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BACKGROUND

Stem cells are undifferentiated cells that have the ability to develop into different types of body tissue or specialized cells.  Scientists believe that cures for many diseases and conditions may ultimately result from stem cell research.

There are four basic types of human stem cells:  (1) embryonic stem cells, which are obtained from 5 – 7 day old blastocysts (early stage embryos); (2) fetal stem cells, which are obtained from 4 – 6 week old aborted fetuses; (3) placental/cord blood stem cells, which are obtained from the umbilical cord immediately after birth; and (4) adult stem cells, which are obtained through a biopsy of mature tissues or from bone marrow of a post-natal human being.

Embryonic stem cells can be obtained directly from 5 – 7 day old embryos or from embryos that have been created through somatic cell nuclear transfer, or therapeutic cloning.  In the latter case, genetic material from an adult tissue is inserted into a donated human egg which results in a cloned embryo, i.e. an embryo with genetic characteristics similar to that of the donor.  

Many of the embryos from which stem cells are obtained are “excess embryos” from fertility clinics.  Current law requires persons receiving fertility treatment to be disclose what they wish to do with these “excess embryos”  Unless donated or used for further fertility treatment, excess embryos are generally stored for some period of time but are eventually destroyed.

Existing state law (SB 253—Ortiz, Chapter, Statutes of 2002) declares the policy of the state of California to be that research involving the derivation and use of human stem cells, human embryonic germ cells, and human adult stem cells from any source, including somatic cell nuclear transplantation, shall be permitted and that full consideration of the ethical and medical implications of this research be given.  Existing law also prohibits the cloning of a human being or engaging in human reproductive cloning.

Existing federal law, regulations, and policy:  (1) Prohibit the use of federal funds for any research in which human embryos are created for research purposes or are destroyed, discarded, or subjected to greater than minimal risk; (2) Require all research involving human subjects that is conducted, supported, or subject to regulation by any federal department or agency to comply with requirements governing protection of human subjects; (3) Prohibit use of federal funds for the derivation or use of stem cell lines derived from embryos created after August 9, 2001, research in which embryonic stem cells are derived using somatic cell nuclear transfer, and research in which human embryonic stem cells are used in combination with somatic cell nuclear transfer for the purposes of reproductive cloning of a human being.

The current federal guidelines on embryonic stem cell research, issued by the President in August, 2001, permit federal funding for research involving embryonic stem cells derived from a limited number of approved stem cell lines.  These lines have as their source embryos from which stem cells had already been derived at the time of the President’s directive.   According to many scientists, the existing approved lines are limited for purposes of medical research in terms of viability, their ability to reproduce, and their genetic diversity.

Currently, all federally funded stem cell research must be reviewed and approved by institutional review boards, which are boards of scientists which review projects to ensure that risks to subjects are minimized or are reasonable in relation to the anticipated benefits of the research, and that standards pertaining to informed consent are met.  In addition, SB 322 (Ortiz) of 2003 requires the Department of Health Services to develop guidelines for embryonic stem cell research.

LAO Summary of Proposition 71

The measure authorizes the state to sell $3 billion in general obligation bonds to provide funding for stem cell research and research facilities in California. A new state medical research institute would be established to use the bond funds to award grants and loans for stem cell research and research facilities, and to manage stem cell research activities funded by this measure within California.  

Specifically, the initiative would: 
· Establish the California Institute for Regenerative Medicine to award grants and loans for stem cell research and research facilities. The institute would also be responsible for establishing regulatory standards for stem cell research funded by the grants and loans and managing such research and the development of related facilities. The institute could have a staff of up to 50 employees who, under the measure, would be exempt from state civil service requirements. 

The institute would be governed by a 29-member Independent Citizen’s Oversight Committee (ICOC), comprised of representatives of specified UC campuses, another public or private California university, nonprofit academic and medical research institutions, companies with expertise in developing medical therapies, and disease research advocacy groups. The Governor, Lieutenant Governor, Treasurer, Controller, Speaker of the Assembly, President pro Tempore of the Senate, and certain UC campus Chancellors would make the appointments to the ICOC. 

· Authorize the state to sell $3 billion in general obligation bonds, and limit bond sales to no more than $350 million per year. The measure states its intent, but does not require in statute, that the bonds be sold during a ten-year period. For at least the first five years after the measure took effect, the repayment of the principal would be postponed and the interest on the debt would be repaid using bond proceeds rather than the General Fund. Subsequent interest and principal payments after that five-year period would come from the General Fund. The proceeds from the bond sales would be placed in a new California Stem Cell Research and Cures Fund and used primarily to fund the various activities of the institute. The funds authorized for the institute would be continuously appropriated without regard to fiscal year. 

· Provide a $3 million start-up loan from the state General Fund for initial administrative and implementation costs. The institute would later repay the General Fund loan using the proceeds from the sale of bonds authorized under this measure. 

· Allow the institute to use up to 3 percent of the remaining bond proceeds for general administrative costs and up to an additional 3 percent for administrative costs associated with grant-making activities. The remaining funds would be used for the grants and loans for research and research facilities. 

· Give priority for research grant funding to stem cell research that met the institute’s criteria and was unlikely to receive federal funding. In some cases, funding could also be provided for other types of research that were determined to cure or provide new types of treatment of diseases and injuries. The institute would not be allowed to fund research on human reproductive cloning. 

