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Patent Landscapes: tools and methods

LANDSCAPE SEARCH

» Identifies actors in a specific field of
technology, countries in which the
technology is being patented and important
information about market trends.

* Provides a broad overview of a technology
or industry over time and location.

» Landscape searches can be especially
useful for technology development or
technology transfer purposes.

« Patent Landscapes can also identify
“patent family” information. Patent family
searches are used to find commercial,
technical, and strategic potential.
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Why patent landscaping?
Identify gaps and clusters in technology.

Assess self-portfolios alongside competition or
possible collaborators.

Develop future R&D and licensing strategies.

Identify new application areas of existing

patents.

Develop new products and improve existing
products.

Determine commercial value of patents.

|dentify fundamental invention vis-a-vis
improvements.

Monitor patent activity in particular
geographic markets.




Patent Landscapes: tools and methods

Access to information drives innovation: Patent Landscape
Information, can inform:

» Legal/intellectual property management strategies: license-in,
cross-license, oppose third-party patents, seek non assert
covenant, seek compulsory license

»Research and Development strategies: modify product, or invent
around

»Business strategies: merge and/or acquire, wait and see, abandon
project

As relating to our discussions today, the existence of IPR, whereby
patents are licensed with associated know-how and regulatory data,
may accelerate the introduction of important drugs, diagnostics
and vaccines, suggesting an opportunity for access to technology
rather than a hindrance.

Modified from: Access to Medicines, Patent Information and Freedom to Operate World Health Organization (WHO)
Geneva, February 18, 2011
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Patent Landscapes: tools and methods
Patent Families

A collection of published patent
documents relating to the same
Invention, or to several inventions
sharing a common aspect, that are
published at different times in the same
country or published in different
countries or regions. Each patent
document in such a collection is
normally based on the data for the
application(s) on which the basis for its

“priority right” has been claimed.
From WIPO
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Patent Landscapes: tools and methods
What is a patent search?

A patent search identifies relevant
categories of patents, and pending
patent applications

It can be extended into a search of
foreign patents and also non-patent
literature.
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Precision vs. Recall PROPERTY

« When searching data, the set can be divided -
Into two subsets: relevant and non-relevant
data.

HAMPSHIRE

Precision is the fraction of retrieved
documents that are relevant

Recall is the fraction of relevant documents
that are successfully retrieved.

As recall T precisiond

conversely:

As recall § precisiont

0%
U%  Precision 100z




Patent Landscapes: tools and methods
Broaden & narrow search...

Unrestricted full text

Bibliographic file

Try different field restrictors:

Class

Spec

Abstract

Title

Mix & match with keywords
Keyword plus Class Hybrid Searching
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Patent Landscapes: tools and methods

Ilterative Process

Vision
Response

Tactics

Revise

Measures
Collect Data
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Chagas Disease Vaccines/Diagnostics:
Global Epidemiology

We will update this map reguriarly (version: June 2009)

Estimated global population infected by Trypanosoma cruzi, 2009
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No estimated cases
___ Less than 1,000
711,001 - 10,000
% 10,001 - 100,000
I 100,001 - 1,000,000
I 1,000,000 and above

Sources.

1. OPSHDM/CDV425-06 E: ion o de la enfi dad de Chagas en las Américas

2. Guem-Guttenberg RA. Grana D.R., Giuseppe Ambrosio, Milel.J. Chagasic cardiomyopathy: Europe is not spared! European Heart Jounal (2008); 29: 2587-2591

3. Schmunis. G. A. Epidemiciogy of Chagas Disease in non-endemic countries: the role of mrema&onal migration. Mem Inst Oswaldo Cruz, Rio de Janeiro, Vol. 102(Supg. J); 75-85, 2007

4 De Ayala AP Pérez-Moling J.A, Norman F, and Lopez-Véiez R Chagasic cardiomyopathy in inmig from Latin A to Spain ging Infe Disease Volume 15, Number 4=April 2009

5 According to the numbers of inmigrants ngtsrcrsd for 2007in the website of the Japanese Mlmsuy of Justice and esfimated somprwaltno. for non endemic countries according to

Paricio-Talayero J.M. Vig Did gica de Ja vertical de la enfs dad de Chagas en tres de la C . Enferm Infecc Microbiol Clin 2008: 26{10).609-13.




