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The Era of Precision Medicines



Dawn of a New Era: Engaging Multiple Targets



Current Landscape for Bioconjugates &
Multispecifics



Chile's Experience & Regulatory 
Landscape



The Regulatory Imperative: Ensuring Quality &
Access
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Chile´s Regulatory Backbone: 30 years of biologics



Key challenges for the Health Authority

The increasing complexity and
volume of advanced therapies,
coupled with internal resource
limitations, pose significant
hurdles for timely review.



Key Aspects of Bioconjugate & Multispecific
Evaluation



Global Synergy & Industry Insights



Tackling Complexities: Regulatory, 

Technical, and Training Challenges



Technical Challenges: CMC



Key Evaluation Considerations for Market 
Authorization



Unique Challenges in Design, Development &
Production



Analytical & Characterization Demands: ISP's
Expectations



Critical Quality Attributes (CQAs) & Control
Strategy



Developability & Scalability Considerations



S&E Complexities



Practical Evaluation Examples 



Bioconjugates & Multispecifics Submitted to ISP 
(YTD)

Product API

Blyncito Blinatumomab

Talvey Talquetamab

Elrexfio Elranatamab

Lunsumio Mosunetuzumab

Columvi Glofitamab

Epkinly Epcoritamab

Rybrevant Amivantamab

Vabysmo faricimab

Product API

Adcetris Brentuximab 
vedotina

Padcev Enfortumab 
vedotina

Trodelvy Sacituzumab 
govitecan

Enhertu Trastuzumab 
deruxtecan

Blenrep Belantamab 
mafodotina

Elahere Mirvetuximab 
soravtansina

ADC´s BsAbs





Trodelvy´s CMC Considerations (ADC)

https://www.chemicalbook.com/article/how-is-sacituzumab-govitecan-synthesised.html

Structure of Sacituzumab govitecan, source: Gilead Sciences, Inc.



Trodelvy´s CMC Main Concerns (ADC)



Trodelvy´s CMC Considerations (ADC)





Columvi´s CMC Considerations

Dickinson, M. J., Carlo-Stella, C., Morschhauser, F., Bachy, E., Corradini, P., Iacoboni, G., Khan, C., Wróbel, T., Offner, F., Trněný, M., Wu, S.-J., Cartron, G., 
Hertzberg, M., Sureda, A., Perez-Callejo, D., Lundberg, L., Relf, J., Dixon, M., Clark, E., Humphrey, K., & Hutchings, M. (2022). Glofitamab for relapsed or refractory 
diffuse large B-cell lymphoma. The New England Journal of Medicine, 387(24), 2220-2231 . https://doi.org/10.1056/NEJMoa2206913 



Columvi´s CMC Key Evaluation Checks



Columvi´s CMC Main Concerns



Strategic Roadmap for Precision 
Medicines





Conclusion & Call to Action 



Key Takeaways



The Path Ahead for ISP Chile

Safety Efficacy

Quality
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