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Cómo desarrollar (1) y fabricar (2)

un antiveneno (3)

para tratar intoxicaciones (4)?
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A través de vinculaciones 

efectivas



Diseño de un

antiveneno

• Soporte científico sólido.

• Epidemiological information

• Biological information

• Venom research

• Reactivity profile

• Venoms suppliers

• Immunization schedule

• Antibodies production

• Recognition profile

• Preclinical work

• Scale up production

• Regulatory strategy

Desarrollo



• Strong scientific support.
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Antivenom

design

• Strong scientific support.

• Epidemiological information

• Biología de las especies

• Venom research

• Reactivity profile

• Venoms suppliers

• Immunization schedule

• Antibodies production

• Recognition profile

• Preclinical work

• Scale up production

• Regulatory strategy
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design

• Strong scientific support.

• Epidemiological information

• Biological information

• Venom research

• Perfil de reactividad

• Venoms suppliers

• Immunization schedule

• Antibodies production

• Recognition profile

• Preclinical work
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• Regulatory strategy
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Diseño de un

antiveneno

• Strong scientific support.

• Epidemiological information

• Biological information

• Venom research

• Reactivity profile

• Proveedores de venenos

• Immunization schedule

• Antibodies production

• Recognition profile

• Preclinical work

• Scale up production

• Regulatory strategy

Desarrollo

Industria-Industria



Diseño de un

antiveneno

• Strong scientific support.

• Epidemiological information

• Biological information

• Venom research

• Reactivity profile

• Venoms suppliers

• Esquema de inmunización

• Producción de anticuerpos

• Recognition profile

• Preclinical work

• Scale up production

• Regulatory strategy

Desarrollo



Antivenom

design

• Strong scientific support.

• Epidemiological information

• Biological information

• Venom research

• Reactivity profile

• Venoms suppliers

• Immunization schedule

• Antibodies production

• Recognition profile

• Ensayos no-clínicos

• Scale up production

• Regulatory strategy

Desarrollo

Sector académico y/o CRO



Antivenom

design

• Strong scientific support.

• Epidemiological information

• Biological information

• Venom research

• Reactivity profile

• Venoms suppliers

• Immunization schedule

• Antibodies production

• Perfil de reconocimiento

• Preclinical work

• Scale up production

• Regulatory strategy

Desarrollo

Sector académico y/o CRO



Diseño de un

antiveneno

• Strong scientific support.

• Epidemiological information

• Biological information

• Venom research

• Reactivity profile

• Venoms suppliers

• Immunization schedule

• Antibodies production

• Recognition profile

• Preclinical work

• Scale up production
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Estrategia regulatoria

http://www.fda.gov/cder/handbook/develop.htm

Facility Inspection

Industria-Autoridad regulatoria



CTD

http://www.ich.org/products/ctd.html

Industria-Autoridad regulatoria



• Validación de procesos

• Planta de fabricación

• Good manufacturing 
practices (GMP).

• Reducción de carga
viral

• Validación de métodos 
analíticos

• Desarrollo de 
metodología analítica 
específica (niveles de 
veneno-antiveneno).

• Transferencia de 
tecnología y 
metodología analítica.

Manufactura

Sector servicios



• Process validation

• Manufacturing facility

• Good manufacturing 
practices (GMP).

• Registration process 
harmonisation.

• Safety issues: 
Viral reduction

• Analytical methods 
validation

• Analytical tools to 
detect venom-
antivenom quantities 
in biological samples.

• Technology and 
analytical transfer from 
R&D to production

Manufactura



Producto
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Olvera & Alagón

Loxosceles

recombinant toxins
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Picadura de alacrán en México

Scorpion sting mortality in Mexico

1979 -2003

Sector Salud



Conclusiones

• Las intoxicaciones por animales ponzoñosos 

son un problema mundial: OMS*.

• Availabilitsy of the product.

• Physicochemical formulation.

• Safety and efficacy products

• Regulatory harmonisation.

• WHO suppliers prequalification.

• Venom standards

* Snakebite as a Neglected Tropical Diseases (WHO, 2017). 

http://minutestodie.com/about-the-film/

Organismos Internacionales

http://minutestodie.com/about-the-film/


Conclusiones

• Vinculaciones formales y efectivas con:

– Sector académico.

– Industria.

– Sector servicios.

– CRO.

– Sector Salud.

– Autoridades regulatorias.

– Organismos internacionales OPS/OMS.



Muchas gracias!!!

• Información adicional:

– jpaniagua@bluewin.ch

– jpaniagua@laboratoriosilanes.es


