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Life Sciences Symposium: Public Sector IP ManagementLife Sciences Symposium: Public Sector IP ManagementLife Sciences Symposium: Public Sector IP Management

Population: more than  11  millions
Literacy: almost 100%
Primary education (up to 12 years old): almost 100%
Secondary education (up to 15 years old): 99.7%
Students (all systems): 2.8 millions

Doctors per inhabitant: 1:179
University centres: 59
Scientists: >12,000 (15% PhD) 
Research institutions: 210 (> 30,000 workers)
GNP expenditure: 1.9

Cuba: Some Current DataCuba: Some Current Data

Cuban biotech is supported by the high standard in health and edCuban biotech is supported by the high standard in health and education ucation 
combined with the governmental priority to this sectorcombined with the governmental priority to this sector
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Cuban GovernmentCuban Government: a: a Huge InvestmentHuge Investment

Biotechnology is part of the Health Care System Program.

Based on Cuban scientists and professionals.Based on Cuban scientists and professionals.

Health Care System Program as first priorityas first priority

““Closed cycleClosed cycle”” strategy:strategy: fully integrated institutions,, from
research to post-marketing follow-up.

National collaboration instead of individual competitionNational collaboration instead of individual competition;
coordination between institutions doing  R & D and   
institutions applying results.

““Spin offSpin off”” companiescompanies derived from scientific or production 
Institutions.

Gaining international Gaining international competiticompetitivenessveness:: quality, production
volumes, cost, novelty, joint ventures.

IntensiveIntensive buildingbuilding capacitycapacity: : R & D, R & D, ProductionProduction andand Marketing.Marketing.

Strategy of Cuban BiotechnologyStrategy of Cuban Biotechnology

WestWest HavanaHavana ScientificScientific PolePole
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11 de febrero 1991.11 de febrero 1991.

53 instituciones53 instituciones

CNGM
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Fully Integrated 
Institutions 

Support 
InstitutionsManufacturing 

Facilities

Ministries (MINSAP 
(CECMED), CITMA, MINCEX, MES, 
MIC, MIP, etc)

Clinical Research 
Organization 

Biotechnology in CubaBiotechnology in Cuba
““Closed cycleClosed cycle”” Strategy. An Integrated ModelStrategy. An Integrated Model

Founded in 1986, leadership of Cuban BiotechnologyFounded in 1986, leadership of Cuban Biotechnology

Personnel:Personnel: 1 371
Facilities:Facilities: 70 000 m2

Installation qualified by WHOInstallation qualified by WHO

A broad technological support:A broad technological support: recombinant protein, synthetic 
polysaccharides, peptides, viral and DNA vectors, recombinant 
antibodies fragments, genomics, proteomics, and bioinformatics

Strong R+D pipeline, covered by patents,Strong R+D pipeline, covered by patents, focused on infection 
diseases, cardiology, cancer, nutrition, autoimmunity, agbio, etc

Research Focus:Research Focus:
Vaccines, pharmaceuticals, diagnostics, plant and animal biotech

Center for Genetic Engineering and BiotechnologyCenter for Genetic Engineering and Biotechnology
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1. Developing of Human Resources based on Cuban scientists and 
professionals

2. Fully integrated institutions from research to post-marketing 
follow-up

3. Clearly defined objectives  

4. Combines off-patent product (Hepatitis B vaccine, interferons) 
and innovative compounds (streptokinase, synthetic Hib
vaccine) 

5. Strong IP policy that allow the protection of the innovative 
results and developing of a solid technological platform

How to protect the investments for the 
Cuban biotech developing?

1. 1995. Foundation of WTO. TRIPS Agreements

2. New IP policies from Free Trade Agreements

3. High levels of international competitiveness 

4. Monopoly of the market by a few and powerful 
biotech and pharmaceuticals companies 

5. Necessity of protection of the national market

Why an IP policy?
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TRIPS Agreements

Patents for any inventions, whether products or 
processes, in all fields of technology

The minimum rights must be conferred by a patent 
include offering for sale and importing the 
patented product

Burden of proof for Process Patents

The available term of protection must expire no 
earlier than 20 years from the date of filing the 
patent application

1. Protection of the national market

2. Protection of the Cuban Science developing

3. Protection of the foreign market for Cuban 
biotech products

4. Guarantee of legal protection to offer competitive 
projects safe of infringements

For what purpose an IP policy?
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1. IP Strategies for each research project

