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SENATOR DEBORAH ORTIZ:  The joint informational hearing of the Senate Health Committee and the Senate Subcommittee on Stem Cell Research Oversight, as well as the Assembly Health Committee, is ready to begin.  I know we have members in both houses that are in other committees, but hopefully, they’ll join us shortly.  We want to stay on time because we’ve got a very lengthy agenda.  I’ll wait a couple of minutes, and hopefully, we’ll have members here shortly.  If not, we’ll go ahead and begin.

# #


Let me go ahead and welcome you all to the first oversight hearing on Prop. 71, the Stem Cell Research and Cures initiative.  

Like many in this room, I supported and campaigned for Proposition 71.  This comes from my absolute certainty that stem cell research provides the critical means of unlocking fundamental questions of cellular biology and leads to great promise for not just Californians but for the world.  And it is that very immense promise of new medical therapies to treat and cure disease that really, I think, warrants not only our support but our assurance that we will embark upon this new frontier in a manner that respects the importance of the public trust and recognizes the significant investment by Californians who pay through their taxes for this proposal.  They sent a clear message to the Legislature and to the state that, indeed, they support this measure and that we all are responsible for assuring that it’s carried out in a manner that does honor to the significance of their support.

Let me reassure you all that the purpose of this hearing does not in any way jeopardize the implementation of Prop. 71.  In fact, it adds to the integrity and provides an opportunity for the public trust to be assured.  Questions addressing the commitment to public trust are an opportunity for those associated with the ICOC, and the proponents of Prop. 71, to convey to my colleagues here in the Legislature and to Californians that, in fact, we will work together to assure that this research is funded and that it’s conducted in an ethical manner in the State of California.  

There’s been some representations and concerns that witnesses before this committee are subject to litigation.  Let me just assure you that none of the witnesses here are involved in litigation.  There are two lawsuits that are pending.  They are represented by the Attorney General’s Office, but none of those witnesses that are in those two lawsuits are before this committee.  I have, however, instructed the witnesses to avoid discussing any litigation that is out there, even though they’re not associated, and also instructed them, if they are part of a petition process that may be regarded as a precursor to litigation, that they are not to address that in their testimony or their statements to this committee.  They will be instructed to stop if, in fact, they go in that direction.  I’m confident that all will honor that discussion.


I am supporting the Attorney General’s efforts to have that litigation resolved quickly by the State Supreme Court.  If the Supreme Court does not take the case, however, it will be sent back to the Superior Court, and it’ll be litigated back up to the Supreme Court.  That delay will in fact compromise the implementation of Prop. 71, as pending litigation will clearly adversely affect the impact and our ability to sell $3 billion in bonds that have been approved by the voters.

We want Prop. 71 research to begin as quickly as possible and to provide cures for millions of people desperate for help for themselves, their loved ones, and other Californians who are afflicted with these diseases.  Californians have not only entrusted us with their hopes for cures, they’ve entrusted us to protect their pocketbook.  While Prop. 71 provided the state with $3 billion in new funds for stem cell research and construction of research facilities, it did not hand the state a blank check.  The voters who passed the initiative and the taxpayers who are supporting it have expectations, and those expectations are the following:  

· That the state will in fact reap a return on its investment in stem cell research.
· That funding decisions made by the Independent Citizens’ Oversight Committee will be made with public involvement and scrutiny.
· That Prop. 71 appointees will be subject to rigorous conflict-of-interest standards to ensure that funding decisions are impartial and objective.  And
· That strict ethical standards will be adopted for research funded under Prop. 71 to protect research donors and the subjects.

In most cases, Prop. 71 leaves decisions about how to achieve these goals up to the ICOC.  Unfortunately, the ICOC has stumbled in some of its early decisions and has attracted more than its share of attention.  I believe that these have been inadvertent and that they’ve been the function of a lot of work to be done in a very short period of time.  I’m confident that ICOC members are cognizant of that and their obligation to, again, convey and assure the public that the trust and the power that they’ve entrusted them with will be conducted in an ethical manner.  My hope is that the legislative oversight can help guide the ICOC in its decision making and that it will ensure that it gets off to a good start. 


 As I have said before, the voters have placed their trust in all of us—as public officials—to see that Prop. 71 is implemented correctly, and we have to prove to them that we are keeping that trust by ensuring that 71 is implemented in a publicly accountable manner and that the medical research is begun as quickly but carefully as possible.  Today’s oversight hearing is part of that process of ensuring that public accountability.


Let me say one final thing.  There are many in the audience who, I think, have been unduly alarmed by various emails and representations.  Let me just assure those friends who’ve been a part of the process that preceded Prop. 71 that I will continue to respect their hope for cures for themselves, their loved ones, and that I would in no way jeopardize that very trust that we have developed in our relationship over the years in moving forward on this legislation, and that this agenda is, indeed, a balanced one.


We will hear from expects, many of whom are here at the specific request of Mr. Klein, to provide different viewpoints of these critical, outstanding issues.  Dr. Hall, who will be addressing the committee, representing the ICOC, Mr. James Wright, and R. Alta Charo, as well as Clark Hinderleider, are the witnesses that have been requested through Mr. Klein and in fact are on the agenda.

This is an informational hearing, the purpose of which is to educate the public and my colleagues here at the dais with me and those of you in the audience on what the ICOC has done thus far and what their plans are for future development.  It really is an opportunity for the ICOC to let us in on a bit of insight as to how you’ve moved forward.


We do hope the ICOC, when implementing these guidelines on these really important issues, will consider the information that is provided today.  We understand we don’t have the ability to dictate or legislate, but we hope that you regard this as an opportunity to hear the concerns of my colleagues who represent the many constituencies across California.


With that, I’m going to extend the opportunity to my co-chair, Assemblymember Chan, as well as Vice Chair Senator Runner or any other members if they’d like to make any opening comments.  Let me extend to my vice chair since he was here earlier and he’s the other side of the aisle.

SENATOR GEORGE RUNNER:  Thank you, Madam Chair.


We’re here to discuss the real problems that concern many of us in the Legislature regarding the implementation of Proposition 71.  The taxpayers passed this initiative believing that distributing these $3 billion of taxpayer money was for public good without involving individual financial interests.  Currently, most of the ICOC advisory committee members and staff have not taken steps to ensure that they are operating only in the best interests of taxpayers.


We need to have the best ethics regulations in place to ensure that decisions are solely made on the best interests of taxpayers, not on the best interests of stakeholders that are interested in generating potential profits.  


I have significant concerns about how the ICOC has currently set up their conflict-of-interest requirements.  They have definite loopholes.  For example, several board members have financial interests that I believe are in conflict with their role as board members.  Although the advisory committee does not have final approval, these committees are set up to do the bulk of the work and will be recommending what grants and applications come before the board for approval.  In order to ensure that no one is participating in order to make money directly for themselves or for groups that they are affiliated with, we need to ensure that high ethical standards be adhered to, similar to what the NIH has had to do.

I also have concerns regarding open meetings.  Transparency is good public policy, and anytime we are dealing with public money, open meetings are essential.  The ICOC should be held to the same open-meeting standard required that all government entities are required to meet under the Bagley-Keene Act, and that should include their advisory committees.


So, I look forward to the testimony here today and look forward to any explanations as to why we must keep the highest ethical standards in what must be considered and adopted by the ICOC.

SENATOR ORTIZ:  Thank you, Senator Runner.


Assemblymember Chan?


ASSEMBLYMEMBER WILMA CHAN:  Good afternoon.


First, I want to take this opportunity to thank Senator Ortiz for taking the lead and holding this important hearing and also for the work that she’s done on stem cell research prior to the passage of Prop. 71, and to thank all the speakers and guests who are attending this informational hearing.


I don’t want to repeat what has been said, but when Prop. 71 was voted on by the voters in California, it was because people in the state have great hopes about the promise of stem cell research in terms of those suffering from various types of diseases.  We hold this vote very seriously—the public confidence that brought about the passage of this proposition.  It also puts California, as a state, in the forefront of stem cell research.  So, other states and countries will be watching California very closely to see what this initiative can bring, and we want it to be successful.


In addition, as public officials we do have a duty to ensure the public’s interests are represented.  I share many of the same concerns that Senator Ortiz and Senator Runner have raised, and I’m looking forward to hearing the testimony today so that we can make sure that this initiative does what it’s supposed to and deals with issues of ethics, conflict of interest, and public accountability.


Thank you.


SENATOR ORTIZ:  Thank you, Assemblymember Chan.


Let me extend an invitation to any of my other colleagues here to introduce themselves and say a few words, and then hopefully get into our testimony.  No interest?


Let me at least take a moment to welcome Assemblymember Nakanishi, Assemblymember Gloria Negrete McCloud, my new counterpart in Sacramento, Assemblymember Dave Jones—welcome—and Assemblymember Patty Berg, Senator Chesbro, as well as Senator Kuehl, Senator Vincent, and Senator Cox.  Welcome.

With that, let’s go ahead and invite our first speaker to come forward to provide an overview to the committee on Proposition 71 and its implementation.  We are fortunate enough to have Dr. Zach Hall, who is the interim president of the California Institute for Regenerative Medicine.  


Welcome, Dr. Hall.  Feel free to come forward.


Let me just share for the audience that Dr. Hall was most recently the director of the Zilkha Neurogenetic Institute at USC, and he’s the senior associate dean for Academic Development at the Keck School of Medicine at USC.  He also brings prior experience as a vice chancellor at UCSF and director of the National Institute of Neurological Disorders and Stroke within the National Institute of Health.


Welcome, Dr. Hall.


DR. ZACH W. HALL:  Thank you, Chairman Ortiz.  


Good afternoon, Senator Ortiz and joint Health Committee members.  My name is Zach Hall.  As you’ve heard, I’m the interim president of the California Institute for Regenerative Medicine; a job that I’ve held for exactly one week today.  I want to thank the Senator for the opportunity to appear at this special hearing on implementation of the California Institute for Regenerative Medicine.

I would like to just add briefly to the introduction, a very kind and generous introduction that you have just given me.  My training is as a basic neuroscientist.  I spent most of my career as a faculty member and department chair at the University of California, San Francisco.  In 1994, I had the unusual opportunity of going to the National Institute of Neurological Disorders and Stroke where I was the director.  This institute is one of the institutes at NIH.  It is the leading agency worldwide in funding research on the brain.  As director, I was responsible for a research program that awarded more than $500 million a year in grants and contracts to investigators around the country.  Since my time at NIH, as you’ve heard, I’ve been a research administrator both at the University of California, San Francisco and at the University of Southern California—my most recent positions.


As NINDS director, I became acutely aware of the ravages of neurological diseases, such as Alzheimer’s disease, Parkinson’s disease, and multiple sclerosis, and of the large numbers of Americans who are afflicted by these disorders.  Moreover, I faced every day the fact that for most neurological disorders, we have no effective nor definitive treatments.  The tragic dimensions of neurodegenerative disease and its burden for patients and families were brought home to me in a very personal way about ten years ago when my mother was diagnosed with Alzheimer’s disease, a disease that slowly and painfully stole her memory, her reason, and her ability to recognize loved ones until her death two years ago.


Like many Americans, I followed the groundbreaking recent research on stem cells with hope and excitement, and like many Americans, I was dismayed by the executive order of August 9, 2001, severely limiting the number of stem cell lines eligible for federal government funding.  These restrictions were discouraging to many scientists and have significantly slowed the pace of stem cell research in this country.  The appearance of Proposition 71 offers a bold alternative to revitalize the stalled federal effort and put California in the scientific and economic vanguard, pioneering new science and medicine for the benefit of mankind.


SENATOR ORTIZ:  Dr. Hall, I apologize, but I know you’ve never been before the committee before.  Let me assure you that your testimony is eleven pages long and we’re sharing that with our committee members.  We have asked you to address some specific overview, so you might want to utilize your remaining eight to twelve minutes addressing the areas that we briefed you on regarding the operations of the ICOC up to this point.  The members have your written testimony, and we can certainly waive that part that isn’t relevant to the question before us.

DR. HALL:  All right.  I’m happy to do that. 


What I would like to do is to give you a brief overview before I address the specific issues of our progress because the subject of this is implementation, and I want to tell you about what’s been done.


SENATOR ORTIZ:  Wonderful.  And I think your overview probably starts on page 3 at least.


DR. HALL:  Yes.  Let me say a few more words just saying that I first met Bob Klein a couple of months ago and was excited to hear about this.  And also, let me just say on the record that for me to be interim president of this historic venture is a personal and professional opportunity of the highest order.  I feel privileged to be here as part of the Institute and privileged to be here with you today on its behalf.


I’ll briefly describe the proposition—everybody knows that—and the support it has and the kind of leaders that are on the board.  The charge of the board is to create a new agency which will transform biomedical research.  I just want to say, in the scant two-and-a-half months of its existence, the board has made excellent progress toward that goal.  Since January 1st, the board has met three times—once each month—and has established five subcommittees which have, in aggregate, met seven times.  Two of the committees—the Presidential Search Committee and the Site Committee—are responsible for recruiting a permanent president and for finding a permanent site for the Institute, respectively.  The Presidential Search Committee has engaged a professional search forum—Spencer Stuart—to identify and make a preliminary screen of outstanding candidates.  The Site Committee has issued an RFP for site proposals, and these proposals are due on March 16th.

The three other subcommittees of the board are responsible for setting up the three permanent working groups that will serve the Institute in its ongoing work.  These are the Grants Working Group, which will be responsible for scientific evaluation of grant proposals to the Institute; the Standards Working Group, which will recommend scientific, medical, and ethical standards for stem cell research and clinical trials and for therapy delivery to patients; and the Facilities Working Group, which will make recommendations to the board on grants and loans for facilities for stem cell research.  

In an effort to recruit the best minds nationwide to these working groups, the subcommittees have met to determine search criteria, process, and timelines.  Over 500 potential candidates are currently being reviewed for membership on the working groups by committee members.  A huge task.  We hope recommendations for membership of all three of the subcommittees will be completed by the May board meeting.  Please note that all of the subcommittees dealing with the working groups as well as the board meet in public in strict accordance with the Bagley-Keene Open Meeting law.  Moreover, the names and résumés of all prospective appointments to the working groups will be made public before their consideration by the board to allow public comment.

The job of the president, as defined in the initiative, is to hire the scientific and administrative staff of the Institute and direct its day-to-day operations.  I’m pleased to report to you that interim headquarters for the Institute have been established in Emeryville and that eleven staff members have been hired.  One of those is Walter Barnes, a 39-year veteran of state service who is on loan from the State Controller’s Office to implement the financial systems of the Institute.  We are just beginning under my leadership to hire scientific personnel.  Just yesterday we completed the job description and posted a position for our first scientific staff member—the director of the Scientific Review programs—who will be hired through a competitive process.

Thus, we have made a strong beginning, but we have a daunting task before us to build a new institute literally from the ground up.  In spite of the challenge, we are confident that we’ll be able to begin our first grant-making activities in a few months.

Now, following this general introduction, let me now, as requested by the chair, address specific comments to the agenda item of the oversight hearing.  Let me say at the outset that the success of our venture will critically depend on the confidence and trust of the people of California in our integrity and credibility.  Decisions made by the Institute must be transparent and must be perceived to be fair and objective judgments based on scientific merit free of bias and conflict of interest.  To achieve this end, we welcome public comment and strongly desire to forge a positive working relationship with the California Legislature.


Let me deal with the issue of open meetings—the first issue on the agenda.  I think that’s Item number 3.


Yes?


SENATOR ORTIZ:  Part of what staff has suggested is that maybe we hear from the other panelists and then you have an opportunity to respond.


DR. HALL:  I’m sorry—I thought you asked me to address each of these specific issues.


SENATOR ORTIZ:  Well, let me invite the other witnesses on this topic area to come forward, and we’re going to allow you to finish your testimony.  We wanted to be able to have you respond when, in fact, they present.


DR. HALL:  Could I make a statement first, along with the other people?


SENATOR ORTIZ:  Certainly.


DR. HALL:  And then I’m happy to respond to what they say.


SENATOR ORTIZ:  Go ahead and continue, please.


DR. HALL:  Let me just tell you where we are with each of these issues, if I may, and then I welcome your comment on our progress or your thoughts.


Let me just begin, then, with the open meetings issue.  The ICOC is deeply committed to the principles of transparency in public meetings in all cases, other than those in which specific open meeting law exemptions apply.  All board meetings, as I have said, and all board subcommittee meetings are held in strict accordance with the Bagley-Keene Open Meeting Act.  Notification is given at least ten days in advance to all persons who’ve requested it, and agendas and other information are posted on the Institute’s website, including material not specifically required by law.

Public comment is welcomed at every board meeting, and all meetings to date have benefited from robust citizen participation.  The ICOC has taken the public’s comment into account in all of its work, and many of the individuals appearing as witnesses today have spoken repeatedly at board and subcommittee meetings.  


It is important for the joint committee to understand—or this joint hearing to understand—that absolutely no grant award will be made and no medical or ethical standard will be established outside of the public board meetings.  All grant awards and adoption of all standards shall be considered, discussed, and approved only in open ICOC meetings.

In contrast, deliberations of the advisory working groups will be held in private, as required in the initiative.  These groups are not responsible for decisions but for evaluations which will be subsequently considered at open ICOC meetings.  Confidentiality in the working group meetings is essential to obtain valid evaluations from peer reviewers.


Let me say that the concept of peer review, which will be the primary method for evaluating grants, is widely recognized in the scientific world to be the best method of obtaining expert scientific opinion and is followed not only by the NIH, with which I have experience, but by virtually every disease advocacy organization that funds biomedical research.  In each case, review is carried out under confidential conditions, and this is necessary, I would say, for two major reasons.  First, in order to obtain rigorous and candid scientific reviews of the merit of proposals, including candid evaluations of the scientific track record and capabilities of the scientists who will be conducting the research, confidentiality is necessary.  No scientist will offer frank reviews in an open meeting in which his or her remarks could be seen as public criticism of a colleague and peer.  And I’ll be happy to expand on that point later, if you wish.


A second reason for confidentiality is that researchers commonly include in their proposals significant detail about their planned research such as detailed descriptions of novel ideas and unpublished results.  The working group members are pledged to confidentiality not to disclose any of this material outside of the meeting, and this is a condition of their service.  It is important that investigators be able to submit such information in a confidential environment; otherwise, their ideas may be at risk of being appropriated by others, or proprietary information may be open for public disclosure.

The same principle applies to the Standards Working Group, which will have the important job of making recommendations to the ICOC for development of policy on medical and ethical standards and then subsequently will address compliance issues.  Because sensitive subjects must be dealt with, including real-life examples that have presented problems, confidentiality is essential.  Public discussion could have a negative impact on the practicing physicians and operating medical centers featured in a given example.  Individuals concerned about the potential repercussions of public scrutiny could have a chilling effect on honest discussion.


Dr. Bruce Alberts, the president of the National Academies, has addressed some of these issues in a letter to the chair of the ICOC.  I think a copy has been provided to you of that letter with its materials, and my understanding is that Mr. James Wright, general counsel of the National Academies who is here today, may address these issues further in his remarks.

Now, would you like for me to go on to conflict of interest?


SENATOR ORTIZ:  Let me ask you to hold off on that because I think we will open that next panel with your overview.  I appreciate you providing an overview on the open meeting issues.  

With that, we’re going to invite the other two witnesses before the committee:  Mr. James Wright, who is general counsel to the National Academy of Science, as well as Mr. Terry Francke, who is the general counsel of Californians Aware, to provide presentation on the open meeting issues.


DR. HALL:  Do you want me to remain here?


SENATOR ORTIZ:  Please do, because you’re going to be on every panel anyway.  There may be questions from committee members after the other witnesses provide testimony.


I have yet to meet either Mr. Wright or Mr. Francke, so which is Mr. Wright?


MR. JAMES WRIGHT:  Senator Ortiz, my name is James Wright.


SENATOR ORTIZ:  Good to meet you.  Welcome.  I believe we are going to go ahead and start the timer on your testimony.  Thank you for joining us.


MR. WRIGHT:  Very good.  Thank you.  My name is Jim Wright.  I’m general counsel and special assistant to the president of the National Academy of Sciences.  

The National Academy of Sciences is actually four organizations:  the National Academy of Sciences, the National Academy of Engineering, the Institute of Medicine, and the National Research Council.  That’s a lot to remember.  They’re all part of one legal entity called the National Academy of Sciences.  In recent years we’ve collectively referred to all those entities from time to time as the National Academies.  As I speak, I may refer to the National Academy of Sciences or the Academy or the National Academies.  They’re all the same; there’s one institution.

The National Academies held a workshop at our center in Irvine, California in December to have invited speakers talk about best practices for the Prop. 71 implementation process.  It was very interesting, very productive.  We had a number of speakers on a number of the issues in which you have an interest.  There’s a transcript of public record of that proceeding, which I’m sure is accessible to you.  I was one of the speakers at that meeting.  I spoke at the time on conflict of interest.  I was placed on today’s agenda at the request of Mr. Klein, but we’re appearing to describe to you best practices of the National Academy of Sciences and how we carry these things out at the National Academy of Sciences. 


In that spirit, I would like to speak to the letter that was referred to earlier from my boss, Bruce Alberts, president of the National Academy of Sciences, to Mr. Klein, who’s chair of the ICOC.  I believe you all have a copy of it.  There are, actually, five things you need to know about that letter, and I would like to briefly describe those five things to you and then stop talking so that you can ask me some questions.  


First of all, all my comments will be subject to the initial observation that the things I’m about to tell you are subject to the exemption provisions of the federal Freedom of Information Act.  So, when I talk about open meetings or records and so on, you should understand that we are subject to the exemption provisions.  We use the exemption provisions of the Freedom of Information Act, and we can discuss that in some detail if you want.


Putting that aside for the moment, the five things you need to know are the following:


National Academies committees, that are data-gathering committee meetings, are open to the public.  A data-gathering committee meeting is a meeting where people other than officials, agents, employees, or members of the committee are present.  So, if there’s anyone else present, it’s a data-gathering meeting and generally open to the public.  That’s point number one.


Point number two:  Deliberative meetings of committees—namely, when there are no outsiders present—are not open to the public.  We have a process by which draft reports are prepared that reflect the advice given by our institution to sponsors who ask us to do studies.  That’s primarily agencies of the federal government.  Congress, of course, writes laws from time to time asking us to do studies, and we do studies that are funded by outside organizations, like private foundations.  

Our process results in the preparation of draft reports which are then reviewed internally within the institution under a separate process that we’ve established, not to second-guess the conclusions of the committee but to ensure the quality of the process by which the committee’s report was prepared.  Our institution and its name and good reputation go with every report produced out of the National Academy of Sciences.  And in order to make that possible, we have this internal process by which we review draft reports to ensure their quality—the quality of the process, the arguments, the data—prior to public release, and that applies to every report that we do.  So, that was point two—deliberative meetings are closed.

SENATOR ORTIZ:  Let me interrupt you just for a moment because the members of the various committees have a lot of material.  Let me guide members towards the tab that says “Open Meeting Issues” to hopefully follow this complex issue.  


You may continue.


MR. WRIGHT:  Point three:  Written materials that are made available to the committee are made available to the public.  Once again, as I said at the outset, the exemption provisions of the Freedom of Information Act do apply.  So, not all records are made available to the public, but by and large, most written materials made available to committees are made available to the public.


Point number four—I’ve already referred to—is that we have a report review process.  If there’s a point that I would leave with you today, it is that, as I mentioned a few moments ago, all the advice that we provide is eventually incorporated in the written reports—detailed, substantive written reports.  We think that’s a very important principle, and it is, in many ways, the key to our process.  If there is one thing here today that I would suggest to you, it is to consider the importance of the concept of substantive written reports—which can be posted on the web, made available to anybody in the State of California, made widely public accessible—that allow people to review in detail what advice is being provided by, in our case, committees that are providing advice to sponsoring federal agencies.

And then finally, I guess my fifth point would be that all of this stuff is made available to the public once the review process is completed, subject once again to the exemption provisions of the Freedom of Information Act which apply in some small number of cases to the work that we do; for example, in areas relating to national security or medical records or proprietary information.  But we always, even for classified studies, endeavor to produce something public, at least an unclassified public summary, and that’s a principle that we apply throughout our institution.

Having said that, I’d be happy to answer any questions.


SENATOR ORTIZ:  I assume you went through point 5; 6 as well.  I’m just trying to follow from your written testimony.


MR. WRIGHT:  The first point in Bruce Alberts’ letter relates to conflict of interest.  Actually, all the points in his letter track the various provisions of Section 15 of the Federal Advisory Committee Act.  I’ve only focused on the open meeting portions because that’s the issue you’re concerned with.


