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MAY 29, 2024; 10:00 A M

MS. COHEN. Ckay, |adies and gentlenen, | want
to wel come you. It's 10:05 on Wednesday, May 29, and we
are gathered here remotely for the Citizens Financi al
Accountability Oversight Commttee. Please note that
this meeting is being recorded. M nane is Mlia Cohen.
|"'mthe California State Controller. Thank you for
joining us.

Before | proceed, I'd like to ask if anyone is
able to stand and put your right hand over your heart

and join me in saying the Pledge of Allegiance.

"I pledge allegiance to the flag of the United
States of America and to the republic for which it
stands, one nation, under God, indivisible, with [iberty

and justice for all.”

Thank you very nuch. This neeting is now
officially called to order.

M. Ryan Mieller, please call the role.

MR MJELLER. Good norning. | will now call
role for the COAC menbers. When your nane i s announced,
pl ease indicate your presence for the record.

Chair state controller Milia Cohen?
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M5. COHEN: Present.

MR. MUELLER. M chelle
Gasgl e- Haynes (phonetic)?

M5. COHEN:. She's not here.

MR MJELLER. Ckay. Dr. John Maa?

DR. MAA:  Present.

MR. MUELLER: Alfred Rowlett?

MR ROALETT: Present.

MR, MUELLER: Dr. QGurbinder Sadana?

DR SADANA: Present.

MR, MUELLER: Thank you, Controller Cohen. |
will now turn the neeting back over to you.

MS. COHEN: Thank you.

Just a point of order. M. Rowett, good
morning to you. | have in ny notes that you have a
request to be excused? |Is that no |onger accurate?

M. Rowett? M. Rowett?

MR. ROAMLETT: Sorry about the delay. No, it's
no |onger accurate. | amable to attend the entire
meet i ng.

M5. COHEN: Thank you very nuch. Thank you
for making that acconmodati on.

Ckay. Thank you, M. Mueller. A quorumis
present. It's been established. Thank you.

Again, by introduction, my nanme is Malia

323.393.3768 Bepo


http://www.ideporeporters.com

© 00 N o o A W N PP

N N T I T T T e e e S S N T
aa B W N B O © O N o O M W N Rk o

REMOTE MEETING, on 05/29/2024 - ORIGINAL TRANSCRIPT Page 5

CITIZENS FINANCIAL ACCOUNTABILITY OVERSIGHT COMMITTEE MEETING

Cohen. I'mchair of this body, and the controller's
office is steward of the fifth |argest econony in the
wor | d.

And it's -- in ny many functions and roles
that | play in the state of California, my office
conducts the annual citizens financial accountability
oversight commttee meeting. And this work is
incredibly inportant and serious to the public dollars
that we're spending -- making sure the public dollars
are being spent appropriately.

For historical purposes, it's inportant to
just acknow edge that the CFACC was created by past Prop
71 which was called the stemcell research and cures
initiative, and in 2004, it was continued to be -- and
continued with the passage of Prop 14 in 2020. The
continuation -- this continuating meeting continues the
di scussi on which began in Decenmber of 2023, specifically
allowing this body to fornmally approve the 2021-2022
I ndependent financial audit, which was conducted by
Macias, G ni, & O Connell LLP

This action is connected with the primry
responsibility of the CFACC in discussing the annual
expendi tures of the available bond funding fromProp 14
and the results of the annual financial audit of the

California Institute for Regenerative Medicine, also

323.393.3768 Depo

www.iDepoReporters.com



http://www.ideporeporters.com

© 00 N o o A W N PP

N N T I T T T e e e S S N T
aa B W N B O © O N o O M W N Rk o

REMOTE MEETING, on 05/29/2024 - ORIGINAL TRANSCRIPT Page 6
CITIZENS FINANCIAL ACCOUNTABILITY OVERSIGHT COMMITTEE MEETING

known as Cl RM

Anot her function of today's nmeeting is to
receive an update fromCIRM During the Decenber 2023
meeting, ClRMwas undergoing a |eadership transition, so
this meeting was schedul ed for a conprehensive
presentation on their work. And you can |look forward to
today's presentation. It will focus on their strategic
pl an, program changes, clinical trials grants awarded,
and a very exciting preview of their future work.

So before we discuss the audit review and
CIRMs activities, I'd like to take a monent and wel cone
the conmttee menbers. You heard that we have joining
us Mchel l e Gasgl e-Haynes, Dr. John Maa, and
Dr. Gurbinder Sadana.

Dr. Qurbinder, | apologize for butchering your
| ast nane.

DR GURBI NDER: That's okay.

M5. COHEN: Thank you, sir.

Agai n, thank you, everyone, for your service
on this body, your expertise, and participation. |It's
an inportant contribution to the oversight efforts.

Also, M. Rowlett, you're a menber of this
body, are you not?

MR ROALETT: | am

M5. COHEN. Well, sir, it's not in ny notes,
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and I want to welcone you too. And thank you.

So we're going to hear from ClRM | eadership
later. | also want to acknow edge the fol |l ow ng agency
representatives. W have Dr. Jonathan Thonas. We've
got Rafael Sacasa. W have Dr. Vito Inbasciani. W
have Maria Bonneville, and Scott Tosher. Al right.
Let's dispense with the role call and acknow edgnent of
our nenbers.

Before we nove into the details of the
meeting, | want to reiterate how honored | amto serve
on this conmttee. And this type of stewardship is
incredibly inportant to us, as Prop 14 continues
California trust in helping to support strategies for
solving rare and conplicated di seases.

So, today, it's about the nunbers and al so
equal Iy inportant in insuring that the funds are
i mportant that the funds are distributed in a way that
serves as comunities, especially those who have been
historically underserved and marginalized.

So our first order of business is Item4, the
adoption of the mnutes of the Decenber 28 neeting.

Has everyone had an opportunity to review the
m nut es?

COW TTEE MEMBERS. Yes.

M5. COHEN. Al right.
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|s there a nmotion to approve the m nutes?

DR SADANA: I'Ill make a notion to approve
m nut es.

M5. COHEN: Thank you. M. Rowl ett has nade a
mot i on.

|s there a second?

MR ROALETT: Second.

M5. COHEN: All right. Second. [|'mnot
sure -- who made the second?

MR ROAMETT: A Row ett nade the second.
Soneone el se made the first.

MS. COHEN: Ckay. Wo made the first?

DR SADANA: | made the first. Sadana.

M5. COHEN:. Thank you.

M. Mieller, do you have that record?

MR MUJELLER  Yes.

MS. COHEN: Al right. Thank you very nuch.
A col | eagues, are there any discussion on the m nutes?
If not, let's take a vote.

Please call the role for the vote

MR MUELLER: Yes, Chair Cohen. | wll now
call role call to approve the mnutes for the
Decenmber 2023 neeting. Wen your nane i s announced,
pl ease indicate your vote for the record.

Chair Cohen?
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M5. COHEN:.  Aye.

MR. MUELLER. Dr. Maa?

DR MAA:  Aye.

MR. MUELLER: M. Row ett?

MR ROALETT: Aye.

MR, MUELLER: Dr. Sadana?

DR, SADANA:  Aye.

MR, MUELLER: Chair Cohen, | will now turn the

meeting back over to you

M5. COHEN: Thank you. The notion has passed
unani nously. The meeting mnutes are officially
received and entered into the record.

The next item of business, Item Nunber 5, is
t he adoption of the 2021-2022 independent financial
audi t .

Now, while, as a body, we have had an
opportunity to discuss this item but | want to allow
for any brief sunmary before we take up this item |f
there's any further discussion, nowis the tine.

Al right. Thank you very nuch. At this
time, ['mgoing to call on KimTarvin who is in ny
office. She is a division chief for the audit division.

Ms. Tarvin, are you there?

M5. TARVIN. |'m here.

M5. COHEN. Thank you very nuch. | appreciate
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you. Ms. Tarvin's going to be presenting a high-Ievel
overview of the financial audit report and findings from
the report, as well as report out the quality control
review of Macias Gni & O Connell audit for the fisca
year-ending in 2/30 of 2022.

Ms. Tarvin, thank you for the presentation,
and the floor is yours.

M5. TARVIN. Thank you, Controller Cohen-19.

Yes, I'Il provide just a brief overview W
had a full presentation at the |ast neeting, by Mcias
Gni & O Connell and nyself. So I'll go ahead and j ust
sunmarize the results of the financial statenent audit
and then of the quality control review

Macias G ni & O Connell spoke in detail [|ast
time regarding the financial statenent audit for the
serum and the results of their audit was that the
financial statenents were fairly presented and in al
material respects for the financial position of the
governnental activities and the stemcell serum as of
June 30, 2022, and the respected changes in financial
position for the year then ended in accordance wth
accounting principles generally accepted in the United
States of America. So that's the financial statenent
opi ni on.

They also had two reports related to interna
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controls. Well, it's one conbined report, really. It's
internal controls and conpliance. And they did not have
any audit findings in the audit report, so it was
considered a clean audit report.

So the second process that happens every year
that's required by the health and safety code is that
the controller's office does a quality control review of
the audit work that's conpleted by Macias Gni &

O Connel | .