Chagas Disease Vaccines/Diagnostics:

Triatomine Bug Stages
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Human Stages

Triatomine bug takes a blood meal

|passes melatyche ypomastigotes in feces,
trypomashgobes enber Dile wound or
mucosal membrangs, such as the comjunctiva)

a Metacyclic trypomastigotes
penatrate various calls at bite
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Bultiply in midgut

Trialomine bug takes

Epimastigotes & hload maal

B Amastigotes multiply
by binary ission in oells
of infected tissues,

Trypomastigobes

can infect other cells

and transform info
infracellular amastigotes
in nenw infaction sites.
Clinical manifestations can
result from this infective cyche,

brypomasigobes ingested)

in midgut

S

A=

vﬂeﬂular amastigoies

E transform into trypomastigotes,
. then burst out of the cell
,ﬁ = Infactive Stage
g and enter the bloodstraam.

A= Diagnostic Stage




Chagas Disease Vaccines/Diagnostics:
Vector and Transmission

Chagas disease, named after the
Brazilian physician Carlos Chagas,
who discovered the disease in 1909, is
caused by the parasite Trypanosoma
cruzi, which is transmitted to animals
and people by insect vectors
(Triatomine bugs) and is found only in
the Americas (mainly, in rural areas of
Latin America where poverty is
widespread). Chagas disease (T. cruzi
infection) is also referred to as
American trypanosomiasis, and is
considered one of the Neglected
Parasitic Infections, a group of five
parasitic diseases that have been
targeted by CDC for public health
action.
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EL CONTAGIO

W El chinche infectado pica a una per-
sona y le provoca comez6n en el drea
de la picadura, cuando |2 persona

se rasca se produce con las

ufas pequenas raspaduras en

la piel. €l chinche chupa la

sangre hasta atiborrarse y

luego defeca en la picadura.

W LAS HECES —
Estan repletas

de Tripanosoma
cruzi las que se
introducen al
Organismo a
través de heri-
das, escoria-
ciones al ras-
carse o por la
misma picadura,
también puede
ingresar por las
maucosas ocular,
nasal y bucal.

Fasguios o cualguier tipo de cortadura

W LOS VECTORES

Los animales domésticos, sil-

vestres y roedores pueden ser
contagiados por el piquete

® SINTOMAS GENERALES

Presenta dolores de cabeza y
masculos, fiebre, escalofrios, males- |
tar general y falta de apetito.

i Suelen aparecer ganglios indoloros en distin-
+ tas partes del cuerpo, sobre todo en las zo-
¢ nas del cuello y la axila, el costado y brazos.

Graficor LA PRENSA/E ESPINALES GLIDO

Fuentiee Web ALCHA

http://ameliecalot.es/2011/02/08/%C2%BFque-es-el-chagas




Chagas Disease Vaccines/Diagnostics:
Parasitic Infectious Agent

Inside the host, the
trypomastigotes invade cells near
the site of inoculation, where they
differentiate into intracellular
amastigotes. Amastigotes multiply
by binary fission and differentiate
Into trypomastigotes, and then are
released into the circulation as
bloodstream trypomastigotes.
Trypomastigotes infect cells from
a variety of tissues and transform
Into intracellular amastigotes in
new infection sites.