2. Frequently patentability analysis for all R+D 
results and before any publication

3. No sell patents. Looking for another forms to 
patent negotiations

4. Using of patent information as important part of 
the State of the Art

5. Know how as an important form of IP protection

More relevant items of the CIGB IP policy

Most important markets of the subject 
matter  

Countries of high level biotech and 
pharmaceuticals technology

Where are focusing our IP?
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130 patents filed in Cuba and 80 inventions in other 
countries with more than 1,000 patent applications

CIGB Patents 2008
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1981-1990
1.1. LeuferonLeuferon
2.2. HebertransHebertrans
3.3. HeberonHeberon alfa Ralfa R
4.4. HeberminHebermin
5.5. DiagnosticsDiagnostics
6.6. HeberbiovacHeberbiovac HBHB

1991-2000
1.1. HeberkinasaHeberkinasa
2.2. GAVACGAVAC
3.3. HeberonHeberon GammaRGammaR
4.4. HeberonHeberon alfaRalfaR

2001-2007
1.1. HeberbiovacHeberbiovac HB HB w/o w/o tiomersaltiomersal
2.2. HeberbiovacHeberbiovac HB HB UnijectUniject
3.3. QuimiQuimi--HibHib
4.4. TrivacTrivac HB (DPT+HB)HB (DPT+HB)
5.5. HeberonHeberon alfaRalfaR Liq. w/o Liq. w/o AlbAlb..
6.6. HeberonHeberon alfaRalfaR LioLio. w/o . w/o AlbAlb..
7.7. HebervironHeberviron
8.8. HebervironHeberviron LioLio..
9.9. HeberkinasaHeberkinasa w/o w/o AlbAlb..
10.10. HebervitalHebervital (GCSF)(GCSF)
11.11. HeberitroHeberitro (EPO)(EPO)
12.12. Acuabio IAcuabio I
13.13. HebervisHebervis
14.14. BivalentBivalent--VaccineVaccine HBHB--HibHib
15.15. PentaPenta--VaccineVaccine DPTDPT--HB+HibHB+Hib
16.16. HeberprotHeberprot--PP
17.17. IFN in IFN in GelGel
18.18. HeberNemHeberNem. . BionematicideBionematicide

CommercialCommercial ProductsProducts CIGBCIGB

Registries Products 1986-2005

131 Registers in 131 Registers in 57 countries57 countries

Exportations to  Exportations to  4545 countries (2007)countries (2007)

PI

Autoimmunity Peptide for Rheumatoid 
Arthritis

Neurology CIGB-845 (neuro-protective 
agent)

InfectiousDengue anti-viral molecules 

InfectiousDengue vaccine

Cancer CIGB-552 (anti-tumor 
peptide)

Cancer CIGB-247 (VEGF vaccine)

Cancer CIGB-166 (anti-VEGF 
antibody)

Cancer CIGB-370 (anti-tumor 
agent)

Cancer Prostate cancer vaccine

Cancer HPV vaccine

Cancer CEA recombinant antibody 
fragment CIGB-M3

Cardiovascular CIGB-500 Cytoprot. agent

InfectiousHCV vaccine CIGB-230

InfectiousHBV vaccine NASVAC

Wound healingHeberprot-P

Approval Phase 
III 

Phase 
II 

Phase 
I Preclin.LabArea Project 

The CIGB's Biomedical pipeline
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PI

AquicultureAcuabio 3

Functional 
food

FOS

AgricultureRabbit hemorrhagic 
disease vaccine

AgricultureSwine classical fever 
vaccine

AgricultureBiopharming

AgricultureHebernem

AquicultureMonosex Tilapia

AquicultureAcuabio I

National 
Exten
sion

Parcel
Development 

Pilot 
Scale

ResearchArea Project 

The CIGB's Agriculture pipeline

Project specific alliances

Booster ongoing projects

Risk capital

Access to “North” Markets

Sharing rights to use patents

Broad unspecific alliances

Offer scientific capacity

Money loans

Sharing our current Markets

Selling patents

How are we negotiating the IP?

WHAT ARE WE
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1. Each project will be the subject of a separate negotiation. 

2. After statement of willingness of a potential partner to start 
discussions; a secrecy agreement will be signed and then additional 
information could be disclosed about the product.

3. A negotiation team will be set up in order to discuss in detail the 
status of the technology, the patent situation, the financial 
requirements, the competition, the market estimations, the time 
schedule and the risks. 

4. In general, the partner will share development costs according to a 
structure of up-front fees, R&D funding and milestone payments to be 
discussed, and will receive in exchange marketing rights for a given 
territory and period of time. 