SENATOR ORTIZ:  All right.  Thank you for guiding us through that.


We do have one other witness, and then we’ll open it up to questions from committee members for all of the witnesses in this topic area.


Let me just welcome Mr. Francke and have you introduce yourself to the committee.  As I mentioned in my opening, your role is to advise us and educate us and maybe not talk about any particular hypothetical legislation or petitions that may be on the topic area.  

Welcome.


MR. TERRY FRANCKE:  Thank you very much, Madam Chair and members of the committee.

My name is Terry Francke.  I’m general counsel of Californians Aware, which is a relatively new, less-than-a-year-old organization (a nonprofit group) founded to encourage what we call public forum law, and that is law that promotes public understanding of how government operates through the open meeting laws and public records laws and also that have to do with public expression, particularly on matters of public interest.

In reaction to something that’s been circulated in the room today, and may be more widely generated, let me make it clear that Californians Aware has no position on either Proposition 71 or stem cell research.  


SENATOR ORTIZ:  Mr. Francke, I’m sorry.  We’re at a bit of a disadvantage.  I’m not sure what the document is that you’re referring to.


MR. FRANCKE:  It’s the green sheet that’s been handed out—“For Patients’ Sake.”


SENATOR ORTIZ:  Mr. Francke, we don’t have that, so let me just ask you to address the committee on the topic before us.


MR. FRANCKE:  Okay.


SENATOR ORTIZ:  Thank you.


MR. FRANCKE:  First, in reaction to a couple of comments by Dr. Hall, he told you that working group meetings are held in private as required by Proposition 71.  I don’t think that’s quite accurate.   What Proposition 71 says is that meetings of the working groups are not subject to the Bagley-Keene Open Meeting Act.  In other words, they are not required by this law to be held in secret session.  It’s simply that they’re not subject to the Bagley-Keene Act.  That’s why, in our comments to the ICOC over the last month or so, couple of months, we have asked them as a matter of policy to adopt a provision which voluntarily commits these working groups to standards either identical to or substantially similar to the Bagley-Keene Act.  In other words, the ICOC has the authority to require open meetings of the working groups.

Secondly, on peer review, Dr. Hall said it allows rigorous and candid review of proposals and their proponents and protects a detailed description of the proposals themselves.  As I’ve said elsewhere, Proposition 71 assigns to the working groups some fourteen functions, only three of which involve this peer review process.  All the other standard-setting functions are the kinds of things that would be normally done by any other deliberative body in California, even an advisory body, in an open and public session.

Dr. Hall said that the Standards Working Group often relies on real-life examples that have presented problems in raising the need for certain standards. Well, of course, that is a phenomenon that’s very familiar to the Legislature and to all other kinds of deliberative bodies in California.  Standards are achieved in reaction to real-life problems which are discussed openly and publicly and are judged by the public as a measure of the need for the standards.  So, there’s nothing, in my view, as a policy matter that exempts this kind of real-life citation to the problems simply because it’s being done by scientists.  After all, the scientists are not doing science in the committee; they are doing recommended policymaking the same as all other advisory groups in California.


I’ll close with just the summary points in my letter, which is in your materials there—four points in reaction to the letter from Dr. Bruce Alberts.


SENATOR ORTIZ:  Let me instruct the committee members that it’s not marked clearly, but under the “Opening Meeting Issues” tab, there is a document that is centered that says, “Hearing on Proposition 71 Implementation, March 9, 2005.”  It’s a letter to Mr. Hansel, dated March 4th, and that is Mr. Francke’s testimony.


MR. FRANCKE:  Indeed.  I’m just cutting to the summary, four points.

The exemption from the open meeting requirements of the Federal Advisory Committee Act granted by the Congress to the National Academy of Sciences in 1997, which is held out as the model here, was achieved in extraordinary haste without public hearings or debate.  There is no record of legislative intent or rationale.  The purpose of the exemption, as articulated by NAS President Bruce [Alberts] (quote)—“to protect the committee deliberative process”—is utterly alien to California law on meetings of official bodies, including advisory bodies.  California bodies just don’t operate that way, even if they’re advising on policy.

California voters have overwhelmingly endorsed in Proposition 59—which has the same birth date as Proposition 71 and got four votes for every three for Proposition 71—the voters have overwhelmingly endorsed the constitutional principle quite to the contrary, underscoring their right (quote) “to see and understand the deliberative process through which decisions are made.”


And finally, if any argument were needed as to why the ICOC’s working groups are especially needful of public monitoring, it’s the fact that the Institute is otherwise so extraordinarily insulated from legislative control and correction.  The only oversight of the Institute in its foundational years is provided by the ICOC.  Since the task of the working groups is to present the ICOC with recommended standards and policies, and enforcement actions supporting them, the working groups should be as transparent as any committee of the Legislature.

Thank you.


SENATOR ORTIZ:  Thank you so much.


With that, let me extend an opportunity to my colleagues to pose questions for any of the three witnesses.


ASSEMBLYMEMBER CHAN:  Could we just get a response from the other two panelists in terms of the. . . . we seem to be focusing on the advisory groups here, and I think there is some concern over whether it is necessary to have them closed and also exempt from any kind of filings of conflict of interest or documents on the members.  


That’s not true?  If you could . . . 


DR. HALL:  Excuse me, Assemblymember.  We’ll come to that issue.


SENATOR ORTIZ:  We’re discussing the open meetings question.  Many of them have delved into the conflict of interest.


DR. HALL:  I meant the conflict of interest.  If you want to do that . . .


ASSEMBLYMEMBER CHAN:  If you could respond, then, to the open meeting issue.


SENATOR ORTIZ:  Dr. Hall, on the open meeting difference of interpretation, of at least Mr. Francke on the open meeting issue, would you like to comment on that?


DR. HALL:  I was addressing specifically Assemblymember Chan’s comment about conflict of interest.  We will establish strict standards of conflict of interest that are comparable to NIH standards for those.


ASSEMBLYMEMBER CHAN:  We’re going to be having a panel on that in a second, so if you could respond to the opinion that it may not be necessary to exempt the advisory groups from the open meeting laws.


DR. HALL:  Let me simply say, for Scientific Review, it would be difficult to imagine an open process.  At the NIH, for example, applications for grants are not available to the public.  You cannot simply write in and say, I’d like as a matter of public record to see [so-and-so’s] application for a grant.  It’s only after the grant is awarded that it then becomes available for public information.  And prior to that, applications are regarded as confidential.  For the reasons that I’ve stated, people put out their best ideas in these grants in the attempt to get funds.  They may detail unpublished information that they have that would give their competitors an advantage.  So, this absolutely has to be done in confidence.


ASSEMBLYMEMBER CHAN:  What about the specific remark by Mr. Francke that fourteen of the functions don’t require, in his opinion, this type of confidentiality?

DR. HALL:  Let me say, the Facilities committee will involve scientific considerations.  That is, we are not going to simply put up facilities wherever we can find a good vacant lot.  The point is, they will be driven by scientific need.  And so, in every case, the first question will be:  What is the science that this new facility will deliver to us?  Is it good?  Who’s doing it?  What do we think of their records?  What do we think of their proposals?  And so, that again is a form of scientific review, and for that I think it is necessary.


The other issue, what I would say is recall that the Standards committee, after establishing standards, will also be responsible for addressing ongoing compliance issues.  And these are very sensitive and will, I think, require deliberation—again, in confidence—as one looks at the question of whether or not somebody is or is not in compliance over, perhaps, a large clinical trial where there may be real disadvantages to having whatever alleged difficulties there are aired in public.


SENATOR ORTIZ:  I have two members who want to weigh in, and then I have some questions.  Let me allow my vice chair, Senator Runner, and then Senator Chesbro—and then Senator Cox.


SENATOR RUNNER:  Just a couple of quick questions.  One is just to give me some personal background, and that is the National Academy of Sciences as compared to the involvement that the ICOC is going to be doing.  What are the similarities, and what are the differences?  I mean, we’re trying to compare the issue of open meetings between the two, and I guess I’m trying to figure out, first of all, what other similarities there are in regards to the decision making and the involvement of content of meetings at those two organizations and having to see if there’s any consistency as to why we should be comparing those two.


Does that make sense?  And then I’ve got a follow-up question after that.

DR. HALL:  It’s a fair question.


MR. WRIGHT:  I believe the reason that we’re here today and the reason we’re presenting information on the Academies’ process is that we operate, and have for many decades, hundreds of advisory committees.  We have extensive experience in that area.  Congress routinely writes legislation asking us to look at particular issues.  I believe we were asked to present some information on our process in order to give the California Legislature the benefit of some information about processes outside California.  I defer to others on the culture within California.  I’m not trying to speak to that . . .

SENATOR RUNNER:  Let me ask, then, specifically on the issue of distribution of taxpayer grants.


DR. HALL:  Let me address that.  Senator Runner, you’re quite correct, and the difference is that the National Academies committees do not disperse grants.  The proper analogy there is with the NIH.  However, the committees that the National Academy has are, I think, very analogous to the Standards committee; that is, developing policies in sensitive areas; developing recommendations for a guidance to those in government.


MR. WRIGHT:  For example, we are now in the process of completing a report on guidelines for stem cell research at the National Academy of Sciences.  It’s in review, described under due process.  We hope it will be done and out in a month, and we will widely disseminate it to the public.  And so, we do a great deal of work in areas like that.  


I understand the point about eleven of the fourteen functions not involving grant making.  I think that is important.  That same issue had occurred to me when I looked at Prop. 71.  Of course, distributing money is a core function of this particular activity, and so, those grant review processes are very important because you’re going to need the quality of those scientific people and that advice to make good decisions about dispersing the money.  But—those are not the only issues to be addressed.  So, I agree with that point.


SENATOR RUNNER:  Any observation in terms of the comparison of the two kinds of organizations further that you had observed?


MR. FRANCKE:  Well, I think the only reason for presenting the NAS committees as an analog is that they comprise people of scientific experience; respected people who are involved in developing recommended policy on scientific issues.  For the rest of it, obviously they don’t, as has been said, in any way affect the process of distributing public funds.

SENATOR RUNNER:  Okay, good.  I just wanted to establish that.


The other thing—and I know that this is kind of under a public meeting issue—but I guess my view is that this is also more of a public information and openness issue.  One of the issues that was demonstrated that has been brought to my attention in regards to the ICOC is in regards to the first hiring round that went through.  At least in my notes it shows that there was not any advertising done for those particular roles.


DR. HALL:  Let me just address that.  The first hiring round, which was done before I arrived, I think was an attempt to get things going.  Just to have a public meeting requires a tremendous amount of staff work; and so, these were directed hirings in order to help comply, actually, with the Open Meeting Act.  Certainly, for the Institute, all of our hirings from now on will be through competitive review, and this will be particularly true for the scientific positions; also for the administrative positions.  We do have short-term needs, and we’re trying to meet those, as we’ll state later, but we’re trying to meet those through either contracts or temporary help.  But where we hire permanent members, we will definitely go through review and have already started to do so.


SENATOR RUNNER:  And using what guidelines to do that advertising in that moment?


DR. HALL:  Well, we are balancing, as always, the need to move quickly and the need to have an open and honest search.  Ideally, if we wanted to get scientific people on board, we would advertise these widely in scientific publications.  This would take, really, a month or two to get into the publications, depending on their rates.  To make our first hires, what we are doing is advertising on line in the Bay Area.  We’re advertising through the federal system and through the state system and also asking the UC system to advertise as well.


SENATOR RUNNER:  Okay.  Thank you.


SENATOR ORTIZ:  Senator Chesbro.


DR. HALL:  May I say one other thing?  Just because we will come to this later.  We are also very concerned with the diversity issue, and we want to make sure that we have a broad range of applicants from . . .

SENATOR ORTIZ:  I think that’s later on in the agenda, so you’ll have an opportunity.  Thank you.


DR. HALL:  Great.


SENATOR ORTIZ:  Senator Chesbro?


SENATOR CHESBRO:  I believe it was Mr. Francke, or one of you—I can’t remember which one of you—who raised the issue of, in general terms, the possible conflict between the measure approved by the voters with regards to sunshine in government versus the provisions of this measure.  Is anyone looking at the legal question of whether there’s a legal conflict there that needs to be resolved?  And it was also stated that the one measure got the higher percentage vote.  So, if there is a conflict, at some point there needs to be an exploration of whether there’s a legal issue.


MR. FRANCKE:  The vote count, Senator, was injected for a pure political impact.  I don’t think it has any legal significance.


SENATOR CHESBRO:  Well, except in the past when we’ve had two measures that are in direct conflict approved by the voters, that is used by the courts as one of the criteria for determining which provision trumps.  And so, I’m just wondering, do we know—is anyone exploring that legal question?  Not from a general political standpoint of the voters’ expression but specifically from the question of whether there is any legal conflict between the voters saying that in government they want more openness and sunshine, on the one hand, and on the other, the stem cell measure providing specific restrictions on public access.

MR. FRANCKE:  There is a potential legal issue down the road, if I’m allowed to . . .


SENATOR ORTIZ:  Well, I’m going to caution you, Mr. Francke.  As you know, we are not going to go into the subject of either petitions that may result in future litigation, nor are we going to discuss the lawsuits that are pending.


MR. FRANCKE:  This has nothing to do with anything but the rather abstract level the Senator is asking about.


SENATOR ORTIZ:  Okay.  Let’s have you quickly respond to a hypothetical.


MR. FRANCKE:  Okay.


Proposition 59, the Open Government initiative, says, in so many words, that laws enacted and in effect on the date of 59’s passage are not to be repealed or nullified.  And so, if it’s read that way, their having the same birthday would mean that the secrecy provisions of Prop. 71 would not be subject to the Bagley-Keene Act, as it states, but might be subject to the constitutional open government mandate purely.  In other words, a suit could be brought under Prop. 59 itself.


If you look at it the other way and say, Well, Prop. 71 really wasn’t in effect at the time that 59 took effect, then the fact that Proposition 71 does not state any particular need or justification on its face would render it vulnerable to a Prop. 59 attack.


SENATOR ORTIZ:  Thank you.  We do have Senator Cox who has some questions.  I’m not sure if there are other members.  And I want to get to a couple of points before we get too far in time.


Senator Cox?


SENATOR DAVE COX:  Madam Chair, thank you.  Thank you, gentlemen, for attending.

Dr. Hall, if I could just ask you three or four questions, and they don’t have to be long records.  They’re just for the purpose of putting this on the record.


You’re the interim president.  You made your presentation saying you’re the interim president.


DR. HALL:  I am.


SENATOR COX:  Are you also a candidate for the presidency?


DR. HALL:  I am not.


SENATOR COX:  You’re not a candidate.


DR. HALL:  No.


SENATOR COX:  Dr. Hall, how long do you expect to be the interim?


DR. HALL:  I said I would serve for a year.  Let me say I don’t rule out the possibility of staying longer, but at the present moment I don’t have plans to.


SENATOR COX:  And is it your judgment the selection committee can recruit and contract within a year?


DR. HALL:  Yes.


SENATOR COX:  Okay.  Dr. Hall, as the interim, reading the proposition, it talks about getting off to a running start.  You, obviously, are in the process of putting together policies and procedures?


DR. HALL:  I personally am not.


SENATOR COX:  You’re overseeing it.


DR. HALL:  The board is responsible for making those decisions.  Part of my responsibility involves assisting the board, and so, in some of the logistics of that, I have responsibility, but . . . 


SENATOR COX:  So, you’re not concerned about the aspect that you’re not going to be around to implement the policies and procedures that the board is putting in place.


DR. HALL:  No.  If I’m asked, I will give my opinion, but it is the board that makes those decisions.


SENATOR COX:  Does the board have an economic model relative to how much they’re spending on administration and how much will go for grants and salaries and benefits and all that sort of thing?


DR. HALL:  There is an economic model for grants and for administrative costs.  General administrative costs are 3 percent of the research budget, and the scientific administration costs are a little bit less than 3 percent of that budget.

SENATOR COX:  So, we could anticipate, if you were to come back here or the president were to come back here next year, we would find, recognizing there’s a ratching up process, that we would see an administrative fee somewhere in the neighborhood of 3 percent?


DR. HALL:  I don’t know how long it will take to reach steady state, but yes, let’s say a year would be fine.


SENATOR COX:  Thank you, Dr. Hall.  Thank you, Madam Chair.


SENATOR ORTIZ:  And let me quickly, more to phrase the question, the agenda’s been broken up by open meetings, which is supposedly the least controversial, and then we, of course, have conflict of interest and standards, medical standards, et cetera, as well as the state’s right in patenting and licenses, et cetera.  But let me just frame the issue that causes me a little bit of concern and to remind our members.

The initiative expressly exempts from the open meeting law three areas:  facilities, the medical standards (discussions/deliberations), as well as the granting of the awards.  I know Dr. Hall gave an overview presentation on the rationale why that’s appropriate.  Let me remind everybody here that even though we have open meeting laws—Bagley-Keene in California—fortunately or unfortunately, what the voters passed trumps it all.  So, what was enacted by the voters in this initiative, that can be changed either constitutionally or through the internal rule-making deliberative process of the ICOC.  In fact, it’s subject to discussion here today.  


I didn’t hear, however—and maybe you want to hold your comments for the justification or the rationale when we get to the medical standards discussion.  I want to hear a rationale in a little more detail at that time on why we ought not to discuss medical standards in a public setting; the rationale underlying exempting from the open meetings the medical standards question.  

And I heard your representation briefly on why facilities should be exempted.  I’m not sure it’s a compelling policy argument.  I want to hear what the rationale, again, is to exempt from open meeting activity a discussion about facilities.  

And finally, there are ways to have discussions about granting of awards that honors and respects, for example, intellectual property but still allows for deliberative discussion in a public setting about the criteria used to select awards and the policies behind that.


So, if you could quickly state the rationale for exempting from the open meetings law facilities, medical standards, and grant awards, I’d appreciate that.


DR. HALL:  As you say, these are in the initiative, and they are what we have to work with now.  Should the board at some future point choose to change this, it may.


SENATOR ORTIZ:  Let me interrupt you.  The board may, by a majority or two-thirds of a quorum, change all of the operative provisions that were enacted by the voters.  Or some of them.  I think the self-governance provisions.  There is language in the initiative that allows internal amendment of some of these operating procedures by, I believe, a two-thirds vote of a quorum of the ICOC, which is roughly 10 votes out of 29.  Could you share that with our committee?


DR. HALL:  I have to tell you, I’ve been with the Institute a week.  I’m not familiar with all the details in that.  It’s available in the initiative.  One can simply look it up.  I don’t have it at my fingertips.


As you said, the initiative exempts these working groups now from the Bagley-Keene Open Meeting provisions.  This was done for the science committee.  I think the rationale there is clear.  It was done on the model of the “gold standard” for grant giving in the scientific role, and that is NIH standards; and this was modeled on NIH.


For the Standards committee, I think the rationale really follows that of the National Academy; that is, that for data gathering, it is appropriate to have open meetings.  And my hope is, and expectation is, that this working group would have open hearings to ask for opinions; but that it would also have deliberative sessions that would allow it to deliberate outside the glare of the public eye on these sensitive issues.  It would not make final decisions on these but simply then bring these recommendations to an open meeting of the board to be considered before final adoption.

And for the Facilities, I think there I just made the point that because there is a large scientific component.  In my mind, this follows the same as for the Grants committee.


SENATOR ORTIZ:  Okay.


DR. HALL:  What I said was really just a matter of stating the process to be sure that everybody understands it.  The working group will meet, and we can come later to the fact of how that will be chosen and what conflict-of-interest reasons they may have.  They will have, we presume, open data-gathering sessions.  They will also meet according to current provisions in a deliberative session that will be closed, but they make no decisions.  That’s what I want to make sure everybody understands.  They will make recommendations which are then brought for public discussion and final decision to an open meeting of the board.


SENATOR ORTIZ:  Okay.  Thank you for that clarification.


Let’s go into the second panel on conflict of interest.  I’m going to ask Dr. Hall to stay here.  Let me thank the two speakers and welcome you to stay for the rest of the hearing.


Let’s see, who did we ultimately. . . . do we have anyone from NIH?  We had attempted to get Dr. Zerhouni here and were not able to do so.  

We have Kim Flores as well as Donna Hershkowitz from the Senate Office of Research who will provide an overview of what may be the patchwork of conflict of interests that are available under federal and state law.  And we’re going to invite Mr. Halpern to come forward after they complete their presentation.  Mr. Halpern has been advised to have a conversation, when he gives his testimony, on advising the members of this committee.


Welcome.  Who’s going to go first here among staff?


DR. HALL:  Should we . . . ?

SENATOR ORTIZ:  Yes, let’s have you do your framing of the issue.  I apologize.


DR. HALL:  Well, it’s more a report of our progress.


SENATOR ORTIZ:  Great. 


DR. HALL:  And it really is a progress report because we are in the process of putting together conflict-of-interest provisions; and so, for that reason we welcome the opportunity to tell you where we are and to receive input from your committee and from the public. 


Conflict of interest is an extremely important issue for the Institute.  We are committed to having strong standards for all those associated with the work of the ICOC and the Institute.  And as I said before, we believe that our credibility in the public eye depends on the belief of the public that decisions are made fairly, impartially, without bias, and without conflict of interest; that they are made on the basis of scientific merit as the first, and primary, consideration.


Conflict-of-interest issues arise at several levels:  for board members, for Institute staff, for working group members, and for grantees.  And I would like to address each of these in turn.

Each of the board members—and I would remind you that the board members are state officers.  They have sworn to uphold the interests of the state, and as members of the board, their job is not to represent their own institutions but to represent the interests of the people of California.  Each of these board members has filed individual Form 700 Statements of Economic Interest consistent with state law and the Fair Political Practices Commission regulations.  


Let me also point out to you that the initiative states that board members cannot vote on requests for grants from his or her institution.  They will be asked to leave the room for that discussion, to recuse themselves from the meeting, and cannot take part in those deliberations or the vote.

Now, a more comprehensive conflict-of-interest policy is being put in place.  It has already been reviewed by the board at its March meeting.  The board agreed to ask the National Academies for comment on this, and after that comment, it’ll be returned for further consideration at the public meeting in April.


Now, for employees of the Institute, the board has adopted strong disclosure requirements and conflict-of-interest policy for our employees.  At its meeting last week, the board adopted an Incompatible Activities Statement for employees, and my understanding is that this Incompatible Activities Statement is based on California state law.  Again, members of the Institute—employees of the Institute—are California state employees and must follow those provisions.


The working groups is the next issue; that is, for the members of the working groups who will be chosen.  As I explained to you, we’re in the process of choosing those members.  The ICOC is developing policies for these members that will be based on federal NIH guidelines on conflict of interest for review group members.  We will also consult the guidelines used by the National Academies for its committees.  And there is a detailed statement on that, that we did not get in time to provide for the committee but we would be happy to do so afterwards.  This will be a second sort of “gold standard” that we will look at in looking for conflict of interest for review members.  The goal is to bring these proposed guidelines to the board at the May meeting, and this is the same meeting at which we hope the working group members will be selected.

Additionally, to avoid conflict of interest, the Standards Search has recommended to the board that all peer reviewers of the Grants Working Group—the scientists and physicians who judge the scientific merit of proposals—be from out of state.  Let me remind you that Proposition 71 funds are dispersed only to California researchers and research institutions.  So, the people who will be sitting on the working group for the Grants Working Group and judging the scientific evaluation will be from institutions that are not eligible to receive Proposition 71 funding, by definition, because they’re out of state.

SENATOR ORTIZ:  Let me interrupt you there, and I apologize, but I think one of the things is that, even with that protective element, there is a concern—and maybe it’s just a hypothetical one—that a peer review individual could be from out of state but invest in a California company and have significant financial interest in that California company.  Might that pose a potential problem?


DR. HALL:  Absolutely, and conflict-of-interest guidelines that we adopt will be designed to identify and prevent such problems.  That is, all members will be required to declare if they have any interest at all.


SENATOR ORTIZ:  So, it’s a disclosure.  Is it a recusal?


DR. HALL:  Well, if they have a strong conflict of interest, yes, it will be a recusal from the consideration of that grant.


SENATOR ORTIZ:  Has the language of that policy . . .


DR. HALL:  No.  It’s in progress.


SENATOR ORTIZ:  Okay.  I just wanted to frame that issue because I think it’ll . . . 


DR. HALL:  And as I say, we welcome your input because we are in the process of doing this.  But that is the way that conflict-of-interest standards work for the NIH.


