O POINT

API Specification Q2 Requirements Checklist

This checklist simplifies the essential requirements of API Specification Q2 into practical, easy-to-
follow sections. Use it to gauge your current compliance position, pinpoint opportunities for
improvement, and guide a smooth implementation of the API Q2 — 2" edition standard.

1. Quality Management System (QMS)
e [1Quality Manual established and maintained
e [1Scope of the QMS documented (services & locations covered)
e [1Organizational structure, roles, and responsibilities defined
e [1Quality objectives aligned with service delivery requirements
e [1Processes documented and controlled

2. Risk Assessment & Mitigation

o [1Documented risk assessment methodology
I Risk identification for:

o Service execution

o Personnel competency

o Supply-chain and subcontractors

o Equipment and infrastructure
(1 Mitigation plans defined and implemented
(1 High-risk activities reviewed periodically
[1 Records retained for risk reviews

3. Service Execution Planning
o [1Documented service execution plans (SEPs) created
o [IPlanning includes:
o Scope of work
o Acceptance criteria
o Resources & materials
o Equipment & maintenance requirements
o Environmental or safety considerations
e [1Plans communicated to all responsible personnel
o [1Revision control applied to plans

4. Service Quality Plans (SQPs)

Required when risk profile demands additional quality controls
o [1SQPs established for high-risk or critical-service jobs
e [1Quality control steps defined
e [ Verification & validation criteria documented
e [1SQP records maintained
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5. Contingency Planning
e [1Contingency plans created for disruptions in critical services
e [1Plans cover:
o Personnel shortages
o Equipment failures
o Supply chainissues
o Emergency events
¢ [IPlans tested, reviewed, or updated periodically
¢ [1Records maintained for testing and revisions

POINT

6. Management of Change (MOC)
e [1Documented MOC procedure covering changes to:
o Personnel or competency
o Service plans
o Equipment or materials
o Supplier/subcontractor arrangements
¢ [Impact analysis completed before approval
e [1Changes reviewed and communicated to relevant personnel
e [1MOC records maintained

7. Competency & Training
¢ [1Competency requirements established per job role
o [ITraining plans developed based on risk and service type
e [1Records of training and competency assessments maintained
e [JPeriodic reassessment of competency
o [1Competency tied to job assignment decisions

8. Supply Chain & Subcontractor Management
e [ICriteria for supplier and subcontractor approval documented
o [1Approved Supplier List (ASL) maintained

o [1Supplier performance monitored (quality, delivery, compliance)
e [1Subcontractor quality requirements communicated and verified

o [1Records of supplier audits or evaluations retained

9. Control of External Providers (Subcontractors)
e [1Subcontractor responsibilities clearly defined

o [1Validation of subcontractor’s ability to meet service requirements

¢ [1Monitoring of subcontracted service execution
o [1Nonconformities from subcontractors tracked and resolved
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10. Service Nonconformity Management

I Process documented for service-related nonconformities
[0 Nonconformities reported, reviewed, and classified

[ Service corrections implemented when required

[0 Communication with customers documented

[1Trend analysis performed on recurring issues

POINT

11. Corrective Action (CAPA)

I Procedure established for root cause analysis

[1 Corrective action plans implemented and monitored

1 Effectiveness verified and documented

[1Lessons learned reviewed and communicated

[1 Actions integrated into risk management where appropriate

12. Preventive Maintenance & Equipment Control

(1 Process for identifying equipment critical to service quality
(1 Preventive maintenance schedule established and followed
[1 Calibration programs for measuring & testing equipment

[1 Maintenance and calibration records retained

J Equipment failure modes documented and tracked

13. Customer Satisfaction & Communication

[J Customer feedback process implemented

[0 Communication of service execution, changes, or issues documented

[J Records of customer complaints maintained
[1 Customer satisfaction metrics reviewed by management

14. Internal Audits

[J Internal audit schedule established and maintained

(1 Audits cover full APl Q2 scope & implemented processes
[0 Competent auditors assigned

0 Findings documented and addressed

[0 Audit results integrated into management review

15. Management Review

[1 Review meetings conducted at planned intervals
(I Inputs include:

o Audit results

o Nonconformities & CAPA

o Customer feedback
[J Decisions and improvement actions documented
[1 Records retained for audit verification
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Accupoint Software delivers integrated tools desighed to simplify and strengthen API
Specification Q2 compliance.

By using Accupoint’s checklist as a structured guide, you can quickly evaluate your current level
of conformance, identify areas that need improvement, and establish a clear roadmap toward full
API Specification Q2, 2nd Edition compliance.

Whether you’re preparing for certification, enhancing operational controls, or streamlining
documentation, Accupoint’s SAM API Q2 platform provides the workflow automation and
management tools needed to support every stage of your compliance journey.

Schedule your personalized demo at acupointsoftware.com and see how Accupoint can help
modernize, streamline, and strengthen your APl Q2 compliance operations.
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