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General U.S. (NIH) Policy Framework

A colony of human embyronic stem cells (light blue) growing on fibroblasts (dark blue).
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NIH Policy: Use of hESCs Only

SEC. 509. 

(a) None of the funds made available in this Act may be used for--

(1) the creation of a human embryo or embryos for research purposes; or
(2) research in which a human embryo or embryos are destroyed, discarded, or 
knowingly subjected to risk of injury or death greater than that allowed for 
research on fetuses in utero under 45 CFR 46.208(a)(2) and Section 498(b) of 
the Public Health Service Act [1](42 U.S.C. 289g(b)) (Title 42, Section 289g(b), 
United States Code).

(b) For purposes of this section, the term "human embryo or embryos" includes 
any organism, not protected as a human subject under 45 CFR 46 (the Human 
Subject Protection regulations) . . . that is derived by fertilization, 
parthenogenesis, cloning, or any other means from one or more human 
gametes (sperm or egg) or human diploid cells (cells that have two sets of 
chromosomes, such as somatic cells).
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NIH Guidelines Process
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General Policy Framework for NIH

Common
Rule

HIPAA
FDA

NIH Cell Policy

StateLaws
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The U.S. State Regulatory Framework
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General Policy Framework for States

Common
Rule

HIPAA
FDA

Stem Cell Policy

StateLaws
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General Framework for Oversight

No Human Reproductive 
Cloning

No Human Reproductive 
Cloning

No Germline Gene Therapy No Germline Gene Therapy 

Research Embryos / SCNT 
Authorized in Some U.S. 

states 

Research Embryos / SCNT 
Authorized in Some U.S. 

states 

NAS / States Generally Requires

• Scientific Evaluation

• Ethical Reviews in Place of hESC
Derivation [Special Review 
Committees / Human Rights 
Approach?]

• Measures to Support Informed 
Consent

• Approval by Relevant Committees 
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Research Review & Oversight for Creation of 
Pluripotent Human Cell Lines

Type of Research 

Gamete Creation or
Homan Oocyte Donation for 

SCNT 

Gamete Creation or
Homan Oocyte Donation for 

SCNT 

Origin of Cell Line
Oversight 

Committee Review

Full Review with Expert 
in Assisted Reproduction

Embryo Use for hESC DerivationEmbryo Use for hESC Derivation

Somatic Cells for iPS DerivationSomatic Cells for iPS Derivation

Full Review

Oversight Committee
Notification