SENATOR ORTIZ:  Okay.  Please continue.


DR. HALL:  If the conflict of interest is strong enough, the member is not allowed to serve.


Let me just note that having out-of-state reviewers is a standard that exceeds that of the NIH.  All NIH reviewers are from institutions that are eligible to receive federal funds, and in fact, virtually always the NIH reviewers are people themselves who receive federal funding from the NIH.  In this case, the reviewers will be ineligible, being from outside of California, for receiving Proposition 71 funds.  So, there is no direct conflict of interest there.

Now, as you note, through commercial interest there may be a conflict of interest, or sometimes through scientific collaborations there is a conflict of interest.  It may be a student of yours who is now in California who’s applying for a grant.  All of those will be addressed by the conflict-of-interest guidelines that we will develop.


SENATOR ORTIZ:  Great.  And I think that’s a really important distinction.  It’s not just a potential financial conflict of interest but also an academic or a discipline potential conflict of interest.  For example, a peer review person may come from one school of research that would either affect positively or negatively the review and recommendation to the ICOC.  So, it’s a discipline, sort of potentially institutional conflict.

DR. HALL:  It’s always true that the experts . . . 


SENATOR ORTIZ:  Disagree?


DR. HALL:  Well, that’s true, that as well.  The experts disagree, but it’s always true that the experts are the ones who are closest in field to the person that’s being considered.  What you want to avoid, however, are scientific collaborations where, if there are ongoing working agreements between two people, then that’s forbidden.


SENATOR ORTIZ:  Thank you.


DR. HALL:  Could I say the one last point?  We have one more for grantees.


SENATOR ORTIZ:  Okay.


DR. HALL:  Grantees, who will receive funds, also will be subject to conflict-of-interest provisions.  The way that’s handled by the NIH is to ask the recipient institution to assume responsibility for monitoring conflict of interest, to have a conflict-of-interest committee, and that is subject, then, to federal audit at any time.  But it is the institution’s responsibility to do that.  Since these committees are already set up, we will probably follow the same guidelines as the NIH in that way and follow their _______.  But this, also, has not been finally decided.


SENATOR ORTIZ:  Okay.  We look forward to that final adoption.  Obviously, we’re going to get a briefing on what the lay of the land is in the world of California and nationally.

Welcome.  Have staff introduce themselves and present.


MS. KIM FLORES:  I’m Kim Flores from the Senate Office of Research, and what we’ve passed out is a matrix; and over here, the chart is a blowup of the matrix that was just passed out.


At the request of Senator Ortiz, our office collected the conflict-of-interest forms from several institutions that award health research grant funds.  The matrix summarizes our findings.  And I’d like to use the matrix just to walk through the different conflict-of-interest issues among the different institutions.  We also added at the far right there the Political Reform Act that Senator Ortiz asked us to add just for comparison purposes.


We looked at four entities:  the Department of Health Services, the University of California, NIH, and the National Academies.  And as you can see, moving from left to right, generally the forms specify more conditions under which a conflict of interest would occur, and the forms subsequently get longer.  


The Department of Health Services oversees several research programs.  However, it directly awards grants for only one program, and that’s the California Cancer Research Program.  For the other programs, the Department of Health Services contracts out to the University of California, the Office of the President.  The special research programs in the University of California, Office of the President awards grants for breast cancer, AIDS, and tobacco-related diseases.  Both the Cancer Research Program and the UCOP (the University of California, Office of the President) programs use a two-page form that is really almost identical, and that’s why I put them together in that first column.


The first page of this form addresses the confidentiality agreement, and that’s the first thing there.  It says “Confidentiality Requirements.”  What that generally is, is where the reviewer agrees to hold the identity of all the applicants, the information in the application, and the discussion at the review committees confidential.  And then, as you can see, the next four items that are checked are the things that are included in the two-page form where it specifically states that there’s a conflict of interest if a member, for example, holds an appointment at an applicant’s institution.  

Both the Cancer Research Program and the UCOP, this two-page form is completed by the peer reviewers; and both of them, for both of these programs, the reviewers are from outside California, and they make their recommendations to councils who actually make the decisions on who’s going to get the grant awards.  

In UC, they have special, what they call, “council members.”  So, the second column is the UCOP, the “Special Research Programs Council Members.”  They set up a special council for each of their programs to decide who actually gets granted the awards.  And this is a different form—this is a four-page form—and as you can see, this form has additional requirements.  It’s under this form of the UCOP that you start getting into specific dollar amounts.  This form actually says if a council member or a family or partner holds an ownership interest in the applicant company of more than 5 percent or has received more than $10,000 in income in the most recent year, then that is a conflict of interest.

SENATOR ORTIZ:  So, let me make sure I understand.  The Cancer Research Program in California does not require the working groups to disclose whether they are employed or a member of their family is employed by an entity submitting an application, nor does it require a member of a family negotiating __________ prospective employment, nor does the California Cancer Research Program require the disclosure of holding an ownership interest or receipt of income.

MS. FLORES:  Right.  The forms specifically mention these four items that are checked—the two-page form.  They have some general wording regarding trying to be clear about that they’re trying to avoid conflict of interest.  And so, you can make the case that they should point these things out and recuse themselves.  But the form itself specifically mentions these four items.


Again, the first column in both of these programs are for peer reviewers who are not making the decisions but are making recommendations on the applications.


SENATOR ORTIZ:  Which is analogous to the question before us on the peer review not being subject to public deliberation and/or the pending policies.

Please continue.


MS. FLORES:  And then, the second column is the council members—the form used by the University of California, Office of the President for the council members, which is actually the council that makes the decision; takes the recommendation and makes the decision on who’s going to get the grants.  As you can see, the forms specify a few more things that would actually be conflict of interest.


Then the third entity that we looked at was the National Institute of Health, and they actually have two sets of conflict-of-interest forms that apply to two levels of peer review groups.  The one listed on the chart applies to groups that engage in the first level of scientific and technical peer review of grant applications and contract proposals.  And just a side note, I prepared this review prior to the NIH release of its new conflict-of-interest guidelines for its employees.  But again, this is for the peer review.


SENATOR ORTIZ:  I’m sorry.  Could you restate that?


MS. FLORES:  Yes.  These forms that we reviewed are for the peer review, and this is separate from the discussion that’s going on right now regarding NIH and the new conflict-of-interest standards for their employees. 


SENATOR ORTIZ:  Yes, the employee standards require divestiture, but it exempts out the peer review.  The NIH policy does not apply to peer review is my understanding.  Forcing divestiture does not apply to the peer review under NIH.  Is that correct?


MS. FLORES:  That’s my understanding.  


But I just want to also point out that NIH also has another policy that applies to advisory committee members and others who are appointed as Special Government Employees, known as SGEs.  We didn’t include them in this chart because they’re really at a different category.  They have numerous requirements that are actually spelled out in federal law, such as they have to submit an annual financial disclosure report, per federal law.  The Hatch Act applies to them.  It’s a nine-page document, and it really cites all the various federal statutes.


For the NIH first level (the peer review), as you can see, it really is pretty similar to the University of California, Office of the President, the council members’ form.  The main difference is that this is signed under penalty of perjury.


The fourth column deals with the National Academies.  As you heard earlier, they have, really, three conflict-of-interest policies.  One’s used for the development of reports related to federal regulations.  One’s for independent reviews of federal programs.  And the third is for the review of specific applications and proposals for contracts and grants, and it’s this third one that we reviewed and is included here in the chart.

The National Academies’ form is really quite different from all the other forms listed.  They really take a different approach.  The other forms are all two to four pages that the reviewer signs and agreeing to abide by the policy.  But the National Academy form, it really has two parts, and the first part is background information, where it asks the invited member to list their organizational affiliates, their research support, public statements and positions.  The second part of that form then defines the term “conflict of interest” and asks the invited committee member a five-part question regarding his or her financial interests and a seven-part question regarding other interests.  An example of this is they ask if there’s any existing professional obligation that requires them to publicly defend a previously established position on an issue that’s relevant to the committee activity.  

I want to note that the memo that we wrote on these various institutions and the conflict-of-interest forms is in your background document under the “Conflict of Interest” tab.  There’s actually two memos in there from the Senate Office of Research.  I believe it’s the second one.  It’s the one I did on the various forms.  But in the back of that memo, I’ve included in the Appendix all the forms.  So, if you want to take a look at the different forms, they’re all there.


SENATOR ORTIZ:  It’s the letterhead that says Senate Office of Research.  There are two memos.  One’s dated December 13, 2004, and the second memo, which I think Ms. Flores is referencing, is December 17th that deals with conflict-of-interest policies and Prop. 71.


MS. FLORES:  And in the back of that, in the Appendices, all the different forms are listed.


So, as you can see, the National Academies is slightly different from the other forms.  There’s a few more items that they specify.  Again, they also use this specific number in terms of an ownership interest or receipt of income.  The asterisks that are noted on a couple of them are things where we’ve interpreted it to mean that the conflict-of-interest condition would apply, although it’s not exactly written that way.  The form is just written very differently because it has these lists of five financial questions and then seven other questions, and if anybody answers “yes” to it, then that prompts them to then, in the back, write out and describe the situation.  And so, the reason that under the line of “Requires disclosure of financial holdings” I’ve checked it and just put the little pound signature sign there is because if an invited member answered “yes” to one of the financial questions, they’d have to then describe the situation, which they would probably then disclose some specific information about their finances.  So, it doesn’t require these invited members to list out all their financial holdings or whatnot, but they could be prompted to then list them if they ended up answering “yes” to any of the five questions.

SENATOR ORTIZ:  So, it’s not a financial threshold but, rather, a disclosure of any kind of qualitative, kind of open-ended require to disclose.

MS. FLORES:  Right.  They’re not asked to disclose everything up front, but then they’re asked very specific questions, and if they answer “yes,” then they have to describe it, and then, that would probably lead to some disclosure.


Now, at the bottom of the matrix, we added a line for “Public Document.”  At the time, we didn’t talk to these different entities about the public document, but in the past week, I’ve gone back and I’ve called them to ask them this question.  For both the DHS, the California Cancer Research Program, and the University of California, Office of the President, what they said was, you know, We don’t have a policy on it being a public document, but yeah, people could get it, because all it is, it’s a two-page or a four-page document where the individual signs it and dates it.  So, they’re not really disclosing anything.


I wasn’t able to reach anybody at NIH.  What Mr. Wright, the National Academies, explained was that the Part 1 of their form is generally what’s included in a CV, and then, most of that information is generally public.  But the Part 2, what he said was that if an invited member checks “yes” to one of these questions, then they’re off the committee.  But, if the National Academies determines that the conflict is unavoidable and that their expertise is needed and that it’s unique, then what they’ll do is they’ll publicly post on the committee website this fact and then sort of generally describe what the conflict was.  They won’t be as specific as the invited member probably was on the form in stating what the conflict was, maybe that they own a certain amount of stock or whatnot, but that’s their policy.


SENATOR ORTIZ:  Thank you.


MS. DONNA HERSHKOWITZ:  Madam Chair and members, Donna Hershkowitz, also with the Senate Office of Research.  

I just wanted to address the last column in your chart on the Political Reform Act of 1974.  That act is found in the Government Code and relates to conflicts of interest that public officials may have arising from their financial interests.  Generally stated, the Political Reform Act prohibits a public official from participating in making or influencing a governmental decision in which the official has a financial interest.  The act defines an official as having a financial interest if the “decision will have a material financial effect” that’s different than the effect on the general public, on the official, a member of the official’s family, or one of the official’s economic interests.  The act goes on to define what an economic interest is and sets various thresholds for investment in real property—interest in real property—and investments in business entities that make it an economic interest.

The Political Reform Act requires public officials to make disclosures of these economic interests, and these disclosures, which you’re all very familiar with on your Form 700, are signed under penalty of perjury and are considered public documents.


There are two other provisions in California law outside of the Political Reform Act which also might be of interest that I wanted to mention and were mentioned briefly by the prior speaker.  First is Government Code Section 1090 which prohibits public officials from making contracts in which they are financially interested.  And then the second one, which is also separate and apart from the Political Reform Act, is the prohibitions on holding incompatible public offices, and this can be found in statutory law and the Government Code, as well as the common law doctrine of incompatible public offices.  Briefly stated, what this doctrine says is that a public official is prohibited from simultaneously holding two public offices that have inconsistent, incompatible, or conflicting public duties.


SENATOR ORTIZ:  Thank you for that very thorough overview.  


Let me extend an opportunity to my colleagues.  Assemblymember Jones, I think, had his hand up first, and then. . . . no, Senator Alquist.  Let’s have you . . .

SENATOR ELAINE ALQUIST:  Thank you.


I’m not sure which section my question and statement would fall into, so I’m just going to do it right here.  Maybe two questions.


How will we, as an elected body, as the Legislature, know if ICOC is following state law?  And I’ll give you an example.  I had a bill signed into law that required that when public funds were used for clinical trials, that when appropriate, women over forty and women of different ethnic diversity must be included.  As an example, the first studies on breast cancer were done on white males.  

And so, that’s the first question.  How are we going to know if ICOC is following state law to a tee?


DR. HALL:  No grant will be awarded, nor a policy established, except at a public meeting of the ICOC board.  And all grants will be published, and so, it’ll be a matter of public record.  Once a grant is awarded, it will be a matter of public record what that grant is and whether or not it follows the provisions.


Now, I guess your question is:  Is there a provision for some sort of audit?


SENATOR ALQUIST:  Yes.


DR. HALL:  There is provision for . . .


SENATOR ALQUIST:  For audit and even before that preventively in the decision-making process, for us to know what is really going on.


SENATOR ORTIZ:  Let me make sure I understand.  Senator Alquist, is your question regarding the medical standards that would be applied in reviewing this . . .


SENATOR ALQUIST:  Medical standards would be one example, yes.


DR. HALL:  We would have to and would want to be compliance with state law.  I don’t think there’s any question.  And so, the issue is:  Would we unknowingly do something that would violate state law?

SENATOR ALQUIST:  And if you did it unknowingly, would there be an opportunity for us to rectify that, particularly during that first, what, three-year period when there is not so much?  Which leads to my second question/statement, and that is on the reporting process over the first three-year period, because I’m hearing . . .


SENATOR ORTIZ:  I think the question is:  How do we, the Legislature, have an opportunity to know when decisions are made, whether they comply with this example or not?  I think the Senator is asking the formal ability of the Legislature to understand whether laws, this one or others, are being complied with.


DR. HALL:  All decisions will be made in public meetings, in the ICOC meetings.  The working groups make recommendations.  These recommendations then go to the committees, and then the committee will say—for example, for the Grants committee—The Grants Working Group has received 150 applicants.  Here is our estimation of their scientific merit.  And consistent with how much money there is, then we would go down that list.  If the committee has other considerations that might come into play that might cause us to change this, then this would be discussed in the committee meeting—all in open meeting—and then the awards. 


So, it’s not as if any grant is going to be given that’s out of the public eye.  I want to say that again and again because it’s extremely important:  All grant awards will be done in open meeting under full scrutiny and with chance for public comment.

SENATOR ALQUIST:  Right.  And I really believe that you mean that.


DR. HALL:  Yes.


SENATOR ALQUIST:  So, if you take that very good intent, then how do you communicate with the Legislature in a way that we have time to really scrutinize what you are proposing?  Because it is tax dollars that you are using.


DR. HALL:  Right.


SENATOR ALQUIST:  So, have you thought about it that way?


DR. HALL:  I think we will have a policies office and a compliance office that will make sure that we are in compliance with state law.


SENATOR ALQUIST:  But what I’m needing to hear is:  How are you going to communicate with us before decisions are even made?  I hear you talking about the compliance office you will have, but what I’m still not hearing—and maybe you’re saying it and I’m not hearing it—is:  How are you going to communicate with us so we have an opportunity, that we always have an opportunity, to be a part of the discussion?


DR. HALL:  We’re required by law to make an annual report, but I       guess. . . . okay, let me back up then.  At the public meetings, as part of the Bagley-Keene Act, there is ten days beforehand the items to be considered are put on the agenda.


SENATOR ALQUIST:  So, having a ten-day notice will be . . . 


DR. HALL:  That’s right, and I’m sorry for the confusion here.  But I think that gets to your question.  Is that correct?


SENATOR ALQUIST:  Yes.  That is an answer, yes.


DR. HALL:  But let me just say—I mean, our intention is to be in compliance with state law and federal law, and we will have a compliance office that will be responsible for assuring that we and our grantees are in compliance.  And we will, through the Open Meeting Act, give an opportunity for public comment on any decision, with ten-day notice, prior to the final decision.


SENATOR ALQUIST:  But I’m also hearing on the Open Meeting Act that you have some discretion whether or not to follow it.


DR. HALL:  Not in decision making.  All decision making occurs in open meeting.


SENATOR ALQUIST:  Okay, thank you.


SENATOR ORTIZ:  Thank you.  Senator Alquist, I think we will get into a little more detail on the auditing.  We’ll get a report from the State Auditor as well as a representative from the Controller’s Office on the auditing provisions later on, and then, perhaps, under the medical standards provision, we can go into a little more detail on your question.

I have Assemblymember Jones as well as Assemblymember Chan.


Mr. Jones?


ASSEMBLYMEMBER DAVE JONES:  Thank you, Madam Chairperson.


Dr. Hall, I think earlier you testified that the working groups will meet in secret?


DR. HALL:  I think I said that they were not subject to the Bagley-Keene Open Meeting Act, and they would meet in confidential, closed session.


ASSEMBLYMEMBER JONES:  I . . . [cross talking] . . . use the word “secret.”


SENATOR ORTIZ:  I’m sure you didn’t intend “secret,” but . . . 


ASSEMBLYMEMBER JONES:  It’s in secret.  So, I guess the question I have is—and I appreciate your statement with regard to your desire and the ICOC’s desire to make sure that decisions are made in a transparent fashion and all conflict of interests are made aware or disclosed.  But how does the public and the Legislature know if the conflict-of-interest standards are being adhered to in the working groups if the working group meetings are being conducted in secret?


DR. HALL:  The conflict-of-interest standards have to do, really, with what we were just talking about here in terms of the members, the statements that the members sign.  Okay?  So, the members sign a statement—and in the case of the NIH, it’s a statement signed under penalty of perjury—about any possible conflict they would have in the grant applications that would be considered at that time.


ASSEMBLYMEMBER JONES:  I appreciate that.  But in my experience sitting on a local elected body where there are very strict conflict-of-interest rules, you can fill out the disclosure but until the matter is actually before you, it may not occur to you that there’s a particular interest that you have associated with that matter until that matter’s directly before you.  And so, I would imagine it’s conceivable that some working group members may find themselves in a circumstance of being in a meeting and having to make a judgment call as to whether or not the matter before them poses a conflict.  And my question is:  If those meetings are being held in secret, how can the public and the Legislature know that those individuals are recusing themselves appropriately in that circumstance?

DR. HALL:  Let me say that this way of proceeding is very much built into scientific culture; and that is, all of us who have been in the science world, and particularly in the world of NIH grants, for years have made applications and have served on committees.  Actually, we’ve done so, also, with respective patient advocacy groups and a number of grant-making observations.  Everyone is aware that when there’s a conflict of interest—and we know what the rules are—that people are to recuse themselves.  It’s very common for people to be reminded or other people to say, You have to leave the room.  Don’t forget, this is your conflict of interest.  You’re not allowed to hear this discussion.  People are quite sensitized to that.


Certainly, the conflict of interests will be policed.  I don’t know how to answer your question in the sense of how can you be sure that we have examined everyone, because that requires public disclosure of the applications, which, as I have described before, was detrimental to the process.  But it’s something that we will certainly take under advisement.  I appreciate your comment on this, and we will address that issue in working this out.


ASSEMBLYMEMBER JONES:  I appreciate that, and I have no doubt that the culture is as you describe it.  Although, the recent NIH decision with regard to its employees who are also scientists and professionals suggests that some number of those individuals had interests that may have led to conflicts of interest, notwithstanding the fact that they were part of this culture.


So, just fundamentally, my concern is the operation of these working groups in secret.  I think it raises concern about the application of these rules.  Even though the final decision gets made at the ICOC, a great deal of work product occurs, I’m sure, in the working groups, and the public’s inability to view that and comment on it meaningfully I think places them at a disadvantage when the final decisions are being made at the full board.


DR. HALL:  I take your point.


ASSEMBLYMEMBER JONES:  Thank you.


SENATOR ORTIZ:  Assemblymember Chan has been patient and wanted to weigh in.  I neglected to invite. . . . or actually, I did extend an invitation to Mr. Halpern to come forward earlier, but let me remind the members that Mr. Halpern is on this panel and should have been a part of this discussion that might help frame this issue on the conflict-of-interest issues.  We still have one speaker on this panel—Mr. Halpern.  I believe we’ve advised him that he has five to seven minutes.

Mr. Halpern, come up because our panel is incomplete unless you are presenting.  The questions should have waited until Mr. Halpern’s presentation, but I have Assemblymember Chan, who’s a co-chair here, that wants to weigh in.  And after that we’ll have Mr. Halpern.


ASSEMBLYMEMBER CHAN:  Just quickly for Dr. Hall.  In your statement, and it’s written up in your comments on page 7, you said that the board is working on developing more stringent or more detailed conflict-of-interest statements.  Could you tell us, in terms of the board members, what general direction you’re going in?  Because all that you’ve indicated here is that board members cannot vote on requests for grants for his or her institutions.  But that’s fairly narrow because all of the people on the ICOC are in institutions that have a lot of connections.  I mean, they’re not small institutions that are very isolated.  


I’ll ask that and then I’ll ask my second question so you can answer that too.  So, could you indicate the direction you’re going in?  And on the working groups, you indicated in your statement here that they’ll be based on the federal NIH guidelines on conflict of interest for review group members.  Are we talking about something similar to what’s on this chart here?


DR. HALL:  Let me answer that first.  Absolutely.  And I would like to thank Ms. Flores for doing all this good work and make a request.


SENATOR ORTIZ:  No, you can’t hire her.  [Laughter.]


DR. HALL:  We at the Institute are shorthanded, and if the work that she has done could be transmitted to us—not Ms. Flores but the information that she has done—it would be very valuable to us and would be a kindness to a fellow state agency.


SENATOR ORTIZ:  We’re more than happy to share that material with you.


DR. HALL:  We would appreciate that very much.  This is an excellent summary, and I want to congratulate the members.  Very helpful.


For the first question, it is to spell out in more detail the various conflicts that might disqualify an ICOC board member from voting on a particular proposal dealing with some of the issues that are raised here; for example, employment of a spouse, indirect financial connection.  There are a number of these, and they are under consideration and we hope will be acted on at the April meeting.  But it is a more detailed and more extensive definition of what kinds of conflicts would disqualify a person from deciding on an issue.

SENATOR ORTIZ:  I have a few questions, but we were to have been completed with this panel, and I neglected to have Mr. Halpern.


How much time do you need, Mr. Halpern?  We suggested five to seven minutes for your presentation.  Is that correct?  


MR. CHARLES HALPERN:  I can do that in seven minutes.


SENATOR ORTIZ:  Great.  Do you have written testimony before the committee?


MR. HALPERN:  I hope my testimony has been circulated to committee members.


SENATOR ORTIZ:  I believe it’s before the committee, my staff has assured us.  It is the document, members, that says “Testimony of Mr. Charles Halpern.”


Welcome.


MR. HALPERN:  Thank you very much, Madam Chair.


I am a public interest lawyer living in Berkeley, and I have been for thirty years a member of the Institute of Medicine of the National Academy of Sciences; elected to that committee because of the work I had done at the intersection of public policy and scientific and medical ethics in the law.  So, this is an area that has been of longstanding interest to me.  I’ve been involved with the ICOC in its deliberations since its first meeting in December.


I very much welcome the attention of the Legislature to the implementation of Prop. 71 because I believe that the prospects for the richest return in terms of health benefits to the State of California and to the people of this nation will come through a kind of collaborative dialogue between the Legislature and the ICOC, the Oversight Committee.  So, this, to my way of thinking, is an important first step in assuring that that productive dialogue takes place.

And I must say, I think Dr. Hall’s open and receptive responses to your questions suggest a very positive view of what the future of that might be.  Which, I must say, I contrast to the tone of Prop. 71 itself, which suggested that ICOC should proceed in isolation from the elected institutions of the state.  So, this, I think, is a very promising and significant turn, one which holds forth great potential.


I stress that I am most anxious to see the mission of Prop. 71 successfully completed.  Far from being an opponent of medical technology, my wife is actually the beneficiary of a stem cell transplant and has benefited tremendously from the sophisticated medicine practice in the State of California.


