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Background Paper

Administration Proposal

The Governor’s 2004-05 budget, released in January, proposes to repeal elements of SB 322 (Ortiz) of 2003, which requires the Department of Health Services to develop a set of guidelines for embryonic stem cell research projects conducted in the state.  The repeal is included in a list of trailer bill proposals contained in a memo from Michael Genest, Chief Deputy Director of the Department of Finance, to the Legislative budget committee chairs dated January 9, 2004.

This proposal is one of a number of proposed trailer bill items that have been referred to policy committees by the Senate Budget Committee.

As signed by Governor Davis in 2003, SB 322 does the following:

· 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 DHS 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; 

· Requires IRBs to consider and apply the guidelines developed pursuant to the bill in their reviews after they are developed.  Permits an IRB to require modifications to the research plan as a condition of approval. 

· Requires IRBs, at least annually, to review human embryonic stem cell research projects that it has approved to ensure that the research continues to meet IRB standards.  (Not proposed for repeal.)

· 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; requires DHS to review reports from IRBs.  (Not proposed for repeal.)

· Requires DHS to report annually to the Legislature on embryonic stem cell research activity. 

· Provides that its provisions are sunseted on January 1, 2007.  (Not proposed for repeal.)

The administration’s proposal was introduced as AB 3012 (Runner), which died without a hearing in Assembly Health Committee in April.

A number of arguments were made by proponents of SB 322 when it was pending:

· It ensures a check on inappropriate research, and helps build public confidence in the research and public receptivity to public financing for the research;

· It implements the recommendations of the California Advisory Committee on Human Cloning, which recommended in January, 2002 that California permanently ban human reproductive cloning but allow therapeutic cloning subject to reasonable oversight; and

· Due to the restrictions on the National Institutes of Health (NIH) funding for embryonic stem cell research, there are no federal guidelines for federally funded research and there are currently no checks on privately funded research.

In addition, proponents and the author argued that the bill helps implement the broader policy contained in SB 253 (Ortiz), which authorizes stem cell research in all forms in California but states that consideration be given to ethical and legal issues involved in the research; and that it further promotes California’s world leadership in stem cell research.

Among the safeguards that would be addressed by guidelines are:

· Assurances that embryos that are being donated for research have been donated with fully informed consent;

· Assurances that no financial or other inducements have been involved in the acquisition of the embryos;

· Assurances that decisions that persons make to create embryos for infertility treatment purposes are separate from the decisions to donate embryos for research purposes; and

· Assurances that research does not bridge into the area of human cloning, which is currently illegal in California.

Fiscal Impact of Proposal

According to a fiscal analysis by the Department of Finance before the bill was signed by Governor Davis, there would be $233,000 in initial costs to implement SB 322, and ongoing annual costs of $28,000 for monitoring and reporting functions.  These costs include staff time and contractor costs to convene the stem cell research advisory committee; develop, print, and disseminate the guidelines; collect information from local IRBs; and report to the Legislature.

Estimated first year costs included in the $233,000 include the following:

Item
Cost

Cost of contractor to develop guidelines; meeting expenses for advisory committee; printing and distribution costs
$135,000

DHS staffing (1 GDPS II; 1 OA)
    69,876

Collect reports from IRBs
      3,000

DHS administrative costs
    25,000

Total
$232,876

Background on Stem Cell Research

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 several 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 fetuses that have been aborted; (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.

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, and had already been destroyed.  According to most scientists, the existing approved lines are limited for purposes of medical research in terms of viability, their ability to reproduce, and their genetic diversity.

Despite a number of promising developments in treating diseases with adult, as opposed to embryonic, stem cells, the current thinking of most scientists is that embryonic stem cells may ultimately be more useful than adult stem cells in creating treatments and possible cures for diseases because of their greater ability to reproduce and develop into more types of cells.  For that reason, most scientists support allowing all forms of stem cell research to go forward.

Related Legislation

· SB 253 (Ortiz) of 2002 -- Declares state policy that stem cell research in all forms shall be permitted in California.  Chapter 789, Statutes of 2002.

· SB 771 (Ortiz) of 2003 -- Requires DHS to establish and maintain an anonymous registry of embryos to provide researchers with access to embryos that are available for research purposes. Requires health care providers delivering fertility treatment to obtain written consent from individuals who elect to donate an embryo.  Chapter 507, Statutes of 2003.

· SB 1230 (Alpert) of 2002 – Eliminates the sunset date of California's temporary ban on human cloning.  Chapter 821, Statutes of 2002.
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