SPECIAL SECTION

Barrier 1solator validation headaches?

Barrier isolators are an essential element of all modern chemical and
pharmaceutical process plants as they keep operators safe and
the product free from contamination, says Alan J Roddis.

I solator applications range from reactor
charging to sieving, dryer discharge
to granulation and their construction
typically involves a complex pressurised
system including multiple filters, regu-
lators, instruments, chillers and valves
together with miles of pipe work, as-
sociated fittings and electronic circuitry.

It is therefore not surprising that
these complex systems periodically
go wrong whereby filters get blocked,
airlines and connections start to leak,
pneumatic cylinder seals fail, electronic
interlocks seize, and gloves become
worn and unusable. At the precise mi-
cron levels of control that barrier isola-
tor systems operate, these circuit and
system failures are not always initially
obvious or apparent to users.

As with running a car, the deteriora-
tion in the car’s fuel-economy or accel-
eration/braking may not be immediately
apparent to the user but this will, over
time, start to impact on performance
especially in times of breakdown.
Likewise, but on a much higher scale of
importance, a deterioration in the barrier
isolator system performance will not
only put processed goods worth crores
of rupees of in danger, but also impact
on operators’ health, endangering their
respiratory system, skin and senses.

Occupational Exposure Limits
(OELs) are amongst several key perfor-

mance safety mechanisms, which barrier
isolators must comply with. Maintaining
such high control standards is a task in
itself; however best practice techniques,
regulations and legislative equipment
compliance standards change over time
as do the accompanying documentation
headaches; therefore many plant manag-
ers are now seeking technical authority
support in this area.

Schematic Engineering Industries is
based in the UK and Hyderabad — India
and has expertise in designing, manu-
facturing, installing and commissioning
complex and bespoke barrier isolator
systems, primarily for the pharmaceuti-
cal and chemical industry sectors.

Furthermore, Schematic specialises
in providing value-adding services to
clients and in full cooperation with the
client’s team and production schedules,
operates Annual Maintenance Contracts
(AMCs) for the validation of the Bar-
rier Isolators installed by the clients,
irrespective of who originally supplied
them.

Under these equipment healthcare
contracts, Schematic performs the
complete overhauling of the clients’
existing isolators with the objective to
bring them back to “as new” condition
in a phased manner throughout the year.
Each barrier isolator overhaul includes
changing all necessary spares, reas-

sembly and testing the equipment in
accordance with international, national
and/or company specific standards to a
pre-decided timetable. The AMC is also
inclusive of emergency site visits to ad-
dress any problem encountered during
regular barrier isolator operation.

During the barrier isolator re-qualifi-
cation phase, Schematic typically carries
out isolator validation and healthcare
testing including:

o Leak test

e Lightand lux test

e Air changes test

e Laminar air flow test

o Noise and vibration test, and

e Occupational Exposure Limit (OEL)
test.

Like the periodic servicing of the
car, this barrier isolator value adding
service offers plant managers a ‘com-
plete peace of mind’ over the quality
and performance of their equipment,
allowing them to concentrate their in-
ternal resource to maximise production
output while Schematic take care of the
equipment problems, validation and
documentation issues. ]
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