I hope that this hearing will be the beginning of a regularly scheduled series of oversight hearings from the Legislature.  It can only benefit this process.


I would also remind you to include in your oversight not only the Oversight Committee, but also the very important California Stem Cell Research and Cures Finance Committee, which can sometimes be lost in the fine print of Prop. 71.  But it is that committee, which is chaired by the Treasurer and includes, also, the Controller and the Director of Finance, who actually decides when and whether bonds will be sold.  And I think it’s very important that the Legislature and that committee also have a well-established relationship and liaison and that the oversight of the committee extend to that place too.


Now I want to turn to the specific issue of conflict of interest, and I want to pick up where Ms. Flores left off in terms of what I believe to be the “gold standard” for conflict-of-interest regulations, and that is the new standards recently put into effect by the National Institutes of Health as an interim final rule.  That is the “gold standard” for institutions which are in the grant-making business in the area of scientific research. 

You have in your materials the petition that Dr. Philip Lee and I submitted to the ICOC they have not yet acted on.  You’ll see it’s the Halpern-Lee Petition.  And in it, our first suggestion is that the ICOC adapt to the special needs of California the NIH approach.  The NIH approach is very clear and very significant.  What it says is that anyone who is working for the NIH—say, the director of the NIH or one of the NIH institutes—any person who is in that position cannot receive any compensation from a biomedical or pharmaceutical company and cannot invest in a biomedical or pharmaceutical company.  This is what the “gold standard” is for conflict of interest.  


Contrast that with the decisions of the ICOC to date.  When they voted in December to elect Dr. Penhoet as vice chair of the ICOC, the issue of conflict was not raised by any member of the board.  The ICOC voted for him with only four dissenting votes to become vice chair; to exercise one of the critical leadership positions in this institution.  And nobody thought to say, Is it appropriate to have a person with millions of dollars invested in the biomedical field, who sits as a partner in a venture capital firm that has invested in another 80 biomedical firms in addition to the ones he holds directly?  Is there something here that we ought to be concerned about?  This is a person, after all, who could not be employed at the NIH because of these conflicts of interest.

I see I have one minute remaining, so I think that the NIH standards should be held up by this legislative committee and treated as the critical benchmark for measuring conflicts of interest.


Now, hopefully, in the near future, the ICOC will consider whether to act on these NIH regulations.  But in the meantime, they have gone ahead with hiring other leadership positions—and I speak of Dr. Hall—without inquiry into that conflict-of-interest question.  My understanding from press accounts is that Dr. Hall is not disposing of his investments in biomedical companies, which I think is a serious problem.


May I request two additional minutes to address other critical conflict questions?


ASSEMBLYMEMBER CHAN:  Well, we have a lot of other panels.  How about another minute?


MR. HALPERN:  Well, that’ll be fine.  I urge you to all please take a look at my testimony.

But the other thing that I think is really essential is to look at the conflict-of-interest question as it applies to members of the ICOC.  The ICOC is an institution which is regrettably riddled with conflict of interest.  When you sit in the room watching the ICOC in its deliberations, you are struck by the fact that most of the people sitting around that table are people who have a direct interest in obtaining grants from the ICOC.  They are the heads of the leading research institutions in the state.  It is a most peculiar makeup for a government body that is in the business of handing grants around.  I know of no precedent.  And the fact that these people might be. . . . they may recuse themselves when it comes to voting on a grant to their own institution, but they just go around the table and make sure that everybody gets their grants.  If we are talking about a system which will enjoy public confidence, I think there’s a real problem there, and it doesn’t just come when it’s a question of recusal on a particular grant.


There’s also the question, for example, of whether we should put $100 million, for example, into Center of Excellence grants.  If you think your institution is a Center of Excellence, you’re going to want to have a very large sum put into that pot.  So, to vote on that decision and then say, Well, I’ll recuse myself when my own institution’s decision comes up, is hardly satisfactory.  That’s why I think the conflict-of-interest issue is one that this Oversight Committee has to keep continually before it in the months ahead.


Thank you.


ASSEMBLYMEMBER CHAN:  Thank you.  Are there any questions or comments?


Mr. Runner?


SENATOR RUNNER:  A couple of questions.  One back to the Senate Research folks.  I’m just trying to get a perspective in regards to size.  The California Cancer Research Program, that’s General Fund money?

MS. FLORES:  Yes, it is.


SENATOR RUNNER:  About how many dollars are we dealing with there?


MS. FLORES:  It’s been reduced down.  I think it was around—5 million?

UNIDENTIFIED:  Less than 5 million.


SENATOR RUNNER:  Okay.  So, under $5 million.


MS. FLORES:  Yes.  It was much larger.


SENATOR RUNNER:  Right.  But much larger still was, I think as I recall, still tens of millions, not hundreds of millions.


MS. FLORES:  Correct.


SENATOR RUNNER:  Okay.  I just wanted to get that perspective.  As we compare conflict issues, the dollar amounts are extreme in regards to the issues there.


Let me also, then, just follow up with the comments of Mr. Halpern there in terms of the ICOC:  the concerns of implementation of the new NIH conflict standards.  You know, I heard you talk about, or at least referring to using that as a standard.  I think I even heard you refer to it—I think it was your phrase—as a “gold standard” in regards to the open meeting portion.  So, now I’m wondering as to whether or not you feel that strongly about the new NIH standards when it comes to the issue of conflict of interest.


DR. HALL:  Thank you, Senator Runner, for allowing me to make a couple of comments about that.


It’s important to understand that the NIH carries out two functions.  One is a grant-giving function analogous to the California Institute.  The standards that I was talking about were standards for members of the so-called study sections, the review committees, used by that segment of the NIH.  These are scientists from all over the country who come in and pronounce and evaluate and judge the various applications and decide on the basis of scientific merit.

The second function carried out at the NIH is what’s called “intramural research,” and in that, the NIH is like a university.  Or a research institution is a better analogy.  That is, there are people at the NIH who are carrying out ongoing research.  It is these people and the people actually doing research who have been responsible for the allegations of conflict of interest that have prompted the new rules.  That is, people who participate in ongoing clinical trials of some drug are being paid by the company, for some reason, and then make a public pronouncement about whether or not it’s useful to take this drug or not.  That’s conflict of interest any way you cut it or slice it.  As a former NIH director, I would have to say that the NIH’s internal means of evaluating and managing and identifying conflict of interest were not as good as those of most of the universities that it funds.  So, it is this internal research group that has been the one of great concern.


The California Institute will not carry out itself any research.  That research will be done in the research institutions around the state, and we will demand that they comply with the high standards that they already comply with.  It is that distinction that I want to make.


So, for review and conflict of interest in review and the reviewers, it is a “gold standard.”  We will use that, along with the National Academy of Sciences, but we do not have internal research going on.  We do not have researchers of our own who will be conducting clinical trials.


SENATOR RUNNER:  So, you do not see the NIH standard as necessary, then, for the ICOC board members in regards to the actual grant-giving process.


DR. HALL:  Well, none of those members will be engaged in research or clinical trials that will give them an opportunity to either comment on those in a public way as an authority or. . . . I mean, for most universities, certainly the universities that I’ve been involved with, to carry out a clinical trial at the same time that you receive money from a drug company is absolutely forbidden.  It was true at the University of California, San Francisco, where I oversaw those activities.  


I think that it was a lapse on the part of the NIH to have allowed those activities to have occurred, and they, therefore, have taken a rather Draconian measure in response.


SENATOR RUNNER:  Thank you.


SENATOR ORTIZ:  We have completed with the witnesses here.  Are there other members who want to weigh in on this area?  I have a couple of questions, but I want to hold off until—


Assemblymember Jones.


ASSEMBLYMEMBER JONES:  I appreciate the distinction, but fundamentally, isn’t the point of the conflict-of-interest rules that people are not making decisions in which they have a financial interest?  And while I understand there’s a distinction between making decisions with regard to the merits of research versus decisions about investment, I think the fundamental core of the conflict-of-interest principles in the state is that people are not making decisions, generally, on matters in which they have some sort of financial interest.


So, I’m not sure that the distinction you make, which I understand now, answers the question that I and other members may have about the merits of applying the new NIH standards to the board members.


DR. HALL:  Let me just make a further point of information, and that is that most NIH study sections make grants to nonprofit institutions, and there are special study sections set up for small grants to businesses or to businesses in conjunction with universities.  And so, in that sense, the people who make these grant decisions at the NIH do not have. . . . I mean, the ties to the companies are irrelevant because there’s no direct connection between the work that they’re doing and the ties to the companies.  However, when you’re carrying out research on commercially available products, that’s where there is a strong possibility for conflict of interest and where it must be monitored.  And we will set up guidelines in connection with the universities to be sure that those researchers who carry out research with California Institute funds will avoid those kinds of conflict of interests.

ASSEMBLYMEMBER JONES:  Just to follow up, I’d be interested in Mr. Halpern’s response, Madam Chairperson.


SENATOR ORTIZ:  Briefly, Mr. Jones, because there are some questions I want to raise.  Let’s have Mr. Halpern comment on that briefly.


MR. HALPERN:  Thank you very much.  I just want to refer the committee members to the “Conflict of Interest Issues” tab where we have the NIH News, the official publication of the NIH, and on page 2 of that, it says, “. . . all NIH employees are prohibited from engaging in certain outside . . .” activities.  That’s all employees, not just those who are engaged in research.  It means the director of the NIH and the directors of each of the institutes under that person are all covered by these strong prohibitions.  And the argument that the leadership of the ICOC—that is, the chair, vice chair, president, and interim president—should be covered by those same principles seems, to me, very clear.

SENATOR ORTIZ:  Thank you, Mr. Jones.


I think this is probably one of the most complex and most critical areas of the discussion.  Let me thank Dr. Hall for coming forward and giving us what has been done thus far and the timeline in terms of the ICOC adopting policies.  Let me extend an invitation to come back either in a public setting—and I assure you that we are more than happy to distribute the policies, as they’re adopted, with the committee members, but I would like you to keep in mind an opportunity, as you move forward, to come back to the committee and give us a little more detail of these policies that are being developed.

Let me also say, with all due respect to the earlier representations, I think from the numerous questions that we raised regarding the manner in which the Legislature, or the average citizen in California, has an opportunity despite the ICOC public meetings, it really isn’t a forum that is easily accessible unless you’re an insider.  So, you may want to anticipate a more formal means of communication.  Even though we understand the initiative doesn’t require it, I think it’s just good relationships with the Legislature as things develop.  Certainly, we’ll extend an invitation before this committee.


But let me also suggest that the challenge here is when we have a really important initiative that is passed by the voters in which we have really talented people that come from academia, that come from the private sector, who are experts in their field of research and public and private institutions.  They’re now public figures, and that level of scrutiny and accountability, it’s much higher than even in academia.  You referenced—and I have to weigh in on the policies that are in place—there’s the ability to self-regulate, particularly when it comes to the peer review, that everybody knows when there is a conflict, and Trust us.  Let me just say, I certainly have found that policy to not be the safest and most accurate.  

I recollect that some of my colleagues were in an oversight hearing I did in which the University of California had a task force comprised that the public didn’t know about, whose charge was to in fact review the body of scientific evidence around the question of chrome VI and exposure to humans, in which one public meeting was heard.  The world didn’t know about it.  There was no disclosure even though there was a policy in the UC system that was sort of in writing somewhere but not available to the public.  It was only after a very thorough and lengthy hearing that we had in the Los Angeles area that we were able to disclose that those researchers indeed had financial conflicts of interest in terms of being expert witnesses in litigation on the defense side.


So, my point is, we do need checks and balances in our system, and we do need a public place in which disclosure forms are filed, that the average resident gets to look at and determine for themselves whether, in fact, there’s a conflict of interest.  But I also, on the other hand, don’t want to say that we should presume that experts in a field, because of their affiliations or past affiliations, should be presumptively barred from participating.  We need the talent, we need the expertise, but it is a new culture in which we have researchers, academicians, and people who are very accomplished in the private sector who are now using public dollars, and it is a whole new level of accountability.  It is not like the model in the private sector in which there isn’t that public disclosure.


So, I don’t know where we’re going to end up.  I think we have a good outline and overview.  I, for one, would like to say that I would ask you and the ICOC to reconsider its position particularly when it relates to the working groups and try to achieve the highest level of not only disclosure, on the one hand, but consider a policy that would preclude deliberations, whether behind closed doors or in public, that could affect their financial interests.  Even if they’re an out-of-state reviewer of a project, they could indeed have a financial investment in California companies.  Unless they disclose that in a public setting, and unless we’re provided checks and balances, we don’t know whether that self-regulation is enough, and it would taint the very decisions upon which the science should be based.  I mean, it just really challenges all of us.

With that, let me hold off.  There are a number of things I’d like to go through, but I think this area of conflict of interest alone, with the overview that’s been presented by Ms. Flores, enhanced by future work that will be done, really deserves, maybe, the earliest level of discussion, communication, and rolling back to this committee in some manner, because I think that’s where much of our concerns arise, and we have a couple of other areas.


With that, let me hold off on the more specific questions.  Let me ask my colleagues—again, any parting closing comments on this policy area?


Senator Vincent.


SENATOR EDWARD VINCENT:  I was listening pretty close, and I was really, I would say, kind of shook up by the statement by Mr. Halpern as it relates to the conflict-of-interest situation and as far as grant giving.  You were talking about that, and it seemed very, very interesting, and I’m very interested in what you were saying.


Now, for instance, Dr. Hall has a written document that relates to his testimony.  I wish you would have had one on some of the things you said because you didn’t have enough time to say the things you wanted to say.


SENATOR ORTIZ:  Mr. Vincent, I believe we do have that.  I apologize if I didn’t share that.


SENATOR VINCENT:  Okay.  If what you were saying is in your testimony, I certainly would like to get a copy of it because, I mean, that’s pretty way out what you were saying about the roundtable.  It sounded like a poker game to me.

SENATOR ORTIZ:  No need to comment, but let me encourage the members to feel free to have meetings outside of the committee hearing with any of the witnesses.  I think there’s value in it.  Appreciate that.


Anyone else—members—who want to weigh in?


Let me ask this because I know we are a little bit behind time, and we do have a witness on the next topic area of patents.  Dr. Hall, did you want to conclude?

DR. HALL:  Could I just address that?  The ICOC is a group of some of the most distinguished people in our state:  an ex-FDA commissioner, a Nobel Prize winner, deans of major medical schools, patient advocacy representatives, a former First Lady of the State of California.  And I think to characterize them as sitting around a table making sure that everybody gets a piece of the pie, or sitting around the table passing . . . [portion of dialogue missing on tape] . . . phrase that was used, I think that’s an unfortunate characterization.  These people are state officers.  They have taken an oath to uphold the interests of the state.  They are people who’ve been in complex and difficult situations before, and I, at least, think that we should treat their participation in this as they should not be given special privileges but, at the same time, I think we should respect that.

SENATOR ORTIZ:  Senator, did you want to comment?


SENATOR RUNNER:  I don’t believe I heard that at all from the dais.  I think what everybody was . . .

DR. HALL:  Well, not from the dais but Mr. Halpern’s characterization of people . . .

SENATOR RUNNER:  You don’t need to respond.  You did not hear that from the dais.  I think what you’re hearing from the dais is that we live in a very careful system where we need to be sure that there are checks and balances that are in place to protect everyone’s integrity in this process.


DR. HALL:  I understand and accept that.


SENATOR RUNNER:  Thank you.


SENATOR ORTIZ:  Appreciate that.  


With that, let me thank all of the witnesses here, particularly staff.  We’re going to share that material with any and all interested groups.  And again, good work from SOR.

Let me welcome Arthur Caplan, who hopefully is on the line and will introduce himself.  I believe we’ve allotted, how much time?  Members, let me just frame the issue as we get Mr. Caplan on the phone.


Prop. 71 states that the ICOC shall . . . 

[Phone call answered.]

MR. ARTHUR CAPLAN:  Arthur Caplan.


SENATOR ORTIZ:  Welcome, Mr. Caplan.  It’s Senator Ortiz.  I was going to open up this topic area, so give me a couple of moments to introduce you.  And thank you.  Let me just announce for the public and let Mr. Caplan know that you are being recorded.  We’re obligated by law to inform you about that.  


With that, let me frame the issue that we have before us.


 Proposition 71 states that the ICOC shall establish standards to ensure that its grants and loan awards balance the opportunity of the State of California to benefit from the patents, royalties, and licenses that result from the research the ICOC funds with, again, the need to assure that essential medical research is not unreasonably hindered by the intellectual property agreements.  And what that is, essentially, is a balancing test.  It’s in the initiative that says we have to balance the interests of the state to pursue really important research against the state ability to gain financially, or at least through the products; that we don’t unreasonably hinder the pursuit of that intellectual property. 


So, it’s a standard balancing test under the law that I think warrants, obviously, enactment of regulations that the ICOC will embark upon to give it a little more definition and substance to how they will exercise that balancing test.  But it is the one sentence that guides us on how the state is assured of benefiting from its 3 to 6 billion dollar investment.  


There are a number of issues that will be covered here:  How can the state structure its agreements with various research institutions, for example, to ensure that its interests are protected?  How can the state ensure that the resulting products and treatments coming out of the research funds are accessible and affordable, particularly to low-income Californians and our Medi-Cal Healthy Families and our aged, blind, and disabled programs?  I hope that the ICOC understands that that should be a positive outcome and objective, and we’ll hear from them to determine whether they believe that’s the case.  And how does California strike that balance between achieving economic returns on the research that we’re investing in with the competing goal, a legitimate competing goal, of not impeding the dissemination of that research?  Some of the core issues are:  How do we protect intellectual property while assuring, again, openness and discussion?


We’ve invited a number of academic experts in patenting and intellectual property issues to participate in the hearing.  Unfortunately, most were not available.  I’d hoped we’d have some of the attorneys that have called over time to my office and offered their expertise.  We do, however, have an expert who’s nationally recognized—Dr. Arthur Caplan, who’s with us by telephone—and he will hopefully shed some light and give us some direction.

Welcome, Dr. Caplan.


DR. CAPLAN:  Thank you, Senator.

SENATOR ORTIZ:  Dr. Caplan, let me allow Dr. Hall, who is the president of the ICOC at this point, to open up as we have in all the other panels, to frame the issue and then allow you to respond.  Is that fine with you?


DR. CAPLAN:  Very good.


SENATOR ORTIZ:  Wonderful.


Dr. Hall?


DR. HALL:  Thank you, Senator Ortiz.


It is our hope that the discoveries funded by the Institute that are made in the laboratory will lead to effective treatments in the clinic.  To bring effective treatments to market, partnership between academic and commercial researchers will be essential, and we will need, ultimately, to engage commercial firms in our efforts.  In anticipation of this partnership, Proposition 71 included four commercial life sciences seats on the ICOC.  


Intellectual property and patents are essential to the movement of discoveries from academia into the private sector.  Proposition 71 requires that intellectual property agreements be included in every grant and loan award.  These agreements will allow the state to share in the gains from any patents or other intellectual property developed with initiative funding, and formulation of the principles that guide these agreements will be a major task for the board.  Because of the range of activities of the Institute, specific IP agreements will necessarily depend on the type of grant as well as the type of research funded.  The overall policies as well as each specific agreement dealing with intellectual property rights arising from research funded by the Institute will be discussed and adopted in public ICOC meetings.

In formulating these policies, the board will cooperate closely with the California Council on Science and Technology to develop best practices for state-funded IP agreements.  A CCST committee was created by Assembly Concurrent Resolution 252, sponsored by Assemblyman Gene Mullin, with a charge of identifying best practices for intellectual property funded by the state.  Susan Hackwood, who is present, of the California Council on Science and Technology is here and may later wish to speak to that.


Two members of the Institute board will serve on the committee, which is expected to meet shortly.  So, we will work with this committee in trying to develop satisfactory IP policies for the Institute.


SENATOR ORTIZ:  Thank you, Dr. Hall.  Does that complete your overview?


DR. HALL:  Yes.  It’s a progress report, as before.


SENATOR ORTIZ:  All right.  Dr. Caplan—for those of you who are here—is a professor of bioethics.  He’s the chair of the Department of Medical Ethics, as well as the director of the Center for Bioethics at the University of Pennsylvania.  He has served on numerous federal and international committees, and he consults actively and is a frequent commentator on bioethics issues, particularly in the area of biomedical research patenting and intellectual property issues.  He raises some interesting questions.  Among them is ensuring that the public benefits from publicly funded biomedical research itself:  Is this an ethical or a moral issue?  Is it one that should be a subject of our review here before this committee?

We did invite Dr. Marcia Angell, past editor of the New England Journal of Medicine, to testify.  She had scheduling conflicts, but she did convey her thoughts, and let me just cite those.  Well, I’ll hold off on those and invite Dr. Caplan to begin.


Welcome, Dr. Caplan.  Let me remind you you’re being taped, and we’re required by law to state that.


DR. CAPLAN:  Thank you, Senator.  It’s a real pleasure to be able to have some input into the key issue that you’re addressing in the hearing today.


I think the central issue is how to assure that the citizens of California really do benefit from their investment in stem cell research.  From where I sit out in the East Coast here, we certainly are alert to what’s going on in California and in many ways hope to benefit from what I believe to be a prudent decision on the part of citizens out there:  to sponsor/fund this research through the Proposition 71 amendment and enacting it.  

Having said that, I think that there’s an opportunity here to break some new ground in terms of how intellectual property is dealt with.  I think that some of the patterns from the past have not always served the public well.  There’s no doubt, as we just heard, that patents and licenses and ownership of intellectual property are going to be crucial to move stem cell research forward.  There’s no doubt that private industry is going to want and needs to have intellectual property protection, but I think this is an opportunity, given the, if you will, direct appeal to the citizens of California to support this research, to try and exercise oversight, to try and encourage policies with respect to intellectual property that really do protect the best interests of the citizens of the state.


The reason I’m a strong believer in this is I think there is a moral promise or contract that’s implicit when Proposition 71 was passed.  I looked at a lot of the advertisements that were on television.  I listened to many of the radio ads.  I’ve reviewed a lot of the appeals to Californians during the campaign to pass that proposition, and you find again and again that appeals are made directly to the citizens to say, We’re going to look for therapies, we’re going to find cures using embryonic stem cell research, and we’re going to advance basic knowledge that will help Californians in a very real and direct way.  I think that Californians believe that.  They voted for this proposition, and they’ve decided to put the significant funding over the next ten years into place because they believe that this work will benefit them.  I think that’s the promise.  If you want, it’s the moral contract that affordable, accessible, and therapeutic benefits, should they arise from stem cell research, be available to everyone in California to the maximal degree possible.  And I don’t think intellectual property concerns that get in the way of that goal are honest to the compact or promise or contract that the citizens have in supporting this research.  


I understand, too, that there’s a promise to produce jobs and promote economic development, and I understand that there’s some promise to, if you will, bring industry to the state and benefit the citizens in that fashion.  But I would argue those are secondary.  I think if you looked again at the appeals and the claims that were made to try and gain support, it really is to say, We’re going to benefit you if we can make embryonic stem cell research, you the citizens of the State of California.  So, I think that’s clear from the advertisements.  I think it’s clear that Proposition 71 constantly utilized the needs and plight of Californians with disabilities, incurable illnesses, burdensome diseases, and said, The reason you should put your money here, the reason we should have this bond issue, the reason we should make the investment is, at the end of the day, to help you.

So, I think there are some issues that stand as potentially problematic that the Legislature and the Oversight Committee and the Council on Science and Technology do need to be thinking about.  For one, there’s certainly patent claims already alleged and recognized, if you will, over stem cell technology by groups like Geron and the Wisconsin Alumni Research Foundation.  You’re going to hear more about that, I think, later today from other witnesses.  I’m not going to dwell on it, but I do want to say that I think it’s important for the Legislature to be aware of these commercial rights that exist and try to work with and urge these companies to make this particular technology as widely available, in terms of the benefits that it holds, as possible; that moral force should be brought upon those who say that they have ownership over stem cell techniques.  Not that they don’t deserve fair return, but there’s a special obligation here when the citizens of the state have gone the extra mile to put up the money to support work in this area.


The same, I would say, is true about California scientists, research institutes, universities, and companies.  They need to understand that the citizens have extended, if you will, a special dispensation to them to do this work when other states haven’t, when the federal government hasn’t.  And I think that, again, while there is a need for intellectual property rights to be recognized and granted and used to incentivize people to do this work, that this obligation has to be taken very, very seriously.