So basically what we do is we take a | ook at
their working papers. W take a look at the report. We
ensure they nmeet all of their professional auditing
standards, which they're generally accepted auditing
standards as wel| as generally accepted government
auditing standards in the business and professiona
code.

And we al so | ook at the conpetence of the
staff and whether they've taken their required
continuing professional education and so on. And the
results of our review were also that they had conducted
their audit in accordance with all the professiona
st andar ds.

So that is the sunmary of the process that we
had di scussed in Decenber 2023.

M5. COHEN:. Thank you very much. Col | eagues,
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do you have any questions for Ms. Tarvin?

Al right. Seeing that there's no discussion,
Is there a notion to accept? Is there a notion to
accept, and then I'll need a second?

MR ROALETT: | nove to accept.

M5. COHEN. Thank you very nuch

s there a second?

DR SADANA: | second.

M5. COHEN: Thank you very much. Let the
record reflect M. Rowlett noved to accept and
Dr. Sadana seconded.

Pl ease call the roll

MR MUELLER: | will nowcall roll on the
motion to approve adoption on the 2021-2022 i ndependent
financial audit by Macias Gni & O Connel |

Wien your nane is announced, please indicate

your vote for the record.

Chair Cohen?
M5. COHEN:.  Aye.
MR MUJELLER. Dr. Maa?
DR MAA:  Aye.
MR MJELLER M. Rowlett?
MR ROALETT: Aye.
MR, MUELLER: Dr. Sadana?
DR SADANA: Aye.
323.393.3768 Depo
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MR. MUELLER: Chair Cohen, | will now turn the
meeting back over to you

M5. COHEN: Al right. Thank you very nuch.
Those mi nutes are unani nously adopted, Ms. Tarvin.

Thank you for your presentation.

Al right. Let's go onto the next item The
next itemis Item®6, an update on California institute
for regenerative nedicine strategic plan, program
changes, clinical trials, grants awarded, and the
future

Next, we wll hear fromthe teamto share an
update. And good morning, Dr. Jonathan Thonas.

Are you there?

DR THOMAS: |'mhere, Madam Chair. Very nice
to see you

M5. COHEN: Thank you. Good norning. Wl come
to you and your team and we're |ooking forward to your
presentation. The floor is yours.

DR. THOMAS: Thank you very nuch. W'd |ike
to just give a bit of additional context here. Fromny
left to right further to the roll call so everybody
under st ands who everyone here is in the roomwth neg,
fromny left to right, we have senior director of board
governance, Scott Tosher; vice chair, Maria Bonneville;

CGeneral counsel, Rafael Aguirre-Sacasa; and Chair of the
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Board, Dr. Vito Inbasciani; and VP of operations,
Jennifer Lews.

It's a pleasure to greet you and menbers of
the CFACC. A special shout-out to longtine board
col | eague and good friend M. Rowlett. It's always good
to see you again. It's an honor to be able to present
on behalf of CCRMto the CFACC on a nunber of itens
dealing with where CCRMis at present in its continued
efforts to provide the highest quality work for the
taxpayers of California in funding stemcell and gene
t herapy research throughout the state, further to
Propositions 71 and 14.

So, with that, | will get into my presentation
here. There is a fair amount to get through. Please
ei ther ask questions as we go along or when we get to
the end of the presentation, |'d be happy to entertain
in and all questions that you may have.

So next slide, please.

W al ways begin any of our presentations with
a reference to our mssion, which is: Accelerating world
class science to deliver transformative regenerative
medi cine treatnments in an equitable manner to a diverse
California and world.

Next slide, please.

So very briefly, CRM founded in 2004 with
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t he passage of Proposition 71 which created the agency
and authorized the issuance of $3 billion of general
obligation bonds to fund principally grants, but also

| oans, to academc institutions, research institutions,
and biotech conmpanies in the state of California.

And that |ast statenent is very inportant
because everything we do has a nexus to the state
because it is, after all, the taxpayers that are funding
the service for the bonds which fund the work that we
do.

You can see in the mddle there that we fund a
nunber of different things, starting with the ful
research spectrum basic research, what we call
transl ational research, which is a sort of bridge
bet ween basi c research di scoveries and human clinica
trials, as well as the clinical trials thenselves.

And we have a couple of other pillars that we
call. One is infrastructure, which inits origina
form neant a nunber of stemcell institutes that were
I nstructed throughout the state of California to
specifically fund the work that our stemcell scientists
are doing in the different institutions that |
referenced above.

It's now been expanded to include a very

robust what we call alpha clinic trial network of
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institutions. There are nine such throughout the state
whi ch actually provide a soup to nuts service to
patients who are involved in clinical trials that we
fund as well as others that are funded by other entities
to take advantage of the alpha clinic network.

I't also includes a nunber of things ||
reference in a few mnutes that have been nmandated by
Prop 14. Lastly, we have a very robust education
program W put out $250 million to date. We'll get
into a bit nmore of that as we go down the road.

As Madam Chair you referenced in your comments
in 2020, we have run through our $3 billion in initial
funding authorization, and it went back on the ballot.
|"mvery careful to say we didn't go to the ballot. W
as a state agency can't be involved in an election. It
was done through an outside entity, Americans for Cares,
the Road to Measure, put it on the ballot, funded the
canpai gn, et cetera the passed and authorized an
additional $5.5 billion in funding, which we are now in
the process of depl oying.

Next slide, please.

(kay. So Prop 14 basically took the program
that was put in place by Prop 71 and added a few
additional items toit. [|'mgoing to go through these

very quickly, just highlighting a few |t added that
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5.5 billion. 1.5 billion, inportantly, is targeted

t owar ds neurol ogi cal disorders which actually is
consistent with the anount of funding that we had -- on
a ratio basis that we had given to neurol ogi cal diseases
under Prop 71, but it sort of codifies that. So we have
a special programfor that.

It put a very major enphasis on making sure
that anything that we fund is accessible and affordable
to all citizens of California with the particular focus
on underserved comunities.

Towards that end, the alpha clinics that |
referenced is a new programwhich is essentially a set
of satellite, little, small alpha clinics, if you wll,
Is set up to make sure that what we fund reaches those
under served conmmunities in particular throughout the
state. The education programs are all geared towards
devel oping the future workforce in the areas of stem
cell and gene therapy research, and those include
different programs which involve training and what we
call shared |abs, which is making places that have stem
cel | research available to other research institutions
that don't so that they can cone and share with the
setups at these stemcell institutes so they can
t hensel ves be involved in research with their students.

W have | ots of enhancenents and over si ght
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| ssues -- not issues -- protocols that you can see there
| isted, which happy to go through if anybody's
interested. And it posed staffing limts of 70

enmpl oyees at CIRM plus an additional 15 for the
accessibility and affordability working group,

hi ghl i ghting again the inportance of the outreach to
under served comuniti es.

Next slide, please.

A coupl e years back, we had our current
five-year strategic plan approved by the board. It's
the latest in a series of five-year plans. The general
thenes were to advance world class science, deliver
real -world solutions, and provide opportunity for all.
These are very sort of general thematic positions, and
everything that we do at CCRM which is a great deal, is
further to all three of these basic topics.

Next slide, please.

Here, again, | referenced our work in basic
research, translation, clinical, education, and
infrastructure. And you can see here that we've put out
4.1 billion in grants to date. And | should note, by
the way, this report that we've prepared that |I'm
di scussing here was devel oped early in the year. So
there will be in sone instances nunbers that, since the

drafting of this report, have increased, and I'll give a
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coupl e of exanples of those as we go al ong.

But this will nmore than suffice for giving
everyone on the CFACC the general ideas. You can see
here how nuch we've put out to the different pillars of
our prograns and specifically what we've done since the
passage of Prop 14 in Novenber of 2020.

Not abl y, at the bottom you see that the
1.5 billion mandated to neuro research, we've put out
249 mllion under Prop 14 to date and have a very
detailed plan for the inplenentation of bal ance.

Next slide, please.

Again, this is something I'mnot going to go
through in any detail, but just to give you a sense of
the fields that we're funding, the different diseases
and conditions, this is the basic research portfolio
where you can see that we've given out, as of the
drafting of this report, 692 awards, covering all of
these different areas. You see the biggest bulk of that
so far has been in discovery and cardi ovascul ar, but
many others as well.

Next slide, please.

This now is again the translational portfolio.
Recal | that that's the bridge between basic research and
clinical trials. You can see that we, as of earlier

this year, had 103 such awards. Again, the bulk of
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t hose to neurol ogi c disorders, hematol ogi ca

mal i gnancies -- that's blood cancer of one sort or

anot her -- hematol ogy, which is blood-formng stemcells
in general, then cardio, and then the other different
topics that you see there.

Next slide, please.

Finally, on the clinical trial front, here is
the pie chart for that. | just want to draw brief
attention to the top bar there. So our clinical program
actually starts before human trials. The process when
you' re devel opi ng somet hing, whether it's a drug, or in
this case a living drug, if you wll, in the form of
cell therapy or gene therapy, the |ast process you
undertake to get to authorization to actually begin the
trials is to file a -- what they call investigational
| ead drug application with the FDA or IND. And that
IND, if approved by the FDA, is the go ahead to start
your clinical trial process.

