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CIRM mission Statement peal

RRRRRRRRRR 'S STEM CELL AGENCY

Accelerating world class science
to deliver transformative
regenerative medicine treatments

in an equitable manner to a
diverse California and world
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CIRM \5-Year Strategic Summary “Life

RRRRRRRRRR 'S STEM CELL AGENCY

Deliver

®* Advance therapies to
marketing approval

® Develop Competency Hubs * Create a manufacturing * Build a diverse and
* Build Knowledge Networks partnership network highly skilled workforce

* Expand Alpha Clinics Network  * Deliver a roadmap for

* Create Community Care access and affordability

Centers of Excellence



CIRM ‘Shared Resources Labs — Proposed Functions /’Eie_f%
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* Provide researchers, locally and regionally, access to:
o Cell culture facility to conduct stem cell-based modeling experiments
o Highly specialized technologies

- Provide researchers, locally and across California, access to:
o Well characterized unmodified and modified hPSC collections
o Partially or fully differentiated stem cell-based models
o Training of researchers

* Provide educators, regionally and/or across California, access to:

o Formal techniques courses for student education
o Other student experiences with stem cell-based modeling

- Implement sustainability plans:
o Fee for service, recharge
o Alternative funding sources



CIRM Shared Resources Labs — Two Types Real
RFA INFR6.1 RFA INFR6.2
Establishing SRLs Enhancing/Expansion SRLs
Target Geographic areas where access to With cutting-edge stem cell-based
Institution | models is limited* modeling expertise
Renovate & | ° Renovate core space
Equip » Acquisition of major equipment + Acquisition of major equipment
« Provide access to core facility, specialized services and equipment
- Share models/expertise and resources for research broadly
Operations « Train researchers
- Provide educational resources / activities
o Formal techniques course optional with extra funds

*or propose remote, cloud-based approaches to serve researchers and/or educational programs in geographic areas with limited access to stem cell-based models
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CIRM  Shared Resources Labs — Network Real

RRRRRRRRRR 'S STEM CELL AGENCY

Establishing Enhancing/Expansion

SRLs SRLs B

Access
to models across CA

Advance
standards and reproducibility

Access
to educational opportunities

- Develop sustainable SC core
infrastructure

CALIFORNIA’S STEM CELL AGENCY



Establishing SRLs 6.1

Enhancing/Expansion
SRLs 6.2

‘:‘r‘l’n"z:ﬂlt $5.4 M ($4.4 M w/o course) |$4.3 M ($3.0 M w/o course)
Applicant In geographic areas Yvh_ere With cutting-gdge stem_ cell-
access to models is limited based modeling expertise
Funding Build (renovate) | |
Equip + Operations Equip + Operations
g::ding Not Required (I:?Oescg;red (20% of operational

Program Budget

$50M Total:  Build & Equip - $26 M

Operations - $24 M
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Establishing SRLs (INFR 6.1)

Phase A — 18 months
- SRL renovated, equipped, staffed and operational
- Stem cell-based models established — demonstrated through pilot project(s)

- Established training and educational programs

Phase B — 24 months
- Ultilization rate of core facility by researchers
« Sustained enrollment in researcher training and educational programs
« Success rate of projects utilizing the core (data generated, publications, leveraged funding)
 Deliver plan for operations at 50% CIRM funding

Phase C — 18 months (60% CIRM operational funds)
» All success metrics from Phase B
« Deliver plan for independent operations at 9 months
« Contribution to SRL Network functions



CIRM  Proposed Award Phasing & Outcome Metrics

GGGGG

Enhancing/Expansion SRLs (INFR 6.2)

Phase A — 6 months

SRL equipped, staffed and operational
Stem cell-based models established — demonstrated through pilot project(s)

Established training and educational programs

Phase B — 30 months

Utilization rate of core facility by researchers

Sustained enroliment in researcher training and educational programs

Level of broad sharing of models across California

Success rate of projects utilizing the core and shared models (data generated, publications,
leveraged funding)

Deliver plan for operations at 50% CIRM funding

Phase C — 24 months (60% CIRM operational funds)

All success metrics from Phase B
Deliver plan for independent operations at 12 months
Contribution to SRL Network functions

Real

Life
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SRL Proposals Must Include Plans to Address DEI

« SRL core users / CA-wide recipients of models & expertise represent diverse
goals, approaches, perspectives and backgrounds

- Participation in educational programs by underserved populations
* SRL team represents diverse and inclusive perspectives and experiences

» Ancestral and sex diversity of stem cell lines offered in core
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Must include a knowledge sharing plan

Describe plans to establish processes and systems for
- Sharing models, best practices, knowledge, and other resources
- Standardizing cell lines, reagents, and quality control/validation

Must include a data sharing and management plan

Describe approach to sharing and management of data generated as part
of SRL operations
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CIRM Steering Committee Drives Network Functions €2
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CIRM will coordinate Steering Committee of awardees & external
stakeholders to facilitate:

* Development of processes and systems for sharing network-wide
offerings, best practices, knowledge, and resources

* Implementation of quality standards, materials and cell lines across the
network

« Development of collaborative approaches toward improving reproducibility
of stem cell-based models
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Number of Apps Requires GWG Review | Requires FWG Review
Reviewed

INFR 6.1 (Establishing)

INFR 6.2
(Expanding/Enhancing)

TOTAL

14

20

Working Group Reviews

YES

NO




CIRM GWG Composition and Roles

IIIIIIIIII 'S STEM CELL AGENCY

Scientific GWG
Member

GWG Board
Member

Scientific
Specialist
(non-voting)

Scientific evaluation (process development and
manufacturing, quality, workforce development)

Provides scientific score on all applications

4 )
Patient perspective on DEI, significance and
potential impact, oversight on process

Provides a suggested scientific score

Scientific evaluation (specialized expertise as
needed)

Provides initial but not final scientific score
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HHHHHHHHHHHHHHHHHHHHHHHHH INFR Scientific Scoring System Life’

= Score of “1”
Exceptional merit and warrants funding.

