Process Scale up and Technical Transfer for an Existing Life Saving Product ~ ESY=(
’/\/‘

Colin Burn, Sydney Kim, Taylor Martin, Lauren Neely ncsaTe N 77

1. Introduction/Project 5. Risk Mitigation Safety

3. Facility Layout

Overview Hierarchy
Goal: Design a new facility to | e e N P Exambles:
. . Visitor i o' (; e ; ; (—[}1'1 ZE—' .“;—‘j I - . ep r-|e recurrin
accommodate a three-fold increase in esk Sl el s b Py iy S ol 3 il { 3 proguct quallty lssues
: T — QR - ,_[CU :@g—; & I T T ; O * Prevent rec_urring operator
cap_amty of an existing product. Explore office Area I@ uTLn ul-ln S o S 8 . errors that impact quality
equipment, safety, human resources, and —ara ] [ | T e o R o S S S 2 e Rt tatutiod ey
It R —u L'L[]m i (L)-, Sell” Gefl” * Response to recurrin
facility space needed for the new process. - K _m 22 i Wi ol g e ator
Motivation: With Merck being the sole i@ sl o om0 oo ol o o 3 M
manufacturer of this product, increasing =y 1= = £  [renrg S Bey e andials
duction capacity will help save W e P4 . Mitigatsergonomic risks
ro | mmmmm : i i - IT ""l IKigate ergonomic ri
’E)housands of lives 3 Quality Labs/Sample Testing LJ wh GO || |
. < Fire Corridor 2> - - -
Challenges: Seamless transfer to new P (Grade A [0 6. Projected Financial
facility utilizing updated technology and : A N DV Grade B :
equipment 5| | sterie 7 Harves Grace:t Ana |yS 1S
B[ G | sorse | e N vl
= : Area . 2 Unclassified ) COM .= .0.1B0FCT+ 2.73C . 4 1.23(6. . +C. A€
J Autoclave B cher ) a OL ur wr RM
2. Process Flow Diagram £ 3 e [ : Cost Category ____ Cost/yr (USD)
; g Mintenaks Cleaning s Utility Cost 13,252,359.84
A Final Staging Capltal Cost Z0,000,000
Propagation Area
3 Media Hym HEetanical Direct Labor Cost 1,120,000
! Potato Tube *.8 Y € | [ Prep ~ Room
- Inoculation <™ | g i Raw Material Cost 1,600,000
I 5, ‘ ‘ — N
:.% | } - - " . | *1 5 eownlin> r\b - Waste Cost 3,008
= DotFlask = | :
=T Transfer | | | |
O !
o ' | . :
il FeskTramfer B 4. Proposed Modifications for Upscale
\ ) R4 .
NRCELEL RREEEEEEE e 7. Conclusion
Harvest L—e-,—_-—_-»f-j Considered Modifications: Implemented Modifications:
1 .
| | | | 3 e Scaled-up manufacturing process to
Filling 'I_.' | e Single-Use Equipment in e Use of one lyophilizer, 3x meet the global demand
| - - Culture Propagation and the size of the current e Implemented new technology and
yophilization (3. D = Harvesting production lyophilizer equipment such as AlMs and
= .y e Different sizes of Lyophilizers e Purchasing a backup Lyophilizers
: L. and redundancy to lyophilizer to account for
Crimp Seal Wi accommodate new production maintenance and downtime Acknowledaments
| g capacity e Utilize Automatic Inspection 9
" ! . .
Automatic o e Implement new technology to  Machines (AlMs) to increase
Inspection (AIMs) 4\.\";%%: : : : P Thank you to our mentors Katherine Bieler, Alice B
S decrease inspection time efficiency y ’

di Fazio, Oliva Prezas Garces, Donald Grosse, and
Amy Wang.