So we began our clinical programs with what we
call IND enabling, which is that last effort to get to
the trial approval itself. You can see, if you go
across the top bar, we've had nost of what we've funded
has been either in that or in early clinical trials with
the | esser anmount in Phase Il or md clinical and a

smal | er amount in Phase |11
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Next slide, please.

Ckay. So with a -- that as sort of a base for
di scussion, we are now in the process of figuring out
what we're going to do as we depl oy the balance of the
Prop 14 funds. And towards that end, we have this sort
of sunmary of inpacts of what we've done to-date, which
"Il give a bit nore discussion on, but you can see the
general categories. These are establishing
col l aborative networks for basic research, training and
wor kf or ce devel opment, commercialization of cell and
gene therapies, advancement in regenerative nedicine
technol ogies. These are all the things we're going to
be doing as we proceed from here.

Next slide, please.

So an exanple of each of these. On the
col l aborative network for basic for discovery research,
with respect to the neurol ogical disease funding nmandate
of Prop 14, we have started with a programthat's
targeting very inportantly the area of M. Rowlett is
very involved and in very interested in in particular,
which is neuropsychiatric diseases. W've put together
our so-called ReMND program which as you can see is an
acronymdown there in the asterisk at the bottom which
Is the first search programto tackle these sorts of

di seases specifically that C RM has had.
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| think the first such program anywhere has
funded in the country.

You can see that's broken down into a couple
of different types of ReMND project groups. One is
col | aborative projects involving nultiple parties, and
then the second is sort of higher risk, high-inpact
projects, which we call ReM ND- X

Next slide, please.

On the training and workforce devel opnent
front, this gives you an idea of just how extensive what
we' ve been doing is. You see the chevrons at the top
going across, and if you | ook below, you can see the
four different education prograns that we have and what
stage of student body is affiliated with each. There
are many, many kids and young adults who have gone
t hrough these prograns very successfully, highly
ent husi astical |y.

And if you ever want to bring a smle to your
face and be really inpressed by the future youth in the
field, I would invite you -- would note specifically as
an exanpl e the SPARK programon the left, which is a
summer hi gh school program where kids who have
principally AP biology know edge and sort of rudimentary
knowl edge of stemcells go through a six- to eight-week

I nt ensi ve course.
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At the end of that, they convened for a
statew de neeting, and they have posters of their work
and they give talks and you sit there and you listen to
these kids, and it's unbelievable. They sound |ike
they' re PhDs when they knew virtual ly nothing about the
subject matter going into it.

And then you just go on to there fromthese
different prograns that involve undergraduate,
post-docs, et cetera, et cetera, and it's sonething
we're really proud of because it is building the
wor kf orce of tonorrow.

Next slide, please.

This is just a bit nore on this. And what
this is neant to depict is there are different prograns
that serve to set up, whether it's the al pha clinics,
the satellite conmunity care centers of excellence, a
robust manufacturing program-- and I'll get into that
inamnute since it's kind of an odd concept for
cells -- the shared resource |abs | nentioned.

These students are involved in all of these
different things and are -- acquire expertise that hel ps
themto be prepared to enter -- whether it's further
education down the road or industry or whatever.

But notice -- just nake sure to point out, at

the upper left, the reference to DEI, we are acutely
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attuned to the principles of diversity, equity, and
inclusion in absolutely everything that we do. And if
you go through and | ook at all of our prograns,
education being a great exanple, we are very cogni zant
of the need to make sure all comunities are represented
In everything we do. And you will see that they are al
highly diversified in their denmographics, and that is
something that allows for making sure that all
comuni ties have a voice in everything we fund.

Next slide, please.

These are just a couple of exanples, and we'll
go through them They're neant to depict how people
t hat have gone through these different educationa
prograns have gone on to do, like, brave work. There
are countless other exanples of that, but you can see
just fromthose listed here, they're all in positions of
responsibility. And if you ask them they go back and
say how they benefited greatly from having gone through
our educational prograns at whatever level, and it
really inspired themto go into the fields that they're
NOw pursui ng.

Next slide, please.

On the comercialization front. So the goa
of any sort of research in the medical field is to get

products to patients. And so we're very much | ooking to
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do whatever we have to do to push the work al ong towards
the commercialization goal. And as we do that, we have
sort of the collateral things that we have done that

will help facilitate that.

One is we put in the funding we have, but our
grantees all have access to additional funds that
| everage what we have given them And so out of the
money |'ve referenced that we've put into grants so far,
our awar dees have gotten at |east $24.7 billion of
additional investnents into their projects, whether
that's in the formof co-funding or spinouts that have
raised private equity or IP Orings or acquisitions or
what ever .

So we are viewed as a -- very much a seal of
approval for things that are | ooking to put additional
funds into the projects, and that's led to that very
significant 24.7 billion nunber which rises every year.

Al so have additional exanples of that at the
bottom A couple of the conmpanies or pieces of work
that we funded won in neurona therapeutics, which is a
recent exanple, which is doing work in epilepsy raised
$120 mllion in the capital markets. Another work that
we funded, Dr. Cherqui's work at UCSD in somet hi ng
cal l ed cystinosis was the object of an acquisition for

87.5 mllion.
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Those are just exanples. There are lots nore.
| f anybody's interested, |'d be happy to give you the
chapter and verse on that.

Next slide, please.

Thank you.

One of the things that's very inportant to
note is that CIRMoperates at what is called the
so-cal l ed voll ey of death, which sounds |ike a disease
term but it's actually a financial term [It's that
that early period of research that funding sources,
particularly venture capital, et cetera, it's too early
for themto get involved. So there are really no
appreci abl e sources of funding other than governnent
grants or philanthropy.

So we are operated first and forenost in that
space, and that's typically frombasic research all the
way up to early clinical trial work

And in so doing, by funding the work, we --
what we call de-risk the investnent for those funding
entities down the road who would ultimately be able to
take the work into nore expensive |ater-stage clinical
trials and on into comercialization.

So one of the things that's sort of
interesting is there are a nunber of projects that we've

funded repeatedly as they've noved through the research
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spectrumto get their product from in sone cases or
most, basic research all the way to the end of the stage
where they would do clinical trials and on to
comercialization. You can see this is just one such
exanpl e.

What |ater becane neurona, but | referenced
the work on epilepsy before began at UCSF and we funded
that UCSF and various others six tines to get themto
where they are now. And it's definitely one of the
success stories of -- we call these progression events
in CIRM|ingo.

Next slide, please.

You can keep going. W don't need to go into
that additional detail. Next slide or what -- okay.
Keep going. That's fine. Next, please. Next, please.
Ch, the progression.

Simlarly, this is another exanple of the
conpany that started at UC Irvine doing research in
retinitis pignentosa which is a very serious
degenerative eye disease. Here again, we funded
originally the work at Irvine, Dr. Klassen, who's there
on the left, who's been the key science person
t hroughout that spun out into a conpany called jCyte,
whi ch we funded those two entities four different tines

to get to where they are today.
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Next slide, please.

Finally, a very interesting -- these are al
very interesting -- another terrible condition, spina
biff du, research being done at UC Davis by Dr. Farner
and her |ab which involves actually going into the in
utero to alter the nmutation that's responsible for this
degenerative spinal condition, which is remarkable work,
showing sort of the promse in a field. W've funded
their work four different times to date. Again, these
are all progression events at Cl RM

Next slide, please.

Partnershi ps that we have that, again, are
t aki ng product towards commercialization, there's a
branch of N H which we've partnered with in funding
sickle cell disease, which as you know, is another
mut ation based disease. That's in the henogl obin gene,
which is -- afflicts many people across the U.S. and the
world. This is something where the NHLBI and CI RM have
jointly funded. W have a number of projects in that
particular condition going forward.

| shoul d add, an abundance of others as well
outside of this collaboration in this particular
condi tion.

Next slide, please.

So, here, without going into great detail,
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here, a nunber of the projects that we're funding in the
sickle cell arena. |If you take a look at that white
colum in the mddle there, you'll see that there's lots
of acronynms which our field, as lots of fields are,
awash with acronyns. They're not sonething the general
public woul d recogni ze, but the key point here is there
are different ways of attacking the problemthat -- many
of which involve gene editing in one sort or another
that are tackling this terrible disease froma variety
of angl es.

And these, as you can see, projects that we've
funded are at various stages of devel opment here and
movi ng al ong the research spectrum

Next slide, please.

| referenced this soup to nuts stem cel
clinical trial programwe call the alpha clinics. These
are the institutions around the state which have those.
You can see that we've al ready had 200-plus clinical
trials inplenented at these sites, over 1,000
participants, 40 different diseases.

This network is a one-of-a-kind as far as we
know. They collaborate in a nunber of fashions to use
their resources jointly to nake for nore efficient
clinical trials and getting through the bureaucratic

anal ysis that needs to be undertaken before you can
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start clinical trials at any given institution.

