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Appendix D

CIRM Timeline

Building California’s Stem Cell Agency: A Timeline

2001

August: President Bush restricts federal
financing for human embroynic stem cell
research.

February: Taxpayer organizations and
abortion opponents sue to block California
from issuing bonds to fund CIRM. CIRM
bond funding is frozen during litigation.

2005

May: The California Institute for
Regenerative Medicine (CIRM) chooses San
Francisco as its headquarters.

June: CIRM accepts $5 million in private
donation from Ray Dolby for start-up
operations.

November: California voters approve
Proposition 71, giving California the
constitutional right to conduct stem cell
research and authorizing $3 billion for
research and new labs.

December: The Independent Citizens
Oversight Committee elects Robert Klein as
chairman.

2004

February: The Independent Citizens
Oversight Committee awards first research
grants.

2007

California Court of Appeal rules in CIRM’s
favor.

May: State Supreme Court declines to
intervene in court case, clearing the way for
California to sell general obligation bonds for
CIRM.

October: The State Treasurer raises $250
million for CIRM through a bond sale.

May: Alameda County Superior Court rules
in CIRM’s favor; bond funding remains frozen
during appeals.

July: Governor Schwarzenegger authorizes a
$150 million state loan to fund CIRM
activities and grants. CIRM receives $45
million in loans from foundations and private
individuals.

2006

2009

January: FDA approves first trial based on
human embryonic stem cell research.

March: President Obama lifts some federal
financing restrictions for human embryonic
stem cell research.

April: The State Treasurer raises an
additional $505 million for CIRM through a
bond sale.

CIRM awards additional grants for a total of
$700 million.

May: CIRM awards $271 million to build
new research labs.
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Appendix E

2005 Policy Enhancements

July 12, 2005 ICOC Meeting
Agenda Item # 10

ENHANCEMENT POLICIES RECOMMENDED BY
THE LEGISLATIVE SUBCOMMITTEE OF THE ICOC

At its June 20, 2005 meeting, the Legislative Subcommittee of the ICOC recommended that the
ICOC adopt the following policy enhancements to address concerns raised by the Legislature and
to reassure the public regarding the CIRM’s commitment to transparency and to the highest ethical
standards. With respect to each of these policies, the Legislative Subcommittee recommended that
the ICOC require notice to the Legislature and the public and a vote of 70 percent of a quorum of
ICOC members to amend the final policies. Current CIRM policies and the recommended policy
enhancements are set forth below. Please note that Legislative Subcommittee modified some of
these items during its meeting. CIRM staff has attempted to include these changes below;
however, this draft may be modified to reconcile it with the transcript of the Legislative
Subcommittee meeting.

Conflict of Interest Policies for Working Group Members

Current Policy and Procedures: It is the responsibility of the CIRM to ensure that grants are
awarded and policies established in a way that is fair and free from bias. To accomplish this, the
ICOC has adopted Conflict of Interest (COI) Policies for each of its three working groups: Grants
(adopted April 7, 2005); Standards (adopted April 7, 2005 and amended May 23, 2005); and
Facilities (adopted May 23, 2005). These policies are based on those used by the National
Institutes of Health, the National Academy of Sciences and the University of California Special
Research Programs. Because each of the working groups has different functions, each of the three
policies is different. At the time of appointment each working group member is given a copy of the
appropriate policy and asked to sign a statement that he or she agrees to follow the CIRM COI
policy.

The Grants and the Facilities Working Groups evaluate grant or facilities applications,
respectively, and recommend them for funding to the ICOC. The CIRM staff is responsible for
ensuring that working group members do not participate in discussions or evaluations of any
application for which they have a conflict of interest. Prior to each working group meeting, every
member of the working group is sent a list of the applications to be reviewed and asked to
complete a pre-review certification form on which he or she identifies, under penalty of perjury,
any grant applications for which he or she has a scientific, professional or personal conflict of
interest. At the meeting, prior to consideration of each application, CIRM staff asks any working
group member with a conflict in that application to leave the room during its discussion and
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evaluation. Staff maintains a record of which members voted on each application. After the
meeting, all present sign a post-review certification form, again under penalty of perjury,
confirming that they did not violate CIRM Conflict of Interest or Confidentiality Policies during
the meeting. The pre- and post-review certification forms were approved at the ICOC meeting of
April 7, 2005.

