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We have all heard the statistics...

o Table 1: Probabilities of Phase Failure by Disease Group
o The table shows the average probability of failing each phase of the FDA drug development process,
broken down by disease groups. These failure rates are from data from 2006-2015, and are taken
from Thomas et. al. (2016).
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What is it REALLY like to be the little guy?

The good
* Pivot, move quickly, innovation encouraged
« State economic incentives
» Cheaper
* Virtual labs are possible

The bad

* Isolated
* Inexperienced investors
The ugly
 Funding (equity or grant). Lack thereof or just plain slow.
* Inexperienced management
» Lack of industry guidance (or even interaction)
» Discrimination



Time Is everything
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Reality of timing for funding

Grants
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Start SBIR Turn in SBIR Receive Score .
Grant )Grant SBIR P> Receive SBIR $
DResubrr it SBIR } Receive resubmit Score SBIR
- CGARB-X .
CARB-X CARB-X > CARB-X Funding
EOI Short ong ’Notification
Form Dye Rorm Due

Initiate *Pitch follow pn round ’Receive follow on round $
Equit follow-on
EqQUItY round $ >Fo||OW up >CDA In-person ’ .
(add 6 m if call executed ’Meeting Go/No Go/maybe if...
new funding) P Meet (add 3-6 months if
company at large pharma)
B g
conference:
$3-5K

* Assuming no government
shutdown




Experimental timing: Example of Animal experiment

INn-house chemistry, vivarium:
5 weeks

« 1 day of planning

* 1 week to get protocol approved
* 1 week to get animals

* 1 week to acclimate

* 1 week to do the experiment

* 1 week analysis

Outsourcing animal work
(small company)?
Add 2-4 weeks

Outsourcing animal work
(large company)?

Add 3-6 weeks

(horror story:7 months!)

Outsourcing chemistry?
Add 1 month



Synereca
Pharmaceuticals

Great early stage data and
momentum

* Potent, low toxicity

 ExXperienced management, great
advisors

* Finalist for CARB-X, high scores on
CDMRP grant

« Capital from local investors
However...

 Too early for startup

 Funding purgatory (too early, too late)

» Differing feedback (“if you just did...”)

Pamlico
BioPharma

Good early stage data

« Highly specific, low chance for
resistance

« Experienced management
» Capital from local investors
e Sublicense with diagnostic company

However...

Too specific

Challenging patent protection
The business case was too hard

Science and the COGS were
challenging



Are these challenges all startups have?

Yes, to some degree
 Money, inexperience, and resources are always a challenge
However:

« Type of market and potential ROl helps
e Other startup companies:

Diabetes Company- Clear industry milestones. Big market. Grant funded. Failed but failed fast
with guidance from potential partners.

Hearing Loss Company- High market interest, orphan opportunities, not very crowded. Grant
funded, investor funded, multiple deals on the table.

NASH Company- High market interest, clear interest and milestones from potential partners
and investors.



Changing the Outlook

Earlier help from pharma

* Need large pharma to invest, guide, mentor
« How do we incentivize?

New business/partner models

 Accelerators, collaborative research agreements, industry-academia-startup
advisory committees

EXperience

o Startups are usually young, hungry innovators...but they need guidance on
company management, drug development, deal making, etc.

Q Support

 For younger entrepreneurs (and minorities and women)
 For early stage innovation




Questions?

Elaine Hamm, PhD — ehamm@ascendbioventures.com
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