So, it seems to me the implicit promise here is because California’s specific policy goals include “facilitating widespread public access to the fruits of stem cell technology.”  That’s a quote back out of the enabling legislation.  And since I would argue that high product prices are synonymous with poor public access, we’re kind of pointing in the direction of what needs to be done and what can be learned from some existing examples where intellectual property policy has gotten in the way, I think, of the public interest. 


And having hopefully set the moral case up here, I’m going to conclude with just a couple of examples of what I think needs to be learned from and perhaps even avoided.

I think the Bayh-Dole Act that the federal government uses to commercialize its investments through the National Institutes of Health has had problems.  It’s led to situations where scientists have gotten a lot of money through federal grants and have wound up producing things that have been almost unavailable to the public because the prices of the products that resulted have been too high.  Think about AZT and DDI in the battle against HIV/AIDS.  Those drugs came in at very, very high prices, and it was only by a significant amount of job owning from AIDS activist groups and from politicians that the companies involved agreed to lower the prices eventually to give more access to those products. 


There’ve been a lot of critics of Bayh-Dole, and I’m one of them, that say it’s too generous to simply allow people to benefit from publicly funded research without a guarantee of access to what results, without a guarantee of fair pricing.  The AZT example is just one of many, and I think it points in the direction of saying that the one thing the Legislature ought to be doing is trying to make sure that access and fair pricing are part of what’s going to be expected for this public investment in stem cell research in California.

Let me give you just one other example, if I might, and then I’ll wrap up here.  I’m watching my time.  There’s a patent that was issued a few years ago for a disease called Canavans.  It’s somewhat like Tay-Sachs disease; a terrible disease that afflicts children and kills them if they carry the gene for it.  A group of people who were at risk of getting this disease volunteered to allow an organization to collect genetic material from individuals to see if, by collecting that material, scientists could develop a test that would indicate who is at risk of Canavans disease—who is at risk of passing it along.  And this group volunteered and bore the costs of creating this big database.  The test that was developed by scientists—in this case at Miami Children’s Hospital, an academic institution—wound up being priced so high that it was beyond the means of a lot of the people who had helped create and bear the cost of the creation of the database.  I give that example again to point out that sometimes, even though one is literally supporting things with money and one’s own biological materials, patenting intellectual property can get in the way of access.  And as some of you listening to this testimony may know, there’s quite a lawsuit that’s developed from those people who felt basically betrayed because a test was developed that some of them could not afford.


So, what’s my bottom line on all of this?  If I’m right in saying that there is a special duty because of the way in which this particular research is being funded, because of the nature of the appeals that were made, because of the promises implicit in the whole campaign to get Proposition 71 through, I think that there has to be creative leadership exhibited here on intellectual property matters.  I’d like to see people in California thinking about nonexclusive licensure, as applied by funding agencies, so that proprietary claims may not always be honored initially and more access may be given, even though licenses may be granted when different research proposals are commercialized.  It may be possible to stage the way licensure works, in that the further out and more likely something is to succeed, the stronger one’s commercial interests become, rather than granting that all up front.


And I would argue that fair pricing ought to be a requirement for all products made in California with California state funds for the citizens of California.  I think it’s time to actually insist and say, Should the benefits come, it’s not enough to just say, ‘Well, we funded it, and we’re handing it out to commercial concerns,’ and let the market sort it out.  I don’t think that is honoring what I’m going to call the “implicit moral promise” between the citizens, the scientists, and the companies, ultimately, that are going to hopefully bring the stem cell technology to fruition.

SENATOR ORTIZ:  Thank you.  We’ve allowed you to go over on time, but let me thank you for that and ask whether you can be on standby for questions or comments.


DR. CAPLAN:  Yes, absolutely.


SENATOR ORTIZ:  Thank you.


Dr. Hall, would you like to comment on any part of that?  And then I’ll open it up to my colleagues.


DR. HALL:  Only to say that these are very serious and significant issues that Dr. Caplan raises.  I think we’re all concerned that the IP standards and the licensing and patent practices deliver the best possible return to the people of the State of California.  I think we’re all aware that there are difficulties in the current system, and if we can remedy some of those in our policies, nothing would delight me more.


SENATOR ORTIZ:  Thank you.


Questions from committee members on this point?  No.

Well, let me weigh in because I think this really is a very, very important part of the question I raised and will continue to raise regarding, at least, a statement of policy direction of the ICOC, or at least a sense of timelines and when this issue may, in fact, be addressed or tackled, or even an acknowledgement of whether or not nonexclusive licensure will be agendized and discussed in a public setting.  The recommendation of considering layering the various licensure, depending on how far along the research is—and this is, really, the difficulty, of course; how to distinguish pure research that is academic and sort of the first stage before you actually have a product or a therapy or a treatment and defining that moment in which you go into the second stage of the application research that then becomes marketable.  And that’s the difficulty in defining the licensure interest of the state, but I think it’s one that has to be addressed and attempted, if not disregarded, but with a strong rationale as to why.  And finally, at least a statement of an understanding that it is an appropriate objective that we ask for fair pricing; that we ask for access and assurances.  It would be an absolute travesty if, indeed, there was a therapy that was developed or a product or a treatment mode that became unaffordable not just to Californians who have coverage but, more importantly, to the very programs that all of us at this dais, no matter what side of the aisle we’re on, fight every year to maintain in California.  I mean, the most vulnerable programs are our Medi-Cal.  Many of the UC hospitals that are represented and institutions that are on the ICOC are the ones that come back and yell at us when they’re closing the doors because of emergency care.


So, I just would like a discussion as to whether we think that’s a good and laudable objective and value and if, indeed, the ICOC is going to tackle that, and if so, will it be in a public setting?

DR. HALL:  Our first step, as I indicated, is we look forward to the CCST committee, which has been empowered by the Assembly and will have two of our board members on it, to begin their deliberations.  I think that will be important for it, and my understanding from Susan Hackwood is that will happen.  As I recall, their first meeting is actually next week.  So, we look forward to that and to consideration of at least some of these problems there.


I think all of us are aware that the current patent and licensing practices are an imperfect solution to a complex problem that really has social, economic, and political dimensions.  And also, I should say, a scientific patent policy certainly does not always serve scientific ends in the best way.


These are thorny, difficult issues.  They require participation of the public in these deliberations; a public interest, an academic interest (where much of the basic research gets done), and also of the private sector, which, in our economic system, is the way in which discoveries get translated; brought to market, in essence, and translated into practical therapies.  And we need policies that help the science, that allow the companies to do what they need to do, and that, most of all, deliver effective therapies at, we would hope, a reasonable price to citizens of California.


SENATOR ORTIZ:  Assemblymember Chan.


ASSEMBLYMEMBER CHAN:  Thank you.  I just want to emphasize what Dr. Caplan said.  I think his testimony was excellent, that this is an unusual initiative, because normally, these institutions would be trying to. . . . there may be some public money in it, but we would be trying to find other ways to fund research grants.  And so, the return to the public has to be significant.  It has to be significant.  

So, I just wanted to reiterate what Senator Ortiz said in terms of the issue of fair pricing and access, and as you work on these guidelines, I hope that you will come back to us and let us know how that’s going, because ultimately, the Legislature, although this was an initiative, is going to be held responsible in our communities for whether this program delivers or not, and it is in that spirit that we’re going to have to hold you accountable.


SENATOR ORTIZ:  Others on this point?


Assemblymember Jones.


ASSEMBLYMEMBER JONES:  I want to thank you.  It is going to be a very difficult balancing act and a very complex question, and I appreciate the deliberative way in which you’re proceeding.  You’ve got the committee, and then you’re going to try to take the issue up with your full board.


But like the Senator and the Assemblymember, I would really encourage you to think about ways to ensure that there’s a fair distribution of the benefits of this research.  All of the residents of California are taxed to pay for this research.  All of the residents in California regrettably don’t have the same access to healthcare and health insurance, and if we rely solely on the private market, then a lot of people who are helping to pay for this are not going to derive a benefit from it, and that would truly, truly be a tragic outcome.


Thanks.


SENATOR ORTIZ:  I think it’s really important, and I appreciate your conditioned responses, trying to find the balance in what is traditionally a private sector, market-driven policy, but I do want to remind you that this is a new model.  It is one in which private companies are heavily reliant on taxpayers’ dollars, across the State of California, to fund the bond that will create the research.  So, in that sense, at least if there was a willingness to state that it’s a desired objective and outcome to make sure that these products are accessible and affordable to Californians and particularly to the most vulnerable of our public health and safety net programs, it would be a welcome statement by the ICOC through yourself.  Can I ask once again whether that is a legitimate outcome goal,  objective . . .


DR. HALL:  I can’t speak for the ICOC.  I certainly think this hearing makes the point.  I think we will convey this to them.  I believe that this is one of the necessary ingredients of whatever solution is found.  And we do understand that it is an extraordinary commitment by the state and that this confers some special obligations.  I think, also, perhaps as Professor Caplan was indicating, in a variety of ways it’s an opportunity to ask if we can set new models that would influence others in other areas around the country, in terms of pushing forward the science.  Patents often, by their nature, impede things in the sense that in order to develop a final therapy, you need a wide variety of patents from a lot of different people.  Putting a package together sometimes is extraordinarily difficult to do, and if we had new models for doing that, I think that could also be an important benefit.


We will certainly have deliberations over these issues and want to, once again, engage the best minds to think about this.  It will be up to the ICOC to make final decisions in public meetings, as I have described.  I think just to reiterate, I think the first step is to work with the special committee, see where we start there, and then to begin to plan our policies from there.

SENATOR ORTIZ:  These deliberations and discussions on adopting the policy, I believe I heard you say that they will be in public, the deliberations on adopting the policies.  Is that correct?


DR. HALL:  Yes.  They’ll have to be adopted by the ICOC.  Without question.  In fact, all specific arrangements, insofar as there is a grant . . . 


SENATOR ORTIZ:  Before you go further . . . 


DR. HALL:  Yes?

SENATOR RUNNER:  But the deliberations themselves, if they were taking place in a working group?


DR. HALL:  You know, to be perfectly honest, I think we have not established whether the patent and IP policy will be dealt with by the Standards Working Group or by some separate group, is my understanding.  Please understand, I’ve been with the ICOC one week, and I may not have it exactly right.  But that’s my understanding, that that issue has not been settled.


SENATOR RUNNER:  I appreciate that.  I know it’s difficult, but I think you can understand the intent of our discussion here is not that there will be some kind of a vote taken up in public and therefore a standard set, but there would actually be a participation and an involvement of the public in that discussion, which is different if it takes place at a working group that isn’t a public and open meeting and then is recommended to the Oversight Committee.  Right?


DR. HALL:  Yes.  Let me state briefly, one of the reasons I’m being a bit noncommittal here is that these matters are, according to the proposition, the responsibility of the chair—the establishment of IP and patent policy.  My job, really, is to implement the policies of the ICOC and to get the science going, and that’s what I am most eager to do.  It’s not my prerogative to take primary responsibility for this, as I understand my duties.


SENATOR ORTIZ:  Dr. Hall, let me interrupt you. 


DR. HALL:  Please.


SENATOR ORTIZ:  I just want to educate my members.  The initiative states that the deliberations and the negotiations on the IP policy are exclusively by the chair as one of the duties of the chair.  Dr. Hall is in a difficult situation because he’s not the chair.  We did extend an invitation, but Dr. Hall, in fact, is here, but it’s really not in his jurisdiction.


DR. HALL:  I take your point.  We will convey this to the ICOC and to other members.


SENATOR ORTIZ:  I appreciate that.


Let me just close with I think there’s three recommendations that have been made by Professor Caplan, and I would hope that we can have these conveyed.  I think it’s probably wise to consider, among the many employees or consultants that will be hired by the ICOC, having him help guide you in this policy.  I think there’s some valuable recommendations that Professor Caplan provides.  


So, the three recommendations were:  nonexclusive licensure placement within the public domain as applied by funding agencies to cases where proprietary claims make no sense.  The second recommendation was to consider staging the layers of licensure, depending on how far along the research is on the peer-to-application range.  State funds could then be recouped for more developed products.  And finally, require fair pricing for all products made with California funds in the State of California.  That implies access to our healthcare programs for the vulnerable in the state.

And finally, let me just say, I think it’s clear the Bayh-Dole outline and scheme does not have in its language an objective that benefits should flow to the government that funds the research.  So, that’s a distinction, I think we have to remember, that is absent from Bayh-Dole.  We have an opportunity to create a model that learns from the mistake of Bayh-Dole, and I would encourage us to consider that.  I think the committee will be awaiting outcomes of this particular area.  So, I appreciate your time, Dr. Hall.

With that, let me see, our final. . . . oh, Dr. Caplan!  Any final comments, Dr. Caplan?

DR. CAPLAN:  I’m out here listening.  The summary was excellent.  I wish Dr. Hall well and the committee in moving forward.  

Just to reiterate:  Remember, it is important to see that special relationship on this between what people supported and what they expect.  I think that’s really what makes this especially obligatory, to try and move in a creative way.  


DR. HALL:  We appreciate your comments and your recommendations.


SENATOR ORTIZ:  Thank you.  You’re welcome to stay on the line and listen to the rest of the very long hearing.


I believe we’re now moving into the medical and ethical standards portion of the hearing.  This panel is going to deal with the issue of developing ethical standards for stem cell research; a task that is among the most important facing the ICOC and the Institute.


I authored a bill in 2003 to require the Department of Health Services to develop ethical and legal standards for embryonic stem cell research in California.  Prop. 71 exempts the research it funds from those standards.  I was told it was inadvertent when it superseded the statutes I had passed, so that certainly remains an issue with me.  


Among the most difficult questions to be addressed will be the standards the ICOC puts in place governing what is, I think, an issue that is just beginning to surface—because we haven’t had the luxury of talking about lots of funding for embryonic stem cell research—but the issue of harvesting or extraction of human eggs for donors for research other than for a reproductive outcome, which is something that society has said is a good objective.


Let me just frame the issues that should be considered on the panel.  

What main guidelines, if any, are in place or underdevelopment pertaining to egg donation issues?  How well-equipped are Institutional Review Boards to handle the risk/benefit issues associated with egg donation?  Whether there are viable alternative sources of eggs besides multiple egg extraction.  Whether the availability or excess of donated embryos for stem cell research makes moot the need to consider egg donation or extraction at this time.  And whether, as a matter of public policy, the state should allow Prop. 71 funds to be used for egg harvesting through the multiple egg extraction.


We’ll begin with Dr. Hall.  Let me go ahead and invite the other witnesses on this panel to come forward.  The other witnesses are Alta Charo—she’s on the phone—as well as Francine Coeytaux, Marcy Darnovsky, and Clark Hinderleider.

Let’s allow Dr. Hall to open and frame the issue.


DR. HALL:  Let me just say that the Institute is committed to creating comprehensive medical and ethical standards through a deliberative process that incorporates recommendations from many sources.  This will be one of the major jobs of the Standards Working Group once it is established.  No research grants will be funded until ethical and medical standards are in place for these.


Many of the medical standards dealing with, for example, informed consent or scientific integrity can be adopted from existing NIH standards.  Others, however, are specific to stem cell research.  Many outstanding research institutions engaged in stem cell research, such as Harvard University, University of Wisconsin, Stanford, and UCSF, have formulated standards that we will consider in formulation of policy.

SENATOR ORTIZ:  I’m sorry—what were those institutions again that you identified?


DR. HALL:  These were just examples.  Harvard, Wisconsin, Stanford, and UCSF are examples of places—Johns Hopkins, I should have mentioned—are places where stem cell research is going on outside the federal guidelines, and each of these institutions has adopted, for their own purposes, guidelines that we will consider.  


However, as you have heard, there is a Blue Ribbon committee constituted by the National Academy of Sciences and the Institute of Medicine that has been deliberating and is expected next month, if I understood Mr. Wilson correctly, to make its report.  We look forward to this with great eagerness.  This will be an extremely important event, as it will represent the first major consensus standards for stem cell research promulgated by one of the nation’s premiere science advisory bodies.


Let me just say that the proposition itself deals with several issues; for example, the issue that prohibits compensation to research donors or participants and permits only reimbursement of expenses.  Surplus products of in vitro fertilization treatments may be donated only under appropriate and informed consent procedures.  Proposition 71 also reinforces existing California law by prohibiting funding for reproductive cloning.


In addition to the specific standards mandated by Proposition 71, Institute-funded research will be subject to federal regulations for research involving human subjects for clinical trials.


In the formulation of its policies, the Institute would like to cooperate with the Human Stem Cell Research Advisory Committee (that we’ve just heard about) created by Senator Ortiz under Senate Bill 322.  This committee is charged with developing medical and ethical guidelines for stem cell research funded in the state by private sources.  And we look forward to the convening of this committee very much and hope to cooperate with it.


SENATOR ORTIZ:  Thank you.  


We have Professor Charo who’s on the line.  Let me introduce her.  She will be our first speaker because she has been waiting patiently on the line.  She’s a professor of Law and Bioethics at the University of Wisconsin.  She has also served on the university’s Institutional Review Board for the protection of human subjects in medical research.  She made a presentation to the ICOC at its last meeting on the issue of medical and ethical standards for stem cell research and the various guidelines and forms that may apply to research funded by the ICOC.


Let me welcome—is it Dr. Charo?

PROFESSOR R. ALTA CHARO:  Professor.


SENATOR ORTIZ:  Professor.  Welcome.


PROFESSOR CHARO:  Thank you.


SENATOR ORTIZ:  Oh—I need to let you know that you are being taped.  I have to provide that notice to you.


PROFESSOR CHARO:  Very good, thank you.


I was asked to address the general issue of medical standards—or ethical standards, that is—and then to focus my attention in the brief time specifically on procurement issues, particularly with regard to egg donors, and that’s exactly what I will do.


Let me preface this by saying that I am a consultant to the California Institute for Regenerative Medicine, and I am also the liaison from the National Academy of Sciences’ Board on Life Sciences to the National Academy of Sciences/IOM Committee that is drafting the voluntary national consensus standard, to which Dr. Hall just referred, and I’ll be happy to provide further details if anybody would like them about those connections.


There are three major areas of ethical standards that need to be in place for grant funding in most settings for stem cell research, and those include standards for the procurement of biological materials, such as embryos, eggs, somatic cells, and sperm.  And I’ll focus on that last because I’ll spend the most time on that.  The second is in the management of the embryonic stem cell lines in the laboratory, particularly with regard to patient privacy.  And finally, the use of the stem cell lines in the labs.


Let me briefly mention on the question of management of lines and patient privacy.  The dilemma is this:  The best research and, down the line, the best clinical use of the stem cell lines will require some degree of medical information about the donors from whom the embryos, somatic cells, and eggs and sperm came from.  But to maintain that medical information, we have to worry about whether or not we can also maintain the confidentiality of it and preserve the privacy of the donors and of their medical background.


This is not a new issue.  This issue comes up repeatedly in the context of other human biological materials that are used in research, such as blood samples, discarded surgical tissue, and other tissues that are stored in various kinds of tissue banks around the country.  There are existing rules issued by the federal Office of Human Research Protection, by the U.S. Food and Drug Administration, by the practice standards of the various Institutional Review Boards, and by the privacy boards that have been authorized under the Health Insurance Portability Accountability Act, otherwise known as HIPAA; all of which has been brought together for guidelines and regulatory standards for the management of this kind of personal information in order to essentially create a firewall between the donors and the resulting tissues so that you can maintain the information you need for the scientists and the clinicians while protecting donor privacy.  I expect that similar kinds of measures in this area of human biological material donation would need to be in place in many cases, simply by applying the existing regulatory standards. 

The third area, very briefly, had to do with the use of embryonic stem cell lines in the laboratory.  Here, there are a number of existing regulations that apply to laboratory research.  Specifically, if you do genetic engineering on the stem cell lines, you are subject to regulation through the Institutional Biosafety Committees.  If you use radiation, there are Radiation Safety Committees.  If in any case you combine human embryonic stem cells with any kind of animal for various experimental purposes, the Institutional Animal Care and Use Committees come into play.  A question that remains is whether or not there are additional regulations or forms of oversight that one would like to apply to the use of the stem cell lines in the laboratory that might be particularly pertinent in the area of so-called chimeras, or human-animal cell combinations.

To focus now on procurement, for the generation of new stem cell lines, it will be necessary to obtain surplus embryos that are left over at the end of fertility procedures at various IVF clinics, and in situations in which embryos need to be made for research either by IVF or by somatic cell nuclear transfer, there will be a need to get eggs, sperm, or somatic cells, or some combination of the above.


Now, with regard to the procurement of embryos, there has long been a national consensus that we should ensure that there are no financial or other inducements that will influence people’s decisions with regard to donation, and that consensus is reflected in Proposition 71’s provisions.  For somatic cells, which will be at issue for somatic cell nuclear transfer (also known as cloning), the major issue is going to be donor privacy since the somatic cell provides the nuclear DNA that will be represented in the resulting stem cell line.  And this raises exactly the same privacy issues as I had mentioned in the first moments talking about the management of the stem cell line and the patient/subject privacy.


For obtaining eggs, we have federal regulations that govern human subjects research which will apply in this area.  California law that was spearheaded by Senator Ortiz extends this IRB requirement—that is, this oversight requirement—to all the research in California.  Prop. 71 anticipates IRB review as well.  IRBs are expert at reviewing risks and benefits.  This is what they do day in, day out when they decide whether or not a protocol is acceptable for presentation to potential volunteers.  And the IRBs also review the information that will be presented to those potential volunteers.  They look at the content of the information and the scientific justification for that content.  They also look at the language that’s used to explain it to the potential volunteers, and they look at the advertisements that are used to recruit people to the research.  


In the area of egg donation, it is true that the risks of having short-term hormonal therapy in order to generate eggs that are available for retrieval, it is true that those risks are not absolutely certain.  What we do know is the following:  The National Cancer Institute has data developed by studying over 12,000 women who had much higher exposures for much longer periods of time to the same kinds of drugs, and that particular National Cancer Institute study has dispelled the major concerns that had been raised about a link between these drugs and ovarian cancer.  We also have the original data that was used by the Food and Drug Administration to approve these drugs before they began to be used in the infertility context.  Does that mean that we absolutely know everything about the effects of these drugs in a short-term context?  No.  Does that mean that it is impossible to obtain informed consent from women who would like to volunteer to have their eggs used in this research?  Again, I think the answer is “No.”  It does not preclude informed consent.


I’d like to put this in some context.  Throughout the United States, thousands of healthy volunteers are recruited every year into so-called Phase 1 and Phase 2 studies.  These are, by and large, studies with new compounds that have not been used before to make a marketable drug in which the Phase 1 study is entirely about looking at how the compound is metabolized and whether it shows any toxicities in humans.  

This is the perfect example of uncertain risk in which the only information is based on laboratory and animal testing, and yet, we do, in fact, permit thousands of people to volunteer for Phase 1 and 2 studies every year, provided that there is appropriate oversight by an Institutional Review Board that is carefully examining the information available, how it’s communicated to volunteers, and how they are recruited.  In addition, in those Phase 1 and 2 studies, we actually do permit payment to these volunteers.  We use these inducements in order to obtain a sufficient number of people to test drugs in the Phase 1 and 2 stages of development.  That means that in areas in which the uncertainty is greater, we have a longstanding track record of permitting recruitment and even inducement in the form of payment so long as there is proper oversight by an IRB. 


In the case of egg donation, the question of payment has already been taken off the table, as Dr. Hall has already informed you.  Proposition 71 quite specifically forbids payment to donors and permits reimbursement only.  In addition, the intent of the language with regard to reimbursement was to be quite clear that it refers to out-of-pocket actual expenses, not so-called opportunity costs in which you reimburse people for lost time at work or lost opportunity to earn money elsewhere.  Thus, in no possible way could reimbursement represent an inducement since it will simply leave the person in exactly the same position she would have been in before she paid the taxi fare or other modest expenses necessary for this kind of donation process.  Indeed, with reimbursement only, not only is there no inducement, there is only a disincentive, and that would be the inconvenience of participating in the trial.

Many feminists have argued about the question of egg donation and about payment, even, for egg donation, and for some people in the feminist community—many of whom I know—any kind of prohibition on egg donation would be an insulting form of paternalism because it assumes that women are incapable of autonomous decision making and should not be permitted to engage in altruistic acts for the sake of the furtherance of science or the attempt to find cures for their friends, their family, and the general public.  Given the political sensitivities, the ongoing debates about whether reproductive tissue or activities are special and, most importantly, state law banned, the issue with regard to payment seems largely resolved, but the issue with regard to the general acceptability of egg donation appears to still be under debate.


