New and Existing
Incentives to Support
Drug Repurposing
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. Conflicts

- None at this time




Exponential Expansion of Interest
N Repurposing Research

- Pharma (e.g. Horizon, Pfizer, etc.)

. Biotech/Academic (e.g. Healx, Audacity, Cyclica,
Emory, Vanderbilt, Stanford)




Exponential Expansion of Interest
N Repurposing Research

- Non-profits (e.g. CWR, ADDF, Noah's Hope)

- Registries, data collection, advooacy research
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Incentives for Repurposing

- 505(b)(2) Pathway

- New dosage form that is faster acting or some other
patient value

- Combine two active ingredients in a novel wa




Incentives for Repurposing

st 505 Pathway

- Prodrugs of an existing drug




Incentives for Repurposing

- 505 (b)(2) Pathway

- Must have active ingredients present in existing,
approved drug products (reference drugs)




Incentives for Repurposing

- 505 (b)(2) Pathway

Lower risk because of previous drug approval

- Lower cost, faster development due to fewer




Incentives for Repurposing

. Current incentives that help, but aren’t necessarily
focused on repurposing research

- Priority Review Vouchers-repurposing generics from
outside the US, or nutraceuticals




Incentives for Repurposing

- Possible potential new incentives within FDA

- New PRV program for generic repurposing

. Changes to Qualified Repurposed Disease Product
designation




Incentives for Repurposing

- Possible potential new incentives outside FDA

. Social impact bonds-pay for success

- Donor Advised Funds-can invest in for profit




Incentives for Repurposing

- Possible potential new incentives outside FDA

- Differential pricing programs

. EXxpress Scripts example




Incentives for Repurposing

- Delinkage-drug development not funded by drug sales
(e.g., the Advanced Market Commitment by the Gates
Foundation for pneumonia)

. Exclusivity for repurposed indications for generic drugs
from other jurisdictions




Impediments to Repurposing

Lack of legislative acknowledgment or priority

Difficulty accessing data about drugs and research
iInformation




Impediments to Repurposing

. Few economic or other incentives

- |P and other exclusivity challenges

- (Generic substitution




The Future Is Bright

. 20-25% of all prescriptions in the US written off

label

- More than 1000 repurposed therapies with some
support waiting to be driven to patients




Contact

- Bruce Bloom | Chief Collaboration Officer
bruce.bloom@healx.io
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