-Derived Gametes, 
2008

• Policies and Practices Governing Data and 
Materials Sharing and Intellectual Property in 
Stem Cell Science, 2010

http://www.hinxtongroup.org/au.html



Recommendations for Oversight 
of hESC Research

• Local oversight: Each institution should 
establish an oversight committee to review 
and monitor all proposals to conduct hESC
research          

• ESCRO/SCRO committees should include 
representatives of the public and persons 
with expertise in developmental biology, 
stem cell research, molecular biology, 
assisted reproduction, and ethical and legal 
issues in hESC research





Purpose of the ISCRO Committee

• Ethical oversight and review of all hESC research 
and/or SCNT involving human cells

• Ethical oversight and review of all other hPSC 
research that involves:
– Introduction of hPSCs into humans
– Introduction of hPSCs into the central nervous system of non-

human primates
– Introduction of hPSCs into non-human animals where a 

significant possibility of the cells giving rise to gametes exists 
– Creation of gametes or embryos

• Consultative body for related research
• Works in collaboration with other bodies charged 

with research oversight



Structure of Oversight

• Similar to IRB and IACUC oversight with 
initial approval and periodic review

• Multidisciplinary committee appointed by 
Vice-Dean for Research
– Scientists
– Ethicists
– Public member

• Monthly meetings



ISCRO Review

• Ethically and scientifically sound
• Considers compliance with applicable 

government regulations and institutional 
policies related to stem cells and research



Moving Forward

• Approval and consent for collecting biological 
materials anticipating they will be used for the 
production of pluripotent stem cells

• Approval (and perhaps re-consent) for using 
previously banked biological materials for the 
production of pluripotent stem cells where such 
uses were not anticipated at the time of 
collection

• Clinical translation



Anticipated Derivation of hPSCs

• Review process
• Consent template



Using Banked Materials to Derive 
hPSCs

• Appropriate review?
• Potential barriers?
• Re-consent?



Threats to Meeting Fiduciary 
Obligations to Patients

• Some cell-based interventions are being 
delivered to patients without sufficient 
published data regarding safety or efficacy

• Anecdotal reports suggest this is occurring 
outside the research setting





Emerging Data

• Lau, et al. Cell Stem Cell, 2008
• Zarzeczny, et al. Nature Biotechnology,  

2010





Guidelines for the Clinical 
Translation of Stem Cells 

• Multidisciplinary task force representing 13 
countries convened by the ISSCR

• Released 12/2008
• Available at www.isscr.org



Intent
• The Guidelines for the Clinical Translation of 

Stem Cells highlight the scientific, clinical, 
regulatory, ethical, and social issues that should 
be addressed so that basic stem cell research is 
responsibly translated into appropriate clinical 
applications for treating patients. 

• The Guidelines offer recommendations founded 
on general principles for scientific, clinical, and 
ethical conduct that should be followed by all 
translational stem cell researchers, clinician-
scientists, and regulators in the international 
community. 



Scope of the Guidelines

• Cell processing and manufacturing 
• Pre-clinical studies 
• Clinical research
• Medical innovation
• Social justice 



Closing Comments
• Scientific and commercial interests along with 

the hopes of patients and politicians need to be 
considered in light of scientific realities and not 
merely aspirations 

• There are a clear set of ethical considerations 
involved with the derivation of stem cells, in 
moving to clinical trials, and in their therapeutic 
use

• Explicit deliberation and attention to these 
ethical issues is essential



Thanks! 

http://www.hopkinsmedicine.org/Research/iscro/