5. Neither equity purchase nor sharing of Cuban tangible asset property 
will be included in the agreement. 

6. Except for the above-mentioned statement, negotiations should be 
flexible and innovative enough to accommodate very diverse business 
structures. 

The CIGB’s Project Negotiation Policy 

Product Sales
Strategic Alliances
Joint Ventures
Technology Transfer
Contract Manufacture
Scientific Collaboration

West Havana Scientific PoleWest Havana Scientific Pole
International ActivitiesInternational Activities
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Technology Transfer Projects of the Cuban Technology Transfer Projects of the Cuban 
BiotechnologyBiotechnology

In progress In negotiation

IRAN CHINA

India

BRASIL

RUSIA

ARGELIA

VIETNAM

SUDAFRICA

VENEZUELA

TRANSFER TECHNOLOGYTRANSFER TECHNOLOGY

Brasil              
Biomanguinhos-Fiocruz

Venezuela 
INH

Vietnam-Dalat
Instituto Pasteur

India                            
Biocon Biopharmaceuticals

India 
Panheber

Rep. Popular China      
Empresa Mixta BPL

Rep. Popular China       
Empresa Mixta Changheber

Sudáfrica 
Biovac

Rep. Islámica de Irán      
Inst. Pasteur



12

0
100
200
300
400
500
600
700
800
900

1000
1100

N
um

be
r o

f c
as

es

Whole population 204 219 190 174 145 169 134 102 720 451 243 132 90 61 49 34 17
Children under 15 years 304 349 240 212 136 144 77 10 7 2 1 1 1 1 0 1 0
Children under 5 years 72 66 48 31 16 17 6 1 1 0 0 0 0 0 0 0 0

91 92 93 94 95 96 97 98 99 '00 '01 '02 '03 ´04 ´05 ´06 ´07

DiseaseDisease SurveillanceSurveillance
Incidence of acute Hepatitis B cases in Incidence of acute Hepatitis B cases in 

children under 5 and 15 years old and adultschildren under 5 and 15 years old and adults
Cuba 1991 Cuba 1991 -- 20072007

1
4

•Product developed at CIGB, with IP.
•Used in more than 35 000 patients with acute myocardial  infarct
(AMI) since 1992.
•28% AMI mortality reduction. 200 – 400 lives saved per year.
•Since 2003, pre-hospital use has increased its coverage and 
prompt use, thus improving its impact.

HEBERKINASAHEBERKINASA
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Quimi Quimi –– HibHib®®
Advantages:
n Product obtained by 

chemical synthesis
n Only in class worldwide    
n Support by a Canadian 

and Cuban patent
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5 (27.7%)2 (8.7%)Unresponsiveness

13 (72.2%)21 (91.3%)Limbs preserved

25 ug/dose75 ug/doseGroup

Time 0 3 months follow-up5 weeks(before)

HEBERPROTHEBERPROT--P. An alternative to enhance diabetic P. An alternative to enhance diabetic 
ulcers healing and to reduce limb amputationsulcers healing and to reduce limb amputations
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CIGBCIGB--300: Antitumoral 300: Antitumoral PeptidePeptide
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negative control CIGB-300 NR peptide

- Relevant target for treating
cancer with potential aplication
on solid tumors
- Phase I on going

Cancer Research Highlights
Selected Articles from the 
October 1, 2004 Issue

1. CIGB-300 is the first inhibitor 
substrate (CK2) with potential 
application in solid tumors

2. Highlight the CK2 pathway as a 
relevant target for treating cancer

Patent CU 56/91. “Procedimiento para la  obtención de un antígeno de 
garrapata en la levadura de Pichia pastoris y preparado vacunal obtenido”

RRecec. tick vaccine. tick vaccine GAVACGAVAC

Patents

0

5000

10000

15000

20000

1989 1991 1993 1995 1997 1999 2001

MortalityMortality by by HemoparasitesHemoparasites

1993
Cuba

1994
Colombia 1994

Rep. Dominicana

1995
Bolivia

1995
Paraguay

Brasil
1995

Mexico
1997



15

HeberNem Basamid Non treated

BionematicideBionematicide HeberNemHeberNem

Raimundo Ubieta Gómez
Director of IP Department, CIGB
ubieta@cigb.edu.cu

THANK VERY MUCH
FOR YOUR ATTENTION

THANK VERY MUCHTHANK VERY MUCH
FOR YOUR ATTENTIONFOR YOUR ATTENTION

December 2008December 2008


