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Key Questions

• What is property?

• What is intellectual property?

• What is a patent?

• Why do we have IP?

• What is the global landscape of IP law?

• WHY?!



What is Property?

• A ‘bundle’ of legal rights to something



What is Property?

Real Property Personal Property



What property rights are
included in the ‘bundle’?

   Use

Exclude

Give

(Brief demonstration)



Breaking the (property) law



Why is stealing bad?

• Because you were deprived of your
rights?

• Because you were deprived of your

And you can’t play ball anymore!

OR



Key Questions

• What is property?

• What is intellectual property?

• What is a patent?

• How do patents affect health?

• What is the global landscape of IP law?

• WHY?!



What is Intellectual Property?

Bundle of rights to information

Exclude others from that info



What rights in the IP bundle?

• Exclude:

– Production

– Sale

– Use



Key Questions

• What is property?

• What is intellectual property?

• What is a patent and why have them?

• What is the global landscape of IP law?

• WHY?!



©patent ™

TYPES OF IP



patent © ™

TYPES OF IP





Why Have IP?
• To give people incentive to invent things (Economic

Justifications)

Sales



Economic Justifications for IP

Joe

Two years

$100,000

George

6 Months

$20,000



Economic Justifications for IP

Production

costs for 10,000

$10.00/piece

Cost per piece for research

and development

$100,000/10,000 =

$10

Total Production

Price
$20

$20,000/10,000 =

$2

$12

WITHOUT INTELLECTUAL PROPERTY:



Economic Justifications for IP
WITH INTELLECTUAL PROPERTY:

Two years

$100,000



The Balance of patent Law

Goals
• Promote Innovation

•Allow the public to
benefit from the innovation

Too much IP:
1) The public cannot
use new innovations
2) Innovation
stagnates because
inventors cannot
improve them

Too little IP:
Competition stifles
innovation by
making research
less profitable



If you don’t invent drugs...

There’s no reason to patent them!



The “quid pro quo” of Patent Law

What you give
• A written description of

your invention

• Enablement: disclose how
to make and use your
invention

• Best mode: disclose the
best mode of patenting your
invention

What you get

• An exclusive right to exclude
others from making, selling, or
using your invention for a
limited period of time

• The power to assign or
license (give) your rights to
someone else

Letting out the secret...



Requirements for Obtaining a Patent

• Novelty
– Must not already be known to the public

• Usefulness
– Must provide some identifiable benefit

– Can’t be primarily aesthetic or descriptive

• Non-obviousness
– Can’t patent something that would have been obvious to a

person of ordinary skill in a particular field



Product vs. Process Patents

Process

Product



Infringement

• When someone uses an IP right without permission,
it is called infringement

• Sue for damages or

    injunction

• Defenses:

– Invalidity

– Non-infringement



License:



Uses for Patents
• Assignment: give someone the entire patent

• Licensing: letting a third party use the patented
technology under certain conditions

– Exclusive license

– Non-exclusive license
Licensor

Licensee



Key Questions

• What is property?

• What is intellectual property?

• What is a patent?

• What is the global landscape of IP
law?

• WHY?!







• “The value of the ideas and innovation that the U.S.
economy generates is more than $5 trillion a year,
roughly 42 percent of the country's gross domestic
product and far more than any other nation's GDP.”

• “Losses to piracy of such goods are estimated at
$638 billion a year, according to the Organization for
Economic Cooperation and Development.”

By Victoria Shannon

THURSDAY, OCTOBER 13, 2005



Enter PhRMA

• Patents => Profits

• Don’t they need patents to keep drug
development going?

• WHERE do they need patents?







Industry

Pharmaceuticals & Other Health Products
Reported Lobbying 1998-2004: $673,701,988
Reported Lobbying 2004: $123,298,552

 
Annual Lobbying

$67.22 $81.45 $91.85 $90.16 $104.99 $114.73 $123.30

 1998 1999 2000 2001 2002 2003 2004
Figures based on Senate Office of Public Records filings last updated June 2005







International Patent Law

• Is governed by multiple elements:

– Trade Related Aspects of

Intellectual Property Rights –

TRIPS

• World Trade Organization (WTO)

– Bilateral and Multilateral agreements

between different countries



Basics of TRIPS
• Minimum protection standards with 20 year patents

• Range of patentable items including pharmaceutical
products.

