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1. LA CONCENTRACION DE LA GANANCIA. 
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EY survival index, 2015–16  

 

Source: EY, Capital IQ and company financial statement data.  
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2. EL ALTO COSTO DEL DESARROLLO. 
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UN REPORT 2016: PROMOTING INNOVATION AND 

ACCESS TO HEALTH TECHNOLOGIES 
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PHASE SUCCESS RATES FOR BIOTECH DRUGS BY INDICATIONS  
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3. LA ESCALADA DE PRECIOS. 
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ANTICANCER DRUGS PRICING IS GROWING STEADILY 

• The global anticancer drug market, which currently 

exceeds US$ 100 Billion per annum, is expected to 

grow to $ 150 billion by 2020. 

 

•  In the USA, the average price of an anticancer drug 

routinely exceeds US$ 100,000 per year or course 

of treatment. 
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Nat Rev Clin Oncol. 2017 Jun;14(6):381-390. 
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HIGH ONCOLOGY DRUG PRICES DO HARM PATIENTS AND 

SOCIETIES 

• In the USA, patients with cancer who require treatment 

that incurs a high level of medical expense might be 

forced to declare personal bankruptcy. 

• Thus, a diagnosis of cancer is associated with a 2.65 

times increased risk of going bankrupt. 

• No national health system anywhere in the world can 

afford to make all new anticancer drugs available to 

patients. 

Nat Rev Clin Oncol. 2017 Jun;14(6):381-390. 
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4. EL BENEFICIO MARGINAL DE LAS 

TERAPIAS ONCOLOGICAS. 
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ANTICANCER DRUGS APPROVED DURING LAST 15 YEARS 

SHOW MARGINAL (LOW-VALUE) BENEFITS ON REAL WORLD 

POPULATION.     

• The median improvements in PFS and OS with 71 consecutive 

therapies approved by the FDA for metastatic cancer between 

2002 and 2014 were 2.5 months and 2.1 months, respectively. 

JAMA Otolaryngol. Head Neck Surg. 140, 1225–1236 (2014).  

• In another analysis, of 47 pharmaceuticals approved by the US 

FDA in 2014–2016, only 9 (19%) met the significant clinical 

benefit standard with regard to OS stablished by ASCO.  

       Ann Oncol. 2017:28(1):157–62  

• “We must accept that the concept of building on incremental 

gains by combining marginally effective regimens has not 

brought the substantive progress for patients with cancer that 

we need to achieve”. 
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It includes all cancer 

drugs approved from 

January 1, 2008, 

through December 31, 

2012.  

 

54 drugs were 

identified, with 36 

drugs (67%) approved 

on the basis of a 

surrogate end point. 

 

OS outcomes were 

assessed with a 

median follow-up of 4.4 

years. 
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5. LA ONCOLOGIA DE PRECISION:  

RETO 
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PO challenge: Deepening the drop in average target 

population size for new drugs approved by FDA over the 

last 25 years. 

Biocentury,Sep-2018 

1.LA ONCOLOGIA DE PRECISION: RETO Y 

OPORTUNIDAD 
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5. LA ONCOLOGIA DE PRECISION:  

OPORTUNIDAD 
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PO OPORTUNITY: KEYTRUDA AS A LANDMARK CASE STUDY 

• Keytruda (pembrolizumab) received accelerated approval on 

May 2017 for patients with unresectable or metastatic, 

microsatellite instability-high (MSI-H) or mismatch repair-

deficient (dMMR) solid tumors that have progressed on prior 

therapy. 

• It was the 1st drug authorized for use based on a molecular 

biomarker rather than a traditional histopathologic diagnosis 

(1st tissue-agnostic approval). 

• The approval was based on 59 ptes treated in a series of 

uncontrolled phase II trials, demonstrating a 46% objective 

response rate. 

• Among these 59 ptes , 14 cancers were represented. Only two 

of them had more than 10 ptes in the sample. 
23 
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6. BIOFARMA 3.0:  

MODELO DE NEGOCIOS 

EMERGENTE 
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BioPharma 
1.0 

• Blockbuster model (drugs selling over a billion USD / year). 

• Broad indications for large target populations. 

• Market Access through intensive market expenses.  

BioPharma 
2.0 

• Hanging fruit targets were already harvested. 

• Patent cliffs created robust generic market. 

• Blockbuster replaced by the specialty model (targeting rare disease with high priced 
drugs). 

• Market Access through smaller, targeted sale forces. 

BioPharma 
3.0 

• “Best in class” is about cost-effectiveness.   

• Increasing pressure to end patent extension schemes. 

• Therapeutic solutions + companion diagnostics. 

• Real World Evidence combined with new biological and data tools to 
add value through the entire life cycle of treatment. 

• Data assisted risk management programs for reducing failure rate in 
clinical trials. 
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6.a COMO VENCER EL VALLE DE LA 

MUERTE? 
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Basic Project 

Commercial Product 

800 MM USD 

0 MM USD 

Investor 1 

Investor 2 

Investor 3 

Investor 4 

Investor 5 

• Complejo de manejar cuando el 

licenciante es una empresa grande 

con un amplio pipeline. 

• Falta de foco del equipo de 

dirección desalienta a los 

licenciatarios. 

• Poca transparencia en la asignación 

de financiamiento por proyectos y 

en las prioridades de la toma de 

decisiones. 

Modelo de licencia y 

codesarrollo: 

Modelos 

contrapuestos 
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• La Biotech pone sus activos de PI en una SPV con capacidad legal propia, 

estados financieros independientes y equipo de dirección dedicado. 

• Cede participación a los inversionistas, que aportan financiamiento, pero 

mantienen control efectivo sobre las operaciones de la SPV. 

• La Biotech ofrece garant{ias al Inversionista en caso de fracaso y ejerce opción 

de recompra en caso de éxito, en cuyo caso recupera control total sobre los 

activos. (Ej: Amgen con Filgrastim) 
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Las Big Farma han creado sus propios  fondos de 

capital para invertir en activos externos. 
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EL PIPELINE DE LOS FONDOS DE INVERSION 

EN BIOTECH 
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Las fuentes de capital también están concentradas 



CONCLUSIONES 
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Biofarma 

Alto costo de 
desarrollo 

Alto estándar 
regulatorio que 
impone un alto 

riesgo financiero 
Fuerte presión 

social para 
reducir los 

precios 

• Nuevo modelo de Negocios: 

• Desarrollo de productos: Medicina personalizada para incrementar eficacia, 

acortar tiempo de desarrollo y reducir costo. Uso de Biomarcadores, manejo de 

datos e inteligencia artificial que maximice el beneficio clínico. Enfoque más 

integral del producto como servicio a largo plazo que justifique los altos precios. 

• Desarrollo de Negocios: Mitigación del riesgo financiero mediante el uso de 

SPVs. Un producto no es un negocio si no se ofrece en el vehículo empresarial 

apropiado, con el equipo de dirección adecuado. 