FRANKLIN
PIERCE Center for
INTELLECTUAL
PROPERTY

IVERSITY of NEwW HAMPSHIRE




- - - inc:  FRANKLIN
Chagas Disease Vaccines/Dlagnostics:  piErcr G

Clinical Manifestations INTELLECTUAL
PROPERTY
Acute Chagas disease occurs immediately after UNIVERSITY of NEw HAMPSHIRE

SCHOOL of LAW

infection, may last up to a few weeks or months. There
may be fever or swelling around the site of infection;
acute infection may result in severe inflammation of the
heart muscle or the brain and lining around the brain.
Following the acute phase, most infected people enter
into a prolonged asymptomatic form of disease (called
""chronic indeterminate') during which few or no
parasites are found in the blood. During this time, most
people are unaware of their infection. An estimated 20 -
309% of infected people will develop debilitating and
sometimes life-threatening medical problems over the
course of their lives:

heart rhythm abnormalities that can cause sudden

death;

a dilated heart that doesn’t pump blood well;

a dilated esophagus or colon, leading to difficulties

with eating or passing stool.
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a2 United States Patent (10 Patent No.:  US 6,875,584 B1
Tarleton et al. 45) Date of Patent: Apr. 5, 2005
(54) PROPHYLACTIC AND THERAPEUTIC Armah et al., “S—Myristoylation of a Glycosylphosphatidyli-
IMMUNIZATION AGAINST PROTOZOAN nositol-specific Phospholipase C in Trypanosoma brucei,”

INFECTION AND DISEASE J. Biol. Chem., 274(9):5931-5938 (Feb. 26, 1999).

Abrahamson, “Cytokines in innate and acquired immunity

(75) Inventors: Rick L. Tarleton, Watkinsville, GA to Trypanosoma cruzi infection,” Braz. J. Med. Biol. Res.,

(US); Nisha Garg, League City, TX 37(1):117-121 (Jan. 1998).

Us

(US) Alberti et al.,, “Specific cellular and humoral immune
(73) Assignee: University of Georgia Research response in Balb/c mice immunised with an expression

Foundation, Inc., Athens, GA (US) genomic library of Trypanosoma cruzi,” Vaccine,

16(6):608-612 (Apr. 1998).
Al Qahtani et al., “A 5’ untranslated region which directs

accurate and robust translation by prokaryotic and mamma-
lian ribosomes,” Nuc. Acids Res., 24(6):1173-1174 (1996).

(*) Notice:  Subject to any disclaimer, the term of this
patent is extended or adjusted under 35
U.S.C. 154(b) by O days.

(21)  Appl. No.: 09/518,156 Andrerws et al., “Presence of antibodies to the major surface
. glycoprotein of Trypanosoma cruzi amastigotes in sera from
(22) Filed: Mar. 2, 2000 chagasic patients,” Am. J. Trop. Med. Hyg., 40(1):46-49

Related U.S. Application Data (1989). . ) )
(60) Provisional application No. 60/122,532, filed on Mar. 2, Andrews, “The Acid-Active Hemolysin of Trypanosoma

1999. cruzi,” Exp. Parasitol., 71:241-244 (1990).
(51) Int. CL7 .o C12P 21/06; C12P 15/09  Barry et al., “Protection against mycoplasma infection using
(52) US.CL .coocevrrrnnnnn, 435/69.1; 435/69.2; 435/69.3;  expression-library Immunization,” Nature,
435/69.5; 514/44 377(6550):632-635 (1995).
(58) Field of Search ............ccccovvnennnee. 435/69.1, 69.2, Barry et al., “Biological features of genetic immunization,”

435/69.3, 69.5; 514/44  Vaccine, 15(8):788-791 (1997).
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Endemic and Non-Endemic

Non-Endemic Populations of
Chagas’ Disease

Country Total
United States >300,000
68,000 -123,000

>5,000

Infected Population (%)
0.00tc0.59
0.60 to 0,29

n 0.90 to 1.49 >3,000
1.50102.49

I 2.50 t0.3.99

4.00 to 10.00 >1,500




Disease Burden in Disability-Adjusted Life
Years (DALYs)

HIV/AIDS 3,200,000
Chagas’ Disease 662,000
111,000
Dengue/ Dengue 69,000
Homrrhagic Fever