Let me conclude by mentioning something about the National Academy’s project with regard to national voluntary consensus standards.  As you probably are aware, the National Academy is very careful not to have the content of its reports leaked before the entire report has gone through an extremely careful review process, and therefore, I cannot share with you any of the tentative conclusions the committee has reached because those conclusions will not be finalized until there has been thorough review and a response to review and final preparation of a public presentation of the report.


I can tell you, based upon the charge to that committee, which is available on the website at www.nas.edu, that exactly the issues I’ve been outlining—that is, the procurement standards, the standard to the management of lines and patient privacy, and the standards for limits, if any, on the use of these cell lines in the laboratory—are exactly the topics on which the committee is focusing and for which they are planning to provide supplemental detail in order to give very specific guidance to the Institutional Review Boards and the Animal Care Committees that are already charged in this area with oversight of this research.


Thank you very much, and I’m happy to stay on the line, answer questions, or wait until the conclusion of the panel.


SENATOR ORTIZ:  Thank you so much for your testimony.  I do have some questions, but we’ll hold off.  We’ll hear from the other witnesses.  I’m sure other members have questions.


Let’s go to our next witness, who is Ms. Francine Coeytaux.  What’s our time availability?  Seven minutes.  I’m going to have people start adhering to the time because we’re a little bit behind schedule.  So, let’s go ahead and start the time clock.  Introduce yourself, and welcome.

MS. FRANCINE COEYTAUX:  Thank you.  Good afternoon.  I appreciate the opportunity to address your committees.  

My name is Francine Coeytaux.  The last time I appeared before you, Senator Ortiz, was on behalf of the California Advisory Human Cloning Committee.


SENATOR ORTIZ:  That’s been a while.  Good to see you again.


MS. COEYTAUX:  Yes, it has.  Thank you for inviting me again.


Today I come wearing several hats.  The first is as a social scientist and women’s health advocate.  I’ve worked for the last twenty years on developing new reproductive health technologies.  I worked on the development of the NORPLANT, of RU-486, the abortion pill, emergency contraception, and now I’m very involved in the development of microbicides.  My expertise is in the area of the intersection of politics, science, and women’s interests.  This is why I’m here today.


My other hat is as a mother of a child who has special needs:  a daughter who was born missing part of a chromosome.  So, I’m a parent who appreciates the sometimes heart-wrenching decisions that people have to make about trying to avail themselves to new scientific breakthroughs that might help their children.


But today I’m here on behalf of the Pro-Choice Alliance for Responsible Research, and I’m here to urge you to use your legislative authority to demand and require the highest ethical and medical standards to protect the health of the women who will be asked to donate eggs and embryos for research purposes.  Women will be the first subjects of Proposition 71 funded research.  Human subjects.  We are asking that mechanisms be put in place to ensure that women who provide eggs be accorded all established protections for human research subjects; that as research subjects, they be given full information in advance about the direct and indirect risks of the research and that their recruitment never be coercive.  

We support some embryonic stem cell research, and we have done so since before the election.  However, we do have deep reservations about the long-term health consequences for women of embryo stem cell research that involves somatic cell nuclear transfer.  This new technology will require extracting eggs from thousands of healthy women for research purposes.  SCNT will specifically scale up the need for eggs.  For example, in the Korean experiment, they require 242 eggs to produce one cloned embryo.  As Professor Charo has mentioned, the ICOC now has the challenge of looking at the whole issue of risk benefit analysis as it begins to make decisions about research protocols.  

On the benefit side, stem cell research holds much promise, and it is on the basis of the public’s hopes the proposition passed, as we heard earlier on about the promise that we have made to the public.  However, credible scientists acknowledge that the benefits are hypothetical and only a distant promise.  Our job now is to stop exaggerating the promise and attempt to realistically describe and weigh the potential benefits on the benefit side.


On the risk side of the equation, attention is lacking to the substantial risk to women’s health posed by the advent of embryo cloning.  Omitted from the current debate is any discussion of the thousands of women who will need to undergo egg extraction procedures to provide eggs for embryo cloning.  Among our primary concerns are the serious and substantial risks to women’s health posed by the practice of multiple egg extraction to harvest eggs for research.

What are the risks of multiple egg extraction?  There are many risks associated with mainly the hormones that are used to either shut down the ovaries before stimulation or to stimulate afterwards.  These have been documented, and the problems have persisted for years after women have used it.  The FDA is following up now on thousands of reported adverse drug reactions, including hundreds of hospitalizations.  These are not minor health problems.  

And here, what I’d like to do is just quote from a letter that is in your docket, the first letter here under “Medical/Ethical Standards.”  This is an open letter from a woman who used to be the chief medical officer of the Food and Drug Administration.  And I’m just quoting in the first bold part here.  She quotes:  “. . . many of the drugs used during these procedures have not been adequately studied for long-term safety, nor do some of these drugs have FDA approval for these specific indications.”


Pharmaceutical firms have not been required by either the government or physicians to collect safety data for IVF drugs regarding risk of cancer or other serious health conditions, despite the drugs having been available in the United States for several decades.  In addition, many of the drugs, including Lupron, which is one of the most used drugs, is being used off label; meaning that they were never approved by the FDA for the purpose that they are being used.  Essentially, a whole industry has arisen and flourished now for over a decade with few of the regulatory oversights we have come to expect of the medical practice in the United States.  Lack of FDA approval and/or review of these drugs as part of egg extraction procedures should be a major concern of anyone considering this research.


Now, supporters of embryo cloning are quick to point to the fact that these procedures are being performed in infertility clinics every day, and we’ve just heard Professor Charo address that.  But I believe there are huge problems with this argument.  First and foremost, the infertility industry is not a good model because it is seriously unregulated.  As a result, we lack the long-term safety data that we should have had by now, accompanied by numerous reports of serious health problems from the women using the drug.  

Second, the health risks involved in multiple egg extraction for fertility purposes are at least offset by a clear, direct benefit—a potential baby.  Egg harvesting for research purposes alone offers no such direct benefit.  

Third, the issue of reimbursement of eggs has been a cause of concern in the women’s health community for years, and you’re about to hear how much controversy there is because I’m going to give you a very different voice than what Dr. Charo has said.  Fertility clinics continue to assert that the fees are not incentives but reimbursements; yet, it is not uncommon to see ads offering thousands of dollars to women willing to undergo multiple egg extractions.

SENATOR ORTIZ:  Ms. Coeytaux, I’m going to ask you to wrap up.


MS. COEYTAUX:  Most of these ads are targeted to highly educated, privileged women.  This will not be the case in a market for eggs for the purpose of embryo cloning.  In the SCNT, the egg is stripped of the donor’s genetic material, so the focus will simply be to recruit young, healthy women.  If financial payments are made even in the guise of reimbursement for all these other costs, in all likelihood the majority of the women who will be offering their eggs will be the poor women.


SENATOR ORTIZ:  I’m going to ask you to conclude.


MS. COEYTAUX:  Yes.


In summary, because we have such an incomplete picture of the risk to women’s health, we believe that at this date, no woman can truly give informed consent to participate in egg extraction for research purposes.  

And we have offered in the testimony, that I handed to you, five specific recommendations that we could make that would allow you to continue to do the research and even the SCT but would stop and would not continue to fund the multiple egg extraction through the use of all these hormones.


SENATOR ORTIZ:  We’ll have a chance through questions to hear that.  Okay?  And I believe we have the written testimony here?  We’ll share it with our members.


MS. COEYTAUX:  It should be there.  It should have been handed out.


SENATOR ORTIZ:  We’ll allow you to get to those when we ask.  You will have an opportunity when we come back, but let me get to the next speaker.  Thank you.  I’m sure there’ll be debate and discussion between the first two witnesses.


Let’s hear from Marcy Darnovsky.  Welcome.  Let me remind people the timer will start.  I want to have time for questions, and I’m going to lose members soon.


Welcome.  You may begin.


MS. MARCY DARNOVSKY:  Thank you very much for inviting me.


My name is Marcy Darnovsky.  I’m the associate director of the Center for Genetics and Society.  We’re an Oakland-based public interest organization that works to encourage responsible uses and effective governance of human biotechnologies.  

Together with other pro-choice public interest groups in California, we support embryonic stem cell research, and we support public funding of this important area of research.  However, before and since the election last November, we felt compelled to raise a significant number of concerns, deep concerns, about Prop. 71 and the stem cell research institute that it’s established.  And one of the reasons that we felt so disappointed when we first took a look at this initiative was that it doesn’t take advantage of several existing models of regulation for stem cell research that we could learn from, and that’s what I want to focus on in my few minutes today.

In many other countries where embryonic stem cell research is underway in the world, the activities are quite robustly regulated.  The best known example is in the UK, and it’s called the Human Fertilization and Embryology Authority (HFEA).  A regulatory approach that’s very, in many ways, similar to the one in the UK was adopted last year in Canada:  the Assisted Human Reproduction Act.  And these are countries that we see as having, in many ways, a similar culture and values to ours.  Another country that’s moved forward in embryonic stem cell research, and the only country in which somatic cell nuclear transfer has successfully occurred for the development of the embryonic stem cell lines, is South Korea.  And in South Korea, too, there has been established a licensing agency for embryonic stem cell research.


Now, I’m going to talk most about the UK and Canada, focusing on the similarities between those two systems, and I would like to ask you to listen with two different kinds of ears to the points I want to make about these two regulatory systems.  With one set of ears, what I’m asking is that you gauge the difference between the systems that have been set up in the UK and Canada and the arrangements that seem to be envisioned by the stem cell research here in California, as best we can tell at this early stage.  And with another set of ears, I’m going to ask you to listen to a much more drastic suggestion, which is that we in California could consider establishing here in California a licensing and monitoring agency for this research that would be separate from the California Institute for Regenerative Medicine.

So, let me tell you a little bit about these two systems in Canada and the UK.  Of course, these are not systems that have prevented the research from going forward.  People in California during the election often said that we were afraid we were going to lose scientists to the UK in particular, and it was as if they were suggesting that scientists would go to the UK and do what they wanted.  That’s not what happens there.  What happens in the UK is that if you want to do stem cell research, you apply for a license.  You convince the HFEA, this agency, that your proposal has scientific or medical merit; that you also are going to adhere to a large number of other regulations that are in place.  And if you so convince them, then the HFEA will grant you the license—or deny it if you haven’t convinced them.  If they grant you a license, then you can be monitored and the license can be revoked.  You have to follow the rules.


Now, many people in the United States from across the political spectrum have proposed that we would do well to learn from these models and to adapt them to specific conditions in the United States.  But in the United States right now, the possibility of setting up such a system seems, in the near term at least, rather remote because we have an administration in Washington that doesn’t support embryonic stem cell research and has put restrictions on it that don’t even allow this discussion to happen.  But here in California, we can have that discussion.  We could actually think about setting up a licensing and oversight agency here.

Okay.  So, what do the British and Canadian models look like?  What can we learn from them?  First of all, in both of these countries, the research is regulated by an agency that oversees both human embryonic stem cell research—in fact, all human embryo research—and, also, assisted reproduction.  And the thinking is that these activities should be addressed in the same regulatory scheme because the research and reproductive uses of human embryos are inextricably entwined.  I think perhaps fortunately here in California, this kind of comprehensive approach would have the advantage that it wouldn’t be trying to target the California Institute for Regenerative Medicine in particular.  It would apply much more broadly.


The second point about these regulatory agencies, these models, is that they apply to both publicly and privately funded research.


The third point I would make is that the licensing requirement does mean that the investigators who would like a license have to go through all these steps, and if you look on the HFEA website, there is a very elaborate decision tree that the agency follows to determine whether the license should be granted or not.  


The fourth point is that both the HFEA and the commissions that will be set up in Canada to implement their law are required to have a broad representation of people, with a broad range of relevant backgrounds and from a broad range of disciplines.  And all the members are held to high conflict-of-interest standards.  The HFEA, as an example, requires that its chair, its deputy chair, and at least half of the agency’s memberships be neither doctors nor scientists involved in human embryo research or in providing infertility treatment.  


And the last point I would make is that both of these agencies in Canada and in the UK have an additional responsibility, and that is that they are required to create mechanisms for broad and effective public participation and consultation.  So, the HFEA regularly carries out public consultation in different areas of concern.  And in Canada, the commission that drafted the bill that was passed that established this new agency, it carried out an incredibly ambitious series of public meetings and hearings that wound up involving thousands of Canadians from all walks of life.


So, I would just conclude by saying that such an arrangement, I think, would be the kind of thing that would build public confidence and trust, and I think it would also protect the health of women and research patients.  And I think it would also, in fact, further the science because I think those are the conditions in which good science exists.


Thanks.


SENATOR ORTIZ:  Thank you.


And our final speaker on this panel, and then we’ll open up to questions, is Dr. Clark Hinderleider.  


Welcome.


DR. CLARK HINDERLEIDER:  Thank you for allowing me to appear today.  My name is Clark Hinderleider.

My charge was a little different in the sense that I had looked at medical and ethical standards dating from the Nuremberg Code down through the Declaration of Helsinki and the Belmont Report.  And so, I will just make those comments available to the committee, as well as the bibliography.  I would like to deal a little bit more with current things, perhaps, in terms of the egg donation; the Code of Federal Regulations, Title 45, Part 46—that’s the subpart (b)—which specifically does refer to human in vitro fertilization, and it controls for such.


SENATOR ORTIZ:  Let me take a moment because I failed to give a little bit of background to my colleagues here.


You are a cardiac surgeon and a specialist who has been involved with clinical research dealing with heart disease, and you’re currently a medical consultant to CHF Solutions, which is a medical device company based in Minnesota.  I believe you’re also affiliated with the California Research and Cures Coalition, the nonprofit foundation that is advocating for stem cell research nationally and in other states.  I wanted to make sure we understood your background and your expertise.


Thank you.


DR. HINDERLEIDER:  I would point again that there are two Institute of Medicine reports from 2002; one about federal oversight, which includes not only privately but all publicly funded projects, too, and research participants in those programs.  I think the model of the NIH, Office of Human Protection is a good model.

Let me just say one other thing about the HFEA.  It has not worked as well as has been portrayed here.  In fact, recently the Law Lords were called in to adjudicate in some of the decisions with the HFEA with clinicians and research scientists.


SENATOR ORTIZ:  And that’s the British model that was referenced.


DR. HINDERLEIDER:  Right.  I think that there are other institutes, too, that Dr. Hall mentioned.  The ones I’m thinking of are like the McGowan at the University of Pittsburgh and the Wake Forest Institute.  These are functioning institutes of regenerative medicine.  They do have a very thorough and complex, in terms of authorization and consent, egg donor programs.  So, this is not new ground here that needs to be hoed.  There is a vast body of knowledge which both the Institute and the ICOC can use to deal with the broader issues of medical and scientific accountability, as well as the specific issues of egg donation.  There are also other technologies coming on line.  Janous’s[?] group, Schuller’s group, Daley, have all done things that are going to probably allow oocytes to be made from human embryonic stem cells.  So, there will be a startup time, and SCNT is probably the best way to do this at this time.  But there are other technologies which will obviate these objections.

And I think in terms of the Parisian letter, which Ms. Coeytaux quoted, you have to read her entire memorandum, which is online—and I can get the committee that citation from just about a month ago—in which she goes down through the entire argument.  So, quoting selected portions of it just gives you a different idea.


SENATOR ORTIZ:  And we’ll allow you a bit more time, certainly, on your time if you want to clarify what pieces were left out that might contradict the assumptions.


DR. HINDERLEIDER:  I would have to look at the letter directly.  As I said, my remarks are prepared to give you a historical background of what the make on scientific ethics and ethic standards are here that we can refer to and that are perfectly applicable to both the Institute and for the ICOC.  So, I’ll provide those and add some references that are directly related to that.

There are also a couple of articles that were recently published in the JAMA which deal directly with comodification of egg donation, tissue donation, and there’s also the recent FDA ruling regarding the eligibility for patients under those circumstances.


So, again, there is ample information out there.  It just has to be used in an appropriate way.  The only thing that the act does is that it says the Institute can modify it so it’s directly applicable to its standards and specificity.  That’s the same thing that you would do in any case.  You’re taking several disciplines, several fields of expertise, so you have to allow some flexibility when you’ve combined these.  The idea is to use the common principles but not to impose one disciplinary perspective on another.  So, again, we’re not talking about de novo creation.  We’re talking about refinement of what is accepted law.  The culture of which Dr. Zach and others spoke is what we’re talking about.


Thank you.


SENATOR ORTIZ:  Have you finished your testimony?  You have a bit more time left, if you want.

DR. HINDERLEIDER:  No, that’s basically it.


SENATOR ORTIZ:  Okay.  We have Professor Charo on the line.  We have the witnesses.  Questions from committee members to any of the participants here?


Senator Runner.


SENATOR RUNNER:  A couple of follow-ups.  I think first to Dr. Hall.  I guess my question is:  As we anticipate, then, the research that is going to go on as a result of the grants that will be given, how aggressively do we anticipate the need will be to be able to accumulate the eggs in order to move that research forward?


DR. HALL:  I, myself, have not made any estimate of what would be needed in terms of the substantial increase in research that would be the result of Proposition 71.  I think we should do that.  I must say, this has alerted me to an issue.  

SENATOR RUNNER:  What’s your gut tell you?


DR. HALL:  Well, the history of things like this, I think as Dr. Hinderleider indicated, is that as technology develops, I would be very surprised if for ten years we would be using egg donors from women as a source of eggs for nuclear transfer.  I think if we can establish cell lines for this, I think that would be an alternative technology.  I think there will be better ways of doing this that will not involve massive collections.


SENATOR RUNNER:  In ten years?


DR. HALL:  Well, I can’t put a timetable on that.


SENATOR RUNNER:  But in the near future.


DR. HALL:  Well, as we’ve heard, people are already developing these technologies, and I think it will be a question of a few years.  Within a few years, my guess is that these new technologies will come on line and will meet that need.


SENATOR RUNNER:  On a follow-up question to Francine Coeytaux, your five items in the back here, it seems to me that actually, especially when you’re dealing with the issue of multiple egg extraction, that you really are talking about a moratorium.

MS. COEYTAUX:  Well, we were trying to propose recommendations that would allow the opportunity for the research to go forward without having to ask more women to undergo multiple extraction.  But yes, you could.  And what I’m hearing also in terms of the new technologies is that maybe that would be another reason why we could kind of postpone and use the eggs that are now available.  There are eggs available in fertility clinics.  The question of how many is hard to get at.  I’ve been asking that question for a while.  There is also the opportunity of gathering eggs without having hyperstimulation or the Lupron in advance, and that’s another recommendation we make—why not try that way?


SENATOR ORTIZ:  Which is a single-egg extraction procedure.


MS. COEYTAUX:  Right.


SENATOR RUNNER:  It seems to me, as I read this, kind of your guidelines for the single-egg extraction is one of informed consent, highest ethical approaches—those kinds of issues—but as I read and get down into multiple egg extraction, it seems like it’s all. . . . the wording is “before undertaking,” which seems to me to be, We’re not ready yet.

MS. COEYTAUX:  Well, a way to say that is that our concern really is about the health effects of all the drugs that go along with the multiple extraction, not with the actual science of the SCNT, and the concern about creating a huge market that then addresses all these other ethical concerns that we, frankly, don’t feel have been dealt with yet.  And so, you’re right; in a way this could be a short-term way of saying let’s have a moratorium; let’s figure out how to use as many eggs as we can that don’t put other women at risk, for all the reasons that I listed.


SENATOR RUNNER:  Okay.  Thanks.


SENATOR ORTIZ:  Any other members?


I know we have Professor Charo on the line, and let me just go back and frame the issue.  

I think it’s been accurately stated that the initiative allows the IRBs to develop the policies on the medical standards, and that has been the standard in research thus far.  It’s silent as to whether or not multiple egg extraction or SCNT ought to even be a preferred or not preferred therapy or mechanism of funding research product.  
I think what we’ve heard thus far from Dr. Hall and others is that the IRB is the model that traditionally is used in research and that that should be the standard and that we should rely on that because that is generally what guides research.  And I understand that and I believe that.


I think the difficulty that I have with this discussion here on whether or not SCNT is a risk to women, or whether or not SCNT in addition to that, is where we ought to go in terms of just the whole basic question of whether or not women should be used to pursue research.


It’s comforting to hear from Dr. Hall that we may be ten years away, if at all, to answer the question, at least through the ICOC, of whether we need to embark upon hyperovulation of women to seek more research product and to pursue embryonic stem cell research.  I believe that’s what you said, that there are other means of pursuing research absent SCNT.  Let me ask you to restate or clarify that.


DR. HALL:  Well, there are other ways to devise so-called embryonic cell lines, but the big advantage of somatic nuclear transfer is that you can take, for example, a nucleus from a person with a genetic disorder, put that into a cell, and then create a cellular model for that disease, which we now cannot do; for example, for Huntington’s disease or Parkinson’s disease or diabetes.  Or even for genetic abnormalities such as Mrs. Coeytaux’s daughter has, it would be enormously helpful research to have human cell lines that had this particular disorder and that one could then examine for the problem.


Now, the question is:  Where do we get those cell lines from?  The current procedures call for taking normal eggs, taking out the nucleus, and then putting in the nucleus of the donor of interest.  So, where do the eggs come from?  That’s the question.  And so, there is the possibility now they come from ovulating women.  There is the possibility of creating another source of those, possibly using the same kind of technology that we are all about; that is, to use stem cell technology to produce eggs.

SENATOR ORTIZ:  Dr. Hall, I need you to answer the question.  Did you say that if we pursue somatic cell nuclear transfer at all, we’re at least ten years away?  No, that’s not what you said.


DR. HALL:  No.  What I said was that over the next ten years, I think we will develop technologies that will make the kind of egg donation that we are discussing here on a large scale unnecessary.  That’s what I’m saying.


SENATOR ORTIZ:  All right.  Let me go to the concern that I have.  I think society has come to a place where we’ve said in vitro fertilization procedures that produce multiple eggs for the purpose of achieving a child, we have decided is a good risk/benefit analysis.


MS. COEYTAUX:  For those who can afford it.


SENATOR ORTIZ:  And I think that that’s where we have been thus far.  The difficulty I have in this discussion, as someone who has really defended embryonic stem cell research through legislative policy, through the initiative, through all of what I think is the right thing to do in society—to pursue disease protection and cures—we have countered in numerous committee hearings, in this committee room, that we, in fact, will have to embark upon egg harvesting.  Now I find myself in a position where we’re hearing that that might not be the case, which troubles me.


I really respect, actually, Professor Charo (who’s on the line) who has given a very thorough overview, who was asked to be a part of the witness testimony here before this committee through Mr. Klein, and who presents one study that refutes one of my biggest concerns, at least, on hyperovulation, which is ovarian cancer.  I don’t know that we have enough of a body of medical research that has been committed to the area of hyperovulation, whether it’s Clomid or Lupron or any of the others, to really answer with any certainty the depth of this question of hyperovulation.  If we don’t have to go to producing multiple eggs for the purposes of research, if we aren’t yet there where we’ve determined we don’t have an adequate supply and we have an exhaustive single-egg extraction, I just think it makes sense to take time to determine whether we need to get to multiple egg extraction procedures. 

And with all due respect to the study that refutes ovarian cancer risks, there are other studies that at least suggest not just ovarian but other health risks, and I think the jury is still out.  We’ve made a decision as a society that it is appropriate, it is right, that we inform women when they undergo hyperovulation to become a parent that that may be an appropriate risk.  I don’t know that I’m in a place right now as a woman to say we have enough medical evidence there to say that we’re not risking women’s health.

Then there’s the other question, quite frankly:  Aside from informed consent, being assured that there’s no medical risk, ought we to be embarking upon this ethical area that is new, that we haven’t had the luxury of asking up to this point because we haven’t been able to invest in embryonic stem cell research?  Is it the right thing to do, even if it’s medically safe, to have women become egg harvesters?  I’m troubled by this, and I don’t know where the answer lies.

SENATOR RUNNER:  And I think the issue becomes a little more complex in the fact that we’re trying to do this, I guess, in the aftermath of understanding what voters meant and did when they voted for Prop. 71.  And that is, I can tell you as an individual who is in California watching the things that were going on, I think the indication was that we had this backlog—available resource—of material that could be used and isn’t being used.  I don’t think anybody thought of the fact that this was going to create a demand out there.  And I’m not sure how that would have played on California voters in that way if there was this unknown demand out there and what that would mean going into, I think, a very interesting and challenging ethical discussion.  