The Conflict of Interest Form for Standards Working Group members, whose task is to develop
medical and ethical standards, describes several types of conflict of interest and asks members to
identify and describe in detail the source of any conflict of interest that corresponds to the listed
types. If a conflict of interest is identified, the CIRM President, or delegated staff member, is
responsible for ensuring that the member does not participate in discussing or voting to
recommend policies that would present a conflict of interest. A revision adopted May 23, 2005
restricts Standards Working Group members from deriving direct financial benefit from CIRM
through grants, loans, or contracts.

Recommended Enhancement of Procedures:

1. Financial Disclosure

To aid in implementing CIRM Conflict of Interest Policies, each non- ICOC working group
member will be asked to disclose to the CIRM, confidentially and under penalty of perjury,
companies, institutions and real property in which he or she has an interest that could present a
conflict. The categories are slightly different for each working group:

Grants Working Group:

a) All California-based academic or non-profit research institutions from which they
receive current income or other benefit of $5,000 or more.

b) All biotechnology and pharmaceutical companies from which reviewers and their
spouses receive current income or other benefit or investments of $5,000 or more.

c) Real property interests in California.

Standards Working Group:
a) All California-based academic or non-profit research institutions from which
reviewers, close family members, or others with whom reviewers have a substantial

common financial interest receive current income of $10,000 or more.

b) All biotechnology and pharmaceutical companies from which reviewers or their
spouses receive current income or other benefit or investments of $10,000 or more.
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c) All property interests in California of $10,000 or more (including real estate interests
and interests in intellectual property such as patents and copyrights) held by reviewers,
close family members or others with whom reviewers have substantial common
financial interest.

Facilities Working Group:

a) All California-based academic or non-profit research institutions from which they
receive current income or other benefit of $5,000 or more.

b) All construction, real estate or development firms from which they or their close
family members receive current income or other benefit, or hold an investment, of more
than $5,000.

c) All real property interests in California.
Each non-ICOC member of the Grants and Facilities Working Groups will be sent a copy of his or
her disclosure form before each meeting and asked to update it. This will take place at the same
time as the working group member receives the list of applications to be reviewed and completes
the pre-review certification form for conflict of interest, described above.

2. Availability for Audit

The confidential disclosure forms for Grants and Facilities Working Group members will be kept
on file at the CIRM offices where they will be available for review by a State or independent
auditor. Also available will be the records of those present and voting during discussion and
evaluation of each grant or facilities application. Comparison of the disclosure forms and meeting
records will indicate whether any non-ICOC member of a Working Group has participated in a
decision in which he or she has a financial interest, as defined above.

Conflict of interest and financial disclosure forms for the Standards Working Group and a record
of who participated or voted on particular recommendations of the Working Group will also be on
file at CIRM for audit by an independent or State investigator.

If CIRM or the auditor discovers a violation of conflict of interest, a report will be made to the
Legislature along with a review of corrective actions taken by CIRM to prevent future occurrences.

Funding recommendations to the ICOC

Current Policy and Procedures: Consistent with Proposition 71, the applications recommended
by the Grants and Facilities Working Groups for funding will be submitted to the ICOC by CIRM
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staff with the following information: (1) Title; (2) a Summary of the Proposal written by the
applicant that includes a description of how the proposal could benefit the State of California; (3) a

brief summary of the scientific evaluation and the reasons for recommendation, along with any
minority report, as applicable; (4) the scientific score of the application, based on criteria decided
by the ICOC; and (5) the recommendation of the full Working Group.

Recommended Enhancement of Procedures: All of the information to be presented to the ICOC
will be made available on the CIRM web site ten days before the ICOC meeting at which the
grants will be considered.

Annual Report

Current Policy and Procedures: Proposition 71 requires the CIRM to submit an annual report to
the public that sets forth its activities, grants awarded, grants in progress, research
accomplishments and future program directions

Recommended Enhancement of Procedures: CIRM will submit an annual report to the
Legislature that includes the following information:

1) The identity of recipients of research, training and facilities grants, loans and
contracts awarded that year and the amount awarded in each case;

2) The disease and/or science category to which the grant, loan or contract relates;

3) The total number and total amount of grant applications awarded, with
breakdown by disease and/or science category;

4) The total number and total amount of grant applications received with
breakdown by disease and/or science category.