They have shared resources for that, et
cetera, and this is -- they refer patients to each
other. Many of these trials have particular expertise
In specific diseases, and so they are sort of the go-to
places. One side will refer to another. And it's a
very collaborative effort. W have on our teamDr. Jeff
Lomax who oversees the al pha clinical work, and they
meet on a nonthly basis with a steering commttee that
tal ks about the issues of the day, how they can enhance
the performance on the network. |It's areally
ground- breaking setup that we've got going here that's
real |y paying inmnence to patients.

Next slide, please.

So | referenced the term nanufacturing, and
everybody sort of things of manufacturing as textiles or
shirts or stuff like that. But in the course of being
able to deliver therapies, if you devel op particul ar
treatnents that involve integrating cells into a
patient, you need to have lots of cells. And these
cells can be gene edited. They can be a variety of
things. But you need to nultiply the nunber of cells to
be able to have the critical mass that's needed to
affect the therapy or hopeful cure that you're pursuing.

And that's done through something called
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manufacturing. And that is a particular dialect which
we are very attune to. The -- what we've set up is a
nunber of the sites around the state -- and these are
basically the same that have the al pha clinic

progranms -- have manufacturing capabilities that we
sought to enhance by funding additionally their work.
And once that funded, took various forms. But the net
result is to increase the capability of each, and they
too, as with the alpha clinics, are now working as a
net wor k.

They too have nonthly steering conmttee
meetings to determ ne what any science particular issues
are to get suggestions, guidance, facilitate
col | aboration, et cetera.

Anot her thing | should note here is that
i ndustry itself, outside of academ a, there are a nunber
of players who are in the cell manufacturing space, both
in California and around the country. And part of what
we do in helping with the manufacturing is to get these
I ndustry parties involved in collaborations with our
science, to further enhance their ability to produce the
cells for whatever that are needed for the treatnent.

Next slide, please.

So this is very inportant. Again,

referenced how we are -- one of our real areas of focus
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Is accessibility and affordability for any sort of
treatments or cures that we help fund.

And so towards that end and further Prop 14
and under the auspices of sonething called the
accessibility and affordability working group, chaired
by Vice Chair Bonneville, we have what we call patient
support program which is set up to help patients with
all of the details that need to be attended to in
connection with getting to clinical trials, staying in
hotels while they're there, transportation, food, al
these sorts of things that are for things that -- the
details that need attending to.

That patient support program in turn,
oversees a patient assistance fund which is something
that is used specifically to cover the costs of the
t hings under the patient support program W have
engaged a firmwho is going to oversee the devel opment
of the patient support program and the depl oyment of the
patient assistance fund to make this programa reality.

And if you have specific questions about this,
|'d be happy to have Vice Chair Bonneville comrent on
this.

Wuld you like to say anything further at this
point, or are you good?

VI CE CHAI R BONNEVI LLE: ' m good.
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DR. THOMAS: But if you have questions, she is
more than happy to chat about this.

Next slide, please.

This -- I'mnot going to go into a |ot of
detail, other than to say | referenced this before. W
have these al pha clinics in the najor academc centers,
and we're now in the process of putting together this
comunity care centers of excellence, which are these
satellite, little alpha clinics out there that will be
accessible to the areas not served by the academc
centers to make sure we have conprehensive coverage for
what we bring to the table for all citizens of
California.

Next slide, please.

So the -- one of the things, as | said, our
ultimate goal is to get projects to comercialization.
| should note that the field, which began in 1998, is in
sort of early/md-life at this point, and it takes a
| ong time to devel op drugs in general. The norna
things you're used to taking, pills, et cetera, those
take 10 to 15 years to devel op

So too it takes a long tinme to devel op
something in a new area, which is what cell and gene
therapy is. And so we are really focused on getting

projects that we've funded all the way through
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commercialization, and that's triggered by something
called a biologics |icense application with the FDA, the
so-called DLA.  And we've established a new clinica
trial funding programspecifically to help our projects
that are furthest along get across that finish |ine.

That, we call the CLINA program which is now
open for application, and we expect to get the first of
the projects close to that point applying shortly.

| referenced that our nunbers are a little off
based on the fact that this was put together earlier in
the year, so prime exanple, we're now at 106 clinica
trials funded as opposed to 98, crossing the 100
threshold in February. It's a nunber we're very proud
of. Those clinical trials cover everything fromthe

ultra rare to highly preval ent disease and everything in

bet ween.

Next slide, please.

Ckay. So | don't think | need to go into this
in too nuch detail. | nentioned this earlier. Shared

resource labs is the program again, that we make
avai l able at institutions that have stemcell prograns
to other entities that don't so they can share in what
t hose prograns have to offer

For exanple, we have many of the Cal State

universities are affiliated wwth different state
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academ c institutions that have stemcell prograns and
have a very robust relationship. Wen they get their
students to be involved and all of that work, it expands
the scope of the workforce.

Next slide, please.

That's it.

So | just want to nmake a summary statement,
Madam Chair. As | think everybody knows, the advent of
Prop 71 really turned California into the absolutely
maj or forest in first stemcell, and now stemcell and
gene therapy research funding in the world. There's
not hing conparable to CIRM

O her states have tried but not been able to
duplicate this nodel, which arose sort of -- it's al
part of what we like to think of as California's
frontier spirit and willingness to get out on the
cutting edge as enbodi ed by the approval of the voters
of the two propositions. And it's led to a situation
where this is a continuing, developing success story for
the state that, | wll say, given that all of us here
deal with our colleagues in the stemcell/gene therapy
arena throughout the nation and the world, is the envy
of everybody.

The ability to have this funding on hand, the

talent that we have in the state of California, iIs
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unsurpassed in the field, and it's allowing us to enable
research that is really -- when the history of this

gol den era of nedical research is witten ten to

20 years fromnow, we'll |ook back and CRMw || have a
very prom nent chapter of which we've all been a part
and can all be very proud of.

So with that, |I'mopen for any questions you
m ght have.

M5. COHEN: Thank you, Dr. Thomas.

Col | eagues, are there any questions?

Dr. Thomas -- oh, | see a hand. We'Ill| start
with Dr. Ma,

DR. MAA: Thank you, Controller Cohen.

Thanks for the great presentation. |[t's
really inpressive. |It's wonderful to see all the work
that's being done. | really look forward to the
continued success in the future.

| just wanted to share -- | was at a neeting
with the | eadership of UCSF, UC office of the president,
and UC Berkeley recently, and there was a preem nent
researcher who learned that | was involved with the
comm ttee and asked questions about the number of
FDA- approved therapies that have been derived over the
20-year history since Prop 71 was first initiated, and

al so questioned if there are ways to increase the
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royalty revenue, particularly into the future.

| think CLIN4, you know, in the efforts to
really accelerate bringing these therapies, you know,
into FDA approval is essential. And | was just
wondering -- | guess my question, really, is -- | think
It's at that final finish [ine where | think great steps
forward can be nade to really denonstrate to the
scientific community and to the voters of California and
to the general public of the value of this program
Thank you.

DR THOVAS: Thank you very much for your
questions.

So as | was alluding to, the field of stem
cell and gene therapy itself is still in a relatively
early stage. And so if you |look around the country,

t here have been very few products that have actually
made it to market in the states. There have been sone
not abl e exceptions. You nay have read recently about a
coupl e of sickle cell gene therapy approaches that were
approved. But by and large, the field itself is
continuing to mature, and the projects in California are
no exception

So we have products that are close to this BLA
finish line. W have had none that have gotten

comercialized yet. But we do expect that's going to be
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changing in the not-too-distant future. And as you get
further along and nore products get through that stage,
we'll have nore of an answer that.

Having said that, | will tell you that we have
some work that's produced sone renmarkable results that
has not yet made commerci alization

"Il highlight just one, work of Dr. Don Kohn
at UCLA. He's working on sonething that's colloquially
known as bubbl e boy disease, or technically severe
conbi ned i nmmuno deficiency, which is babies who are born
wi thout functioning i mune systems, who do not |ive very
| ong, and have to live a bubble existence, if you will,
where they' re not exposed to anybody.

And that disease is caused by a specific
mutation in the blood-formng stemcells in the bone
marrow. Dr. Kohn has successfully devel oped an approach
that gene edits out that nutation and puts in the
functioning genetic sequence, replants that -- the
bl ood-formng stemcell back into the bone marrow, which
t hen produces a nornal inmmne system when it cranks out
the blood for these Kkids.

And he's had dozens and dozens of kids who
have -- who are essentially functionally cured of that
terrible disorder. That's an exanmple of the prom se of

the field. That's not yet to conmmercialization, but
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it's noving along. And that's the sort of thing that
ultimately we'll get across the finish line.

To answer your question with respect to the
royalties, that's sonething that's dictated by the
propositions thenselves, so that isn't something that if
CIRM as a board, for exanple, decided it wanted to
change, we can't do that. But that royalty provision is
something that's witten into all contracts that we
enter into wth grantees to the extent that what we fund
ultimately does produce revenue royalties, now, under
Prop 14, those royalty payments go back into this
patient assistance fund that | referenced earlier, which
makes -- is available to patients to help who are
involved in clinical trials.

So hope that answered your question.

M5. COHEN: Thank you for that.

DR. THOMAS: Madam Chair, M. Tosher has a
follow up probably correcting what | just said.

