
© Healogix LLC 2009

Crossing the Biotech-Pharma Chasm

Presented by Harris Kaplan, CEO

harris.kaplan@healogix.com

410-215-9595

June 17, 2009



ωHow Biotech and Pharma View The World

ωWhat It Takes To Get A Deal Done in the World of  
άIŜ ²Ƙƻ IŀǘƘ ǘƘŜ DƻƭŘ aŀƪŜǎ ǘƘŜ wǳƭŜǎέ

ωSteps Your Company Can Take to Assure You Get Maximum 
Value for Your Product Assets
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Agenda
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In theory, biotech and pharma are completely symbiotic

BIOTECH
source of new 

products

BIG 
PHARMA
needs new 
products$

.ǳǘ ƛǘ ŘƻŜǎƴΩǘ ŀƭǿŀȅǎ ǿƻǊƪ ƻǳǘ ǘƘŀǘ ǿŀȅΗ
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Biotech and big pharma have different perspectives when 
ǘƘŜȅ ǾƛŜǿ ŀƴ ƻǇǇƻǊǘǳƴƛǘȅΧ

Diffusion of New Product Innovation

Biotech Big Pharma
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ΧǿƘƛŎƘ ƛƳǇŀŎǘǎ Ƙƻǿ ǘƘŜȅ ǇŜǊŎŜƛǾŜ ŦǳǘǳǊŜ ǇǊƻŘǳŎǘ ǾŀƭǳŜ

Cumulative Product Adoption / Revenues Over Time

Brand
Market 

Share

Time

Penetration

Differentiation

Preference

Adoption



ω Recognize that decision flexibility 
erodes very rapidly

ω Getting a molecule back on track is 
expensive, time consuming, and 
significantly depreciates valuation and 
market potential

ω Cannot recoup the cost of a 
suboptimal label with good marketing

ω Pharma wants a partner who 
understands these points and has 
reflected these in their thoughts and 
actions

ω At $1B to get a drug to market, for 
pharma the choice simple:
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Lessons Pharma Has Learned (Deal Making 101): 
The battle for market share is increasingly won prior to Phase 3

Decision 
Flexibility Erodes
Quickly

Increasing
Expenditures

Long Term Product Value Gets Created Early

Phase1     Phase2               Phase3                               Phase4 

Pay To Get It Right or 
Pay The Company Because They Got It Right!



ωA cashing out entrepreneur or VC is hardly objective about their 
product

ω MOA probability of success is probably lower than you project

ω Competition is usually smarter and further ahead you think

ω! Yh[ ƛǎ ŜǾŜǊȅ ŎƻƳǇŀƴȅΩǎ ŦǊƛŜƴŘ ŀƴŘ ǘƻƻ ƳǳŎƘ ǘƛƳŜ ŀƴŘ ƳƻƴŜȅ ƎŜǘǎ 
spent drinking the KOL-Aid
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Lessons Pharma Has Learned (Deal Making 401): 
Deal making is caveat emptor



Biotech Pharma
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The higher the potential valuation, the more rigorous 
ǇƘŀǊƳŀΩǎ ǉǳŜǎǘƛƻƴǎ  ŀƴŘ ǇǊƻŎŜǎǎ ōŜŎƻƳŜ

ω MOA

ω 95% of value is in the MOA

ω Regulatory approval

ω Science sells itself

ω [ŜǘΩǎ ƎŜǘ ǘƻ ŦƛǊǎǘ ōŀǎŜ

ω Top-down valuation

ω Analogue

ω Up front payment

ω Single product focus

ω Sizzle sells stock

ω What are the target indications?

ω How much of the value is still to be created?

ω What are the label and claims?

ω What price and SG&A spend is required?

ω Is this product a home run?

ω Will physicians prescribe?  Payers reimburse?  
Patients pay to use?

ω ²ƘŀǘΩǎ ǘƘŜ ǎŀƭŜŀōƛƭƛǘȅ ŀǘ ǘƛƳŜ ƻŦ ƭŀǳƴŎƘΚ

ω ²ƘŀǘΩǎ ǘƘŜ ǇƻǘŜƴǘƛŀƭ ǊŜǾŜƴǳŜ ŀƴŘ ƳŀǊƪŜǘ 
share?

ω How does this fit with our portfolio?

ω How robust is this deal? ς
Will this deal get me promoted?



