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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
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What Is Property?

Real Property Personal Property




What property rights are
mcludedlnthe ‘bundle™?




Breaking the (property) law




Why Is stealing bad?

 Because you were deprived of your

rights? —
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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?

Be oy

71
it

Bundle of rights to information

Exclude others from that info




What rights In the IP bundle?
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Key Questions

nat Is property?
nat Is intellectual property?
nat Is a patent and why have them?

nat Is the global landscape of IP law?
WHY?!



TYPES OF IP
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Why Have IP?

e To give people incentive to invent things (Economic
Justifications)




Economic Justifications for IP

Two years
-_— \
$100,000 ) AR
- _- ‘@ \
s
6 Months
— |
$20,000 “ _
oe's Invention



Economic Justifications for IP

WITHOUT INTELLECTUAL PROPERTY:
Production Cost per piece for research

costs for 10,000 and development

/4 ]
$ 10.00 /piece $100,000/10,000 = $20,000/10,000 =
$10 $2
Total Production $20 $ 12

Price



Economic Justifications for IP
WITH INTELLECTUAL PROPERTY:

The

Two years

$100,000 R e




The Balance of patent Law
Goals

e Promote Innovation

e Allow the public to
benefit from the innovation

Too much IP;:

1) The public cannot Too little IP:
use new Iinnovations

2 | fi o e Competition stifles
t) nnotva |gn Innovation by

'S INALES DEILSE making research

Inventors cannot

. less profitable
Improve them



If you don’t invent drugs...

There’s no reason to patent them!



Letting out the secret...

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

0

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




Requirements for Obtaining a Patent

* Novelty m

— Must not already be known to the public

o 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

o LML s
i '__ |
Sue for damages or L >
Injunction | MONOPOLY X
1 %
Defenses: e
— Invalidity

— Non-infringement




License;




Uses for Patents

e Assignment: give someone the entire patent

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

— Exclusive license

Licensee

Licensor u

— Non-exclusive license




Key Questions

nat Is property?
nat Is intellectual property?
nat Is a patent?

nat Is the global landscape of IP
law?

WHY?!
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INTERNATIONAL

Herald Cribune oo

THURSDAY, OCTOBER 13, 2005

“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 hillion a year, according to the Organization for
Economic Cooperation and Development.”



Enter PhRMA

e Patents => Profits

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

« WHERE do they need patents?



Pharmaceutical Industry Fortune 500 Ranking

Return on Revenues'

Drug Industry Industry Ranked #2 Fortune 500 Median?

1991 1 12.8 beverages 5] 3.2
1992 1 11.5 toys, sporting goods 6.5 2.4
1993 1 12.5 publishing, printing 6.4 29
1994 1 16.1 commercial banks 13.5 4.6
1995 1 14.4 commercial banks 13.3 4.8
1996 1 171 commercial banks 13.9 5.0
1997 1 16.1 commercial banks 13.6 49
1998 1 18.5 commercial banks 13.2 4.4
1999 1 18.6 commercial banks 158 5.0
2000 1 18.6 commercial banks 14.1 4.5

2001 1 18.5 commercial banks 13.5 3.3



Percent of Revenue Allocated to:

Revenue Marketing/ Profit

Company (Net Sales in Advertising/ (Net Income)
Millions of Dollars) Administration

Merck & Co., Inc. $47.716 13% 5% 15%
Pfizer, Inc. $32,259 35% 15% 24%
Bristol-Myers Squibb Company $19,423 27% 12% 27%
Abbott Labeoratories $16,285 23% 10% 10%
Wyeth $14,129 37% 13% 16%
Pharmacia Corporation $13,837 44% 16% 11%
Eli Lilly & Co. $11,543 30% 19% 24%
Schering-Plough Corporaticn $2,802 36% 13% 20%
Allergan, Inc. $1,685 42% 15% 13%
Total ™ $166,678 27% 11% 18%

(Dollars in millions) $45,413 $19,076 $30,599



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



Top 20 recipients of drug industry money

1997-2005

Tatal

President George W.Bush  5798,732

(R}

Rep. Mike Ferguson
[R-M.1.)

