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1. Introduction @ CDMO Conclusion
-  |IDT is ready to implement/processes on iCELLis500 technology.
~ Over 100 years End-to-End Support Regulatory Compliance . Glogal Rec;or?nition _ ) . .
" anufacturing B aroved T ultiple yoars  |DTs flexible process transfer concept is able to implement
IDT Biologika is a global biopharmaceutical contract development and manufacturing process on every stage of product lifecycle for DS & DP.

manufacturing organization and part of SK Bioscience specializing in
cell culture and microbial based proteins, vaccines, gene & immune
therapeutics, biosimilars and other sterile injectables (Fig.1). Within this ¢ Implementation of new equipment possible according to process
poster we present two phase Il client projects. An AAV and an oncolytic needs and costumers' requirements.

virus (Parvovirus) project using the iCELLis500+ platform.

« At IDT automated process equipment's for all DSP-MUQOs are available.

4. AAV Project
Drug Substance + Drug Product Drug Product

CTM and Commercial Manufacturing CTM and Commercial Manufacturing Project starting point:
* GMP process performed at scale for CTM 1&ll at other CDMOs
« AAV & HEK293 cell line provided by client

Cell Culture & : Gene & Sterile Injectables
Microbial-Based Vaccines 'mmune for Large and Small Molecules Project Ta rget:
Proteins Therapeutics . . .
« DS & DP manufacturing of CTM phase Il with comparable BDS titer
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Monoclnal Antbodie Hive-Atenatr Oncolvi Viuses « Implementation of new vial format at established filling line
Sosmiars Syt T P o » Process adaption for GMP compliant CTM Phase Ill & commercial
manufacturing (including PPQ preparation)
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virus ARV « Oncolytic Virus > MSV, WSV established at IDT Biologika
rFTI]gaf;fz\C/teJ,\,/if;V of scalable USP and DSP technologies at IDT Biologika for process development and . Adherent human kidney cell line > MCB & WCB established at IDT
| Project Target:

« >10x process scale up (final BDS volume) through substitution of CS40
technologies with iCELLis500+ with comparable BDS titer (>1.0E+09)

* Process development for GMP compliant CTM Phase Ill and
commercial manufacturing (including PPQ preparation) - substitution
of density centrifugation with automated TFF and Chromatography
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