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THE CONTAINMENT SOLUTION FOR YOUR OPERATION

In the absence of a ‘one size fits all’ solution to the
containment of fill finish operations, a logical approach
to the design of effective protection is required. Key to

success is the correct combination of working area
o tnes  confinement and personnel gowning.

formulation engineer

Previous solutions often relied on personal
protective equipment (PPE) together with
contained rooms or departments to protect the
environment. Now, more and more, the approach
is to use primary containment at the very

source of product exposure, using secondary
containment as a back up solution and PPE

as an emergency/short-term intervention
protective device.

The essential first step is identification of the
critical operations, typically:

Injectahles Facility

Dispensing Dispensing
Formulation Product transfer
Filling Tabletting/capsule filling

Lyos unloading Blistering/bottle filling

The range of containment devices applicable to
the different operations is wide and includes:

e contained connection - split valve, high
containment valve, rapid transfer port,
continuous liner

e glovebox isolator

e closed restricted access barrier system
(C-RABS)

Crucial is the awareness that there are no
universal solutions applicable to every situation.
The selection of the proper containment solution
should include an analysis of the key features of
the operation to be contained, typically:

e product potency - low, medium, high
e product form - liquid or solid

e product diffusion capability - aerosol
generation, powder spread

e Qactivity duration - occasional or shift-based

e product exposure - open or closed activity

e aseptic processing requirements - meeting
HSE and GMP requirements

e product potency issue or only cross-
contamination prevention

Three possible indicative decision trees are below:

Working area protection LIQUID

. — | OW _; Standard
\~ Approach

5
( ) P ‘ — C-RABS
Aerosol? Medium (only for cross-contamination)

— Hon — | CFAES

(for personnel safety)

Potency
. Containment

b \/E1Y Hig ) sl enlkiar
Working area protection SOLID

e LOW > C-RABS
(only for cross-contamination)
R ey N\
edium =g powdery?
i — Almost not o )
powdery? \
Very High Containment

Isolator

Product Transfer SOLID

p— OV e— Open process allowed or

Closed process with butterfly valves

e \ediUM  ———— Closed process

with standard split valves
Tight closed process with
= high containment valves

S~

b \/€1Y High ee— Tight closed process with

RTP parts and glove box
HP : no PPE use

GERMANA MOLINARI

Jfocus





