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Design for Media Fills: 
Considering Sterility from the Ground Up
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Background

•Aseptic Process Simulation 
(APS)Media Fills

•to devise for a specific 
function or end

Design
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10,000 Foot View
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Pulling Threads from the Inside Out

Primary 
Container

Product/
Media

Closure

**Sterilization**

**Transfers**

**Interventions**
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Product Path Thread

Needles Pumps Surge

Sterile Filtered

Aseptic 
Formulation

Product
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Product Path - Pumps

Time/Pressure Systemcolanar.com

dara-pharma.com

Tim Dreckmanna, Julien Boeuf, Imke-Sonja Ludwig, Jörg Lümkemann, Jörg Huwyler
Low volume aseptic filling: Impact of pump systems on shear stress
https://www.sciencedirect.com/science/article/pii/S0939641119313177

Rotary Piston Pump

Peristaltic Pump

Pumping Flows
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Product Path - Needles

syntegon.com
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Product Path – Surge Vessel

syntegon.com

Single Use Surge Bag Stainless Steel Surge Vessel
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Product Path – Sterile Filtration

Courtesy of Millipore

Single Use Filter Assembly Fixed Filter Skid

Suncombe.com
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Primary Container Thread - Presentations

Container

Vials

Bulk Trayed Nested

Syringes

Nested

Cartridges

Bulk Nested
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Container – Presentations

Ompipharma.com

Bulk

Ready To Use (RTU)
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Primary Container - Sterilization

Bulk

Wash & 
Depyrogenate

Pre-Washed

Depyrogenate

RTU

Manual Wipe
No Touch 

Transfer (NTT)
VHP Airlock / 
VHP Tunnel

E-Beam 
Tunnel

**Sterilization**
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Primary Container - Transfers

Bulk

Wash & 
Depyrogenate

Pre-Washed

Depyrogenate

RTU

Manual Wipe
No Touch 

Transfer (NTT)
VHP Airlock / 
VHP Tunnel

E-Beam 
Tunnel

**Transfers**
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Primary Container - Interventions

Bulk

Wash & 
Depyrogenate

Pre-Washed

Depyrogenate

RTU

Manual Wipe
No Touch 

Transfer (NTT)
VHP Airlock / 
VHP Tunnel

E-Beam 
Tunnel

**Interventions**
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Closure Thread

Closure
Bulk

Bagged

RTP
Nested
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Closure Thread

getinge.com

atecgroup.de

Stopper Processor

RTP Transfer

Autoclave Bag
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Broader Facility Links

Isolators vs. 
RABS

MAL 
Disinfection 

Methods

Component 
Prep 

Proximity
Gowning
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Design Outputs

P&ID

Product Quality Risk Assessment
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Conclusion
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