Leishmaniasis 44,000
Schistosomiasis 36,000
Lymphatic Filariasis 34,800
Trachoma 23,200
Leprosy 18,000

*P.J. Hotez, M.E. Bottazzi, C. Franco-Paredes, S.K. Ault, M.R. Periago, PLoS Negl. Trop. Dis. 2(9): €300. doi:10.1371/journal.pntd.0000300
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Sought?* PROPERTY

Patent Document Subject Matter

m Vaccine + Diagnostic

0 Diagnostic
I B Vaccine
J : . : I : I : : : : |

1960-75 1976-80 1981-85 1986-90 1991-95 199 -00 2001-05 2006 -

current

*20 Vaccine, 43 Diagnostic, 19 Vaccine +Diagnostic
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Assignee Status

H Private

I I I I I -

1960 -80 1981-90 100]1-905 1905-00 2001-05 2006 -
current
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Top Assignees

University of Georgia Research Foundation Inc. (US)

Abbott Laboratories (US)

Universidade Federal de Minas Gerais (BR)

Fundacao Oswaldo Cruz (BR)

Corixa Corporation (US)

Consejo Superior de Investigaciones Cientificas (CSIC) (ES)

Nine Assighees

Fifty — Four Assignees




Patent Subject Matter
Further Refined
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Innovation Source in Vaccines

1960 - 80

1981 -90  1991-95  1996-00  2001-05 2006 -
current

B Private

® Public
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Innovation Source in Diagnostics

B Private

I I I -
2001 -

1960 -80 1981 - 1991 - 1996 - 00 2006 -
current
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Innovation Source of Vaccine + Diagnostic Combination

B Private

m Public

= = k2 s O -l QDD O

1960 -80  1981-90 1991-95 1996-00  2001-05 2006 -
current
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* 45 filed in PCT (WOQO) and 31 filed in
European Union (EP)
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* 10 filed in PCT (WOQO) and 7 filed in
European Union (EP)
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* 23 filed in PCT (WOQO) and 15 filed in
European Union (EP)
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* 12 filed in PCT (WOQO) and 9 filed in
European Union (EP)
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Patents per Source Jurisdiction

AJ
<J=)>]
W

PROPER

UNIVERSITY of NEW HAMPSHIRE

SCHOOL of LAW

Countries
I United States (42)
[ Brazil (11)
BN WIPO (9)
0 Argentina (7)
| EPO(2)
| Mexico (2)
Spain (2)
Canada (1)
United Kingdom (1)
Japan (1)
France (1)
Cuba (1)
Costa Rica (1)
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Patents per Inventor Location

A
<J|=) >
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UNIVERSITY of NEW HAMPSHIRE

SCHOOL of LAW

Countries
I United States (33)
I Brazil (16)
[0 France (6)
I8 Argentina (6)
United Kingdom (3)

,| W Spain (3)

" Canada (2)
| Germany (2)

0 Belgium (2)

| Japan (2)
Switzerland (1)
Denmatk (1)
Netherlands (1)
Guatemala (1)
Cuba (1)
Uruguay (1)
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Collapsed patent family data (82-1 patent families) PROPER

of NEW HAMPSHIRE

SCHOOL of LAW

% Patents Per Company (Top 20)

B 20.9% - Unazsigned
9.3% - University Of Georgia ...
N 0 3% - Abbott Laboratoriss
I 7.0% - Corixa
B 7.0%: - Fundacao Oswaldo Cruz
B 4.7% - Univ Rockafaller
0 4.7% - Infectious Disease Res .
I £ 7% - Consejo Nacional De In...
B 4.7% - Univ Minas Gerais
4.7% - Conszjo Superior De In...
B 23% - Sovarec S.a
2.3% - University Of Iowa Res...
B 2 .3% - Solvay S.a
B 2 .3% - Osi Systems, Inc.
I 2.3% - Stephen, C.
2.3% - Merck & Co., Inc.
I 2.3% - Megill University
I 2.3% - Sanofi-aventis Sa
2.3% - Burroughs Wellcome (in...
23% - Codon, 213 East Grand ...
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% Patents Per Company (Top 20)

N 19.5% - Unassigned
Il 13 2% - Abbott Laboratories
IO 12.5% - Belringwerks Ag
I 11.2% - Coriza

6.3% - University Of Geotzia ..