ω Currently, many buy-side companies are organized by therapeutic 
category (in line brands through emerging)

Å Emerging assets under-analyzed

Å Overpayment for external deals

Å Risk not fully appreciated

Å Pharma licensing and BD people rewarded for getting deals done

ω Buy-side beginning to reorganize to focus on emerging assets

Å Dedicated personnel and budget

Å Detailed opportunity assessment

Å Clear go / no go criteria in advance of a deal

Å Move more quickly to decision and valuation

Å AZN, JNJ, PFE are examples
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As emphasis on external deals grows and deal prices continue to 
escalate, pharma is beefing up its due diligence process



WHAT IT TAKES TO GET 
DEALS DONE

BioScience Forum



You need to answer these critical business questions

PHASE II PHASE III

²ƘŀǘΩǎ ¢ƘŜ 
Opportunity?

How Do 
We Win?

What Is 
This Worth?
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Market

ÅHow do you know the market will grow to be >$X Billion?

Å²ƻƴΩǘ ǘƘŜ ǇǊŜǎŜƴŎŜ ƻŦ ƻǘƘŜǊ ǇǊƻŘǳŎǘǎ ƛƴ ǘƘŜ ƳŀǊƪŜǘ ƛƴ нлмн ƛƳǇŀŎǘ 
sales potential?

ÅWhat is the impact of <BRAND> going generic?  

Your Product

ÅWhy do you feel your product will be best-in-class?

Å!ǎ ȅƻǳ ŘƻƴΩǘ ƘŀǾŜ tƘŀǎŜ о Řŀǘŀ ȅŜǘΣ ǿƘȅ ŎŀƴΩǘ L ǿŀƛǘ ǳƴǘƛƭ ȅƻǳ Řƻ ǘƻ 
consider partnering/buying?

ÅWhat are the barriers to prevent a later entrant from stealing market 
ǎƘŀǊŜ ŀŦǘŜǊ ȅƻǳΩǾŜ ōǳƛƭǘ ǘƘŜ ƳŀǊƪŜǘΚ

ÅHow will this product perform if it is awarded Tier 4 status with a step 
edit or PA required before it can be used?
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Examples of typical questions a pharma asks
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How well will your product perform in the new landscape?

*Source:  Capgemini

Stakeholder Importance vs. Industry Preparedness, In 2 ς3 Years*
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Å Realistic appraisal of MOA success

Å Realistic estimates of market potential, pricing, and reimbursement strategies 
based on direct external stakeholder input: credible and anchored in the future

Å A revenue forecast with transparent and customer based assumptions

Å Clinical plan tied to commercially valuable endpoints

Å Clear perspective on the strengths and weaknesses of future competition

Å Longer term development plan to fully exploit the value of a compound
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Pharma wants partners with an aligned vision and 
realistic sense of value

²Ƙŀǘ ǿŜΩǊŜ ƭƻƻƪƛƴƎ ŦƻǊ ŀǊŜ ǇŀǊǘƴŜǊǎ ǿƘƻ Ŏŀƴ
ŎƭŜŀǊƭȅ ǎƘƻǿ ǳǎ ǘƘŜ ǾŀƭǳŜ ǘƘŜȅ ǿŀƴǘ ǳǎ ǘƻ Ǉŀȅ ŦƻǊΧ

²Ŝ ŘƛǎƭƛƪŜ ƻǇŀŎƛǘȅ ŀƴŘ ŦŜŀǊ ōǳȅƛƴƎ ōƭƛƴŘΧ

James Hall, VP CVGI Emerging AZ

Ȱ

There have been certain deals that we've looked at, 
where the company had valuations in mind 

ǘƘŀǘ ǿŜ Ƨǳǎǘ ŘƛŘƴϥǘ ǘƘƛƴƪ ǘƘŜ ǇǊƻŘǳŎǘ ŎƻǳƭŘ ǎǳǇǇƻǊǘΧ

Deborah Dunsmire, CEO Millennium Pharmaceuticals

Ȱ



A standard forecasting template τǿƘŀǘΩǎ ƳƛǎǎƛƴƎΚ
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Epidemiology
How many patients are there?

Market Data
How many patients are treated?

Baseline Projection
What are the trends in current therapy?

Future Events
What else will happen in the future?

Final Forecast
What is the market forecast?
Where does our product fit?

Reconciliation



Forecasting: The devil is in the details
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Epidemiology
How many patients are there?

Market Data
How many patients are treated?

Baseline Projection
What are the trends in current therapy?

Future Events
What else will happen in the future?

Final Forecast
What is the market forecast?
Where does our product fit?