So, I’m troubled by that whole issue, too, on, I guess, a whole number of levels.  Like I said, I just don’t believe the average person in California ever felt we’d be having this discussion as a result of Prop. 71.


SENATOR ORTIZ:  Let me ask my colleagues before we go to comments—anyone else want to weigh in on the discussion?


MS. COEYTAUX:  I was going to say . . . 


SENATOR ORTIZ:  Let’s have your mike on.


MS. COEYTAUX:  Sorry.  I apologize.  Frankly, even though I consider myself an expert in new reproductive technologies, I wouldn’t have known about it had I not spent five years on the committee for human cloning, studying the issue and finding out and therefore then realizing, Oh, gosh, there’s this whole other new aspect of it.  So, definitely most of the public, even many of us scientists, didn’t know.


One thing that you said, Senator Ortiz, about the concern about, What are the long-term impacts? we don’t know them.  I think that a study cannot refute a long-term cause.  It can only show that so far there’s no evidence of one.  But it never comes out in refuting.  

Again, I, like you, am not a medical expert, and I look at writings and the evidence from Dr. Parisian, which I don’t know what you were referring to, but I mean, she clearly says, as the head medical officer at the FDA, and I quote—I mean, her ending is—“As a scientist, physician, former FDA official, and clinical trial consultant, I understand why some have expressed enthusiasm for SCNT.  However, as a physician, I cannot condone SCNT at the expense of a woman’s health without giving her an opportunity for [adequate] informed consent.”  There is not the opportunity now for a woman to be able to do.  We do not have enough information about the health benefits.  That’s the whole point of her letter.

SENATOR ORTIZ:  Thank you.


PROFESSOR CHARO:  Senator, would it be appropriate to make a comment?


SENATOR ORTIZ:  Yes, I think it would be appropriate.  We have two other comments, but let me have you go first and shed some light on this.


PROFESSOR CHARO:  I appreciate that, and I apologize if I cut somebody off.  Obviously, I can’t see what’s going on.


SENATOR ORTIZ:  No, no, no.  Go ahead.


PROFESSOR CHARO:  I’d like to address the very heart of your question, if I may, because I think it goes to why we are having this discussion.

It is true that we are hoping shortly to have alternatives to women’s eggs, including the use of existing stem cells to create artificial eggs, being able to learn how to mature in vitro the immature eggs that exist in discarded ovarian tissue from surgeries women are having for their own needs, or using nonhuman eggs.  None of those are ready, but we’re hoping they will be shortly.  

So, why not wait? is the question.  What is so urgent about doing this?  I would say to you that the urgency is precisely to protect women’s health.  Right now I don’t know how many people are in that room, but of the women in that room, about 10 to 15 percent are going to get breast or ovarian cancer in their lifetime, and some number of those are going to get it because they’ve got a mutation called BRCA1 or another mutation called BRCA2.  If you have one of those mutations—and we can test and tell you if you do—you have about an 85 percent chance of getting breast or ovarian cancer before the age of about 50.  That’s an awful, awful thing to have because right now, we don’t have a clue why the mutation causes the cancer or how to prevent it.  All we can do is either give you the option of having your ovaries taken out and your breasts removed, putting you in early menopause and maiming your body, or, if you prefer, we can engage in something called “watchful waiting,” in which you go to the doctor frequently, hoping that you’ll pick up the cancer early enough to survive the radiation and chemotherapy that follows.  These are the only options for those women in the room, and the reason is, is we don’t understand why the mutation causes cancer.

Somatic cell nuclear transfer is the best tool that has come around in history for us to understand the mutation and its mechanism and actually present a cure of these cancers.  We could take cells from a woman who’s got a BRCA1 or BRCA2 mutation, and using a donated egg, we could clone from that cell from the woman with the mutation, develop an embryonic stem cell line that has the mutation, and grow the breast or ovarian tissue in a laboratory dish where we can watch what is going wrong; what is being expressed at the wrong time.  What do we have too much or too little of being expressed by these cells?  We can actually develop options that will let women keep their ovaries and keep their breasts and keep themselves cancer free. 

This is not an issue in which all the risks are placed on women and all the benefits are to some abstract group of people.  This is an issue in which for somatic cell nuclear transfer in particular, we have egg donation carefully regulated with IRB oversight, constantly updated for new medical information, and careful out-of-pocket reimbursement-only which have nothing to do with the kind of markets that Francine Coeytaux was talking about.  So, we have the manageable risks of our egg donation balanced against the very palpable benefits of finally making some progress on this most serious scourge on women’s health.


So, I would not want to leave this hearing with people thinking that this is not a question of women’s health benefits on the side of the equation that favors going forward with this research rather than waiting for some indeterminate amount of time for alternatives to women’s eggs to appear.

SENATOR ORTIZ:  Thank you for that compelling overview on the therapeutic benefits.

Before we go to the next witnesses, let me share with you as well as others in this room, my motivation for doing embryonic stem cell research and pursuing this in California really came out of the understanding of the horrors of my mother contracting ovarian cancer.  It’s all hideous.  As someone who is in the very category, Dr. Charo, that you referenced, that could indeed be helped, the 10 to 15 percent that may or may not have BRCA1 or 2—and I have not been tested, nor do I want to be—let me just suggest to you that prophylactic oophorectomies or mastectomies or ovarectomies that are proposed here as a means of extracting eggs for the purpose of SCNT or otherwise are all options that are available to us.

Let me also suggest, however, that embarking upon the research is important, and in fact, there may be an avenue with the SCNT as an option for people in that class.  But let’s also be aware that if there are equally compelling ways of doing that very type of research with something other than SCNT, then we do need to weigh those alternatives before we embark upon the ethical question that it requires.  And with all due respect to the research that is there, there is also compelling research that I’ve seen in various sources that suggest the very hyperstimulation of ovaries that would be required for SCNT—in fact, there is credible evidence on the other side that that indeed could put a woman at greater risk of ovarian cancer, whether they’re BRCA1 or BRCA2.


PROFESSOR CHARO:  Excuse me, Senator, but that’s exactly the risk that the National Cancer Institute MDA[?] study looked at.  They looked at every study that had suggested the risk of increased rates of ovarian cancer in women with this particular pattern of drug use.  That is precisely what they found was not, in fact, present in those studies.  Other risks are not addressed by the MCI study, but it was very specifically focused on ovarian cancer risk, and it was looking at every single study that’s been done to date.

SENATOR ORTIZ:  Well, I appreciate that.  I haven’t seen the body of evidence that that one paper that’s in our packet is based on, and I look forward to that.  I think we can have a dueling debate about research in general, but I respect the difference of opinions.  I just happen to believe that we haven’t put as much money in research in general of women’s research to be able to say conclusively that there are not risks associated with women undergoing hyperstimulation of ovaries to produce SCNT.  

I’m not the person to make the decision.  It is going to be made by the ICOC.  I think the question of whether or not we have adequate supply currently in leftover in vitro fertilization clinics as well as single-egg extractions, even for women that may have BRCA1 or BRCA2, ought to be pursued before we go to multiple extractions.


PROFESSOR CHARO:  One last thing.  We do not have eggs left over in fertility clinics.  I’m sure that Francine Coeytaux simply misspoke at that point.  We don’t know how to freeze eggs respectively at this point.

SENATOR ORTIZ:  Let me just say, my experience has been, as we’ve gone through the committee process—and I’ve defended my policies in this committee hearing, on the floor of the Senate, and the debates with, quite frankly, Ms. Coeytaux and Ms. Darnovsky as they were opposing me in debates on Prop. 71—that I said, based on all of the researchers’ representations to me, that we would not have to go to egg production.  


So, I just think that we are at a place where we have the luxury to pursue this research.  If we don’t have to embark upon this now, I counsel, I advise, I suggest, there’s so many issues that we have to tackle in this brave new world, that we ought to be really, really conscious of each step that we take.  And this is one, that even if we answered the medical questions—and I respect Dr. Charo, and she has a compelling case to be made about the medical risks or nonrisks—but let me say, if we don’t have to address this yet, there’s still this broader ethical question:  Is it the right thing to do?  And that’s where I’m troubled.  I don’t know where I fall on this one, but let me just suggest that we’ve got our hands full in moving forward and protecting the integrity of what we all want to have done, which is pursue research and to do it in a way that saves lives.  And if we can save this thorny ethical question until we’ve got greater foundation and footing, then I suggest we think about that and you think about that as an option.

I’m sorry—you may finish.


DR. HINDERLEIDER:  I was just going to say, there’s no direct relationship between SCNT and the need for hyperovulation.  

SENATOR ORTIZ:  You can do a single-egg extraction?


DR. HINDERLEIDER:  Or even harvesting of eggs, period, at this point.  I think the Senator’s point is well-taken.  You know, look at the supply.  To assume that SCNT equals hyperovulation and egg extraction is just not true.


SENATOR ORTIZ:  Okay.  So, you believe there’s adequate supply of available blastocysts in the in vitro fertilization clinics.


DR. HINDERLEIDER:  I’m not an expert in that field.  I would defer to someone who is.  I know there are some 400,000 . . . 


SENATOR ORTIZ:  That’s the figure we’ve been told.


DR. HINDERLEIDER:  . . . embryos there.  Or blastocysts.  Not embryos.  And that supply hasn’t been investigated.

SENATOR ORTIZ:  Because that contradicts Dr. Charo’s comment is my point.


MS. COEYTAUX:  Actually, Dr. Charo was right.  She was talking about unfertilized eggs, which is what we need, and those are harder to hold.  No, her point was actually right on.  That’s why there is a problem.  We have embryos, and that’s what’s been talked about a lot, but we don’t have the eggs that are unfertilized.


SENATOR ORTIZ:  Okay.  Appreciate that.  I thought she meant IVF 400,000, which are fertilized.  Good, for that distinction.


A final comment?


MS. DARNOVSKY:  Yes.  Just going back to the Canadian and British models, both those systems allow looking at the safety and the well-being issues—which in this country we sometimes call ethical issues—and I think we have to do that.  In Britain there’s this whole licensing consideration, so there would be some controls over any efforts to expand the harvesting of eggs.  And if you need a lot of eggs, if you’re going to do a lot of SCNT, you need a lot of women to be giving them, to be providing them.  That’s the best way.


In Canada, they looked at all this body of evidence, the safety data, the problem of the egg market, and what they decided in Canada, in fact, was precisely that for the next three years, they were going to do embryonic stem cell research with the IVF embryos, the same as the 400,000 leftover ones, and they weren’t going to do SCNT.

SENATOR ORTIZ:  Okay.  We’ve gone over time, and I apologize.  We’ve got two more panels to go.  Let me thank you all for being on the line, as well as Dr. Charo, and let’s move on to the next panel.  Thank you all.


I’m going to change the agenda here.  I want to hear from the auditing and public accountability speakers first, and then we’ll close with the “Prop. 71  Disease Disparity and Diversity Issues,” because I think the value of the Controller’s Office addressing the committee on the manner in which the audits will be conducted, as well as Ms. Howle, our State Auditor, are really important.


So, I apologize that it’s been a long afternoon.  These are usually agenda items that are very lengthy.


I don’t know, Dr. Hall, whether you need to do an overview.  We thought you would defer to them.  But let’s have you just open on this topic area.


DR. HALL:  Well, some of this material has been covered earlier.  Let me just say that the California Institute for Regenerative Medicine is absolutely committed to a diverse workforce.


SENATOR ORTIZ:  Oh, we’re on the public accountability and auditing provisions.  I changed the schedule.

DR. HALL:  I’m sorry.


SENATOR ORTIZ:  I’m going to the last item next.


DR. HALL:  All right.  I was . . . 


SENATOR ORTIZ:  That’s okay.  I apologize.  I want to get to the auditing provision, and then we’ll close with the diversity issues.


DR. HALL:  Okay.  The financial accountability provisions are built into Prop. 71.  It requires the Institute to undergo an annual, independent financial audit of its activities and creates an unprecedented Citizens’ Financial Accountability Oversight Committee chaired by State Controller Steve Westly, with additional members appointed by the Treasurer, Speaker, Controller, President Pro Tem, and the ICOC.

SENATOR ORTIZ:  Thank you.


Let’s hear from Mr. Brown first.  Thank you.


MR. VINCE BROWN:  For the record, Vince Brown, chief operating officer for the State Controller.  The Controller applauds the committee for conducting this oversight committee.  He thinks it’s very helpful.

SENATOR ORTIZ:  Oh, good!  Thank you.


MR. BROWN:  Since you have had a long afternoon, I’ll make my remarks very brief.  I have submitted to the committee a copy of an agenda item that the Controller and I presented to the ICOC, outlining best fiscal practices and grant administration, and that is with the committee.


In response to your specific questions regarding the Controller’s role, he has two roles.  First, the Institute is a state department, so our office performs our typical constitutional and institutional roles.  We audit the expenditures, claims, and pay the Institute’s bills.  We pay their employees.  We will likely conduct field audits to ensure that the appropriate internal accounting and expenditure controls are in place.


Although the Controller does not have specific authority to conduct performance audits, we have urged the ICOC to utilize performance audits so that they can measure the effectiveness of their grant expenditures.  Specifically, we want the Institute to measure achievement of the goals outlined in the initiative campaign.  For example, how many jobs are created in the state; how much economic growth is generated for the state; how much revenue may be generated from royalties for the state, and what cures have been discovered.  We believe that performance measures should be included in the grant agreements so we can measure the achievements of these goals as these projects proceed.  The annual report that the Institute must submit should include grant performance reports.

The Controller’s second role is that we review the annual financial audit and submit a report to the Citizens’ Financial Accountability Oversight Committee.  As mentioned, the Controller is the chair of that committee.  The committee evaluates the Controller’s annual report of the Institute’s audit and reviews the financial practices of the Institute.  It provides recommendations to the ICOC on the Institute’s financial practices and performance and conducts an open public meeting to evaluate public comments and include appropriate public summaries in the Controller’s annual report.


In the interest of time, I’m not going to go through the findings that we included in our report, but I would conclude that we believe the ICOC can take the proactive steps to implement the necessary checks and balances to ensure proper accountability over the expenditure of public funds.  Further, the return to the public and the state’s economy is critical to the success of the initiative and the ICOC.


Thank you for the opportunity to appear, and I will answer any questions that the committee may have.


SENATOR ORTIZ:  Great.  Let’s hear from our State Auditor next, and then I’m sure we’ll have questions.  Thank you.


MS. ELAINE HOWLE:  Thank you, Madam Chair, Senator Vincent.


My name’s Elaine Howle.  I’m the California State Auditor.  My comments will be based on what the State Auditor’s Office could potentially do.  

We aren’t included in the proposition as an oversight body, but just for a little bit of background information, the State Auditor’s Office has the authority to conduct financial compliance and performance audits.  Most of our performance audits do come to our office through the Joint Legislative Audit Committee, but we also do receive mandates through legislation requiring us to audit certain programs.


With regard to Proposition 71 and the Institute and the ICOC, the role that we see that a performance audit could provide is in a few different phases.  Certainly, we could provide information relatively early in the process if that was the Legislature’s choosing.  What we would expect that we would do at that point in time would be reviewing the strategic plan:  Has a strategic plan been established by the ICOC?  What goals and objectives have been included in that plan?  Does it align with the mission that was laid out in Prop. 71?  Are the timelines realistic?  Have they established performance measures?  Do we think those performance measures are the appropriate types of performance measures?  What types of benchmarks will they establish, and how will they actually measure performance and then make adjustments in the future, as far as trying to meet some of those goals and objectives within their strategic plan?  Certainly look for whether or not a mechanism is in place to track progress in fulfilling goals.  Evaluate how both the ICOC and the Institute were established.  Were they established in compliance with the act?  Did they follow the appropriate protocols as far as hiring procedures, establishing the conflict-of-interest policies, the incompatible activities policies?  Are they complying with any provisions related to the Public Records Act, Open Meetings Act, those sorts of things?  And then, if there are provisions that the ICOC has established and the Institute has established with regard to how they will handle meetings, how will they handle public records, the grants management process?  What policies and procedures have they established to evaluate prospective grant recipients?  How will they intend to monitor those recipients?  Those sorts of things.

So, we can see the first phase, or the first performance audit, looking at:  Has the appropriate foundation been established (i.e., policies and procedures, a good strategic plan, good monitoring mechanisms)?  And then, the second audit, if we did it in phases, would be:  Okay, we’ve established a good foundation and have those policies and procedures and mechanisms in place.  Are we actually following those and implementing in accordance with those policies and procedures?  And, how effective has the Institute been, and the ICOC been, in carrying out the mission and the intent of Prop. 71?


So, that’s the role that we see and our audit organization could provide, but again, as I indicated, at this point in time, we certainly were not included in the proposition, as the Controller’s Office was.  So, it would have to go through the Joint Legislative Audit Committee or be statutorily mandated for us to do the work.  The only other mechanism is we have the ability to establish a high-risk list under legislation that Senator Speier authored last year which requires my office to establish high-risk areas that may be of interest to the Legislature.  The restriction there is, those audits are done as resources are available, so they would not be the highest priority audits as far as the use of my office’s resources.  But that’s certainly another mechanism that we could use to provide some oversight in this particular area.


SENATOR ORTIZ:  Great.  Thank you for that presentation.


Let me frame the issue here.  The legislation clearly requires the Controller’s Office to do a fiscal audit, as has been outlined by Mr. Brown.  The presentation by our State Auditor, Ms. Howle, identifies the parameters that are possible under a performance audit.  And let me just share with the public and those who are here today and Dr. Hall that I have a piece of legislation that requires the State Auditor to conduct periodic reviews of the ICOC.  It’s outside of the initiative.  And again, it goes to the performance audit, which is different than the fiscal audit.  I certainly have found the performance audits to be very helpful while I’ve served in the Legislature.  We’ve actually had complementary audits between the Controller’s Office as well as the State Auditor on things like special water districts—a little bit of controversy across the State of California.


So, I think they’re complementary audits.  I think, certainly, it would enhance the ability for the Legislature on a regular basis to determine whether or not the ICOC is moving forward on all these policy implications and how they’re performing, which is not precluded under the law.


My question to Mr. Brown—and it’s one that, unfortunately, is going to put you in a difficult position.  That’s what we do up here occasionally.  I’d like you to consider responding to the committee and myself whether or not there’s a possibility that the Controller, since he applauds what we’re doing here today on the very questions of performance audits particularly, whether, in fact, the Controller would be able to consider signing on and supporting the legislation that I’ve introduced that will allow for performance audits from the State Auditor.


MR. BROWN:  Well, clearly, that’s something I’d have to talk with the Controller about in concept.  I think the performance audits are very important, as I outlined, particularly as several of the witnesses spoke to the fact that the initiative was sold on generating royalties for the state, increasing the economy,   et cetera, et cetera.  I think we’ll be favorable on the concept, but specific legislation, obviously we’d have to discuss it with him.


SENATOR ORTIZ:  Perfect answer, to be open to it, and if I need to provide further information and have discussions, we would welcome a response.


MR. BROWN:  We’ll talk to Peter.


SENATOR ORTIZ:  Absolutely.


I certainly have some questions, but, Senator Runner, any questions?


Let’s see, Dr. Hall, would you like to comment on any of this, on the audit parts, either from the fiscal audit or the performance audit issues that have arisen?


DR. HALL:  I don’t think so.  Again, ICOC matters are to be dealt with by the chair.  As I say, my job is to try to get the science going so we have something to report to Mr. Brown and Ms. Howle.


SENATOR ORTIZ:  Thank you.


Well, I’ve asked the most important question regarding the willingness of the Controller to sign on, but let me ask our State Auditor, Ms. Howle:  What are the benchmarks or measures that you think would be relevant for evaluating the effectiveness of the various ICOC committees?  I mean, it may be just an open-ended question, but you’ve heard the whole array of issues regarding conflict of interest, regarding disclosure, regarding how we structure a policy if, in fact, the ICOC moves forward in this of assuring the state recoups either its financial investment or the product investments.  Any thoughts on what kind of benchmarks might give some guidance to the ICOC?


MS. HOWLE:  I don’t think I would have specific examples of benchmarks that I could provide to you today, but certainly, in our work that we’ve done in looking at strategic planning and looking at benchmarking and establishment of performance measures, the key is, in entities that have had successful use of strategic planning and benchmarking, is making sure that you identify what your primary, your core mission is, those core objectives; what you’re hoping to accomplish by awarding these particular grants to these research institutes.  What’s the ultimate goal?  That’s one of the things that we’ve seen as far as establishing appropriate performance measures and then benchmarking those measures along a series of time.  And then, also following up and making sure you measure and determine whether or not, okay, if we are meeting our benchmarks, that’s great.  If we’re not, what do we need to do to make adjustments to meet those benchmarks and accomplish the goals and objectives that we set out in our strategic plan?  

One weakness that we have seen in some strategic plans in the past have been setting your benchmarks too low and establishing benchmarks that are easily achievable, and therefore, you’re reporting that you’ve met all these benchmarks and you’ve met these performance measures, but have you really stretched your organization?  Have you really accomplished what your ultimate goal and your overall mission was in the beginning?  And then making sure that the outcomes are tied back to the goals and objectives so that you have a strong link between mission goals and objectives, outcomes, and your ability to measure against those.  And then, it’s a dynamic process.  A strategic plan is not, okay, we’ve established our strategic plan, we’re done with that stage, now we’ll establish our goals and objectives and our performance measures.  You’re constantly having to review those performance measures and benchmarks and going back and determining whether or not you need to make modifications to those as a result of certain constraints you’ve run up against or breakthroughs that you’ve been able to accomplish, so that you reassess your benchmarks quite frequently.

SENATOR ORTIZ:  Let me just assure Dr. Hall and others from the ICOC that are in the audience, usually when these audits are structured, there’s cooperation and participation by the audited entity to be able to structure the parameters, and it’s regarded as a resource.  So, whatever policy or position comes back, I would assure you that that’s the kind of collaborative process that we’ve engaged in that would be helpful, and it’s a resource that I would encourage you to avail yourself of.


I know Mr. Brown wants to comment, but, Mr. Runner, did you have      any. . .?


Mr. Brown.


MR. BROWN:  I just want to add to what Elaine said.  I think it’s really important that when you develop your performance measures, you do them early.  And one of the issues that we identified in our research is that they’ve got to be in the grant documents or you don’t really have legal authority to ensure that you’re measuring these things appropriately and you’re getting your return on your dollar.


SENATOR ORTIZ:  And I think that’s a very important point.  Right now the only document that guides the policy on which grants awardees receive. . . . I mean, we have no ability as a legislature to know whether one rate of interest, for example, was conferred upon one awardee versus another entity seeking funding through the ICOC or what the criteria is to guide a grant versus a loan.  The whole relationship of what the state may or may not be able to extract, in terms of IP and licensing, is really on a case-by-case basis on each contract that’s entered into with each entity for research.  There are no guidelines, certainly, in the initiative, and we’re looking to the ICOC to develop that, and I think there’s a resource here, in fact, to do that.  But absent that, there’s nothing in the law that assures we’re going to be able to extract that back.


Senator Runner, any comments?


The next panel is our last panel.  Let me thank you all for being here.  I know it’s been a long time and a long day, and I appreciate that.


Let me invite to come forward Mr. John Yuasa, who’s the health policy director of the Greenlining Institute, and Mr. Aubry Stone, who’s the CEO of the California Black Chamber of Commerce.  The topic of this panel is “Prop. 71 Disease Disparity and Diversity Issues.”

Let me welcome you, Mr. Yuasa.


Dr. Hall, did you want to open this up?  And this is our final panel, and then we’ll have public comment.

DR. HALL:  Yes.  I’ll be very brief.


The California Institute for Regenerative Medicine is absolutely committed to a diverse workforce.  We believe in it as a very positive value of necessity.  As I mentioned before, to get off to a fast start, our first eleven hires have been direct hires.  These people are involved in administrative work related to establishing the board of the Institute and then, particularly, providing support for these public meetings, which have been quite demanding.


The first formal recruitment was actually for my position, for which, as I understand, three finalists were considered by the committee.  And as I mentioned before, we have now initiated a search for a director of science programs and review which will be advertised and will be a competitive search.

Just a personal statement:  In my work at NIH and at UCSF and USC, I have been committed to workforce diversity and have been very active in that regard.  It is our intent that future hires will result from extensive recruitments designed to attract as diverse a group of candidates as possible, and in the meantime, any new workload needs are being addressed by temporary loans through interagency agreements and by short-term contracts.


