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ASEPTIC ISOLATION STRATEGY CHECKLIST

Before selecting equipment, work through the questions that shape the design.

- PRODUCT & PROCESS

What product or material will be handled?

Is it sterile, potent, toxic, hazardous, or sensitive to contamination?
What sterility level must be maintained?

What batch sizes need to be supported?

Will the process support one product or multiple products?

Are future products or formats expected?

What container types, vial sizes, or packaging formats are involved?

- OPERATOR & SAFETY

What operator exposure limits apply?

Does the process require low OEL containment?

Where could operators contact hazardous material?

How often will operators interact with the system?

Can manual handling be reduced?

Are futurAre glove ports, RTPs, robotics, or automated handling needed?

Are there ergonomic concerns?
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- BARRIER & FACILITY

Is an isolator, RABS, downflow booth, or custom containment system the right fit?
New facility or retrofit?

What cleanroom classification is required?

How will airflow be controlled?

Will the system connect to other equipment?

Portable, stationary, or part of a larger line?

What utilities, space, and facility limits apply?

- CLEANING & CHANGEOVER

How will the equipment be cleaned?

Will sterilization or bio-decontamination be required?

What cleaning validation requirements apply?

Are product changeovers expected?

Can operators access areas they need to clean?

Are surfaces, corners, seals, & internal parts designed for cleanability?

How will waste or residual material be removed?

AUTOMATION & CONTROLS

Where would automation reduce risk or improve repeatability?

Does the process require robotics?

Will SCADA or advanced controls be needed?

Are electronic records or FDA 21 CFR Part 11 requirements involved?
What alarms, interlocks, or monitoring systems are needed?

How will operators interact with the HMI?

What data must be captured for quality or production records?
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- DOCUMENTATION & VALIDATION

What documentation will quality teams require?

What FAT & SAT expectations should be defined?
Will 1Q/0Q support be needed?

Who is responsible for commissioning?

What training will operators & maintenance teams need?

What spare parts should be identified before production begins?

How will future changes be documented?

- LONG TERM SUPPORT

Who will support the system after installation?
Can the equipment be maintained & repaired efficiently?
Are replacement parts readily available?

Can the system be modified if production needs change?

Is there a preventive maintenance plan?

Can the supplier support both the equipment & the process around it?
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