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The clinical and commercial success of biotherapeutics hinges on the development of robust, reproducible and

scalable processes. KBI’s extensive process development and analytical development capabilities help our

partners generate active product at an attractive cost while enabling rapid, reliable transfer to cGMP

manufacturing.

Biopharmaceutical process development and manufacturing

KBI process development activities cover the full development cycle, from supporting early-stage discovery

efforts through small-scale protein production to fully-integrated, comprehensive process development

programs leading to cGMP manufacturing to process characterization and scale-down validation studies. We

take pride in our deep knowledge and experience in the science and practice of biopharmaceutical drug

development. Our abiding customer focus and situational flexibility combined with a solid scientific base enable

us to be the ideal partner for our clients’ biopharmaceutical process development needs.

Our biopharma process development services include:

Cell Culture

Fermentation

Purification

Analytical

Formulation

KBI has extensive experience with both microbial (E.coli, yeast) and mammalian cell culture derived proteins. The

KBI team has worked with protein production processes at all scales from laboratory, pilot and clinical scales to

commercial scales up to 20,000L. We have conducted cutting-edge research into several technologies that are

fundamental to process development and are adept at solving challenging issues on very short timelines.

KBI has well-developed platform processes for monoclonal antibodies and Fc fusion proteins and has helped

several clients create their own platforms for novel therapeutic moieties.

Our high throughput tools for process and analytical development include miniaturized bioreactors through the

Ambr® platform combined with high throughput chromatographic screening capabilities and a complementary

set of analytical tools to enable rapid progress in process development. Through our experience, we can readily

develop optimal experimental strategies that can lead to the rapid development of robust, reliable and scalable

processes.

KBI’s full range of biopharma process development capabilities provide the tools to address client needs,

whether they be in producing small quantities of proteins for research or in developing robust and scalable

processes that can provide a solid competitive advantage.

Biopharmaceutical Process Development Case Studies: Learn More

Publications & Presentations
Presentation | High Throughput Bioreactor Mimetic in Early &

Late Stage Process Development

Learn More

 Publications & Presentations
Publication | Viral clearance for biopharmaceutical downstream

processes

Learn More
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Contact Us
Are you looking to accelerate your

program or just want to learn more

about our services?

Connect with our team and we will get

back to you quickly.
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https://www.kbibiopharma.com/cs/c/?cta_guid=1fafdd6a-f40b-4e40-935e-87374509a641&placement_guid=e427a3d9-ba29-4c05-bab2-6bae4d12138f&portal_id=3803265&canon=https%3A%2F%2Fwww.kbibiopharma.com%2Fcapabilities%2Fprocess-analytical-formulation&redirect_url=APefjpHe662_enFmccTOTZ1WGT4LNSsnS3UEmOOUjLfbliClNntMBncI4ZmskE1FKanyAiaq01zUIQ5OhjvyyS_vI9V0w1hAE88MPvRrUlMPGNeL0SD6vheRAEhOHohlVwZNpqFp8SoWb8j6H9KRZVdzuKj6SB0cF-flvFE-cUNuPSuyJSUXxoZU8uyp6xofp43kV6K_hUDe&click=0244beaf-fd13-4438-b4ae-293d8d1e36cb&hsutk=c7a0000017921c87134b0174c6b86043&signature=AAH58kHd-gMk-nnmpjrViSdQK-MjRtDjPQ&pageId=31439501749
https://www.kbibiopharma.com/cs/c/?cta_guid=75bac0f8-ed69-4ee6-9180-654407b35ae8&placement_guid=900e72d5-a9ba-4e94-a5dd-f237d3fc0033&portal_id=3803265&canon=https%3A%2F%2Fwww.kbibiopharma.com%2Fcapabilities%2Fprocess-analytical-formulation&redirect_url=APefjpGmlvO-tR1AjW2Ienku69OGmqhfIgyxkdmx4nOy28--AnZ6FIs8RvqHMuD2U5QF_PjwYDp7Z_sQ2l30UXNHr857rQd0ZzgYxyD8CQTRFn2TfxlzN7UfAawMclZlpRMDcjftxYrjdjbKkyO40oXvBW6ePJyXKf4AMN2DZ0rN19Rs7DgDoWGn5ByUiy9WeouczlnbTfOS&click=4fd7b0d4-7d3e-4c33-b53e-f8bb1b935d5c&hsutk=c7a0000015531b3315cd0174c6b86045&signature=AAH58kETC_3IyPhTTy1GB1f4vQLQMVp9kw&pageId=31439501749
https://www.kbibiopharma.com/cs/c/?cta_guid=ba3781f4-b762-4a9d-a7fb-f41b1d5ae474&placement_guid=321651a9-2dd9-49ef-9252-38c98d4d1694&portal_id=3803265&canon=https%3A%2F%2Fwww.kbibiopharma.com%2Fcapabilities%2Fprocess-analytical-formulation&redirect_url=APefjpFkKg_aMr5JyIirshM52vFS3VAdH3_FoG2SyYNrExXj3a7iZ5Swe0M9AGR9l8RjQ4kzyZOppN5ahqGRf5SZ1FaMozino3gHAQ_c9Xn1ppaz7LLu4DHc5fQmuQ39Sq_dx8z2Ds56Y_oQiWifY9ZgUAJvV1sQTsoEGRPS-4Xc1v3bNvfyRLYFD_Mm5bKhG1QDApj58jbu&click=9ee9bbce-c9ce-42ce-b684-d493e0d6197e&hsutk=c7a0000018fc1ee115820174c6b86047&signature=AAH58kHcoj9_XZvMbFybmHVIK_gtiOlf3Q&pageId=31439501749
https://www.kbibiopharma.com/cs/c/?cta_guid=fe2d7c2c-6dce-4781-8c7c-4ef899d01bb1&placement_guid=2812fd33-e2d1-4a7d-b27a-6b83ebe5c0a0&portal_id=3803265&canon=https%3A%2F%2Fwww.kbibiopharma.com%2Fcapabilities%2Fprocess-analytical-formulation&redirect_url=APefjpFv1SZR-EnOb8N6MF_8Ukw-vFPr2KS8FzqMUhtvEPND-j7TXdiH_A5jvYadSp4tQNOLWfLc2rXUn36K4gyvQ91q2yh497oh6vu48JlUZKDX3zpbc2jJioK5X4LD4uXByb12Hc_9tQM0RWH7p4eGg4RHFTZseS2ML4RfoeRVD5k4EllCyarRIDb-EC0KYnpn1s7IUhyt&click=8b304d58-9a87-4f16-98c7-a6982e6d6839&hsutk=c7a00000124a114e1dc20174c6b86047&signature=AAH58kERddu6wNpKSpaW1Amdmy7L0NYmiw&pageId=31439501749
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