WISCONSIN LEGISLATIVE COUNCIL IssueBrief
April 2025

=
ES i

Overview of Federal Stem Cell Research Law

Prepared by: Kelly McGraw, Staff Attorney, and Margit Kelley, Principal Attorney

Theuse of stem cells in research and therapeutic treatments is an advancing field that carries questions
on the ethical use of human embryonic stem cells. Although other organisms have stem cells, this issue
brief addresses only human stem cells. Various reports have recommended limits relating to stem cell
research since the 1980s. This issue brief provides a brief overview of the federal funding regulations and
guidance that limit stem cell research.

WHAT ARE STEM CELLS?

Very broadly, astem cell is a cell from which other types of cells develop. A stem cell may have the
capacity to develop into a specific type of cell, or it may have the capacity to develop into many different
typesof cells or tissues, and the stem cell is categorized based on that capacity. For example, a blood
stem cell, or “hematopoietic stem cell,” is an immature “multipotent” stem cell that can developinto a
blood cell, including white or red blood cells or platelets. A “pluripotent” stem cell is able to developinto
most different types of adult, or “mature,” cellsor tissues. A “totipotent” stem cell, i.e., a zygote, is able to
developinto all different types of both adult and embryonic cells or tissues.:

Stem cells are found in different types of body tissue and are sometimes referred to by their location.
Such location-based references include, for example, bone marrow stem cells, umbilical cord blood stem
cells, and embryonic stem cells.

Stem cells with pluripotent capacity are a common area of research. Two types of pluripotent stem cells
are embryonic stem cellsand induced pluripotent stem cells. An embryonic stem cell is separated from
an embryo, cultured, and stabilized into a “stem cellline” in a processreferredto as “derivation.” An
induced pluripotent stem cell is reprogrammed from an adult skin orblood cell. Once reprogrammed, an
induced pluripotent stem cell can become most types of cells in the body. Aninduced pluripotent stem
cell can exhibit essential characteristics of an embryonic stem cell. Some argue that induced pluripotent
stem cells make embryonic stem cell research obsolete.>

FEDERAL LAW

Federal law addresses funding for embryonic stem cell research and imposes certain limitations on that
research. Because the federal law operates as a condition of federal funding, the law applies only to
researchthat receives federal funds. Currently, a federal budget provision, executive order, and
restrictions on human subject research impact federally funded embryonic stem cell research.

First, the federal Further Consolidated Appropriations Act of 2024 prohibits funding for stem cell
research that would destroy an embryo.s Inparticular, the act prohibits the use of funds for: (1) the
creation of an embryo or embryos for research purposes; or (2) researchin which an 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 certain federal laws. Federal budgets have included similar language
since 1996.4

Second, an executive order signed by President Obama in 2009 permits the federal government to
support stem cell research, with some limitations, through the NITH. The NTH s the federal medical
research agency charged with seeking fundamental knowledge about the nature and behavior ofliving
systems and the application of that knowledge to enhance health, lengthen life, and reduce illness and
disability. The NIH states that it is the largest public funding source for biomedical researchin the
world.s



Under the 2009 presidential executive order, the federal government, through the NIH, may support and
conduct responsible, scientifically worthy stem cell research, including embryonic stem cell research, to
the extent permitted by law. The order requires the NIH to issue guidance consistent with the order.¢

Under the NTH guidance, to research with embryonic stem cells, an applicant institution may either use
embryonic stem cells on the NIH Registry or cells that the applicant derives, or obtains, by a method that
complies with the guideline requirements on embryo derivation. Under the first option, the NIH Registry
provides a list of embryonic stem cell lines that have been reviewed for ethical derivation. Stem cell lines
identified in the registry are eligible for use in NIH-supported research. Under the second option, the
guidelines require that if the embryo was created for reproductive purposes, but no longer needed for
those purposes, the embryo was donated without payment, and the embryo donor’s consent met certain
requirements.”

Lastly, under general federal researchlaw, some embryonic stem cell researchis considered human
subject research when a cellis derived from a human embryo that is individually identifiable and is
linked to a specificliving individual. Human subject research must comply with the U.S. Department of
Health and Human Services regulations for the protection of human research subjects.s

STATE LAW

In addition to federal law and guidelines, some states either support or restrict stem cell research.s
Wisconsin is one of approximately 21 states that do not havelaws addressing stem cell research.
However, any stem cell research in Wisconsin that uses federal funding must comply with the federal
laws and guidelines noted above.

AN ORGANIZATION’S OWN RESEARCH PoOLICY

Separate from federal and state law, some organizations have policies that impact stem cell research. For
example,a UW-Madison Stem Cell Research Oversight Committee oversees all research on campus, or
involving campus employees, that involves the use of human embryonic stem cells or their derivatives,
regardless of the source of funding. University policy requires aresearcher to document that the Stem
Cell Research Oversight Committee has approved the provenance of human embryonic stem cells before
the researcher may use human embryonic stem cells.
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