May have minor recommendations and adjustments that do not require further review
by the GWG

= Score of “2”

Needs improvement and does not warrant funding at this time but, at the applicant’s
option, may be resubmitted to address areas for improvement if the Application Review

Subcommittee has not approved an application for funding following the Grants
Working Group’s review.

GWG should provide recommendations that are achievable (i.e., “fixable changes”) or
request clarification/information on key concerns.

= Score of “3”
Sufficiently flawed that it does not warrant funding.

Applications are scored by all scientific members of the GWG with no conflict.




CIRM Scientific Review Criteria _Real

Basis for Scientific Score Life
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1. Does the project offer a significant value proposition?

2. |s the project well planned and designed?

3. Is the proposal feasible?

4. If proposed, is the Stem Cell Techniques Course well designed?

5. Does the project uphold the principles of diversity, equity, and inclusion?




CIRM FWG Composition and Roles

RRRRRRRRRR 'S STEM CELL AGENCY

Real Estate

Experts

Board Members

»

Life
4 A
Expert evaluation of facilities components

Provides a score on all applications
\_ y,
4 )

Patient perspective on significance and potential
impact, oversight on process

Provides a score on all applications

\- /




yegs . Real
ClRm ‘ INFR Facilities Scoring System Life

= Score of “1”
Exceptional merit and warrants funding.
May have minor recommendations and adjustments that do not require further review
by the FWG

= Score of “2”
Needs improvement and does not warrant funding at this time but, at the applicant’s
option, may be resubmitted to address areas for improvement if the Application Review
Subcommittee has not approved an application for funding following the Facilities
Working Group’s review.

FWG should provide recommendations that are achievable (i.e., “fixable changes”) or
request clarification/information on key concerns.

= Score of “3”
Sufficiently flawed that it does not warrant funding.

Applications are scored by all members of the FWG with no conflict.




CIRM Facilities Review Criteria _Real

) iy Life
Basis for Facilities Score

CCCCCCCCCCCCCCCCCCCCCCCCCC

1. Does the proposed renovation/facilities improvement project support the
applicant’s proposed SRL core research and educational activities?

2. Are the SRL renovations/facility improvements feasible as proposed?

3. Does the proposed SRL facility include the appropriate research
equipmegt and laboratory configuration in support of the proposed SRL
activities”

4. Are the renovation/facility improvement costs appropriate?

5. Does the applicant ensure diversity, equity and inclusion goals for design
and construction?



CIRM INFR 6.1 Recommendations

TOTAL
BUDGET CIRM
{=e] Recommendation
INFR6.1-15357 |$5,400,000 10| 5 10 FUND
INFR6.1-15363 |$5,055,863 10 5 0 REVISE FACILITY
INFR6.1-15366 | $5,400,000 13 | 2 0 REVISE FACILITY
REVISE SCIENTIFIC
INFR6.1-15413 | $5,366,999 4 | 11 8 e,
REVISE SCIENTIFIC
INFR6.1-15478 | $5,399,996 0 | 12 5 o aan
INFR6.1-15517 | $5,398,227 0 | 15 9 REVISE SCIENTIFIC

PROPOSAL

Py,

C
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CIRM INFR 6.2 Recommendations Life

REQ OR OR Recommendation
INFR6.2-15383 | $3,999,999 1 15 0 | o N/A FUND
2= y y FUND H
INFR6.2-15368 |$4,000,000 1 13 1 0 N/A - Recommend fundlng Of 4
licati ith f“1”
INFR6.2-15527 | $4,000,000 1 130 o0 N/A FUND appilicatons with a score o
INFR6.2-15400 | $3,946,795 1 111 3| o N/A FUND
e
REVISE SCIENTIFIC
INFR6.2-15440 | $3,759,999 2 4 | 9 | 1 N/A i
INFR6.2-15416 | $4,000,000 2 1 114 o0 N/A R e
Recommend that these 6
REVISE SCIENTIFIC . .
INFR6.2-15475 |$3,991,879 2 1 13 0 N/A PROPOSAL appllcants reVISe and
INFR6.2-15403 |$3,950,775 2 0|15 0 N/A REV I ST IFIC resubmit proposa | for GWG
review
REVISE SCIENTIFIC
INFR6.2-15457 | $3,999,995 2 o |15 ] 0 N/A e
INFR6.2-15513 |$3,995,356 2 0| 10] 5 N/A R e ©
INFR6.2-15482 | $4,000,000 10 1| 13 N/A DO NOT FUND
INFR6.2-15521 |$2,603,500 0 9 N/A Recommend that the
.2-155. ,603,5 5 DO NOT FUND
. ARS not fund these 4
INFR6.2-15372 | $3,999,999 o | 3 | 1 N/A DO NOT FUND . .
) applications
INFR6.2-15501 | $2,697,046 o | 3| 12 N/A DO NOT FUND




CIRM | Budget Available

Number of Apps Total Funds Requested
Recommended

INFR 6.1 (Establishing) $5,400,000
INFR 6.2

(Expanding/Enhancing) 4 $15,946,794
TOTAL $21,346,794
BALANCE $28,653,206

Could support 6 additional awards

Py,

C