• Only allowable conditions of patentability are novelty,
non-obviousness, usefulness but countries are allowed
to define these terms as they see fit.
– Cannot exclude based on national origin or type of product.

• Allows for compulsory licensing in some circumstances

– National emergency exception

– Public non-commercial use



TRIPS “Flexibilities”

• Delayed implementation for developing countries
– January 1, 2005 for India

– January 1, 2016 for “Least Developed Countries”

– Everything before 1994 is safe

– Litigation now OVER in India (we won)

• Parallel Importation (Article 6)
– Leaves this open to member states

• Compulsory Licensing (Article 31)
– Use without authorization of the rights holder

– Must make reasonable effort to obtain authorization

– Limited scope and duration

– Must inform the rights holder and provide remuneration

– Primarily for the domestic market of the invoking nation



Compulsory Licensing

Country has public health

emergency and needs a

cheaper supply of medicine

Notifies rights holder that it needs drugs

Country in need gets license to produce

for public health (whether patent holder

wants to give permission or not)



Compulsory Licensing under TRIPS

FOR



Why wasn’t this enough?

• Not every nation can make drugs.
Those that can’t are unaided.

• Serious consequences for using it...





Doha Declaration

Trade ministers signed this agreement to fix some of
these problems:

– “The TRIPS Agreement does not and should not
prevent Members from taking measures to protect
public health”

– Helping countries without manufacturing capacity:
“We instruct the Council for TRIPS to find an
expeditious solution to this problem…”



August 30th Agreement

– Temporary waiver of the domestic use
restriction for products needed to address
public health problems.

– Members invoking the agreement must notify
the TRIPS Council.

– Medicines made under the agreement must be
of a different size, shape and color from those
sold in developed countries.



Compulsory Licensing-Post
Doha para 6

Least developed country in need

of medicine

Notifies rights-holder that

they are taking a

compulsory license

Rights from

compulsory

license flow to

producer who can

actually make the

drugGeneric manufacturer

in country with

production capabilities

imports to LDC in need



U.S. Developing country

It’s not working



Thailand





FTAs
“The report finds that contrary to the Doha

Declaration, U.S. trade negotiators have repeatedly

used the trade agreements to restrict the ability of

developing nations to acquire medicines at

affordable prices.  In effect, the President’s trade

representatives have elevated the protection of

pharmaceutical  patents above the pressing health

needs of developing countries.”

-TRADE AGREEMENTS AND ACCESS TO MEDICATIONS

UNDER THE BUSH ADMINISTRATION (Prepared for Rep.

Henry A. Waxman, June 2005)



TRIPS-plus provisions

Extended patent terms

Limitations on compulsory licensing

Block of parallel imports by patent holders

Data Exclusivity

Other provisions...



Data Exclusivity
Name-brand company

New drug

FDA Approval

Process

Submission of

paperwork

and lots of

data

Approval

granted: some

information

made public

Generic producer

applies for

ANDA approval

FDA knows the drug

is safe, but cannot use

the data submitted by

the name-brand

company to approve

the generic equivalent

for x years



Rise of Indian Generics



$1600

$55
96%



IPTR S



India, Novartis & Section 3(d)

• Requirements for Obtaining a Patent:

• Novelty, Usefulness, Non-obviousness
– Section 3(d): New forms of known substances are

unpatentable (obvious) unless they demonstrate enhanced
efficacy.

– China, Brazil, and THE UNITED STATES have similar tests
for obviousness.



• NEW DELHI, Aug. 6 Indian companies will be free to
continue making less expensive generic drugs, much
of which flow to the developing world, after a court
rejected a challenge to the patent law on Monday...

• “India has a $5 billion pharma industry, and 65
percent of those drugs are sold to the developing
world and poorer people in the developed world. All
that would have been suspended if the judgment had
gone the other way, and there would have been a
dearth of affordable drugs. That calamity has been
prevented.”



Closing Lessons

• IP is controlled largely by those who make $
from it.

• Patent holders can now effectively patent
their products worldwide, which they do.

• There is a fight - and we’ve had victories.

• Rather than change the law, we can reshape
the bundles.

----->

Who?


