Sample A: CIRM TARGET PRODUCT PROFILE (TPP) TEMPLATE

TARGET PRODUCT PROFILE for

<Delete this text and type Name of your Product/Therapy here>

INDICATION: Disease or condition for which your product/therapy will be indicated

Optimal indication and decision criteria
< Delete and type your text here>

Minimally acceptable indication and criteria
< Delete and type your text here>

BIOLOGICAL ACTIVITY: Biological activity of your product/therapy

Optimal biological activity and decision
criteria
< Delete and type your text here>

Minimally acceptable biological activity and
criteria
< Delete and type your text here>

EFFICACY: Proposed efficacy endpoints for your product/therapy

Optimal efficacy endpoints and
decision criteria
< Delete and type your text here>

Minimally acceptable efficacy endpoints and
criteria
< Delete and type your text here>

SAFETY/CONTRAINDICATIONS: Potenti
product/therapy

al safety risks associated with your

Optimal safety profile and decision
criteria
<Delete and type your text here>

Minimally acceptable safety profile and
decision criteria
<Delete and type your text here>

DOSE/REGIMEN: Briefly describe the proposed dose and dosing regimen of your

product/therapy.

Optimal dose and dosing regimen and
decision criteria
<Delete and type your text here>

Minimally acceptable dose and dosing
regimen and decision criteria
<Delete and type your text here>

DOSAGE FORM/ROUTE OF DELIVERY:

Briefly describe the proposed dosage form

and route of delivery for your product/therapy.

Optimal dosage form and route of
delivery and decision criteria
<Delete and type your text here>

Minimally acceptable dosage form and route
of delivery and decision criteria
<Delete and type your text here>