4.6% - Institut Pasteur
N 3.6% - Biomerieux China Ltd
N 3.0% - Ibbex, Inc. Clo Gryphu...
B 3.0%% - Glaxozmithiline Ple
I 3.0% - De Basremascker Barros...
B 2.6% - Osi Systems, Inc.
B 2 3% - The University Of Live...
[0 2.3% - Fraunhofer Ges Forschung
B 2.0% - Solvay S.a.
W 2.0% - Megill University
Il 2.0%% - Univ Rockefeller
N 2.0% - Centr= Nat Rach Scient
B 1.7% - Ciphergen Biosystems Inc
P 1.7% - Ozaka Bioscience Insti.
P 1.7% - Akzo Nobel Nov.
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Inventor, 82-1 patent families (collapsed to one representative document) PROPER

% Patent Share per Inventor (Top 20)

UNIVERSITY of NEW HAMPSHIE

SCHOOL of LAW

B 10.4% - Samusl Geldenberg
B 10.4% - Marco Aurelio Krieger
B 3.3%: - Rick L Tarleton
W 8.3% - ELZA CARMEM CERQUEIRA ..
N 6.3% - Steven G Reed
0 5.3%: - Dinesh O Shah
B 5.3% - Keiko Otsu
N 6.3% - Louis V Kirchhoff
B 5.3% - RICARDO TOSTES GAZZINELLI
B 1.2% - Paul Lizardi
00 4.2%% - Nadia Nogupeira
I 12% - ALEXANDRE DE MAGALHAES...
00 4.2% - Ronald D Etheridge JR.
I 2.1% - Nicolas Joseph Fasel
N 2.1%: - Theresa Glaser
I 2 1% - John E Donelzon
2.1%: - Douglaz J LaCount
2.1%: - Stephan Christgau
2.1% - Paul Cloos
B 2.1% - David Thomas McCreavy
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United States Patent

Hungerer

[19]
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4,024,242 -1UAL

May 17, 1977 Y

Vaccine

(11}
[451]

SUBSTANCE HAVING IMMUNOLOGICAL
ACTIVITY AND PROCESS FOR ITS
MANUFACTURE

Klaus-Dieter Hungerer,
Marburg-Marbach, Germany

Hoechst Aktiengesellschaft,
Frankfurt am Main, Germany

Filed: June 23, 1975
Appl. No.: 589,082
Foreign Application Priority Data
June 25, 1974 Germany .. 2430380

US.CL .. . 424/88; 195/104
Int. CL.2 A61K 39/00; C12B 1/00
Field of Search 195/104; 424/88

[54]

[75] Inventor:

[73] Assignee:

[22]
[21]
(30]

(521
[51]
(58]

References Cited
OTHER PUBLICATIONS

Soltys, Chem. Abst., vol. 67 (1967) p. 62560z.
May & Baker, Chem. Abst., vol. 57 (1962) p. 9825b.

Primary Examiner—Sam Rosen
Attorney, Agent, or Firm—Curtis, Morris & Safford

[57] ABSTRACT

Method of chemically attenuating trypanosomes with a
phenanthridine compound, such as 3,8-diamino-5-
ethyl-6-phenyl phenanthridine, to obtain non-patho-
genic organisms with immunological activity; attenu-
ated organisms produced in this way; vaccines contain-
ing such attenuated organisms.

[56]

11 Claims, No Drawings

4,024,242

7

0.2u) resulted in a suspension of 2 X 107 trypanoso-
mes/ml. This suspension was incubated for 24 hours at
28° C in an incubator. After 24 hours, it was centri-
fuged again at 4500 r.p.m. at 4° C in the Sorvall centri-
fuge. The supernatent material was eliminated, and the
sediment was taken up in 18 ml of medium.

