
Neural Organoid and Chimera 

Research:

Regulatory Pathways

I. Glenn Cohen, JD
James A. Attwood and Leslie Williams 

Professor, Harvard Law School

Director, Petrie-Flom Center for Health 

Law Policy, Biotechnology and 

Bioethics

igcohen@law.harvard.edu

mailto:igcohen@law.harvard.edu


None

Disclosure 



Conceptual Map: Regulatory Pinch Points

Funding Provenance
Research 
Oversight

Outputs



Funding



Provenance

• Consent

• Biomaterials without Consent (e.g. pathology)?

• De-identification?

• Broad vs. Specific Consent?

• Consent to Governance Regime?

• Remuneration

• Payment for Tissue?

• Financial Benefit Sharing?

• International Coordination



Research

• Guardrails (aka Prohibitions)

• Timing

• 14 day

• 20 Week

• International Comparisons

• Kinds of Experiments

• Oversight

• Institutional vs Governmental

• ISSCR Guidelines



Research

From Julian J Koplin & Julian Savulescu, Time to Rethink the law on Part-Human 

Chimeras, Journal of Law and the Biosciences, Volume 6, Issue 1, October 2019, 

Pages 37–50, https://doi.org/10.1093/jlb/lsz005 



Outputs

• Data Sharing

• Clinical Trials/Human Subjects Research

• FDA

• USDA/EPA

• Patent Law

• International Harmonization