MR, TOSHER: | apol ogize. Dr. Maa, just to
your question with the royalty, JT's correct that the
proposition requires certain balance the state's
Interest in sharing in the revenues that are generated
by its CIRMfunded research, but allows CIRMto bal ance
that -- requires CIRMto bal ance that against rules that

woul d unduly hinder the research or limt the ability of

323.393.3768 Depo
www.iDepoReporters.com ~


http://www.ideporeporters.com

© 00 N o o A W N PP

N N T I T T T e e e S S N T
aa B W N B O © O N o O M W N Rk o

REMOTE MEETING, on 05/29/2024 - ORIGINAL TRANSCRIPT Page 40
CITIZENS FINANCIAL ACCOUNTABILITY OVERSIGHT COMMITTEE MEETING

these prograns to partner with the commercial partners
that are necessary to bring themto market.

So while it is correct that it is witten into
| aw that this balance nust be struck, the agency does
have regul ations that inplenment that and establish the
precise formulas for that revenue. | would just note
that in 2010 the legislature actually codified our
regulations into statute and provided that if there are
further revisions to the formula, that we notify the
| egi sl ature before doing so.

Thanks, JT.

DR. THOMAS: Thank you.

M. Tosher's been with CIRM al nost since the
outset and is a very valuable menber of the team not
just for what he knows today, but for his historical
context of what has come before.

So thank you, M. Tosher

M5. COHEN:. Thank you.

M. Rowlett, | see your hand up.

Do you still have a question?

MR, ROAMLETT: | do. Thank you, Controller
Cohen. | appreciate the opportunity to ask questions.

And | would be remss if | didn't say thank
you to the staff at CIRM many of whom| know and

Control | er Cohen consider friends. And especially where
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appreci ate the acknow edgenent by the current CEQ, JT.
Appreciate that. And hello to the board chair.
Appreci ate, again, the acknow edgenent.

That said, Controller Cohen made a point of
really highlighting and underscoring the inportance of
CI RM having an inpact in underserved or poorly served
communities. And so surprise to you all that | m ght
ask a question about this.

But specifically in the area of
neuropsychiatric disorders, and even recently, in March
the citizens of the state of California passed sonething
called Proposition 1, which again is another reference
to mental health. And that is ny area, and so an area
of great interest.

And so, if you could, maybe el aborate a bit
because the presentation was filled with |ots of
information. Very helpful. But if you could elaborate
a bit onif there are specific strategies that the
neuropsychiatric task force is working on to inpact or
to ensure that underserved or poorly served comunities
are included in opportunities for participation in
trials -- and | use that word somewhat |oosely -- that
wi || hopefully aneliorate neuropsychiatric disorders at
some point in the future.

DR THOMAS: Thanks, A, for that question.

323.393.3768 Depo
www.iDepoReporters.com ~


http://www.ideporeporters.com

© 00 N o o A W N PP

N N T I T T T e e e S S N T
aa B W N B O © O N o O M W N Rk o

REMOTE MEETING, on 05/29/2024 - ORIGINAL TRANSCRIPT Page 42

CITIZENS FINANCIAL ACCOUNTABILITY OVERSIGHT COMMITTEE MEETING

So | think the inmportant point to note in the
so-called ReMND prograns that | referenced earlier
these are, first and forenost, at the basic research
stage because there's so little developed in the area of
neuropsychiatric disorders that, in order to advance the
field in those particular conditions, there are a host
of basic research issues that need to be addressed. And
so both of those two prograns that were listed there are
directed at the basic research progranms throughout the
state. And they're spread out.

W can get you a |ist of exactly where they
are, but they are -- as everything is at CIRM spread
out anongst various institutions. But the field does
not have, to ny know edge, a great deal of progress in
neuropsychiatric to the point where you' ve got a |ot of
t hings in advanced enabling work, et alone clinical
trials. But that's clearly the goal of this.

W needed to kickstart the area, develop a
know edge of the basic underlying mechanisns responsible
for the various conditions, and to then go into our
normal progression sequence where we would | ook to fund
projects that followed thereafter that took advantage of
di scoveries in the basic research to develop the field.

MR. ROALETT: Thanks for that.

Again -- Controller Cohen, if | can ask one
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more question.
M5. COHEN: Please, yes. As many as you want.
MR. ROALETT: kay. Thank you so nuch.

Thanks so much, Controller Cohen.

The other thing that |'ve always been
intrigued by -- and when | was a participant on the CI RM
board, very proud of -- was the educational program
And that is, again, an area in which | think you
hi ghlighted one of the goals of this controller, and
that is to nmake sure that we not only have a workforce
that represents the unique diversity of the state of
California but is opportunities for individuals in --
who typically are not represented in large nunbers in
the science field.

And so if you could just talk alittle bit
about representation. | know | mght be asking you to
pul | out some nunbers and if you have those and you can
speak to those, that would be great. And then, again,
I f you could also say a little bit nore about some of
t he anecdotes fromthose students who ot herw se woul d
not have had an opportunity to participate or be a part
of the science physical it hadn't been for this program
and specifically SPARKS and Bri dges.

DR THOVAS: Thanks, Al. You absolutely were

t he chanpi on of these programs, as well as wearing many
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ot her hats when you were our colleague.

So the underlying purpose of these programs is
specifically to ensure that the kids, young adults,
adults, et cetera, that are admtted do reflect the
diversity of the state. W go above and beyond to nake
sure that that happens.

And were you to -- as | know you have, were
you to go to any of the neetings of these different
prograns, you'll see that diversity reflected across the
student body in a very inpressive way. They are drawn
fromareas all throughout the state, specific enphasis
intrying to recruit students from underserved
communities to be a part of this.

CGetting kids interested in this sort of thing
IS not necessarily the easiest thing in the world. It's
sort of an esoteric subject matter. So we spend a |ot
of time. W go out to schools. W give talks at
schools. |'ve given a bunch over the years, encouraging
the younger kids to get an interest in the stem cel
space. And so when the prograns are open and recruiting
participants, there's, nore than anything else, the
attention to diversity. So | think we're very much on
the forefront of that.

As far as the sort of anecdotal exanples, so

what you typically see is kids who go into the SPARK
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program for exanple, the vast mgjority of themwll go
on to mgjor in sone sort of biological science or
related field, whether it's bioengineering or

bi ochem cal, nol ecul ar biology, et cetera. So, really,
they wil all tell you that they are highly inspired to
make that as sort of their -- not only their mgjor in
college, but it establishes a firmintent to go on to be
inthis field.

And you asked -- we have stats. And if it's
okay, A, and Madam Chair, we'll get you some numbers on
this, because |I think you'll be very inpressed with
where these kids go. And a |ot of themare now
teaching. A lot of themare in the industry. A lot of
them have risen to high positions in the industry. You
saw one on that slide who's a VP of a conpany which is
in -- working in developing -- sprung out of the
d adstone Institute, is working in the cardio space

The exanpl es of where they have gone on to are
many, and they -- | think inportantly, they, in one
fashion or another, stay in the field. Very high --
very high percentage of the kids who go through these
programs are in the field in one way or another. They
don't just sort of take it and say, gee, that was fun
and go on and do other stuff. So it's achieving

preci sely the objective that we set out when these
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different programs were initiated.

And they should note that they weren't al
started at the same tine. They've been devel oped over
time in response to perceived needs and gaps and the
particular |evel of student body that doesn't have
exposure to whatever we're providing, et cetera.

And we wi |l continue to expand over tine.
W're really -- as you know, Al, we're really happy with
our education program Dr. Kelly Shephard here at CIRM
oversees that, has done a fantastic job in driving this
whol e thing and just continuing to get bigger and better
with nore alumi and nore workforce and on and on.

So thank you for asking that question.

MR, ROMLETT: M last question, Controller
Cohen. And just a note, JT, | think it would be very
hel pful, I think, in interest of the controller, in
consi deration of what she said in her opening renarks,
to see geographic distribution, denographic data, as
wel | as the workforce data that you alluded to.

Last question is a bit naive, and this is not
Intended to be a "got ya" question. | just -- | am
acknow edging, | don't know.

But you referenced -- and I'mfamliar with
your patient assistance -- CIRMs patient assistance

progr am
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Is there -- are there data points associ ated
with the amount of dollars that have been given out in
patient assistance? And then, also, | believe CRM
tracks those grantees that are required to have patient
assistance as part of their response and the dollars
that they have al so made available to participants in
research or in trials.

So that's, again, my |ast question. Thank you
so nuch, Controller

DR THOMAS: 1'd like to ask Vice Chair
Bonneville if she can --

M5. Lewis: Thank you, Al. You are correct
that the clinical trials CCRMfunds includes in their
al | owabl e costs reinbursenent for education expenses.

However, CIRMs awards are a total direct cost
amount. So there is only a limted anount of funds that
we are earning in those awards. So the patient
assi stance fund, we are actually in the process of
devel oping a lot of these rules and how these two pots
of nmoney are going to work together. But it really
IS -- we're seeing it as sonething that's going to serve
beyond the -- a larger need that we're seeing.

