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API Specification Q1 Requirements Checklist 
 
This checklist outlines the core requirements of API Specification Q1, 10th Edition, organized 
into practical, actionable sections. Clients can use it to assess readiness, identify gaps, and guide 
implementation of the API Specification Q1-10th edition standard. 
 
1. Quality Management System (QMS) 

• ☐ Quality Manual established and maintained 
• ☐ Organizational structure, roles, and responsibilities documented 
• ☐ Key quality processes defined and controlled 
• ☐ Quality policy communicated and understood across the organization 
• ☐ Documented procedures supporting critical operations 

 
2. Risk Management 

• ☐ Documented risk assessment process in place 
• ☐ Methodology for identifying and ranking risks 
• ☐ Assessment of risks related to product, service, and supply chain 
• ☐ Mitigation actions defined, assigned, and tracked 
• ☐ Periodic risk review and continuous improvement activities documented 

 
3. Management of Change (MOC) 

• ☐ Documented MOC procedure controlling changes to: 
o Processes 
o Equipment 
o Personnel 
o Suppliers 
o Technology / Software 

• ☐ Impact analysis performed prior to approval 
• ☐ Roles and responsibilities for change approval defined 
• ☐ Records of completed MOCs maintained and accessible 

 
4. Contingency Planning 

• ☐ Contingency plans established for critical operations 
• ☐ Plans address emergencies, disruptions, and loss of key resources 
• ☐ Periodic testing or review of contingency plans 
• ☐ Records retained for drills or activation 

 
5. Product Realization & Service Quality 

• ☐ Product/service realization planning documented 
• ☐ Defined acceptance criteria for all deliverables 
• ☐ Verification and validation performed and recorded 
• ☐ Control of outsourced processes documented 
• ☐ Product traceability maintained as required 
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6. Design & Development (When Applicable) 

• ☐ Design input requirements established 
• ☐ Design reviews documented 
• ☐ Verification and validation activities completed 
• ☐ Design changes controlled under MOC 
• ☐ Records of design development maintained 

 
7. Supply Chain & Supplier Management 

• ☐ Approved Supplier List (ASL) maintained 
• ☐ Supplier evaluation and re-evaluation criteria defined 
• ☐ Supplier performance monitored (quality, delivery, compliance) 
• ☐ Supplier nonconformities documented and resolved 
• ☐ Communication of quality requirements to suppliers established 

 
8. Nonconformity & Corrective Action (CAPA) 

• ☐ Process in place for identification and documentation of nonconformities 
• ☐ Root cause analysis performed using objective methodology 
• ☐ Corrective actions assigned, implemented, and verified 
• ☐ Evidence of effectiveness reviewed 
• ☐ Preventive actions considered and implemented where necessary 

 
9. Internal Audits 

• ☐ Annual internal audit schedule developed 
• ☐ Competent auditors assigned 
• ☐ Audit procedures documented and followed 
• ☐ Audit findings documented, communicated, and resolved 
• ☐ Corrective actions tracked to closure 

 
10. Management Review 

• ☐ Regular management review meetings conducted 
• ☐ Input includes audits, nonconformities, risk, supplier performance, and KPIs 
• ☐ Output includes decisions, action items, and improvement strategies 
• ☐ Records of meetings retained 

 
11. Control of Documents & Records 

• ☐ Document control procedure established 
• ☐ Version control implemented for all controlled documents 
• ☐ Access restrictions and approvals defined 
• ☐ Record retention schedule compliant with API Q1 
• ☐ Electronic documents protected against unauthorized alteration 
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12. Training & Competency 

• ☐ Competency requirements defined by role 
• ☐ Training plans established and implemented 
• ☐ Records of training and competency assessments retained 
• ☐ Employee competency periodically reviewed 
• ☐ New-hire onboarding includes QMS and API Q1 requirements 

 
13. Equipment & Infrastructure Maintenance 

• ☐ Maintenance schedule created for critical equipment 
• ☐ Calibration procedures defined and followed 
• ☐ Records of calibration and maintenance maintained 
• ☐ Out-of-tolerance conditions investigated and documented 

 
 
Accupoint Software delivers integrated tools for API Q1 compliance. 
 
By using Accupoint’s checklist as a structured guide, you can quickly evaluate your current level 
of conformance, highlight areas that need improvement, and create a clear roadmap toward full 
API Specification Q1, 10th Edition compliance.  
 
Whether you're preparing for certification, tightening operational controls, or looking to streamline 
documentation, Accupoint’s InterLink API Q1 platform provides the tools and workflow 
automation needed to simplify and strengthen every stage of your compliance journey. We’ll show 
you exactly how Accupoint can help modernize and strengthen your compliance operations.  
 
Schedule your personalized demo at accupointsoftware.com  and we’ll show you exactly how 
Accupoint can help streamline and strengthen your compliance operations. 
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