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Take Away Message:

 Licensing is a powerful and Licensing is a powerful and

versatile way to increaseversatile way to increase

accessaccess



What is Access-Minded Licensing?

• Lower price

• Different formulations

• Different indications

• Increased quality

• Steady supply

• Increased development

A contract sharing

the right to use

something



What is Licensing?What is Licensing?

Patent

License

“Field of Use” Restrictions

• Geography

• Purpose



What Increases Access?What Increases Access?

Decreases in Price . . .

Beginning of

widespread use

of ARVs
Source: Oxfam Briefing Paper 26



What Increases Access?What Increases Access?

Different Formulations . . .

•  In wealthy countries infected children and babies are

treated with ARV commonly administered orally in liquid

form

• “These seemingly simple procedures have practical

implications that can make them ill-suited to remote or

resource-poor settings” -MSF Pediatric AIDS Factsheet

• Syrups require refrigeration

• Powders must be mixed with clean water

• Finding the correct dosage can be complicated



What Increases Access?What Increases Access?

Different Indications . . .

Avastin (monoclonal antibody against vascular

endothelial growth factor)

•  Approved by the FDA for colon cancer but also used

for breast, pancreatic, and lung cancer

Knowing that you can safely use drugs for different

indications can increase access



What Increases Access?What Increases Access?

Steady supply . . .

“When the ARV

Viracept, made by

Roche, was recently

recalled, twenty

thousand Africans on

treatment saw their

lifeline interrupted, with

possibly fatal

consequences”
Fairreporters.org

Waiting room in ARV clinic courtesy

avert.org



What is Access-Minded Licensing?

• Lower price

•Different formulations

•Different indications

•Increased quality

•Steady supply

•Increased development

Use Contracts



After the Fact (Ex PostEx Post)
Case Study: Emory and Emtricitabine

• Emory licenses Emtricitabine, and ARV, to Gilead

• Gilead included it in Truvada, a very promising 2nd line combination

therapy

• UAEM (and others) push Emory to use its license to insure there is

access (through generic production)
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After the Fact (Ex PostEx Post)
Case Study: University of Wisconsin and Zemplar

• Zemplar is a widely used kidney drug

• University of Wisconsin licenses the key patents exclusively to

Abbott

• Abbott refuses to register a new version of Zemplar in Thailand

after the government uses compulsory licenses

• Students pressure the university to use it’s license to make

Zemplar available in Thailand





IsnIsn’’t there anything better?t there anything better?

Time

License

executed

Problem

arises
We respondEx Ante



Equitable Access License (EAL)Equitable Access License (EAL)

University

Picture of

organic

molecule

Company
development

$$

EAL

Generic

NotificationNotification

Makes product

for low and

middle income

countries

• Generic pays University

and Company royalties

•Generic licenses any

innovations back to

University and Company



The EALThe EAL

The EAL allows generic competition of final

products in low and middle income countries

The EAL is self-executing

The EAL has no quality controls on the final

The EAL is a hypothetical licensing scheme



A Real World ExampleA Real World Example
Case Study: Berkeley/Institute for One World Health Deal

•  Dr. Jay Keasling develops a bacterium to produce an anti-

malarial for much cheaper

• License provides Dr. Keasling with

$ for research as long as he grants a

royalty free license for production of

the drug

•Dr. Keasling can use the technology

for other purposes without having to

give a royalty free license (field of

use)



What can we do with licenses?What can we do with licenses?

• Allow generic production to decrease price

• Field of use license for new formulations or

different indications

• Require quality guarantee can increase quality

• Share the rights to produce leading to a steady
supply

• Give researchers assurances leads to increased
development



Changing StrategicChanging Strategic

Considerations for PharmaConsiderations for Pharma
• Legal concerns over the quality of

generics

• Parallel importation poses threat to

developed-country markets

•Fear of cost transparency

•Revenue lost will jeopardize R&D

•Public pressure to reduce prices via

generics in LMIs can be withstood

•Excess manufacturing capacity can

be allocated to developing world

demand

•No benefit to be gained from

licensing to generics

• Increasing confidence based on

WHO and FDA standards

• Little empirical evidence of

widespread parallel importation

• Costs are already transparent

• Disingenuous argument

•Public pressure about a global

health crisis will not abate

•Will need new manufacturing

capacity to serving growing

developing country market

•Strategic benefit to licensing;

potential grantbacks on process

improvements



What it all meansWhat it all means
“Tioday, Thailand newspaper published content of your petition

letter regarding Abbott's action against CL in Thailand. As a

government official of the Royal Thai Government, I am moved

and appriciate with your passionate action.”

“Thankyou for helping people in developing countries.God

bless you”

“I have read through news in the website about what you have done

to help people who suffer with AIDS, not just in Thailand. This will

help lots of people from other countries. Thankyou so much . . .

Thai people are waiting for good news”


