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Outsourcing Readiness Checklist

Organizational Readiness & Scope Clarity

« Defined scope of work for outsourced regulatory/compliance tasks

e Stakeholder alignment on outsourcing goals and expectations

e NDA and data privacy agreements in place

o List of internal systems/tools accessible to external consultants

e KPIs and SLAs defined for outsourced activities
Documentation & File Access

e Up-to-date technical files and regulatory documentation
Version-controlled QMS and SOP repository
Risk management files per 1SO 14971 [ EU MDR
Access to audit logs, previous submissions, and correspondence
Centralized document sharing or collaborative platform
Internal Team & Process Integration

e Point of contact(s) assigned for outsourced consultants

e Communication SOPs and escalation hierarchy defined

e Review and approval timelines documented

e Shared calendars for review meetings, deadlines, and deliverables

e Task tracking integrated into project management tools
Compliance Infrastructure

e Compliance calendar including submission, audit, and renewal dates

e Status tracking for all regulatory filings (FDA, CE, ISO, etc.)

e Audit-readiness SOPs in place and accessible

e Training records and QMS effectiveness metrics available

o Defined post-market surveillance (PMS) responsibilities
Tools, Systems & Security

e Access granted to relevant systems (LIMS, eQMS, Doc Control tools)

e Two-factor authentication and access logs enabled

e Role-based access to sensitive or confidential data

e Cloud storage compliance (e.g., HIPAA, GDPR) ensured

 Collaboration tools tested for compatibility (Slack, Teams, Zoom, etc.)
Ongoing Evaluation & Feedback

e Regular performance review schedule for outsourcing partners
Feedback mechanism for continuous improvement
CAPA tracking linked to outsourced processes
Outsourcing budget vs. ROI tracked /
umented lessons learned from prior engagements
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