Reconciliation

ÅNumber of patients 
with symptoms
ÅPercent that go to a 
physician
ÅPercent that get a 
prescription
ÅNumber of 
prescriptions per year
ÅAverage length of 
time on therapy
ÅΧ

ÅLikelihood of Rx by 
physician specialty

ÅLikely tier placement

ÅImpact of co-pay on 
patient demand

ÅOverall patient 
receptivity to product

ÅImpact of price on 
demand

ÅΧ



¢ƻ ǇƘŀǊƳŀΣ ƛǘΩǎ ƴƻǘ ŀōƻǳǘ ǳǇ-front payments ςƛǘΩǎ ŀōƻǳǘ 
downstream royalties and total deal value
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$$$

Time

Good Label,
Good Mktg.

Marginal Label,
Good Mktg.

Marginal Label,
Marginal Mktg.

A Variety of Deal Value Scenarios

Launch

Lost oppty due to
poor early decisions

Lost oppty due to loss 
in mktg momentum



STEPS YOU CAN TAKE TO 
MAXIMIZE YOUR VALUE

BioScience Forum



ωGet an objective and 
projectable view of your 
product from the 
perspective of the customer

ωFast forward your thought 
process to the time of 
market entry

ωPretend you were marketing 
the product

The best offense is a good defense
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You will be a better negotiator, better judge of 
prospective partners, and a better partner.



Doing your own due diligence: 
Begin with the end in mind and work backwards

-

MOA Clinical Trials Approval

Clinical

Unmet Need Commercial Requirements Label & Claims

Commercial

Oppty

Time

Future Value
of 

Opportunity
(RNPV)

Physicians

Dr Rx Refill

Phys

Pat.

Payer

Trace Cash

Payers

Patients

20Deal terms & valuation



REAL PROOF:
DIABETIC RETINOPATHY

BioScience Forum



Determining which patients are part of the treatable patient 
population is the first task that has to be accomplished.

52%

20%

14%

13%

42% patients progress
Average 4 years to progress

31% patients progress
Average 3 years to progress

38% patients progress
Average 2 years to progress

Mild Non Proliferative Moderate Non Proliferative Severe Non Proliferative Proliferative
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!ƴŘ ŀ ƭŀǊƎŜǊ ǘŀǊƎŜǘ ǇƻǇǳƭŀǘƛƻƴ ŘƻŜǎƴΩǘ ƴŜŎŜǎǎŀǊƛƭȅ ǘǊŀƴǎƭŀǘŜ ǘƻ 
higher potential revenue
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How a miss on clinical endpoints impacts baseline uptake 
(what are the key drivers and how much downside protection do we have?)
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% patients 
attaining 

clinical benefit

100%

75%

50%

25%

% likelihood of 
progression

0%

20%

40%

60%

% incidence of 
side effects

1%

5%

10%

15%

6%

0%

-8%

-11%
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0%
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-8%

2%

0%
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3%

0%

-8%

-10%
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0%
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11%

0%
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-21%
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-1%
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0%

-14%

-17%

-19%

PHYSICIAN PATIENT PAYER
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40%
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70%

Baseline 
80%



REAL PROOF:
RHEUMATOID ARTHRITIS

BioScience Forum



ω The cost of RA treatment continues to 
grow  ($15,000-$20,000/patient/yr)

ω Currently, few access restrictions on 
Anti-TNFs in the US

ω Most Anti-TNF agents are either on Tier 
2 or some mode of capped co-payment 
(20% up to $2,500)

ω Drugs like Orencia & Rituxan are 
typically on Tier 3

What will happen when two new TNF 

competitors enter the market?
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The devil or the opportunity is in the details

Improvement in 
Symptoms

Payer Annual Cost per Patient

$15,000       $20,000

Current RA Reimbursement

MTX

~70%

~40%

Tier 1

Tier 3

Tier 2

http://www.orencia.com/orencia/home/index.jsp?BV_UseBVCookie=Yes
http://images.google.com/imgres?imgurl=http://www.psoriasis-cure-now.org/pics/photos/remicade.gif&imgrefurl=http://www.psoriasis-cure-now.org/2006/10/psoriasis-cure-now-podcast-no-4.php&h=33&w=104&sz=2&hl=en&sig2=RVEcIvtoCAHFGiw-OgMxEw&start=5&tbnid=W24fU1oOeO5l3M:&tbnh=27&tbnw=84&ei=rQ3fRZ2lIKK2hQTo75iaCA&prev=/images?q=remicade+logo&gbv=2&svnum=10&hl=en
http://www.humira.com/pen/f/
http://www.enbrel.com/index.jsp
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Similar competition increases leverage of payers relative to 
product manufactures

Future RA Reimbursement

MTX

Tier 1

Tier 3

Tier 2

Å Payers
ÅRequiring MTX use before

Anti-TNF

ÅNew plan design ς
Higher co-payments to patients 
(the new payer)

