How do we keep bad
drugs from getting into
the pipeline?




What do we mean by bad drug?
‘!

- Won’t work in humans

- Company won’t take forward

- Therapeutic index not justified for disease being treated
- No pharmacological effect on intended target

- Lack of adequate optimization

- Bad dose selection

- Too many side effects

- Unanticipated results
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What do we mean by slipping into pipeline?

- Goes beyond point where it should be stopped
- Post POC or submission to registration

- Put Iin pipeline just to have a company presence
there
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There are no bad drugs, just bad people

- Many failed studies, always relate it to biomarker
- Small co has fewer resources, takes more risks

- Design experiments that will kill compound & test it
early; instead of quotas

- Discount / don’t believe tests that were run by certain
individual

- Lots of education not getting to rest of organization
about what comprises a bad drug, siloed within the
organization
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Cultural Issues

- Don’t tell anyone what you’re doing — PhD, post-doc,
companies — people don’t want to share

Clinicals don’t understand research & v.v.

Objective people who might kill the drug, say there
problems — get a reputation

Things on the fence get pushed forward

Generate more data before making a decision rather
than yes or no; get data right away or put compound on
the shelf — “wait and see” — can accumulate new
knowledge in the meantime
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The Fix

- As fast as possible into human (the secret of biotech)
- Underpin early trials with right protocol

- Agree ahead of time which criteria are critical ahead of
time
- Have scientist prepare for taking a drug out of a pipeline

- Study drugs still on the market with same adverse
effects with drugs that have failed

- Devote resources (10%) to why a drug / class of
compounds didn’t work

- Software analogy — If it doesn’t work, if you work on it
and don’t get improvement right away, throw away the
software and start over again
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VantagePoint ConsultanTGFFGllip |
|

- VantagePoint is a boutique Management Consulting firm
serving the Pharmaceutical Industry

- We specialize in business transformation, experienced in
R&D, Clinical, Finance, and Information Management

- Our senior staff come from leading consulting firms and
companies

— Staff have 15 to 20 years consulting / business experience

— Booz-Allen Hamilton, First Consulting Group, PWC, E&Y,
J&J, Baxter, Dendrite

- Our consulting services include:
— Operational excellence/Six Sigma — Team Effectiveness

— Change management — Organizational Excellence
— Knowledge Management — Systems Readiness
Assessments
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