So there would be kind of an all owabl e amunt
going to a clinical trial award. But for those

exceedi ngly excessive funds, that woul d come under the
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patient assistance fund. W' re working through the

| ogi stics, but the idea being that this provider, the
patient support program and persona, woul d be the
one- st op-shop for patients, so they would go -- not
having to be tossed around between al pha clinic sites &
providers and really just get their needs met there and
then CIRM and the provider will worry about the

| ogi stics of working between those funds.

So you are correct that we do track those
funds, and they're an allowable part of the CIRM award,
and what we're building now are the policies and
procedures to ensure we have two funding streanms that
can be conpliant and have clear rules that can be
audi t ed.

MR, ROALETT: Thank you very much.

And again additional -- at future neetings or
meeting, it would be great to hear nore about that.

That's the last of ny questions, Controller.

M5. COHEN: Ckay. | do have a question

What's the rate of return? Wat's the rate of
return -- or what's the metric -- what netric do you use
for the rate of return when considering which projects
to invest in?

DR THOMAS: That's a bit of a conmp -- thank

you, Madam Chair. Bit of a conplicated question
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So when we put -- first of all, we --
investing inis sort of a loose term W're, as you
know, a granting agency. And so what we are al ways
| ooking to do is to fund the best in class science
that's out there towards devel opi ng therapies or cures
for all these horrendous diseases out there which have
nothing at this point. So the process is -- weave a
very well-oiled grant application and review teamthat
eval uates grants as they come in, as advised by a very
si zabl e pool of stemcell and gene therapy experts, al
fromoutside of California so we don't have any
conflicts who do peer review on our projects.

And as a result of that peer review, which
havi ng been the former chair and now CEQ, have sat in
hundreds of these over the years, they are extrenely
detailed and robust in their analysis in |ooking for
these best in class projects. They make reconmendati ons
to the board, who then entertains which grants it wants
to fund for whatever the particular programis that's
under di scussi on.

The -- when we're doing this, it's not wth an
eye towards what the return is going to be down the road
financially because that's -- there are so many
variables getting something true to the point where

they're going to generating revenues, that it would be
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very difficult to try to speculate on the ultinate
potential return to the state.

So what we're about is funding the best
science, enabling the scientists to get this work done
In these early stages of research that |'ve identified,
de-risk, and ultimately get ultimately either spin-outs
or industry acquisitions or whatever to take those
projects through to conmmercialization, at which point
you generate revenues, which would come back in the
royalty formthat we discussed, et cetera.

But short answer to your question is the
return on investnent is not something that's part of the
process because it would just be too difficult to ever
specul ate on what that m ght Dbe.

M5. COHEN. Thank you. | can appreciate that.
|"'msure you can appreciate ny question, given the seat
that | sit in, we ook at investments and we're
eval uating things all the tinme.

So | like that you've kind of augnented the
l ens that | |ook through.

And actually for the best part, when you think
about the future of medicine, the future of research
you want it to be outside of politics, you want it to be
outsi de of making noney. | appreciate that.

Question: Now, DElI was a good talk during the

323.393.3768 Depo
www.iDepoReporters.com ~


http://www.ideporeporters.com

© 00 N o o A W N PP

N N T I T T T e e e S S N T
aa B W N B O © O N o O M W N Rk o

REMOTE MEETING, on 05/29/2024 - ORIGINAL TRANSCRIPT Page 51
CITIZENS FINANCIAL ACCOUNTABILITY OVERSIGHT COMMITTEE MEETING

presentation, spending tine devel oping relationships and
research for and by people who are underrepresented.

And there's a little bit of a political bend. There's a
little bit of a political bend. That's the other Iens
that | look at the world through, so bear with ne.

These prograns are under attack. Corporations
are pulling back their budgets for diversity, equity,
inclusion. Universities are also kind of scaling back.
What's the tenperature read for CIRMwhen it cones to
diversity, equity, and inclusion? You said you're stil
conmmtted, but what -- you know --

DR THOVAS: That's a great question, Madam
Chair. 1'magoing to ask Vice Chair Bonneville to
address that issue.

M5. BONNEVI LLE: Great conmment. Thank you.

Specifically with clinical trials, we have --
all applications that come in have a community outreach
plan that is presented as well and is scored by the
patient advocates that sit on our peer review panel.
That's not going away. That's increasingly inportant in
order to attract and collect a diverse trial population.
It only nakes the research stronger.

Qur applicants take it very seriously. Wen
we first rolled that out in 2020, our nenber Al Row ett

was instrumental in making sure that the rubric that was
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devel oped evol ved over tine and that the researchers
under st ood what was -- what was being asked of them

| sit on the peer review panel, so | nyself
score DEI plans. And over the course of the last four
years, they've becone nore robust in the way they | ook
at their own institutions and the resources that their
institutions provide, insofar as community outreach and
diversity, equity, and inclusion. So that's
definitely -- that's definitely not going away.

M5. COHEN. Ckay. Cot.

Al right. Thank you very nuch. W're going
to continue noving forward with our nmeeting, seeing that
there are no other questions.

G eat.

M. Mieller, correct ne if I"'mwong. This is
just an information item so no action is required.

s that correct?

MR. MUELLER: That's correct. Yes.

M5. COHEN: Al right. Geat.

So then let's go on to Item7. \Wile sone of
this information may have been captured in Item 6,
Item7 is an opportunity for CIRMstaff to provide any
additional information on the CIRM perfornmance audit.

So now we' re going to hear from Raf ael

Agui rre-Sacasa to provide detailed overview of the CIRM
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performance audit process.

M. Sacasa?

MR. SACASA: Thank you, Chair Cohen. And
t hank you menbers of the conmttee.

This is usually a 45-m nute presentation, so
"Il try and keep it a little bit fast, but we can get
it going.

Next slide, please.

W al ways start off with our mssion:

Accel erating world class science to deliver
transformative regenerative medicine treatnents in an
equi tabl e manner to a diverse California and world.

Next slide, please.

We're going -- our agenda for today is
two-fold. The first is to discuss managenent's response
to the '22-'23 performance audit and then foll owup on
the 2019-' 20 performance audit as well.

Starting off with the '22-'23 performance
audi t .

Next slide, please.

The highlights: No conpliance findings. In
the 2019 and 2020, we had three conpliance findings. So
trending in the right direction.

Next slide, please. Next slide, sorry.

Al right. W're going to get into them
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specifically. They're all set up in the same fornat
with the finding up top, recomendations fromthe
auditors Mdss Adams in the mddle, and then current or
respective action by CRMat the bottom |'Il try and
go through these relatively quickly. Please do stop me
I f you have any specific questions, or hold themuntil
the end. | will try to do that so that we have sone
time at the end.

Fi nding number 1. Eleven staff nenbers
reported to the CEO versus an industry standard of four
to six. Presents arisk to the capacity of the
executive role.

The reconmmendation was that: Al ongside the
search for a new CEOQ, we explore an organizationa
structure that reduces its CEO s span and align simlar
functions.

Did you want to speak on this, JT?

DR. THOVAS: Yeah, just simply, |'ve already
begun to inplenment changes in this regard and al ready
eval uated a nunber of additional noves that are going to
be announced in the com ng weeks.

MR SACASA: Thank you.

Next slide.

As we know, we have 35 -- up to 35 nenbers on

the FCAOC. The neetings are held in a hybrid
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environnent. Both of these factors could present a
potential risk to full board engagenent and
productivity.

The reconmendations were to assess our hybrid
meeting practices and board engagenent, the
rel ationshi ps anong the board menbers and neeting
effectiveness. And then continue to | everage conmttees
and working groups to engage board nenbers.

W | everaged the inportant work of
subconm ttees and working groups, and these allow us to
provide a robust policy analysis and devel opnent, which
are ongoing efforts, of course. W assert our board
governance team of which we have Scott Tosher here and
the Vice Chair Bonneville. They conduct an engagement
survey with the board where they identify specific areas
of opportunity for further engagenent. W' re now
spending extra effort to encourage in-person attendance
of board neetings.

Qops, sorry.

We're at five per year. And this -- and we're
al so providing opportunity to engage in small-group
meetings outside, for exanple, directors cone and neet
the certain staff at dinners, et cetera, and ask
questions of course.

To provide greater transparency, we're working
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with the board governance teamto provide small-group
primers and activities for board menbers. For exanple,
we did an I P policy devel opnent with various nenbers of
the IP and industry subcommttee |ast year where we went
over our |P regulations and answered any questions they
m ght have.

W're still devel oping those, and we do need
to meet with our subcomm ttee nenbers obviously and
answer opportunities to gain know edge about Cl RM and
our perfornmance.

Next slide, please.

The finding was that we -- that they sanpled
sol e-source procurenent contracts and they conplied with
our policies. The Fi$Cal systemlinmitations resulted in
CIRMinconsistently recording sol e-source contracts
within the procurement nodule, and this lead to
opportunities to inprove contract recordi ng and enhance
t ransparency.

