Evaluation checklist for external provider production capability 
1. General Supplier Information & Certification
☐ Provider has legal registration 
Objective evidence: 
☐ Organizational chart available with defined responsibilities.
Objective evidence: 
☐ Provider has experience with Ex-related manufacturing.
Objective evidence: 
2. Documentation & Technical Capability
☐ Document control system foe production in place.
Objective evidence:
☐ Provider holds latest controlled drawings, BOMs, specifications.
Objective evidence:
☐ Procedures exist for handling customer (manufacturer)-provided documents.
Objective evidence:
☐ Provider demonstrates understanding of relevant Ex-protection concepts.
Objective evidence:
3. Competence, Training & Personnel Qualification
☐ Documented training for personnel involved in Ex-product production.
Objective evidence:
☐ Training covers competency for Ex manufacturing requirements.
Objective evidence:
☐ Ex-related roles have validated competency/certification.
Objective evidence:
4. Production Controls
☐ Defined process flows for Ex-product manufacturing.
Objective evidence:
☐ Special processes (those cannot be verified at a later stage) are qualified and validated.
Objective evidence:
☐ Control parameters for safety-critical features are defined.
Objective evidence:
☐ Work instructions available at each production stage.
Objective evidence:
5. Inspection & Testing Capability relevant to production process
☐ In-process inspections ensure controlled characteristics.
Objective evidence:
6. Equipment & Calibration for production process
☐ Calibration program in place.
Objective evidence:
☐ Calibration certificates traceable to standards.
Objective evidence:
☐ Critical measurement tools identified and controlled.
Objective evidence:
7. Material and Component Traceability for production process
☐ Unique identification during production, implemented (serial, batch, lot).
Objective evidence:
☐ Traceability during production is maintained for safety-critical components.
Objective evidence:
8. Control of Nonconforming Product during production process
☐ Procedure to identify and manage nonconforming items during production
Objective evidence:
☐ Corrective actions relevant to the non-conformities in production, are documented and verified.
Objective evidence:
9. Change control for process parameters 
☐ Formal change control process in place.
Objective evidence:
☐ system for communicating the changes to manufacturer and managing them.
Objective evidence:
☐ Records of change decisions retained.
Objective evidence:
10. Packaging, Handling, and Storage
☐ Packaging prevents damage to Ex components.
Objective evidence:
☐ Storage avoids degradation of safety-critical features.
Objective evidence:
☐ Environmental conditions controlled if needed.
Objective evidence:
12. Record Keeping & Traceability
☐ All production and relevant inspection records maintained.
Objective evidence:
☐ Retention period meets regulatory requirements.
Objective evidence:
☐ Records easily retrievable for audits.
Objective evidence:
13. Audit & Compliance
☐ Provider accepts customer (manufacturer) process audits.
☐ Corrective actions from previous process audits closed.
