Stability Cabinet Validation Checklist
1. Document control and scope
· ☐ Validation plan / protocol approved
· ☐ Cabinet ID, manufacturer, model, serial number, and location recorded
· ☐ Intended use defined
· ☐ Stability condition(s) covered clearly listed
· ☐ Product type(s) or study type(s) defined
· ☐ Acceptance criteria approved
· ☐ Responsibilities assigned for QA, Validation, Engineering, and Operations
· ☐ Deviation / CAPA / change-control references included
· ☐ Calibration and maintenance requirements referenced
2. User requirements / design qualification
· ☐ Required operating ranges defined for:
· Temperature
· Relative humidity, if applicable
· Light exposure, if photostability is in scope
· ☐ Required chamber volume and shelf configuration defined
· ☐ Required uniformity / stability performance criteria defined
· ☐ Required alarm functions defined
· ☐ Data logging and audit trail requirements defined
· ☐ Recovery expectations after door opening defined
· ☐ Power failure behavior and backup expectations defined
· ☐ Qualification strategy approved:
· DQ
· IQ
· OQ
· PQ
3. Installation Qualification (IQ)
· ☐ Cabinet installed in approved location
· ☐ Room environment assessed for suitability
· ☐ Utilities verified:
· Electrical supply
· Grounding
· Water supply, if applicable
· Drain, if applicable
· ☐ Cabinet leveled and physically secure
· ☐ Shelves / racks installed as specified
· ☐ Door seals and gaskets inspected
· ☐ Air circulation components verified
· ☐ Humidity generation / control components verified, if applicable
· ☐ Light source configuration verified, if applicable
· ☐ Controller / HMI / recorder installed and functional
· ☐ Alarm outputs verified
· ☐ Software / firmware version documented
· ☐ Manuals, drawings, and vendor documents filed
· ☐ Preventive maintenance requirements documented
4. Instrumentation and calibration
· ☐ Chamber control sensors identified
· ☐ Independent validation sensors identified
· ☐ Calibration status current for:
· Temperature probes
· RH probes
· Light sensors, if used
· Recorder / logger system
· ☐ Calibration traceability documented
· ☐ Probe ranges appropriate for intended conditions
· ☐ Logger clock synchronization verified
· ☐ Out-of-tolerance instrument handling procedure defined
· ☐ Calibration certificates attached or referenced
Qualification and stability work should rely on calibrated, qualified equipment with documented maintenance and performance verification, and the stability program must be controlled by written procedures. 
5. Chamber mapping / operational setup
· ☐ Empty-chamber mapping protocol approved
· ☐ Sensor map covers worst-case locations:
· Top
· Middle
· Bottom
· Front
· Back
· Near door
· Near air discharge / return
· ☐ Number of sensors justified for cabinet size
· ☐ Sampling interval defined
· ☐ Stabilization period defined before analysis
· ☐ Door-opening challenge defined
· ☐ Recovery-time assessment defined
· ☐ Seasonal / room ambient influence considered
· ☐ Worst-case shelf positions identified
· ☐ Routine monitoring sensor location selection strategy defined
WHO guidance for controlled storage areas expects mapping before commissioning so temperature profiles and hot/cold spots are understood, and monitoring-system placement should be based on worst-case positions identified during qualification. 
6. Operational Qualification (OQ)
· ☐ Empty cabinet operated at each required condition
· ☐ Setpoint accuracy verified
· ☐ Temperature uniformity assessed
· ☐ RH uniformity assessed, if applicable
· ☐ Chamber stability over time assessed
· ☐ Alarm limits challenged:
· High temperature
· Low temperature
· High RH
· Low RH
· Power failure
· Sensor failure
· Door open
· ☐ Controller display compared to independent logger data
· ☐ Door-opening recovery tested
· ☐ Restart / power-interruption recovery tested
· ☐ Data recording and retention verified
· ☐ Repeat runs performed per protocol
7. Performance Qualification (PQ)
· ☐ PQ performed under routine operating conditions
· ☐ Cabinet loaded in a representative manner
· ☐ Worst-case loading pattern challenged
· ☐ Product / placebo / simulated load justified
· ☐ Loaded temperature distribution assessed
· ☐ Loaded RH distribution assessed, if applicable
· ☐ Recovery after door opening assessed under load
· ☐ Cabinet maintains required condition for full test duration
· ☐ Repeat successful runs completed per protocol
· ☐ Acceptable storage zones identified
· ☐ Restricted / unsuitable zones identified, if any
8. Stability-program alignment
· ☐ Qualified cabinet condition matches approved stability condition
· ☐ Study condition labels match protocol and registration strategy
· ☐ Sample placement rules defined
· ☐ Shelf assignment / sample segregation rules defined
· ☐ Pull schedule controls defined
· ☐ Excursion handling procedure defined
· ☐ Sample accountability procedure defined
· ☐ Backup / contingency storage location qualified and identified
ICH Q1A(R2) ties stability studies to defined storage conditions such as long-term, intermediate, and accelerated studies, while FDA requires the written program to support storage conditions and expiration dating. 

9. Optional photostability controls
· ☐ Photostability use is clearly designated
· ☐ Light source type documented
· ☐ Light intensity / exposure measurement method defined
· ☐ Exposure uniformity assessed
· ☐ Light calibration / verification documented
· ☐ Light-only vs temperature / RH interactions considered
· ☐ Sample orientation and shielding rules defined
Photostability is a distinct stability topic under ICH Q1B, so cabinets used for light studies should be qualified for the light-exposure conditions they are intended to deliver. 
10. Data integrity and records
· ☐ User access levels defined
· ☐ Audit trail enabled, if electronic
· ☐ Data backup process verified
· ☐ Raw data retained
· ☐ Report templates controlled
· ☐ Manual entries attributable and contemporaneous
· ☐ Alarm acknowledgment records retained
· ☐ Excursion investigations linked to study records
11. Maintenance and ongoing control
· ☐ Preventive maintenance schedule approved
· ☐ Routine cleaning procedure approved
· ☐ Routine calibration interval defined
· ☐ Routine alarm verification frequency defined
· ☐ Periodic re-mapping / requalification frequency defined
· ☐ Trend review of temperature/RH performance defined
· ☐ Spare parts / critical components identified
· ☐ Service records retained
12. Requalification triggers
· ☐ Major repair
· ☐ Sensor replacement
· ☐ Controller or software change
· ☐ Cabinet relocation
· ☐ Repeated excursion trend
· ☐ HVAC change in room
· ☐ Door or gasket replacement
· ☐ Shelf configuration change that affects airflow
· ☐ Change in intended use or study condition
WHO validation guidance treats qualification as a lifecycle activity, so requalification after significant change is expected rather than treating validation as one-and-done. 
13. Final report package
· ☐ Approved protocol included
· ☐ IQ/OQ/PQ results summarized
· ☐ Calibration certificates included or referenced
· ☐ Mapping diagrams included
· ☐ Raw data archived
· ☐ Deviations and investigations included
· ☐ Acceptance criteria assessment documented
· ☐ Final conclusion states fit for intended use
· ☐ QA approval completed
14. Simple approval statement
Use this in the report if helpful:
“The stability cabinet was qualified for its intended use based on successful completion of documented IQ, OQ, and PQ activities, demonstrating that the cabinet maintained the required controlled environmental conditions within established acceptance criteria for the approved stability study application.”
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