Technology Commercialization Course
Case Study – The Medicines Company.
Background

Hirulog (bivalirudin), based on the anti-coagulant that leeches use to prevent the blood they’ve extracted from their prey coagulate, was Biogen’s first product that it developed to sell itself rather than to license to others.  The core technology was jointly developed and is owned by Biogen and Health Research, Inc., which is the research arm of the New York State Department of Health.  

Biogen spent $150 million developing Hirulog to prevent blood clotting after percutaneous transluminal angioplasty (PTCA) and hired James Tobin from Baxter to transform the company into a FIBCO (Fully Integrated Biopharmaceutical Company) to sell it.  Biogen felt that its Phase III results showed only a marginal improvement over heparin, the current standard of care – they joked that they had developed an improved way to administer Heparin.  In 1994, Biogen terminated development of Hirulog and focused on Avonex, (β-intereron to treat MS.)

The Medicines Company had been founded in 1996 by Clive Meanwell, who had been Director of Product Development for Hoffman-LaRoche.  Meanwell felt that companies frequently over-reacted to bad news and terminated drugs that had promise, and that distressed properties could be picked up cheaply.

As Meanwell and his team started looking for drugs to in-license, they quickly focused in on Hirulog.  Looking at the same data as Biogen had, and drilling down deeper, they saw an opportunity.  They were able to license Hirulog for:

The Medicines Company completed additional clinical testing and submitted this data plus Biogen’s original data to the FDA for approval.  Renamed ANGIOMAX, the product was approved by the FDA in December 2000 for use as an anticoagulant in combination with aspirin in patients with unstable angina undergoing percutaneous transluminal coronary angioplasty. 
In 2007, The Medicines Company’s revenues, all from Angiomax, were $257 million, and they estimated that it was used in 41% of all percutaneous transluminal coronary angioplasty, or PTCA procedures in the US in the first half of 2007.
Pricing Questions
The challenge in this case is that there is an over-abundance of facts, numbers and data.  You will need to focus on what is important.
1. What indication has the FDA approved Angiomax for?

· PTCA only at this point

· That’s what we have to analyze.

2. Carry out a Customer Value-based pricing analysis.
· Focus on each category of angioplasty user
3. What are the strategic pricing decisions available to The Medicines Company as it decides what to price Angiomax at?
· Which of the three segments to go for:

· Very high risk

· High risk+very high risk

· All three
Additional Case Questions:

1. Did Biogen blow it and miss a big opportunity?

· Couldn’t do Avonex and Angiomax at the same time

· Avonex was a much bigger opportunity
2. What were the deal terms that Biogen agreed to?

· $2 million upfront

· $8 million milestone payment 

· A commitment to spend at least $28 million in developing Hirulog

· Royalties that increased with sales in 4 steps from 6% to 20%.

3. What do you think of these deal terms?

· Low upfront cost

· Big back end if product successful

· What a start-up needs

4. What else did The Medicines Company have to invest upfront?

· $12 million on additional clinical testing and submitted this data plus Biogen’s original data to the FDA for approval.  
Subsequent Events:

By 2013, Angiomax $608 mm, company total $686 mm.  Patent extended to December 2014 under Hatch-Waxman after litigation and 6 months for pediatric.  Infringement litigation with Teva.  New patents go to 2018.  Europe 2015.  

Royalties to Biogen ~$150 mm.

64,675,662 shares outstanding, $24/share market cap $1.5 billion
FDA Approvals:

· First marketing approval from the FDA in December 2000 for Angiomax for use as an anticoagulant in combination with aspirin in patients with unstable angina undergoing percutaneous transluminal coronary angioplasty, or PTCA. 
· In June 2005, the FDA approved new prescribing information for Angiomax to also include patients undergoing PCI (Percutaneous coronary intervention, commonly known as coronary angioplasty) 
· In November 2005, the FDA approved the expansion of the label to include PCI patients with or at risk of heparin-induced thrombocytopenia and thrombosis syndrome, a complication of heparin administration known as HIT/HITTS that can result in limb amputation, renal failure and death.