Meeting Procedures for Working Groups

Current Policies and Procedures: Under Proposition 71, the ICOC is required to consider and
approve in public session all medical and ethical standards and all criteria and standards for
considering funding applications, for awarding research and training grants, and for scientific and
medical oversight of awards. In addition, the ICOC must make all decisions about funding grants,
loans and contracts for research, training and facilities in public session. At its April meeting, the
ICOC approved the practice of holding confidential Grants Working Group meetings for
consideration of grant applications. At its May meeting, the ICOC approved open meetings
procedures for the Standards Working Group, with provisions for public hearings to provide input
and to make comments on draft findings and recommendations, and public votes on decisions and
recommendation to the ICOC. The Standards Working Group will meet in confidential session

62



LitTTLE HOOVER COMMISSION

July 12, 2005 ICOC Meeting
Agenda Item # 10

only when needed to protect patient privacy or to review a complaint regarding compliance, with
final action to be taken in a public meeting. The ICOC also approved the concept of public
meetings for the Facilities Working Group (May 23, 2005).

Recommended Enhancement of Procedures:

1. Grants Working Group: Development of Criteria

The Grants Working Group will meet in public session except for discussions related to evaluation
of grant applications and recommendation of applications to the ICOC or discussions of other
matters that may be considered in closed session under the Bagley-Keene Open Meeting Act or
under Health & Safety Code section 125290.30. The Grants Working Group may request other
mission-critical exceptions.

2. Facilities Working Group

The Facilities Working Group will meet in public, as approved by the ICOC in May, except where
necessary to discuss scientific evaluation of proposals, to consider real estate negotiations or to
consider other matters that may be discussed in closed session under the Bagley-Keene Open
Meeting Act or under Health & Safety Code section 125290.30. The Facilities Working Group
may request other mission-critical exceptions.

Records of the Working Groups

Current Policy and Procedures: Under Proposition 71, records of the working groups are exempt
from the Public Records Act, with the exception of those records that are provided to the ICOC as
part of the working groups’ recommendations to the ICOC.

Recommended Enhancement of Policy: Provide public access to working group records, except
for: (1) records that may be withheld under the Public Records Act and Health & Safety Code
section 125290.30; (2) applications for research, training, and facilities grants, loans, and contracts
and evaluations of such applications; and (3) economic disclosure forms filed by members of the
Grants, Standards, and Facilities Working Group.

Conflicts of Interest Policy for Board Members and President

Current Policy: Proposition 71 requires board members and the CIRM staff to disclose economic
interests consistent with the Political Reform Act. Thus, Board members and the CIRM staff are
held to the same standards applicable to constitutional officers, members of the Legislature, and
designated state employees. In addition, the ICOC has adopted a conflict of interest policy that
requires board members to recuse themselves from participating in any decision regarding a grant,
loan or contract with their employer, and any decision regarding a grant, loan or contract that
financially benefits the member or his or her employer. The ICOC has also adopted a policy to
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preclude board members from applying for, or receiving salary support through, grants, loans or
contracts from the ICOC.

Recommended Enhancement of Policy: Require board members and the CIRM president to
divest themselves of, or to place in a blind trust, any investment or real

property interest of $2,000 or more in any business organization that receives funding from, or
research contracts with, the CIRM, and in any business organization that allocates more than five
percent of the business organization’s current annual budget to stem cell therapy.

Intellectual Property

Current Policy: Proposition 71 requires the ICOC to adopt standards that require that all grants
and loans be subject to intellectual property agreements that that balance the opportunity of the
State of California to benefit from the patents, royalties and licenses that result from the research
with the need to assure that essential medical research is not unnecessarily hindered by intellectual
property agreements.