ÅStep edit ςone or two TNFs on 
tier 2, lower prices 

ÅMarket size drops by about 
30%

Improvement in 
Symptoms

~70%

~40%

Payer Annual Cost per Patient

$15,000       $20,000

Product Y

Product X

http://www.orencia.com/orencia/home/index.jsp?BV_UseBVCookie=Yes
http://images.google.com/imgres?imgurl=http://www.psoriasis-cure-now.org/pics/photos/remicade.gif&imgrefurl=http://www.psoriasis-cure-now.org/2006/10/psoriasis-cure-now-podcast-no-4.php&h=33&w=104&sz=2&hl=en&sig2=RVEcIvtoCAHFGiw-OgMxEw&start=5&tbnid=W24fU1oOeO5l3M:&tbnh=27&tbnw=84&ei=rQ3fRZ2lIKK2hQTo75iaCA&prev=/images?q=remicade+logo&gbv=2&svnum=10&hl=en
http://www.humira.com/pen/f/
http://www.enbrel.com/index.jsp


ωWhat are some of the key commercial questions?

ÅWhere does this product fit relative to current treatment?

ÅWhat is the appropriate efficacy / side effects / dosing / price 
required to occupy that position?

ÅWho is the candidate patient(s)?

ÅWhat assumption do we make about co-payments from patients?

ÅHow does our compound compare vs TNFs?  Vs other orals?

ÅWhat claims can we make that would support our positioning and 
competitive differentiation?

ÅHow does our clinical trial or outcomes strategy support that 
requirement?

Å²ƘŀǘΩǎ ǘƘŜ ǊŜǉǳƛǊŜŘ ƛƴǾŜǎǘƳŜƴǘΚ ²Ƙŀǘ ǿƻǳƭŘ ǇŜŀƪ ȅŜŀǊ ǎŀƭŜǎ ōŜΚ 
How fast would this product ramp?
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{ƻ ƭŜǘΩǎ ŀǎǎǳƳŜ ȅƻǳǊ ŎƻƳǇŀƴȅ Ƙŀǎ ŀ ƴŜǿ ƻǊŀƭ ŎƻƳǇƻǳƴŘ ŦƻǊ 
the treatment of RA



Opportunity assessment and definition of 

entry criteria into major primary care market

Resulted in joint development & marketing deal 

valued at over $1B

Client considering several new additional 

product enhancements in oncology market

One of potential opportunities moved forward, 

others were no/go

Client had phase 2 compound in CV market 

for severe condition

Client decided not to move forward with phase 3 

development

Client evaluating several fixed dose 

combinations in view of impending generic 

competition

Resulted in a co-development deal to create a FDC 

that will be introduced in 2009

Client evaluating next generation product in 

CNS market - licensing deal in process

Client made decision to not move forward on 

licensing deal

Client needed to develop clinical endpoints 

and pricing for new product for oncology

Identified potential of wrong comparator being used 

for one tumor type

Identified significant price upside given development 

strategy
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Companies having gone through the process make 
hard & expensive decisions with confidence

Company Situation Company Action



ÅMOA and breaking science are necessary but no longer 
sufficient

ÅLǘΩǎ ƛƴŎǊŜŀǎƛƴƎƭȅ ŀōƻǳǘ ƛƴŘƛŎŀǘƛƻƴǎΣ ƭŀōŜƭ ϧ ŎƭŀƛƳǎΣ ǇǊƛŎƛƴƎΣ 
marketing and market access

ÅThe battle for market share is won/lost prior to Phase 3

ÅThe best offense is a strong defense 
ÅYƴƻǿ ȅƻǳǊ ŎǳǎǘƻƳŜǊΩǎ ŎǳǎǘƻƳŜǊ
Å5ƻƴΩǘ ǳƴŘŜǊŜǎǘƛƳŀǘŜ ȅƻǳǊ ŎƻƳǇŜǘƛǘƛƻƴ
Å5ƻƴΩǘ ǳƴŘŜǊŜǎǘƛƳŀǘŜ ōƛƎ ǇƘŀǊƳŀ

ÅBig pharma will pay to get it right or will pay you because you 
got it right

30

Conclusions



ÅHe who hath the gold makes the rules.

ÅGain an understanding of what it will actually take to 
ŎƻƳƳŜǊŎƛŀƭƛȊŜ ȅƻǳǊ ǇǊƻŘǳŎǘΧ

before you develop your pivotal trial strategy!

before you begin your partnering negotiations!

Å.ŜƛƴƎ άǎƳŀǊǘέ ŀōƻǳǘ ȅƻǳǊ ǇǊƻŘǳŎǘ ƻƴƭȅ ŜƴƘŀƴŎŜǎ ǘƘŜ 
probability of a successful negotiating outcome

Implications

31
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