The Business of Science
Ellling the: Gap

Deuglas: Kalish, PhtD:



To succeed In business, you need
to be...

Driven 0y profits

Aware of the needs/characterstics ol the
market

Eecused en preducts, net iInteresting
science

Collalkerauve intermnally,
Competitive externally,




Wihat you learn as an academic

Kinewledge: is aniend i 1tself

Doen‘t reveal all that you Know.
= IR grant applications: or publications

oday s collanoratol can: e iMoo, S
COMpEtItor

he lessiyourdepend on
other peeple the faster
youlr: research will go




Business Survival Skills

Understandingl the: difference: between
puUre science: andi drug develepment

Appreciating how: market fierces affect
development strategies

Understanding| the difference between

IVvestors (o1 sharenelders) andi the NIH

P INS,

R e A@Z\

NAT/o




Sunrvey: Viethedolegy

Infermall phene suivey: of big and small
pharma/kietech

Anecdotall evidence




The training that Pest-Doces need
(consensus)

Ovenview: of diitig development precess
BUSInEss hasics (profit reguirements)
Team skills

Conflict reselution

And laters; management: skilis,
negotiatien skills, project o
management, budgeting




The training that Pest-Docs get
(It any)

Company Ristery.
Benefits

Sexual harassment
[P reguirements
IHealth andl salrety
Use ofi animails




The Conseguences

= Selentists Want to pursue science for knowledge
sake... Not advancing eur commercial
ehjectives... Ealllintleve Withl research progian...
Unaware off experimental crticall path...  Results
don't affect eurr commercial paui... Wasted time
firom neR-communication... No team orentation;
AeL communicating things that rest of team
shieularknew... Net calling for help:... Peoplein
leadership pesitions witheut skills or training.”



Mindlthe Gap

Wiy don't pest-adecsi get anl erientation inte
the Pusiness?
x Need te estanlish R&ID: credentials guickly.
x [fhe ‘protective” VP, R&ID
s FOCUS o1 regulatedr aneas: harassment, 1P
x llhe Viushroemr feony ol Managenment




New Post-Doc Orientation
A proposed! syllanus

Dliferences between science anad drug
development

Drug develepment oVerview: Process,
costs, business Issues, risks and
MitIgatiens

Wy anahew: eulr business Is regulated
O company. strateqy.

[HOW WE Compete




The Drug Development
ProCcess

Drug Target Target Lead Pre- Clinical ~ Clinical  Clinical  Manufac
Candidates Validation Discovery Clinical Phasel  Phasell Phase Il -turing  Distribution

Drug Discovery Anin_1a| Clinical Tests Commercialization
Studies



Business Strategies Affect
llarget Selection

Concentrate on disease (Cancer, elesity,
cardiac)

Concentrate on tissue (lung, breast, Brain)
Concentrate on therapies (RNAI, kinases)

IHew: BIg IS the market?

What IS the competition?

What experience do we have?

IS there synergy with our other products?



Drug Development:
TThe Business Issues

[DeEs the putative therapy. fit With eur BUSINESS: Strategy?
Exactly: what disease(s) will the therapy: be directeadl te?
Hew will“the: drtg e delivered?

Do we: have' In-heuse: experience with the technology?
Wil the' therapy: be' Better than existing treatments?

Do) We: have the expertise ter manufacture the drug?

Do We ave the expertise 1o market the: drug?.

What are the expected profits? Hew: much: can We
charge?
What are the risks and hew can they be mitigated?



Compound Success Rates
and Timing by Stage

Success Rates

Discovery 5,000 —10,000
(2-10 Years) Screened
250 enter

Preclinical Testing Preclinical testing

Phase 1 5 enter
10’s of volunteers clinical testing
Phase 2
100’s of patients
Phase 3
1000’s of patients
1 approved
FDA Approval
| l | | |
0 4 8 12 16

Source: Phrma.org Years



How much does It cost to
get a drug appreved?

Annual Profit(Loss)
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Why don't all targets
gengerate theraples?

Just deesn’t work (of mice and men)
Simlar symptoms, firom: different causes
fe cure Is wWorse than the disease

ADME/Ztex: abserption, distribution, metakolism,
excretion/toxicity/

Viest diseases have complex causes
[DISeases have a tiime course

Differences in individual’s' DNA causes them, te
metabolize drugs differently (pharmacegenemics)

...and so on



Mitigating the Financial
Risks
In Drug Development

Killingrunpremising candidates at the
earliest eppoertunIty,

Viaintaining marketing exclusivity as
leg as pessikble

Poepulating a preduct: pipeline
Spreading the risk



The Shape of the
Pharma/Bietech Industry

Successfullcompanies need portiolie off products
N different stages of development

It IS extremely diffficult te build a new. fully/
Integrated Biopharma company.

RISKS of drug development need to be
strategically managed (partnerships, joeinit
ventures, out-licensing)

Successfullcompanies — big and small - need
partners in all' phases oif the drug develepment:
lifecycle

Companies are specializing 1n all phases of the
value chain



NEeW Pest-Doc: Orientation
A PropOSEQ’ Syllanus

5 Team=npuicing; knewledge=smnannae;
Collaneration

5 Communication/presentaton; sKills
» Conflict reselution
N SeUrces of Infermatien

Presentation skills

4 Develop expertise
u Develop presentation skills

Cooyricit 2009, Baticjlais i zllise, Al refiis fesegivee



	The Business of Science�Filling the Gap
	To succeed in business, you need to be…
	What you learn as an academic
	Business Survival Skills
	Survey Methodology
	The training that Post-Docs need�(consensus)
	The training that Post-Docs get�(if any)�
	The Consequences
	Mind the Gap
	New Post-Doc Orientation�A proposed syllabus
	The Drug Development Process
	Business Strategies Affect Target Selection
	Drug Development:�The Business Issues
	Compound Success Rates and Timing by Stage
	How much does it cost to get a drug approved?
	Why don’t all targets generate therapies?
	Mitigating the Financial Risks �in Drug Development
	The Shape of the Pharma/Biotech Industry
	New Post-Doc Orientation�A proposed syllabus