I should say, one difficulty we face is that the final site of the Institute is, at present, unknown and won’t be decided until some time in May, so this limits the hiring that we can do.  Once the recruitments are completed and final count is selected, we will go ahead without these interagency agreements and short-term contracts.  


I should say that we have been contacted by several organizations interested in helping us to achieve our goal of a diverse employee population.  We will consult with them.  Senator Ortiz has provided two resources for us, and if others have other suggestions, we would be happy to receive them.


Thank you.


SENATOR ORTIZ:  Thank you so much.  I appreciate that overview and the commitment to the outcome of diversity with talented researchers in the pipeline.


Mr. Yuasa, I apologize—it’s late in the day.  I think we’ve allowed five minutes for each speaker.  Is that my understanding?


MR. JOHN YUASA:  Yes.  I don’t even think we’ll need that much time.

SENATOR ORTIZ:  Okay.  Welcome.


MR. YUASA:  Good afternoon.  As she said, I’m John Yuasa, and I’m the health policy director at the Greenlining Institute’s Bridges to Health Program.


First let me say that John Gamboa, our executive director, sends his personal apologies for not being able to appear.  He wanted to be here but he’s on the East Coast pursuing more funding so it will enable Greenlining to continue to work on issues such as this.


On behalf of Greenlining, our coalition, and its communities, it gives me great pleasure to appear before you today to bring to your attention some serious concerns that we have with respect to the implementation of Proposition 71, the Stem Cell Research and Cures Act.  To begin my testimony, let me, first, briefly describe the Greenlining Institute.


The Greenlining Institute is a multiethnic public policy and advocacy organization whose mission it is to empower communities of color and other disadvantaged groups through multiethnic, economic, and leadership development, civil rights, and other anti-redlining activities.  The Bridges to Health Program works to assist community health organizations with their economic development, to make healthcare affordable and accessible to all Californians, to bring down the excessive costs of prescription drugs, and to increase the diversity in all health professions.


The speakers who will follow me and I have strong reservations about the implementation of the Stem Cell Research and Cures Act.  It would appear from all the indications thus far that the stem cell program is being formed largely to benefit the rich at the expense of the poor and ethnic minority populations.  In fact, it can be seen from recent revelations that this program has all the appearances of a subsidy program for the wealthy and is a snub at the ethnic minorities of California.


Presently, minority populations lag behind in educational attainment, home ownership, employment compensation, and access to healthcare.  Now that we are about to embark on a major program with billions of dollars at stake, not to mention the many lives that may be saved, communities of color and low-income persons . . .


SENATOR ORTIZ:  Mr. Yuasa, let me ask you if, in fact, that’s a statement that’s other than the one that we were provided in the committee.  Are you reading from something?


MR. YUASA:  I’m reading my own statement, which is an overview of both the issues of staff subcontracting and diseases.

SENATOR ORTIZ:  I was hoping you could highlight the necessary actions that are. . . . there are four points in Mr. Gnaizda’s letter that are constructive and give direction to, I think, the . . .


MR. YUASA:  To the subcontracting.


SENATOR ORTIZ:  Would you mind?


MR. YUASA:  Sure.  I think that in addition to that—and Dr. Hall’s also mentioned the staffing, which we’re concerned about.  We’re also very concerned about how the grants are given out and how the research is done; and that, in fact, in that process, as you talked about the workgroups earlier, that our communities actually have opportunities to participate in that whole discussion and have input.  We have great concern that that’s not going to happen.  We don’t see that.  We want to see criteria in terms of the subcontracting that goes out and that when we look at potential subcontractors, that they in fact have records of diversity and so forth.  


But I guess that’s the overview and the highlights that we would like to see happen.


SENATOR ORTIZ:  I appreciate that, because I think in the letter by Mr. Gnaizda, he identifies the goals; obviously, a policy that assures contracting opportunities and hiring opportunities.  I believe there is a professional pipeline, researcher developed, in the development that enhances, I think, the pipeline development projects and The California Wellness and California Endowment that encourages researchers from diverse backgrounds going into these very specialized areas of research.  I would hope that that’s part of the policy as well—and commitment.  My understanding is, Mr. Klein was referencing that in our brief meeting—the fellowship program that’s supposed to be underway in cooperation with Greenlining, possibly.

Mr. Yuasa, had you finished your presentation?


MR. YUASA:  Yes, I pretty much summarized it.  But I do want to emphasize that, as you know, we’ve talked about health disparities, and we’re very concerned that those diseases get addressed.  In fact, maybe I could ask my intern student just to say a few words about some of the diseases that we’re concerned about.


SENATOR ORTIZ:  I would welcome that.  Let me just say that is really a very important point.  It’s one that was raised during the campaign and one I raised with the proponents.  I’m confident they’re going to understand.  There’s a very strong representation by the Type 1 diabetes community on the ICOC, but many of them obviously know that what they do in research in Type 1 really applies to Type 2 as well.


MR. YUASA:  HIV.


SENATOR ORTIZ:  Right, HIV.  But let me just say, in terms of our perspective when we tackle healthcare programs in California, I think 90 percent of all diabetes in California are Type 2, and they are overwhelmingly borne by communities of color.  I’m confident that the bar has been set that assures that research grants will be equally applied to Type 1 and Type 2.


Did you want to comment on that?


DR. HALL:  Just to say that the ICOC has representatives from both patient groups.


SENATOR ORTIZ:  Dr. Prieto and Dr. Preciado, I believe, are the two.  


Thank you.


We can briefly hear from your intern, and then we’ll hear from our final speaker.


MS. DAWN SUNG:  Hi.  Good afternoon.  It’s a great honor to appear before you.  I’m representing the Asian Enterprise, the Council of Asian American . . .


SENATOR ORTIZ:  Would you give us your name, please, for the record?


MS. SUNG:  Oh, yes.  My name is Dawn Sung, and I’m representing the Asian Enterprise, the Council of Asian American Business Association, and the UC Berkeley Asian Students Association.

Today I’d like to speak about the importance of having Asian Americans involved in every aspect of stem cell research and the potential cures it holds for diseases that disproportionately affect the Asian American community.


Asian and Pacific Islander Americans compose 11 percent of California’s population, and they voted overwhelmingly for Prop. 71.  According to the L.A. Time’s exit polls, 72 percent of Asians supported Prop. 71—the highest percentage among all ethnic groups.  Yet, I’d like the emphasize, Asian Americans are completely absent in representation on the Oversight Committee.  This implies that the California Institute for Regenerative Medicine would be inattentive to the health needs of the Asian community.  Recent reports have raised the issue that genetic diversity is necessary within stem cell research, for ______________ potential cures could end up being most useful only to a small elite of the world’s population.

There’s certain diseases that clearly affect Asian and Pacific Islanders more than other ethnic groups.  For example, diabetes, as you mentioned, liver cancer, and stomach cancers.  So, Type 2 diabetes, as you said, affects 95 percent of all diabetes patients, and it’s grown at an alarming rate in the United States and all over the world.  Although diabetes is also common among other ethnic groups, half of all diabetes patients are Asian Americans and Pacific Islanders.  In fact, it’s the fifth leading cause of death among Asian and Pacific Islanders, as they tend to have rates of impaired glucose tolerance compared to Caucasians.  Stem cell research has the potential to create insulin-producing cells for transplantation therapy and offers the first, real potential cure for diabetes.


There are also certain cancers that also really disproportionately affect Asians at a high rate.  Of all cancer patients, 18 percent are Asians.  In fact, cancer is the leading cause of death for Asian Americans, and certain cancers such as liver and stomach cancer are especially common among Asian Americans.


Stem cells hold much hope for curing cancer.  They’ve already been used to screen potential anti-tumor drugs and may even allow for organ transplants or regeneration.  I think it’s clear that these kinds of specific diseases should be given more attention on behalf of the API community.

In conclusion, I’d like to say that we would like to see a strategic plan on how the California Institute for Regenerative Medicine will address this issue of diversity so that all Californians can benefit from stem cell research.  We ask that diversity is made a criteria for institutions to receive research grants which will, in part, render hope that Asian American health issues will be addressed.


Thank you.


SENATOR ORTIZ:  Thank you so much for your thorough presentation.  Appreciate that.  There may be questions.  Thank you.


Dr. Lee?


DR. BILL LEE:  I’m Bill Lee, publisher of the Observer newspaper here in Sacramento.  Obviously, I’m not Aubry Stone.  I’m here literally substituting for him.  As many of you know, he is the president of the California Black Chamber of Commerce.  I’m actually here on behalf of the West Coast Black Publishers Association, as I’m the founder of that group, and speaking on behalf of that group on this point.


As you’ve indicated, Senator Ortiz, there’s many roads to travel in this exciting area of research that we’re endeavoring on, and one of the areas of concern to us, obviously, is this area of supplier diversity.  It’s really always one that is probably underaddressed.  It’s not one that many realize the impact it has on communities that are underserved throughout the state.  We have a particular concern with the area, because from our evidence in the past, it’s indicated that if any of these research grants come down the path of the UC system, as we obviously believe they will, that the response in contracts have been, really, just very minute.  As an example, UC Davis, in our last research in the year 2003, has indicated that they had about $109 million in contracts that have been leaded in construction and design expenditures, as an example.  But, as we added that up, there’s less than 1 percent.  One tenth of 1 percent essentially have gone to African American contractors.  That percentage in the Asian American community is less than 2 percent.  The percentage in Latino-owned businesses/contractors has been less than 3 percent.  It’s really appalling to hear those kind of percentages, and the impact it has on those respective communities is devastating in the sense of trying to grow a business and trying to expand upon businesses and really providing the kind of employment that one needs to have through those communities.


In that regard, we’re hopeful that the Oversight Committee, and certainly the Institute itself, will begin to address this whole area of supplier diversity in a more aggressive, acute way.  In that regard, we’d like to suggest the following actions and points:  That the Oversight Committee and the Institute itself immediately set minority contract goals and report annually to this committee and the public on the achievement of these goals.  Secondly, we would like to require that as part of the bidding process, that every contractor seeking $100,000 in contracts, as an example—or more—require that they set forth a supplier diversity program and achievement by race, ethnicity, and by gender.  And thirdly, inform all potential contractors that a major factor in the bidding process will be a supplier diversity program and supplier diversity achievement.  And fourthly, specifically secure from every UC campus—every UC campus—that for every school and university that wishes to bid in this process, that they provide supplier diversity data and that this data should be broken down by race, ethnicity, as well as by gender.  We think that these programs, if they are instituted, will really begin to impact on this whole area of supplier diversity, which is really underaddressed in this major area.


So, essentially those would be the points of consideration, and without really following through on a lot of the reasons for a lot of this, as many of us know, it’s really just underserved communities.


Thank you very much.


SENATOR ORTIZ:  Thank you, Dr. Lee.  I appreciate your testimony.


Let me ask, Dr. Hall, whether you’re prepared to comment?  I believe you have received the correspondence from Greenlining.  Mr. Klein indicated that he had been working with the Greenlining Institute.  But are you prepared?  Would you like to comment on the recommendations that have been made?


DR. HALL:  Chairman Klein has been in contact with them.  I have not been part of those discussions, so I can’t give you an update on them.  Certainly, we are concerned not only about diversity within our own institute but also about fair awarding of contracts and encouraging diversity there.  How that would be accomplished, I think is a matter for our Facilities Working Group to take up.


SENATOR ORTIZ:  Perhaps after this meeting, if there’s a formal response from Mr. Klein or anyone else in the ICOC that could be delivered not only to this committee but to the participants here, we’d appreciate that.  I apologize because we’re at a bit of a disadvantage with many of the things that we’re covering here and trying to impose our will upon Mr. Hall.  He’s been the recipient of all of our recommendations throughout the day.  So, we’re going to allow him the opportunity to confer with the ICOC members as well as Mr. Klein and hopefully report back to the committee, and we’ll share all of that correspondence with the participants throughout the hearing today.


Dr. Lee?


DR. LEE:  One other comment.  I think that Greenlining would be obviously available and prepared, I’m in hopes, to meet with Mr. Hall, if that opportunity avails itself, as well as to consider, also, perhaps structurally looking at setting up a department in this whole area of diversity.  Because again, unless this is addressed in that manner, we know for a fact that it probably will be somewhat underserved and underrecognized.  So, we really would want this to be an important agenda for the Institute to perhaps consider something of that structural nature, where it’s a department or a unit of some nature; another set up for that purpose.

SENATOR ORTIZ:  Dr. Hall, can I ask for you to, not in this setting, but formally respond to that request for that kind of a meeting?  I don’t know that we need our committee to facilitate it.  My hope is that there would be a willingness to meet and have a discussion.  It’s been requested in public, and perhaps that can be accommodated and then reported back to this committee.


Senator Runner.


SENATOR RUNNER:  Again, just in terms of some of the issues that we’re hearing here, I would assume that one of the issues that should give some of the folks who just spoke some pause is, again, Dr. Hall’s response, where this is going to be worked out in one of the working groups.  Again, we’ve already established the fact that there’s a discussion about how open and available those discussions are in those working groups.  So, I think we’ve come full circle here as we conclude as to the concerns that we’re addressing.  They seem to always come down to the idea of how available, what access, to individuals who get to speak to these issues.  And again, one of the things that makes this very different is the fact that you are using their money, our money, California’s money, in order to go ahead and go through this process.


So, I think you illustrated once again as the issue that I would assume concerns me, I think concerns the chair, the committee, and certainly these members that are before us right now.


SENATOR ORTIZ:  Thank you, Senator Runner.  


I’m about ready for closing comments, but we’re going to have public testimony.  


Mr. Yuasa—very briefly.


MR. YUASA:  Yes.  I just want to say that consistent with that and having that input. . . . I mean, 72 percent of Asian Americans voted for Prop. 71, 68 percent of African Americans, and 61 percent of Latinos.  You know, it seems to me that we should have a role in participating in how these criteria are set up for the grants and the research.


SENATOR ORTIZ:  So noted and restated but appropriately so with those numbers.  I appreciate that reminder.  Contrary to all the representations during the campaign, we had overwhelming support from communities of color, which is the new California, I think.

Let me thank Dr. Hall because he has sat here for hours now, and he has just been such a trooper.  So, let me thank you for that.

I don’t know how much public comment there is.  Can I get a show of hands how many people?  Would you line up over here?


Let me thank you all for your presentations, your time, before us.  Let me allow you to go and make room for public comment and the speakers to join and address the committee.  I’m going to have them keep to three minutes each, at the most.  I have a presentation I need to do—two minutes ago—but nonetheless, we’ll move forward.


Dr. Hall, thank you.  We really do appreciate the time and commitment you’ve had before this committee.


DR. HALL:  Than you.  Let me just say one thing in closing:  that we believe that working with the Legislature is necessary to our success.  We look forward to working with you in formulating these various policies.  And most of all, we look forward to working with you to make scientific and medical history here in California.


SENATOR ORTIZ:  Thank you for that.  And I think it’s important, and I appreciate your willingness and openness in considering us as partners.  Thank you.


Please, let’s have the witnesses take a seat.  We’ll allow you three minutes, and then we’ll do closing comments.  I’ll ask you to identify yourself and read your statement, and if there’s something in writing that you want to share with us—great.

MS. SUSAN HACKWOOD:  Good afternoon.  My name is Susan Hackwood.  I’m with the California Council on Science and Technology.  I won’t read my statement because you already have it in your books.

SENATOR ORTIZ:  Oh, is it in our packet?


MS. HACKWOOD:  Yes, it’s already in your packet.


SENATOR ORTIZ:  I apologize.  I didn’t realize that.  Thank you.  You may continue.


MS. HACKWOOD:  It will also make it briefer.


SENATOR ORTIZ:  Thank you.


MS. HACKWOOD:  I’m here to represent CCST.  CCST is the organization that is going to respond to ACR 252 for the intellectual property study.  I just wanted to say that process is well underway.  We’re having our first meeting next week.  We’ve appointed a group of very, very good people who are really knowledgeable on intellectual property.  There’s going to be about seventeen members.  Six of them are from industry, six of them are from universities, two from the national labs.  One is from the Department of General Services, one is from the public interest, and two are ICOC members.


When 252 was written, it was before the stem cell initiative was passed.  This is Assemblymember Gene Mullin who is the author of 252.


SENATOR ORTIZ:  Which is a resolution.  I’m not familiar with it.  My staff was briefing me.  It doesn’t have the force and effect of law, but it’s a recommendation body.


MS. HACKWOOD:  Yes.  It’s an Assembly Concurrent Resolution.  It’s for recommendations.  Our group has willingly taken on the task of working with the ICOC to provide guidance on the handling of intellectual property generated through the stem cell initiative.


SENATOR ORTIZ:  Wonderful.  I appreciate that.  What’s the timeline?


MS. HACKWOOD:  The bill says to have the results and the report by the end of the year, but we’ll do an interim report for the ICOC to consider in their regular process of public meetings by the end of June.


SENATOR ORTIZ:  But the resolution requires you to report to the Legislature as well.  Is that correct?


MS. HACKWOOD:  That’s correct.  But that’s not until December.


SENATOR ORTIZ:  Of this year.


MS. HACKWOOD:  Correct.  But their timeframe is much faster than that, so we think we can do things faster.


SENATOR ORTIZ:  Great.  Well, we look forward either through this committee or the general legislative report to the findings and recommendations.


MR. HACKWOOD:  And I’ll be very happy to brief you at any time.


SENATOR ORTIZ:  Thank you.  I may call upon you.  I appreciate that.  Thank you for your presentation.


Okay, final witness before the committee?  Welcome.


MR. RAYMOND BARGLOW:  My name Raymond Barglow.  I’m here representing the Stem Cell Action Network.  It’s a nationwide group, patient advocates, and it’s also a member of the Coalition for the Advancement of Medical Research centered in Washington, D.C.


I’m not going to read the statement.  It’s this green document.

SENATOR ORTIZ:  It’s before the committee, I understand.


MR. BARGLOW:  And there’s some on the back table there.


SENATOR ORTIZ:  Great.


MR. BARGLOW:  First, Senator Ortiz, I appreciate the contributions you’ve made over the years to advancing patient interests.


SENATOR ORTIZ:  Appreciate that.  Thank you.


MR. BARGLOW:  I work alongside Don Reed.


SENATOR ORTIZ:  It’s unfortunate that those advocacy groups were sent those alarmist emails.  It’s not the manner in which we ought to be conducting this.


MR. BARGLOW:  We are worried.


SENATOR ORTIZ:  Well, but people are being irresponsible by creating hysteria.


MR. BARGLOW:  I think Proposition 71 is under attack, and I think there are people who opposed Proposition 71 all along. 


SENATOR ORTIZ:  They’re not before this committee though.


MR. BARGLOW:  Some of them are.


We recognize the enormity of the task that the California Institute for Regenerative Medicine has before it.  Never before has a state been compelled to step in and assume leadership in a field of biomedical research due to the failure of the federal government to act responsibly.  We’ve been paying close attention to the establishment of the Institute and are impressed with the diligence of Institute personnel—Dr. Hall here this afternoon—including their dedication to following existing ethical and accountability standards and to developing new standards, as well to assure all people of goodwill that the Institute will responsibly serve the people of California.  The ICOC and the Institute working groups are conscientiously beginning to do their work and should be allowed to continue the process mandated by the voters.


I hope you’ll read this statement.  I think there’s no point, especially at this hour, of going over it.


We all share the aim of finding effective remedies for devastating illnesses.  Everyone in this room.  Let’s move beyond obstructive strategies and cooperate so that the Institute is enabled to carry out its humanitarian mission.  


I really appreciate the discussion this afternoon.  This is what democracy is all about.


SENATOR ORTIZ:  I appreciate your concerns.  Can I ask you what specifically is the obstructive strategy that you’re referring to?


MR. BARGLOW:  I feel the two suits before the . . . 


SENATOR ORTIZ:  But they’re not the topic here.


MR. BARGLOW:  I’m saying that Proposition 71 is being attacked.


SENATOR ORTIZ:  Well, you’ve referred to the obstructionist tactics of this committee’s oversight.


MR. BARGLOW:  No, not all.  Not at all.


SENATOR ORTIZ:  Okay.  I appreciate that.


MR. BARGLOW:  I feel what we’ve done this afternoon, I’ve learned a lot.  I feel that when one opinion meets another in opposition, that’s when we learn.  And the list that you put together of discussions—terrific.


SENATOR ORTIZ:  Thank you.  Yes, it’s unfortunate that there was an email that went out that encouraged you all—and it went out, I think, at nine o’clock last night—and it’s been a series of them.  It’s unfortunate.  I know where they’re generated from, and it’s not really healthy to do this.


MR. BARGLOW:  I do not regard your effort . . . 


SENATOR ORTIZ:  No, and I have friends in the audience who I respect—Greg and others—who I’ve worked with over the years.  It’s unfortunate when emails have been sent out calling upon the patient advocacy groups to tell me to postpone this hearing.  I view that as being obstructionist.  Unfortunately, it’s calling upon the fears of people.  You know, it’s wrong to have the patient advocacy groups, I think, create false fears.  The good people who I’ve worked with that are in the audience know that I’ve never been an obstructionist on this.  You know, if people had not spent the last four weeks sending emails and going to my colleagues, trying to cancel this hearing, we probably could have saved you all a little bit of stress.  

So, I’m glad you’re not viewing this hearing as an obstructionist.  Many of us staked our careers long before the initiative was funded by some.  Many of us actually envisioned it and did the foundation and did the polling and went to the funders and the researchers and suggested we do this well before others.  So, I assure you, you will never be under attack.  And those witnesses that are the subject of the lawsuit weren’t before this committee.  In my conversation with the Attorney General, we assured them that Mr. Klein could be accompanied with legal counsel and that we would not allow anybody to try a lawsuit, nor have we allowed that to occur in this committee hearing.  We’ll not do it under my leadership, so please rest assured that we’ll never, ever do anything to obstruct research.

MR. BARGLOW:  I appreciate what you’re saying.


SENATOR ORTIZ:  You’re more than welcome.


Before I do closing comments—Mr. Runner?


SENATOR RUNNER:  Let me just follow up more specifically in regards to some of the discussion to see if, indeed, there’s a. . . . you wouldn’t necessarily see the fact of the concern for the openness of the working groups as problematic in terms of the obstruction to the issue of the implementation or Prop. 71 or the concern for women’s health issues that brought about some of these concerns.  Those aren’t the issues that you would concern yourself with.


MR. BARGLOW:  Some of the issues mentioned this afternoon are absolutely essential.  Openness is one of them.  IP is another, absolutely.  And so, I respect many of the concerns that have been raised, as does the patient advocacy community.

SENATOR RUNNER:  Thank you.


SENATOR ORTIZ:  Closing comments, Senator Runner?  Let me, just quickly.


The initiative was largely silent on the issues of public accountability and oversight.  These are crucial areas to maintain the public’s confidence in their vote to establish the nations and, quite frankly, the world’s premiere stem cell research program.  But the initiative allows the ICOC to go beyond.  It allows them the authority to develop guidelines and regulations that supersede the terms of its Black Letter Law that was enacted by the voters.  I think we’ve provided ample direction today of concern in those policy areas.  I respect Dr. Hall’s patience and diligence under a very short tenure to face the questions that we are presenting. 

And I urge the ICOC to remember that the public scrutiny, as it develops on this program and that it offers the hope to millions of Americans, that that scrutiny is a healthy scrutiny.  It’s one that asks for accountability and to rise to the occasion and to provide the assurance, as they have done here today, that it is a good outcome and a good ideal to seek that openness and, very importantly for me, the assurance that the therapies and the treatments and whatever rises out of this research are going to come back to Californians, particularly the most vulnerable.  That’s a positive interplay and relationship with the Legislature.


My colleagues and I have always been willing and able to assist you in ensuring this public trust and this contract with, I think, California taxpayers.  In the end, it’s that confidence and trust and that early stage of scrutiny that will determine the long-term credibility of the ICOC and the long-term viability of supporting research in this area.  More importantly, as we face very difficult financial times, as we go in every year to cut the budget, we’re going to want to know where the 3 to 6 billion dollars that are bonded, that they are indeed going to the very places that we’re not decimating through our cuts in our public healthcare program.


With that, let me thank all the participants, the witnesses.  I failed to mention Francisco Martin, our attorney from Leg. Counsel, who was here to answer questions on interpretation of the initiative.  He has guided us through the legislative efforts we’ve embarked upon, and he will continue to be available to us.

With that, let me thank you all again, particularly Senator Runner, for sitting through a very long hearing.  We’ll be back with other proposals in the future and opportunity for insight and input.  Thank you all.


This hearing is adjourned.
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