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Operating Strategy
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Product Campaigning vs Parallel Operations
Production Model

High Level Mass Balance




PDA Example of Staggered Production Model
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Upstream Utilization — 55%
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PDA Example of Stacked Production Model
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One single downstream with clearance and change over.
Flexibility to pool 1 to 5 upstream lots in downstream.
Upstream Utilization — 55%

Downstream Utilization — 16% to 83%
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PDA Scale-Up Considerations
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PDA Single Use Technology - Upstream
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PDA Single Use Technology - Upstream
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PDA Single Use Technology — Advantages and Limitations
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PDA Other Process Support
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Media & Buffer Prep

Utilities

WFI Choices
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PDA Containment and Environmental Control
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BSL Level 2 (PPE, aerosols in BSC, Showers, eyewash, autoclose doors, waste
contamination)

Identify V- and V+ spaces
Room Classifications (CNC, 1SO8, ISO7)

Pressurize for Quality and Containment

Recirculate air vs. Once through air

Use of VHP Sterilization
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PDA Typical Layout
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PDA Typical Layout
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PDA Layout 2
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— L — n g | ]

|
!
f
1
L

HOAINYOD |
O ine ¥Oaryuod

Alddns

|y
i

=

-
ji=

I

EAL
T

VIRUS
PROD-1
194 SF

SUPPLY
CORRIDOR

O = ﬂ

g, N ) LA . M .
- g - — - - —gE— - S - 2 B § [ £
ES o &S a o rTﬂ, :h | 2845 L 425

= >0 3 w < i g2 a — o2

2 =a @ ar~ ] o2 = oZ =
g5 | g7 B

-3 (O] 5 X

[w] —_—

L V. '

. ja
HEERN
Yoaryyuod

LEVEL] | —

%

N
[ ]
—
l Em AL
UL

e

T |
SAMPLE

HOAIv¥od
Alddns

%Hﬁ A

aLiguot |
166 SF

a 5 Eu_ =

g | g9 8
o2 =R o]
e 8% 9
o 23

z

=

EGOWN

58 SFi |

JAN CLT“
i MAL OIEI i MAL Oﬁ

il

Connecting People, Science and Regulation®

SHOWER

SHOWER

LOCKER RM
602 SF

]




Thank You

ODPS

John Dougherty
Lead Process Engineer
DPS Group

www.@dpsgroupglobal.com