· Allow up to 10 percent of the funds available for grants and loans to be used to develop scientific and medical research facilities for nonprofit entities within the first five years of the implementation of the measure. 

· Require the ICOC to establish standards requiring that all grants and loans be subject to agreements allowing the state to financially benefit from patents, royalties, and licenses resulting from the research activities funded under the measure. 

· Make conducting stem cell research a state constitutional right. 

LAO Summary of Fiscal Effects of Prop. 71

The measure provides that no General Fund payments for the bonds would occur in the first five years after it took effect.  The costs to the state after that would depend on the interest rates obtained when the bonds were sold and the length of time it took to repay the debt. If the $3 billion in bonds authorized by this measure were repaid over a 30-year period at an average interest rate of 5.25 percent, the cost to the General Fund would be approximately $6 billion to pay off both the principal ($3 billion) and interest ($3 billion). The average payment for principal and interest would be approximately $200 million per year.

Previous Stem Cell Research Legislation

Authorization for Stem Cell Research
SB 253 (Ortiz, Chapter 789, Statutes of 2002)  This bill states that it is the policy of California that research involving the derivation and use of human embryonic stem cells, human embryonic germ cells and human adult stem cells, from any source including somatic cell nuclear transplantation is permitted and that full consideration of the ethical and medical implications of this research be given.  The legislation also requires a physician, surgeon or other health care provider delivering fertility treatment to provide his or her patient appropriate information to allow the individual to make an informed and voluntary choice regarding the disposition of any human embryos remaining following fertility treatment. 

Human Cloning
SB 1230 (Alpert, Chapter 821, Statutes of 2002)  This bill prohibits a person from engaging in "human reproductive cloning."  The bill also requires the Department of Health Services (DHS) to establish an advisory committee to advise the Legislature and the Governor on human cloning and other issues relating to human biotechnology.  In addition, the bill mandates that DHS report annually to the Legislature and the Governor regarding the activities of the committee. 

Financing for Stem Cell Research
SB 778 (Ortiz, 2003)  This bill enacts the Biomedical Research and Development Act of 2004.  The bill authorizes the issuance of general obligation bonds for the purpose of grants to public or private research organizations for biomedical research and for construction of biomedical research facilities.  General obligation bonds are tax-exempt bonds backed by the state of California; interest and principal payments on the bonds are made from the General Fund.  The bill requires a 2/3 vote of the Legislature; if enacted it would be submitted to the voters at the next statewide election following enactment.  This measure was held in the Senate Appropriations Committee.
SB 765 (Ortiz, 2003)  This bill states the intent of the Legislature to enact legislation to authorize the issuance of state lease revenue bonds to be used solely for the construction of medical research facilities.  Lease revenue bonds are tax-exempt bonds that are secured by revenues from specific projects undertaken with the proceeds of the bonds, including lease payments.  This measure was held in the Senate Rules Committee.

Federal Funding of Stem Cell Research
SJR 38 (Ortiz, Resolution Chapter 163, Statutes of 2002)  This measure memorializes the President and Congress of the United States to reject legislation impeding stem cell and therapeutic cloning research and to enact legislation that would impose a ban on reproductive cloning.  The resolution also memorializes the President and Congress to permit research involving therapeutic cloning, create guidelines to oversee stem cell research and establish a process to facilitate the donation of stem cell materials. 

Stem Cell Research Guidelines
SB 322 (Ortiz, Chapter 506, Statutes of 2003)  This bill requires the Department of Health Services (DHS), on or before January 1, 2005, to develop guidelines for research involving the derivation or use of human embryonic stem cells in California.  Requires the Director of the Department to establish a 13-member Human Stem Cell Research Advisory Committee, made up of scientists, medical ethicists, legal experts, and representatives of religious organizations, for the purposes of developing the guidelines.  Requires all research projects involving the derivation or use of human embryonic stem cells to be reviewed and approved by an institutional review board (IRB) that is established in accordance with federal regulations, including using the guidelines developed pursuant to the bill after they are developed.  Requires IRBs annually to review human embryonic stem cell research projects that it has approved to ensure that the research continues to meet IRB standards.  Requires each IRB to report annually to DHS on the number of embryonic stem cell research projects it has reviewed and the status and disposition of those projects, as well as any problems involving noncompliance with the IRB’s requirements.

Informed Consent

SB 771 (Ortiz, Chapter 507, Statutes of 2003)  This measure defines unprofessional conduct by a physician or other health care provider to include the failure to provide patients with sufficient information so they can make informed decisions regarding the disposition of any unused embryos.  The bill specifies the information about disposition that must be disclosed to patients, including that they have the option of donating these embryos for research.  Tightens informed consent requirements by requiring health care providers to obtain written consent from individuals considering donation of embryos for stem cell research.  Requires DHS to establish an anonymous registry of embryos in California that are available for research provided DHS can find grants or other nonstate funding to establish and maintain the registry.

Stem Cell Research Advisory Panel

SCR 55 (Ortiz, Resolution Chapter 153, 2002)  This measure establishes a panel to advise the Legislature on stem cell research.  The panel is comprised of at least 14 members; with seven members appointed by the Senate Rules Committee and seven members appointed by the Speaker of the Assembly.  The members shall represent the fields of medicine, human biology, cellular microbiology, biotechnology, law, bioethics and religion. 
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