Recommendati on was to devel op a process which
I nsured sol e-source contracts are consistently recorded
in Fi$Cal, and as a best practice, in the biannua
report to the governance subconmittee and annual report
to the governing board, that we shoul d highlight
sol e-source processes given our reliance on the

contracts.
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ClRM worked with Fi$Cal, and we, and our
finance teamidentified and inplemented a new process
wher eby sol e-source contracts are recorded consistently
with Fi$Cal. W as -- shifting to the order
reconmendat i ons, we as management al ready discl osed
sol e-source contracts to the board as a part of our
contracts reporting process. W have inproved that
process based on the recommendati ons where we are now
I dentifying sole-source contracts so that they can be
specifically called out in the contracts report.

Next slide.

Under our |oan election policy, whichis
within the grants admnistration policy, it contains
references to outdated information that could inpact the
terms of a potential |oan.

The reconmendation was to ensure that the |oan
policy is conprehensive and no | onger references
outdated CIRMregul ations to ensure requirements are up
to date. Specifically to replace any references to
LIBOR in our regulations with an alternative benchmark
such as the secured overnight financing rate.

|'d like to point out that we are in
conpliance with all of our policies here. Under the
grants admnistration policy, we are permtted to use

another index if it's stipulated in our notice of award,
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and since LIBOR has been replaced, we have been doing
that. W are also in the process of review ng, and we
will revise our grants admnistration policy to make the
change for -- fromLIBOR to SOFR

Next slide, please.

W wanted to -- the finding was that our
monitoring of grantee conpliance with our technol ogy
di scl osure requirements, as outlined in our IP and
revenue sharing requirements, continues to be ad hoc,
whi ch can create a risk of non-conpliance and negatively
| npact revenue sharing.

W -- the reconmendation was to continue to
submt disclosure surveys to our awardees. This is
| npl emented back on -- based on discussions that we had
at Mbss Adans at '22-'23.

Wiat we did was conducted an initial survey of
our clinical level grants to identify any projects
associ ated that may have been |icensed or conmercialized
per our IP regulations. W received responses from over
60 percent of our grantees. W're going to be follow ng
up with the 40 percent that didn't respond, and we're
going to continue to inplement this process triannually
and if not try to bring it in nore often than that. And
we're going to expand to include it in our TRAN awar ds.

We obviously consider this an inportant feature of CIRM
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Next slide, please.

| think we mentioned the patient support
program \We're in the process of devel oping that, and
that has inherent uncertainty related to some financi al
sustainability related to the patient assistance fund
Itself, anticipated nunber of patients served, and the
program durati on.

The reconmendation is that we shoul d conduct
regular reporting to the 1COC on the nunber of patients
served and average cost per patient as well as to
devel op a data-informed eval uation of the patient
support program s possible reach and duration.

Reporting on these performance netrics is a
requirement in the PSP application process. Specific
operational details are part of the business rules that
we agreed upon with the successful applicant. This data
will also be to the AAWG so they can al so provide
reconmendations for reach and duration.

Next slide, please. The finding is we collect
a consi derabl e amount of data, and this is valuable to
stemcell and regenerative nedicine for researchers. W
do not have established a data governance structure or
process to collect, conpile, or this date, which would
hel p our m ssion.

The recommendation was to establish a data
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governance structure to capitalize on the reporting and
facilitate data sharing capabilities.

We're actually in the process of devel oping a
data infrastructure framework for the data, and this
wi Il include a full inplenmentation of data sharing and
managenent plans for all of our research awards and the
depl oyment and devel opment of public metadata dashboard
for CCRMfunded data. W hope to have that in the near
future.

Next slide, please.

As we revived our operations and added new
prograns, |eadership restructured some functions, which
I npacted workl oad distribution within and anong teans.
This el evated work |oads for specific groups, which
i ncludes |ikely continuing to evolve along with our
various areas of focus.

The recommendation was to incorporate a date
driven workl oad anal ysis that includes realistic
timelines and staffing needs into operational planning
to pronote right sized work | oads anong enpl oyees.

The CRMHR teamis working with the
| eader shi p team and managers on setting expectations
regarding tinelines and proper staffing levels to make
sure that we support our operational requirenments and

goals. And this is an ongoing process, to make sure
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that the science prograns have the best support
necessary.

Next slide, please.

The finding is that the pace of programmtic
and operational changes that CCRMhas led to staff
chal l enges in maintaining and understanding priorities,
work streams, and awareness of our operations.

Reconmendation is to adopt a standardi zed
change nmanagenment tenp elimnate and pronote
comuni cation and accountability throughout all change
processes and al so to create a change of deliberate -- a
culture of deliberate change nmanagement to so ensure new
prograns and initiatives are effectively, conmunicated,
| npl ement ed, and adopt ed.

The | eadership teamis review ng options for
change management for consulting in order to identify
organi zational gaps. W want to inplement best
practices and training for the staff and inprove our
transparency so that people do have a better awareness
of our operations and our priorities.

Next slide, please.

The finding is that we've historically relied
on manual and undocumented HR processes, with mnim
enpl oyee sel f-serve options.

The recomrendation is to continue to pursue HR
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process automation and ban enpl oyee sel f-service through
opportunities like the full integration of BambooHR
which is an online portal for HR self-service if you
will.

The ot her recommendation was to docunment key
HR procedures in a centrally available |ocation so that
it's accessible and consistent for ClRM enpl oyees.

The HR team has been review ng out of date
policies and procedures, and they are drafting new
policies where there are gaps. Certain policies will be
presented for the ICOC for approval. Another exanple of
sort of nodern automation is that HR i npl emented the cal
enpl oyee connect for HRin 2023. This ties payroll data
fromthe state controller's office and Cal Learns for our
enmpl oyee training and professional devel opment as well.

W used to have a manual process, so this is
at least a step into the 20th century.

Next slide, please.

Continuing the thene, we had some limted HR
policy documentation, which constrained our personnel,
and significant hiring needs follow ng Prop 14 resulted
I n delayed hiring and new enpl oyee onboarding and
training.

The recomrendati on was to devel op standard

operating procedures for hiring and onboarding to
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promote a consistent experience. As necessary,
differentiate onboarding experience for different
enpl oyee types.

W hired a newdirector of HRin '23, and we
now have two full-time enployees, two RAs. | think that
may be three RAs, excuse ne. And as part of our refresh
of the aforementioned HR policies and procedures, our HR
team has standardi zed and streanmined the hiring and
onboardi ng process. \Wereas the process used to take on
average four to six nmonths, we're now | ess than two
months. W've also started to pre-start date neetings
with our enployees -- with our new enpl oyees so that the
onboardi ng experience was a little bit smother, a
little bit nmore consistent, little bit nore valuable to
our onboarding enpl oyees, if | may say.

Next slide, please.

Due to historical conpensation practices, pay
i nequities may have devel oped between tenured and new
enpl oyees.

Recommendation is to conplete a revision of
t he conpensation policy to prevent future instances of
pay inequity.

And in alignnent with the new conp policy,
pl ease exam ne existing pay inequities anmong enpl oyees

and develop a plan to remedy them as appropriate.
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W' ve reviewed the -- we the HR team has
reviewed and revised the comp plan as discussed and
salary levels. These updates will be presented to the
| COC for approval to address any gaps or
I nconsi st enci es.

Next slide, please.

Many Cl RM enpl oyees questioned the efficacy
and consi stent application of the hybrid work policy, or
the then-existing hybrid work policy, which may have
hi ndered productivity and enpl oyee noral e.

The recommendation was to eval uate the
wor k-from hone policy. Enployee productivity and
determ ne the degree to which it was applied
consistently and supports operational goals.

Consi der creating and documenting al | owabl e
exceptions to the policy in support of consistent
application.

W' ve done that. W did that at the end of
2023. Qur telework policy has been revised to reduce
these inconsistencies. W've inplenented anchor days --
two anchor days per week where enpl oyees are expected to
be in the office physically. W feel that the -- feel
strongly that these anchor days have provided greater
col laboration in staff, increasing any productivity, and

any noral e issues that may have existed because of the
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previ ous policy.
Next slide, please.

(kay. So that's the end of the 2022-'23

managenent response. |'ll stop here for a second, see
I f there are any questions with respect to that. |If
there are none, I'll just nove on to the open itens for

the 2019-2020 perfornance audit.

M5. COHEN. Al right. Thank you very much.
| just want to | et you know that ny phone has died and
so |'ve had to engage just via audio.

Col | eagues, do you have any qui ck questions?

(kay. Let's keep going.

MR, SACASA: Thank you, Chair Cohen.

Next slide, please.

So when they tested the grants managenent
process, we identified three exceptions to the grants
adm ni stration policy, SOPs, the sanple of 20 grants in
process.

They recommended addi ng a requirenment for
separate individual due dates entered into the GVB
grants managenent systemtoo, ensure there are no data
entry errors and to prevent |ate reports.

The three exceptions identified were all
related to two grants under the education 1 conference

grant program As of 2022, the follow ng inprovenents
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had been nade: They created a conference -- we created
a conference grant progress report type in the grants
dat abase that is approved buy both the grants manager
and the science officer; we've also ought mated the
contract anendment tenplate to include pre-popul at ed
data fromthe GV to avoid any errors; and we've updated
the grants nmanagement SOP with a conpliance check

eval uation by director of grants nmanagenent on al
amendnents to notice of awards.

So we feel we addressed all of the concerns
t here.

Next slide, please.