Sen. Arlen Specter
(R-Pa.)

Sen. Orrin Hatch
[R-Utah)

Sen. Richard Burr
[R-M.C.)

Sern. lohn Kerry
[D-Mass.)

Rep. Mancy Johnson
[R-Conn.)

Rep. Dennls Hastert
[R-1IL)

Rep. Bob Franks
[R-M.1.)

Rep. Bill Themas
[R-Calif.)

Rep. Rick Lazic
(R-M.Y)

Rep. John Dingell
(D-Mich.)

Sen. Robert Torricelli
(D-M)

Sen. Joe Lisberman
(D-Conmn.)

Ren. Chrls Dodd

5457967
5376,549
5351424
5334402
5305,203
5301,790
5274050
5269316
5240450
§224,138
5214500
§214,253
5203850

5198.725

Individual

5760,232
5202,700
5207450
5162,709
580,150
5305,203
512,950
55450
5155,113
422450
5110638
514,000
5110,900
5112,050

550.525

PAC
$38,500

5255,267
S 169,099
5188,715
5254352

50
5288840
5268600
5114,203
5218,000
5113,500
5200,500
5103,353
$91,800

5148.200



Table 7

Sales By Geographic Area,* PhRMA Member Companies: 2004

(dollar figures in millions)

Geographic Area* Dollars
Africa

Africa $ 944.5
Americas

United States $160,751.0

Canada 5,594.5

Latin America (South and Central America, Mexico

and all Caribbean nations) 5,514.6
Asia-Pacific

Asia-Pacific (except Japan) $ 3,871.1

India and Pakistan 623.0

Japan 8,885.2
Australia

Australia and New Zealand $ 2,939.9
Europe

France $ 8,790.3

Germany 5,969.8

ltaly 6,383.3

Spain 4,712.1

United Kingdom 5,367.3

Other Western European nations 10,421.2

Central and Eastern European nations (Cyprus,
Czech Republic, Estonia, Hungary, Poland, Slovenia,

Bulgaria, Lithuania, Latvia, Romania, Slovakia and Malta) 2,272.3

Other Eastern European nations (including Russia

and the Newly Independent States) 516.1
Middle East

Middle East (Saudi Arabia, Yemen, United Arab
Emirates, Iraq, Iran, Kuwait, Israel, Jordan, Syria,

Afghanistan, Turkey and Qatar) $ 2,105.0
Uncategorized $ 6,453.8
TOTAL SALES $242,115.0

Share

0.4%

66.4%
2.3

2.3

1.6%
0.3
3.7

1.2%

3.6%
2.5
2.6
1.9
2.2
4.3

0.9

0.2

0.9%
2.7%

100.0%

*Sales Abroad includes sales generated outside the United States by U.S.-owned PARMA member companies and




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

)

\



s ) &
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.

— (annot 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

Country in need gets license to produce

for public health (whether patent holder N ﬂ‘ ‘ A u‘ L A\ A AV

wants to give permission or not) S



Compulsory Licensing under TRIPS

Scott Enickson steals the ball.



Why wasn’t this enough?

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

e Serious conseguences for using it...
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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

Notifies rights-holder that

" they are taking a
Lo compulsory license —
?‘nﬁ
Gamtone -
u""""" JHrazzanile
S Rights from

compulsory
license flow to
producer who can
actually make the

Least developed country in need
of medicine

Generic manufacturer drug

in country with
production capabilities
imports to LDC in need

ICiplal




U.S.

It's not working

Developing country
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FTAS

“T'he 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
atfordable 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

FDA Approval

Process

A

Generic producer

applies for
New drug ANDA approval
‘;: o | Approval
)ﬁ Submission of oranted: some FDA knows the drug
j paperwork information 1s safe, but cannot use
and lots of made public the data submitted by
data on the name-brand
DTN °ﬂ company to approve
~my the generic equivalent
for x years




Rise of Indian Generics




$1600

96%
$55
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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.



Ehe New Jork Cimes

Aupgust 7, 2007

Setback for Novartis in India Over Drug Patent

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. [