Recommended Policy Enhancement: The Subcommittee did not have an opportunity to discuss a
proposed enhancement to strengthen the CIRM’s intellectual property agreements.
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Appendix F

Letter from Senator Dean Florez

California State Senate

SENATOR DEAN FLOREZ
MA_IORITY LEADER

REPRESENTING KERN, KINGS, FRESNO, AND TULARE COUNTIES

COMMITTHES

CHAIR

Food & Agriculture

SELECT COMMITTEES
Air Qualiry
Disaster Preparedness &
Emergency Response
Gender Discrimination &
Title IX Implementation

MEMBER

Banking, Finance &
Insurance

Budget & Fiscal Review

Business, Professions &
Economic Development

Governmental Organization

Judiciary
Revenue & Taxation

JOINT COMMITTEL

Fairs, Allocation and

Jl.lly 6, 2009 Classification

Daniel W. Hancock, Chairman
Little Hoover Commission
925 L Street, Suite 805
Sacramento, CA 95814

Dear Chairman Hancock:

As a member of the Little Hoover Commission, | would like to note, for the record, my
concerns regarding the Commission’s report on the California Institute for Regenerative
Medicine (CIRM), which was released on June 26, 2009.

The report makes a series of recommendations to modify CIRM’s governance structure and
operations. In particular, the report recommends reducing the size of CIRM’s governing
board from 29 members to 15 members and concentrating the power of appointment in the
Governor, who would be responsible for appointing 11 of 15 members. The report also
recommends stripping the power of the Lieutenant Governor, the Controller, and the
Treasurer to make appointments and to nominate candidates for chair and vice-chair. Finally,
the report recommends eliminating the statutory duties of the chair and the vice-chair and the
eligibility criteria for those positions.

I have several concerns regarding these recommendations. First, the recommendations, if
adopted by the Legislature, would essentially rewrite Proposition 71. In adopting Proposition
71, the voters specified the governance structure they desired and limited the Legislature’s
ability to amend the law. Under Proposition 71, the Legislature may only amend the law to
enhance CIRM’s ability to further the purposes of its grant and loan program. The
Commission’s recommendations appear to be inconsistent with the voters” intent and
therefore could only be accomplished by proposing another ballot measure. CIRM provided
the Commission with legal memoranda from two prominent law firms concluding that these
recommendations would require another vote of the people, yet the Commission barely
paused to consider these legal issues. Ata minimum, these memoranda raise a serious
question about the scope of the Legislature’s authority and create the risk of litigation.

e
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Although the report acknowledges this risk, it fails to note that litigation over the
Legislature’s authority to amend Proposition 71 would interfere with CIRM’s ability to
carry out its mission and dissuade the proponents of future ballot measure from authorizing
legislative amendments. Furthermore, as demonstrated by the recent defeat of Propositions
1D and 1E, which would have amended Propositions 10 and 63, respectively, the voters are
not generally supportive of legislative efforts to amend popularly enacted measures. These
issues deserved greater attention than the Commission afforded them.

Second, as [ stated at the Commission’s meeting on July 25", the Commission’s
recommendations appear to lack a firm foundation. For example, when | asked why a 15
member board was inherently better than a 29 member board, Commission members
responded that an academic expert on non-profit governance had testified that the ideal board
size was seven to nine members, but the expert himself stated that he did not have sufficient
knowledge of CIRM’s operations to opine about the ideal board size for CIRM. It is not clear
to me that, given the scientific, financial, commercial, and governmental issues with which
CIRM has to deal, a smaller board would be better suited to achieve CIRM’s mission. In fact,
as the report notes, CIRM has benefitted from a diverse and engaged board.

Third, I am also concerned about the Commission’s attempt to shift power over the agency to
the Governor. Like the Little Hoover Commission itself, CIRM was designed to be an
independent agency. Proposition 71 therefore dispersed appointment authority to the
Governor, the Lieutenant Governor, the Controller, the Treasurer, the Legislature, and UC
Chancellors. By concentrating appointment authority in the Governor, the Commission
would undermine the careful and deliberate balance struck by Proposition 71. Ina
controversial area like stem cell research, such a change would threaten the independence that
CIRM needs to ensure the success of its mission.

Finally, I am concerned about the Commission’s apparent rush to conclude its report. As one
member said at the meeting, five minutes and a sandwich is not adequate time for
Commission members to absorb the information that was presented. While I appreciate the
substantial effort that Commission members and staff put into drafting the report, I am
concerned that due to its rush to approve the report, the Commission gave disproportionate
weight to CIRM’s critics and did not consider a broader range of views on the complex issues
that are the subject of the report.

Thank you for the opportunity to share my views with you. Please feel free to contact my
office at (916) 651-4016 should you have any questions.

Sincerely-

DEAN FLOREZ

Senate Majority Leader
16" District
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