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Tim Dreckmanna, Julien Boeuf, Imke-Sonja Ludwig, Jorg Limkemann, Jérg Huwyler
Low volume aseptic filling: Impact of pump systems on shear stress
https://www.sciencedirect.com/science/article/pii/S0939641119313177
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4.0 ldentification of Potential Failure Modes with Possible cGMP Impact
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Identify Where A Failure Would Affect Each Of The £ z @ & S = 5 © @
Operational Phases And Assign A Severity Level — Once T *g @ S = g 5 :E g _E’ 5 = = o =
an item has been identified as having an impact on the o rs| O % n = g_ | B2 & = ) 3
product or process complete Table 5.0 for each instance. ] TE| B = = @ g8 E= ] g o o
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Tag#: Description: w =
-122U3 Dosing Vessel Pressure (Transducer) H
-122B2 Dosing Vessel Pressure (Probe) H
-122U5 Dosing Vessel Pressure Sensor Power Supply H
-130N2 Needle Movement Motor Controller L L H M L M L L L
-130M1 Needle Movement Servo Motor L L H M L M L L L
-130V6 Needle Movement Suppressor-Diode
5.0 Identification of Potential Effects of Failure Mode
. Qualification
Severity ; Recommended e
. . . . Current Design i . Activities For
Tag #: Device: Expected Result : OfMF[:aJLL[re Safeguards: Additional Risk Design Safe
: Guards
Pressure Too Low | Equipment would hard stop Alarm to indicate low 10.9 Alarms &
-95B4 Compressed Air CIP/SIP would abaort. L.M.H compresse_d alr pressure. B2 Interlocks
Normally high logic.
Tare Weigh Load Cell ] . Alarm to indicate scale 10.9 Alarms &
9652 Power Supply Equipment would hard stop. L M H fault(s). NIA Interlocks
96A2 | Tare Weigh Load Cell | Equipment would hard stop. LM H :;'jl'tr(';)“’ indicate scale NIA 109 arms &
-97A2 Tare Weigh Load Cell | Equipment would hard stop. LM H anljlltr(';;a indicate scale NIA 10{:12:1?;2: &
-98A2 Tare Weigh Load Cell | Equipment would hard stop. L MH ’f:'jl'lr(';;ﬂ indicate scale NIA 10|,l-:313|11rcn;2 &
9942 Tare Weigh Load Cell | Equipment would hard stop. L M. H ﬁlfl"rf';'\m indicate scale NIA 1U|-3ﬂ%lmf &
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