QMS Scale-Up Checklist for Growing Organizations
1. Documented Information & Document Control

☐ Are all critical processes and procedures documented?
Responsible Party: 

☐ Are documents version-controlled and approved before use?
Responsible Party: 

☐ Are obsolete documents properly archived or removed?
Responsible Party: 

☐ Are documents easily accessible to relevant staff?
Responsible Party: 

☐ Is there a defined process for updating documents when processes change?
Responsible Party: 

2. Process Definition & Scalability

☐ Are all processes clearly defined with inputs, outputs, and responsibilities?
Responsible Party: 

☐ Are interdependencies between processes documented and understood?
Responsible Party: 

☐ Has a process map been created or updated to reflect growth?
Responsible Party: 

☐ Are processes reviewed for efficiency and potential bottlenecks?
Responsible Party: 

☐ Are new processes integrated into the existing QMS framework? 
Responsible Party: 

3. Roles, Responsibilities, & Organizational Structure

☐ Are responsibilities clearly assigned for each process?
Responsible Party: 

☐ Is a process owner identified for every critical process?
Responsible Party:

☐ Has the organizational chart been updated to reflect new teams or roles?
Responsible Party:

☐ Are employees aware of their responsibilities within the QMS?
Responsible Party:

☐ Are authorities and accountability clearly communicated to avoid overlaps?
Responsible Party:

4. Internal Audit Program

☐ Are all relevant processes included in the audit plan?
Responsible Party: 

☐ Are audits conducted at appropriate intervals based on process risk?
Responsible Party: 

☐ Are findings documented and corrective actions assigned?
Responsible Party:

☐ Is there a follow-up mechanism to ensure corrective actions are completed?
Responsible Party:

☐ Are audit results reviewed to identify trends and improvement opportunities?
Responsible Party:

5. Training & Competency

☐ Are all employees trained on the QMS and relevant procedures?
Responsible Party:

☐ Is training updated whenever processes change or new processes are introduced?
Responsible Party:

☐ Are new employees onboarded with QMS awareness and role-specific training?
Responsible Party:

☐ Is competency evaluated to ensure employees can perform their tasks effectively?
Responsible Party:

☐ Are records of training and competency maintained?
Responsible Party:




6. Quality Objectives & Performance Monitoring

☐ Are measurable quality objectives established for each process?
Responsible Party:

☐ Are key performance indicators (KPIs) monitored regularly?
Responsible Party:

☐ Are results reviewed in management reviews to guide improvements?
Responsible Party:

☐ Are trends analyzed to prevent issues before they occur?
Responsible Party:

☐ Are objectives updated as the organization grows or priorities change?
Responsible Party:

7. Continuous Improvement & QMS Review

☐ Are process changes evaluated for potential risks and improvements?
Responsible Party:

☐ Are lessons learned from nonconformities applied across relevant processes?
Responsible Party:

☐ Is the QMS periodically reviewed to ensure it meets current organizational needs?
Responsible Party:

☐ Are management reviews conducted regularly to assess performance and make decisions?
Responsible Party:

☐ Are employees encouraged to contribute ideas for improvement?
Responsible Party:










✅ How to Use This Checklist

Review the checklist periodically, especially during or after organizational growth.

Assign ownership for each checklist item to ensure accountability.

Track progress and prioritize high-risk or high-impact areas first.

Use the results to update your QMS documentation, audits, training, and objectives.

Maintain this checklist as a living tool, revisiting it whenever significant changes occur.
