Single-use or multi-use — how proper does It work In
small-scale?
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Single-use pros and cons Aim: process-time reduction, stable titer, fast approach

' RZ LOYHVWPHQW 1DVW DPRUMIIBYLBRW unDFWRUV The disposable automated bioreactor system ambr® 250 promises good control and high capacity
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Figure 2. &XOWLYDWLRQV RMinakKbt® 7 XU BFRFEOHOOHOGRZQ ENV DGMXVWPHQW RI GLIHU
(similar colours); (A) viable cell concentration and viability ambr® % SURGXFW FROFHQWUDWLRQ D

/ \ FROQFHQWUDWLRQ DQG YLDELOLWN UHIHUHQFH % /| JODVV ELRUHDFWRI

To transfer the existing process to an ambr® 250, scale-down approaches including
© &RQWLOXRXV SURFHVVLQD . 65501 ny GHSHQGHQF! volumetric power Input variation, gassing strategy and feeding volumes have been
L FboH VXLWDEOH IRU FoLgLEMYRRWOEOHY oHDFKkDERyAlUEted in triplicates. Growth and production were compared to controls (Fig. 2).

Interestingly, the ambr® SUR¢ OHV ZHUH FORVHU WR VKDNH ADYV

ELRUHDFWRUY 7KH SURFHVV FRXOG QRW EH FRPSOHWHC(

setting was further used.
A case study ;

High-throughput screening approach for pro-
cess optimization. Is disposable equipment
also rentable in the small-scale segment?
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Figure 3: &XOWLYDWLRQV R WKMW XEVHRXHHOXGBGH PRGL, FDWLRQ RI WHPSHUDWX

3 GHOQVLW\ FROQWURO VKRZQ LQ GDUN JUHHQ DPEU DPEU [ JODVV ELRYUHLEL
: 250, (B) product concentration ambr® & YLDEOH FHOO FRQFHQWUDWLRQ DQG YLDELOL
bench top

9LDEOH FHOO FROPHQWUDWLRQ

A DoE was conducted in duplicates in ambr® )L J $ % $SIWHU HYDOXDWLEF

— SbubPHWHUYV ZHUH WUDQVIHUUHG WR D /| EHQFK WRS V!
UHVXOWY LQ ERWK V\VWHPV SHDN FHOO GHQVLW\ DQG ¢ !

ambr®* VFUHHQLQJ FRXOG EH YHUL, HG 7KH PRVW SURPLVLQJ
)L J & ' EODFN OLQHYV

It can be clearly seen, that the process time could be reduced by 5 days without decreasing titer.
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Conclusion
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* The scale-down to ambr® 250 needs further
Figure 1: & XOWLYDWLRQV RMinWaB-staleXdidE R & H Qﬁ]ustment
scale and production scale (P/V = const.); (A) viable cell Duration

concentration and viability, (B) product concentration ’ Nevertheles_s, the [_)OE could be successtully
conducted in the single-use system and the

/KH LQ KRXVH SODWIRUP "SUR PbHtoWh procesisBiR i Epoed
platform) for the production of an IgG antibody « 7KH H” FLHQF\ FRPSDUHG WR RXU Q TN I
LV XVHG DV D VWDUWLQJ SRLQWDUG /| JODVV ELRUHDFWRUYV D Q G L Q250
&EXOWLYDWLRQV R'T" WEHG [ X H ERANO O
VFDOHVY DQG YHVVHOV VKRZ DA deEreds®in labG ipuDldrt@gpecially vast
SURFHVV ZLWK FRPSDUDEOH F HieésavlddRwdthirka miulti-run Broject (due &Rr
DOG SURGXFWLRQ EHKDYLRU jd24 pardltel ruBsy vdé shdwo O
GHQVLWLHY RIFH®OW SHU P/ DB QnGeS ofessts, the price of a disposable

J SURGXFW SHU / 7KH SUR PblNattdd playsaHnAdr@ole.\However, the Figure 4 %HOH¢ WV RI GLVSRVDEOH V\\

a classical and successful scale-up starting calculation for bench top bioreactors does  pench top systems (parameters normalized to the current
from glass bioreactors. not include abrasion of multi-use probes. VWDQGDUG JODVV ELRUHDFWRUYV
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