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quality (synTQ)

artin Warman, IFPAC Washington 2014
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Patricia Hurter, et. al. “Implementing Continuous Manufacturing to Streamline and
Accelerate Drug Development” AAPS NewsMagazine, August 2013, pp. 15-19.
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Workstation Running:

TQ .

Instruments: ° syn Optional synTQ RS
Stu_ ents e Configured for GMP or Non P . Y Q .

¢ One or more instruments GMP e Reporting Server and Printer

e Tailored configuration
e Can be expanded in the future

e Instruments run as required | |
e System operation via the PC

i l D] m-
@- [——]
E
— Automation LAN
Instrument ...n Instrument 3 Instrument2 Instrument 1 ‘@
I : | I ' ) R LN Optional Connections

fﬁf to 3" Party Systems
o ' _‘\_> E.g. Waters Empower
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Industrial PCs: Access Controlled Panel or Area
One or more synTQ ‘Clients’ Containing:
Configured for GMP use

synTQ FM Server and optional synTQ RS Server
System run locally or remotely

No data stored locally

Instruments:
e One or more instruments

# Tailored configuration

s Can be expanded in the future

Instrument 3

Automation LAN

Instument ...n Instrument 2 Instrument 1
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Office Environment
Optional synTQ RS PC

i Reporting Server ‘Client’ & Printer

I

Optional Connections
to 3" Party Systems
E.G Waters Empower
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Operator Operator Operator
Interface Interface Interface

Plant
Controller

Dispensary FBD or Post FBD

Feedback and feedforward control
Optimised Process

Real time Release Testing
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Material flow {v] IR -'. ___,_-r =

_ ms*d
o
d B m
| 7
Instantaneous mass read by PIs 2d
instrument = 3

PAT Instrument
Instrument Scan Speed (5S)

where t;,; = integration time, N §5 = Ling X N
is number of co-adds

Determine Unit Dose (UD) mass of product, then use Instantaneous Mass (m), Scan Speed (SS) and
Material Flow Velocity (v) to calculate measurement frequency commensurate with acceptable risk.
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Process designhed to

Map PK'’s from maintain ‘Steady State’
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Add Process Output for Control
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- Continuous Verification (US-FDA Process
Validation guidance, 2011)
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