W adopted regulations in 2018 outlining the
technol ogy disclosure requirenents. Sorry, let ne take
a step back. This is a followon fromthe earlier
slide. So, again, this is a simlar reconmendation.
Simlar action is what we woul d have taken.

W tal ked about that although they found no
exceptions, we noted that the ability for CCRMto
moni tor and determ ne conpliance with the grantees
appeared challenging. W tal ked about that. As |
mentioned earlier, we inplenented -- back then, we had
i npl enented an IT control. W now have the
af orementioned survey for clinical |evel grants that

we're going to expand to TRAN | evel grants as well.
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Next slide, please.

CIRM did not have an effective policy for
proactive nonitoring and enforcing awardee publication
di scl osures.

The recommendation was to consider options
such as inplenmenting a custoner relationship managenent
systemto support autonated proactive nonitoring of
awar dee publication and press rel eases.

Publ i cation disclosures are required as part
of the awardee reporting requirements and the program
teams closely nonitor these subm ssions.

The CIRM policy is to withhold funds in the
absence of conplete reporting.

So we do have an enforcenment nechani sm

And CIRMis evaluating third party sol utions
to track publications. W have not yet found a suitable
solution, but we're continuing our work in this area and
hope to have one.

Next slide, please. The finding was that Cl RV
has historically relied on scientific experts and
partners with a connection for the organization for
grant review. As a public agency with a mssion of
cures for all, it is inportant for CCRMto seek diverse
perspectives and expertise to ensure perception and

| ndependence in the application review
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The reconmendation was to continue to
I npl enent recently adopted practices to actively seek
more diverse nenbers and to nonitor and eval uate the
grants working group to pronote diversity, backwards,
perspectives, et cetera.

CI RM | aunched an organi zati on-w de DEl
initiative and engagenent with subject natter experts
dedi cated to assess and encourage diversity anong the
GG W hired -- in Decenber, our consultants,
diversity north

Did a presentation about the review of the GAG
rubrics and sone reconmendations for inproving those,
which the teamis review ng and inpl ementing.

As a separate matter, |eadership team taking
a step back, we're review ng our overall DEl strategy
for the entire organization, and we are |ooking at and
comng up with a plan noving forward. So we're | ooking
at it froma programmatic perspective and also froman
organi zational perspective.

Next slide, please.

The record -- the records retention schedul e
in the state of California expired in 2018. W continue
to report -- there was confusion with respect to the
record retention requirements, which could -- which can

negatively inpact our organization's response to
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I nformation requests.

Their recommendation was to update its record
retention schedul e, establish policies and procedures
for records managenent, and consi der devel opi ng annual
trainings to support a better understanding of records
requirements.

The state of -- Secretary of State records and
I nformation management division provided training to
CIRMs staff in March of '22. Certain select CIRMstaff
conpl eted records management training and certification.
And to close it out, we sent an updated records
retention schedule to the Secretary of State in
Septenber of '22. W received feedback fromthe
Secretary of State. We replied with an updated records
retention schedule, and we're waiting to hear back.

Next slide, please.

The use of three document nanagenment systens
continued to present confusion anong Cl RM enpl oyees,
resulting in inconsistent user adoption and records
managenent practi ce.

Recommendation is to, while inplementing a new
docunent managenent system to devel op an adoption
strategy that includes anmple communication, policies,
and procedures, and accountability practices.

The I T staff of three full-tine enployees with
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contractor partners -- we had a departure of our IT
director in '22-'23, so we had to delay the

| npl enentation of the new document nanagement systemto
keep other critical projects, such as the technol ogy
bui I d-out of CIRMs headquarter and the state payrol
systens in-house on track. W now have a new director
of IT as of Novenber of '22.

The CIRM team has now perfornmed a needs
assessment, piloted solutions and sel ected M crosoft
office 365 for an integrated docunent managenent
platform The associate director has also built an
adoption strategy which will be inplenented by the end
of this cal endar year

Next slide, please.

Cl RM made significant inprovenents to the
grants management systemin the recent years. However,
addi tional opportunities exist to |everage the G5 to
| nprove operational efficiency and effectiveness.

The reconmendation was to continue to identify
and pursue these opportunities to enhance the GVB
capabilities and to automate processes, centralize data,
and enhance access.

Again, with the departure of the director of
| T who had actually created the grants management

system we engaged with a consultant to evaluate the
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future of the database and performa needs assessnent.
The consul tant reconmended that we keep our in-house
grants nmanagenent systemas it is technologically stable
and wel [ -integrated into our unique operations. And the
consul tant al so provided a roadmap for evol ving the
system Qur software devel opnent team has begun

i npl enenting these recomendations, starting with the
system performance inprovenments and enhanced reporting
sol uti ons.

Next slide, please.

Again, we tal ked about our data here. W host
a significant amount of scientific and business data but
| ack a strategy to integrate information in an optina
way.

The reconmendation is to consider inplementing
an integrated systemto better analyze the scientific
and business data in support of our m ssion.

Wth the new director of IT, we had begun
I nmpl enmenting CRM sol utions that integrate with our other
solutions and programs here. And we will select one by
the end of fiscal year '23-'24 with a goal tool conplete
full inplementation, enployment, and adoption by the end
of fiscal year '24-'25.

Next slide, please.

That's it. Thank you.
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DR, THOMAS: Can | just nmake one comment here,
Madam Chair, if | mght? | want to give a specia
shout-out to our VP of operations, Jenn Lew s, who you
heard fromearlier, who recently pronoted to that
position. Now very capably oversees grants nanagenent,
| T, and finance, and a |ot of what you just heard is a
product of steps that she has taken to address these
various issues. So | just wanted to make sure that
she's recogni zed for that.

So thank you, Jenn.

M5. COHEN: It's always good to recognize
those that are outstanding and that deserve it.

Does that conclude the presentation?

MR, SACASA: Yes, Chair.

M5. COHEN. Ckay. Geat.

Let me see. Colleagues, any questions?

| don't see any. | don't see any.

So thank you, again, M. Thomas and
M. Sacasa. | do have one quick question.

This has to do with finding Nunber 7 that was
in the first presentation. | guess it's nore of just a
statenent of idea. [|'mjust thinking that finding seven
in the performance audit part of the agenda, it's a key
| ssue that the SEO should be further discussing.

Essentially in this new Al data mned world that we're
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living inin data with Al, San Francisco being kind of
the home of Al. So just sonething to think about.

My next question is, we've got a whole bunch
of findings. Wat's the tineline associated with
acconpl i shing those findings?

MR SACASA: Honestly, we're always trying to
resol ve the findings sooner rather than later, Chair
Cohen. W have sone of those that are |onger-ranging,
like the IT one, for exanple. Those obviously have a
little bit |onger tineline.

A lot of the HR ones have al ready been
| npl enented and addresses, if you will. As you know,
these perfornmance audits are every three years so we
won't be able to officially close themout until the
next one, but we feel that we're noving rapidly to
address nost of these issues, if not all.

M5. COHEN: Al right. Fantastic.

Ckay. | don't see any hands up, so we're
going to keep noving. We're going to nove on to public
cooment. | want to specifically invite any of the CIRM
| eadership team nenbers who would |ike to speak, please
do so. And if there's any nenbers of the public, | also
want to encourage themto speak during this meeting.

>> For menbers of the public, if you would

like to speak, you may press 1, then 0 on your telephone
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keypad. Once again, press 1, 0 on your telephone keypad
for nmenbers of the public if you wish to speak.

And we have no public conments.

M5. COHEN: Al right. Wll, great. Let's
keep moving forward, then.

Let's go to Item9, board comment. Let's see
if there's any fellow board nenbers that have any
comrents for the record.

Al right. Seeing -- | think people are
anxious to nove on with the rest of their day. Ckay.
Al right, folks. Wll, do not |let me be an inpedi ment
to you.

| think this convenes our neeting, and this
meeting is officially adjourned. Thank you for your
service today, everyone. | appreciate you

(The nmeeting adj ourned.)
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REPORTER S CERTI FI CATE

|, EVANGELI NE AYMOND, A CERTI FI ED SHORTHAND
REPORTER I N AND FOR THE STATE OF CALI FORNI A, HEREBY
CERTI FY THAT THE FOREGO NG TRANSCRI PT OF THE VI RTUAL
PROCEEDI NGS BEFORE THE | NDEPENDENT CI TI ZEN' S OVERSI GHT
COW TTEE OF THE CALI FORNI A | NSTI TUTE FOR REGENERATI VE
MEDI CI NE I N THE MATTER OF I TS REGULAR MEETI NG HELD ON
MAY 29, 2024, WAS HELD AS HEREI N APPEARS AND THAT THI S
IS THE ORI G NAL TRANSCRI PT THEREOF AND THAT THE
STATEMENTS THAT APPEAR I N THI S TRANSCRI PT WERE REPORTED
STENOGRAPHI CALLY BY ME AND TRANSCRI BED BY ME. | ALSO
CERTI FY THAT THI' S TRANSCRI PT 1S A TRUE AND ACCURATE

RECORD OF THE PROCEEDI NG

EVANGELI NE AYMOND
CA CSR NO. 14469
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