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Summary of Proposed Research (continued)
PLEASE READ THESE INSTRUCTIONS CAREFULLY BEFORE COMPLETING THE LOI FORM
 
You will need a fully functional copy of Adobe Acrobat version 8 or 9 (Standard or Professional) to complete, print, and save this form.  For optimal performance, we recommend that you upgrade to Adobe Acrobat (Standard or Professional) Version 8.1 or later.  Using Adobe Acrobat Reader will not permit you to save information that is entered on this form.
 
Applicants for a CIRM Targeted Clinical Development Award must submit a Letter of Intent (LOI) using this form. 
 
When completed, this form should be saved in its original interactive PDF format. Do not flatten or make a print version of this file.
 
All LOI materials must be received by CIRM no later than 5:00 p.m. PDT on September 29th, 2010. No exceptions will be made. 
 
The completed LOI must be  submitted online as instructed on the CIRM web portal 
(http://www.cirm.ca.gov/RFA_10-03)
 
A complete LOI includes:
 
         1) This form completed, and saved in its original form. 
 
         2) A signed copy of the signature page (page 2) showing the Authorized Organizational Official's signature, saved and scanned as a PDF file. 
 
Only LOIs that are complete and meet the minium eligibility criteria as set forth in the RFA will be accepted by CIRM.
 
Applications will only be accepted from prospective applicants who 1) meet all eligibility requirements described in RFA 10-03 and 2) have submitted an LOI that was accepted by CIRM.   CIRM will notify applicants of their status by October 6th, 2010.
 
 
 
Any questions should be addressed to:
Instructions
Gil Sambrano, Ph.D.
Senior Review Officer
gsambrano@cirm.ca.gov
415-396-9103
or
Pat Olson, Ph.D.
Executive Director, Scientific Activities
polson@cirm.ca.gov
415-396-9116
Ingrid Caras, Ph.D.
Science Officer
icaras@cirm.ca.gov
415-396- 9114
or
Notice: In addition to the completed PDF file, you must also submit a copy of this signature page showing the Authorized Organizational Official's signature as a scanned PDF file  
(at http://www.cirm.ca.gov/RFA_10-03)
IND Sponsor
For IND under which proposed clinical work will be conducted
Principal Investigator (PI)
Name
First
Middle
Last
Suffix
Choose the highest degree(s) earned. If your degree is not listed, enter it in the box.
Select your institution, or enter the name if not listed
Please provide a complete mailing address to which confidential information about your application may be sent.
This email address identifies you to CIRM. Please use this email address for all correspondence with CIRM. Confidential information about your application may be sent to this address.
Type of Institution
Requires minimum 30% effort contribution
Applicant
Authorized Organizational Official from the Applicant Institution
I hereby certify that I have reviewed the eligibility requirements in the RFA, and that the PI and applicant institution meet those requirements.
For an investigator-sponsored IND, the investigator-sponsor must be the Principal Investigator (PI) on the CIRM application. For an organization-sponsored IND, the organization sponsor must be the applicant organization on the CIRM application, and the PI must be an employee of that organization.
Co-Principal Investigator (Co-PI)
Name
First
Middle
Last
Suffix
Choose the highest degree(s) earned. If your degree is not listed, enter it in the box.
This email address identifies you to CIRM. Please use this email address for all correspondence with CIRM. Confidential information about your application may be sent to this address.
Type of Institution
Select your institution, or enter the name if not listed
Requires minimum 20% effort contribution
If your proposal includes a Co-PI, select 'Yes' and  complete the information below.   Designating a Co-PI is not a requirement of this award.  
Will you have a Co-PI?
Eligibility of Proposed Project
CIRM will only accept applications and support projects that meet all of the eligibility criteria and conditions outlined below and in the RFA.  Please complete the information requested for all items.
1.   THERAPEUTIC CANDIDATE
The Therapeutic Candidate that is the subject of this proposal must be a cell therapy derived from pluripotent stem cells.  (For the purposes of this RFA, pluripotent stem cells are defined as either human embryonic stem cells or human induced pluripotent stem cells.)  Please indicate the stem cell type from which the proposed cell therapy is derived. 
Name of hESC line 
2.   IND REQUIREMENT 
The IND for the cell therapy that is the subject of this proposal must be filed by the application deadline December 1, 2010. 
b. If no, when is the IND intended to be filed?
a.  As of the date of submission of this LOI, has an IND for the proposed clinical work been filed?
To receive funding under this RFA applicants must have an active IND (i.e. not on clinical hold) for the proposed cell therapy at the time of Award issuance. Awards must be issued within 6 months of ICOC approval unless the President of CIRM determines that an extension is justified.  
Eligibility of Proposed Project
3.   CLINICAL STUDIES
 Please indicate what type of clinical study/studies you propose to conduct with a Targeted Clinical Development Award (check all that apply).
4.   CLINICAL SITES
For each clinical trial conducted under this RFA, at least one of the clinical sites must be in the State of California.  Please name proposed California site(s) that may be participating in the clinical trial(s) conducted under this award.
Summary of Proposed Project
CIRM will only fund activities that occur subsequent to the IND becoming active (i.e. not on clinical hold).  Supported activities include: a) the conduct of early stage clinical trial(s) that will within 3 years, evaluate preliminary safety in humans, and provide evidence of mechanism in humans as well as preliminary evidence of clinical efficacy; and b) supporting activities to enable the proposed clinical studies such as cGMP production, further qualification/validation of relevant assays.
 
Provide a concise summary of the proposed project that will in 3 years meet the goals of this RFA. Include activities that will be funded by both CIRM and the matching funds (see RFA for details on requirements for matching funds).  Briefly describe the therapeutic candidate, target indication/ patient population, proposed clinical trial(s) and supporting activities and explain how they will address the objectives of the RFA.  If supporting (biomarker/imaging/biodistribution) studies are part of the strategy, please include a brief synopsis. Summary is limited to 8000 characters (including spaces).  Content will wrap onto next page.
To facilitate the review of the application, please identify the areas of expertise needed to evaluate the proposal. Please include keywords that identify elements of the clinical development proposal, such as disease indication, immunosuppression, imaging.
Suggested Areas of Expertise for Review
Michael Leadon
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