The final concentration of 1 X 10% trypanosomes/ml
obtained was, for example, suitable for immunizing
mice.

What is claimed is:

1. A process for the manufacture of a substance hav-
ing immunological activity, which comprises incubat-
ing trypanosomes that have been suspended in a mono-
phase, aqueous, liquid culture medium with a phenan-
thridine derivative until they lose their pathogenicity,
and then collecting the trypanosomes thus attenuated.

2. A process as claimed in claim 1, wherein the phen-
anthridine dcrivative used is 3,8-diamino-5-ethyl-6-
phenyl-phenanthridinium bromide.

3. A process as claimed in claim 1, wherein the cul-
ture medium is free from proteins. '

8

4. A process as claimed in claim 1, wherein the com-
position of trypanosomes in the suspension ranges from
10® to 10%/ml.

5. A process as claimed in claim 1, wherein the phen-

5 anthridine derivative is used in a concentration of 0.5
to 1000y/ml.

6. A process as claimed in claim 1, wherein incuba-
tion is carried out for 1 to 120 hours at 18° - 37° C.

7. A process as claimed in claim 1, wherein the con-

10 centration of trypanosomes in the suspension ranges
from 1 X 107 to to 5 X 107/ml.

8. A process as claimed in claim 1, wherein the phen-
anthridine derivatives is used in a concentration of 5 to
100/ml.

9. A process as claimed in claim 1, wherein the incu-
bation is carried out for 20 to 48 hours at 25°-33° C.

10. Chemically attenuated trypanosomes as obtained
according to claim 1.

11. A vaccine effective against the Chagas disease,
20 containing attenuated trypanosomes as claimed in

claim 10 as the active ingredient.
* ok ok ok ok

15




a2 United States Patent

Tarleton

Sample Vaccine

US007892555B2

(10) Patent No.: US 7,892,555 B2
45) Date of Patent: Feb. 22,2011

(54) PROPHYLACTIC AND THERAPEUTIC
IMMUNIZATION AGAINST PROTOZOAN
INFECTION AND DISEASE

(75) Inventor: Rick L. Tarleton, Waikinsville, GA (US)

(73) Assignee: University of Georgia Research
Foundation, Inc.. Athens, GA (US)

(*) Notice: Subject to any disclaimer, the term of this
patent is extended or adjusted under 35
U.S.C. 154(b) by O days.

Appl. No.: 12/830,063
Filed: Jul. 2, 2010

Prior Publication Data
US 2010/0297173 Al Nov. 25, 2010

Related US. Application Data

Continuation of application No. 11/893,951, filed on
Aug. 17, 2007, now abandoned, which is a division of
application No. 11/015,578, filed on Dec. 17, 2004,
now Pat. No. 7,309,784, which is a division of appli-
cation No. 09/518.156, filed on Mar. 2, 2000, now Pat.
No. 6.875,584.

Provisional application No. 60/122,532, filed on Mar.
2,1999.

Int. Cl.

AGIK 39/00 (2006.01)

AGIK 39002 {2006.01)

CO7K 14/00 (2006.01)

US. Cl e 424/184.15 424/265.15 424/269.1;
530/350

Field of Classification Search . . None

See application file for complete search hlstory
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U.S. PATENT DOCUMENTS

5304371 A 41994 Reed
5.646.114 A 7/1997 Lambert et al.
6.419.933 Bl ) 2()01 Reed et al.
6,875,584 BI1 Tarleton et al.
7.309.784 B2 i Tarleton et al.
2004/0241729 AL Liew
20050158347 Al “Tarleton et al
2005/0244505 Al Higbee et al.
2006/0228300 Al 10/2006 Chang et al.
20070178100 AL R8/2007 Tarleton et al.

