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CIRM Regulatory Rulemaking Process

EG!

. Office of
ICOC Working G roup / ICOC Administrative Law
Sub-Committee (OAL)

1. Public Meeting to

Develop Policy
Proposal ‘ S 2. Consider Initiating
Rule Making | 3. Notification of
New Rulemaking

Process

4. Review Public
Comments & Revise
Rule

3 5. Consider Final
Revised Rule

6. Approve Final
—> Revised Rule
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Policy Background

\ 5|
'ORNIA lNS‘l‘l'l‘l{L FE)R RE}G,EFI#(A’HVE MEDICINE
] /

o, 4
| B,
NS B

« Existing CIRM regulations require a Stem Cell
Research Oversight (SCRO) Committee to review and
approve clinical studies

« CIRM also requires grantees to comply with Federal
regulations for the protection of human subjects — the
Common Rule

« The Common Rule requires an institutional review
board (IRB) to review, approve and monitor clinical

studies

* Therefore under existing CIRM regulations the SCRO
and IRB are required to review and approve clinical
studies
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SWG Recommendation
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« Some grantees have concentrated clinical expertise
within the IRB

 There was unanimous consensus among the SWG
membership that IRBs, with appropriate expertise, can
effectively review and monitor clinical research

 The SWG supported amending the regulations to
provide flexibility where the IRB or SCRO may perform
review and oversight of clinical research

 CIRM recommends initiating the Office of
Administrative Law rule making process for this
regulatory amendment
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