FOREIGN PATENT DOCUMENTS
WO WO 2005/111622 A2 11/2005
WO WO 2005/111622 A3 10/2006

OTHER PUBLICATIONS

Armah et al., * i of a Gl
specilic Phospholipase O in Trspanosoana bruces,” 2. Biol. Chem..
274(9):5931-5938 (Feb, 26, 1999).

Abrahamsohn, “Cytokines in innate and acquired immunity to
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(57) ABSTRACT

A sensitive, multicomponent diagnostic test for infection
with T, cruzi, the causative agent of Chagas disease, including
methods of making and methods of use. Also provided is a
method for screening 7. cruzi polypeptides to identify anti-
genic polypeptides for inclusion as components of the diag-
nostic test, as well as compositions containing antigenic 1.
cruzi polypeptides.
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{57} ABSTRACT

A process for diagnosing Chagas’ disease in a hvmg
mammal susceptzble to infection by Trypanosoma cruzi
which comprises reacting in vitro an antibody-
containing blood sample from said mammal i an im-
munoprecipitin test with an immunologically effective
amount of a purified water-soluble antigen extract ob-
tained from essentially only the trypomastigote and
amastigote growth stages of the protozoa Trypanosoma
cruzi, and diagnosing the presence of Chagas’ disease
from the formation of precipitin bands at an antigen-
antibody interface. ‘

5 Claims, No Drawings
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What is cldimed is: L
1. A process for diagndsing Chagas disease in a living

mammal susceptible to mfectlon by Trypanosoma cruzi
which comprlses

a. reacting in vitro an ant1b0dy~contammg blood
sample from said mammal in an immunoprecipitin
test with an immunologically effective amount of a
purified water-soluble antigen preparation capable
of forming a precipitated antigen-antibody com-
plex in an immunoprecipitin reaction when con-
tacted with antibodies associated with chronic
Chagas’ disease, said antigen preparation compris-
ing an immunoprecipitatingly effective: concentra-
tion and amount of water-soluble cellular antigens
released by disruption of cells from essentially only
the trypomastigote and amastigote growth stages of
the protozoa Trypanosoma cruzi and being substan-
tially free from serum protein antibodies, from
antigens associated with the epimastigote growth
stage of said protozoa and from water-insoluble
cellular material; and :

b. diagnosing the presence of Chagas disease from
the formation of precipitin bands at an antigen-an-
tibody interface.

2. The process of claim 1 wherein sald immuno-

prec1pmn test is a cross-over electrophoresm test.

3. The process of claim 2 wherein said test is an

11475 60
. immuno-osmoelectrophoresis test.

4. The process of claim 1 wherein 60-80% of said
antigen preparation is obtained from.the trypomas-
tigote growth stage of said protozoa.

65 5. The process of claim 4 wherein said antigen prepa-
ration is in the form of an aqueous balanced salt solu-
tion containing 0.1-10 mg. protein per ml.
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dependent secretory pathway. their identification and their
use.
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Conclusions and Key Implications

A standardized protocol is a critical tool for periodic identification and
analyses of patents appurtenant to updates of the WHO EML.. Said
protocol should be made available, and indeed taught to, all Member
States, with particular focus on the developing nations.

Caution in assessing FTO in any given jurisdiction should be the
modus operandi; a stepwise approach which proceeds from a
standardized protocol to more diligent research, e.g., analyzing
patentee portfolios or in-country paper-based patent searches, is
strongly recommended. Hasty assumptions based on preliminary data
are neither judicious nor prudent.
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Conclusions and Key Implications

Data presented in the ITTI EML patent study
support the proposition that global patenting
trends follow economic development and markets;
this is a dynamic and fluid situation across the
world; patentees will likely file patent applications
In more countries as viable economic markets
expand accordingly.
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Conclusions and Key Implications

Patents per se might not be a primary obstacle for access to
EML pharmaceuticals in many developing countries, as they
are consistently not detected in patent family data from
developing nations and regions; yet caution in assessing
FTO is always necessary.

More recent EML pharmaceuticals appear to have greater
global patent filings, which is not inconsistent with generally
Increasing global trends in patenting activity.
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