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Service Provider Due Diligence Checklist
Use this checklist once you have identified a preferred analytical or microbiological testing provider. Verify that the capabilities, quality systems, capacity and delivery commitments described during selection are supported by evidence and can be sustained in operation. It applies to direct appointments and B2B subcontracting or partnerships. Record the evidence reviewed, residual risks, follow-up actions and owners so the appointment decision reflects delivery confidence as well as technical and regulatory fit. Complete applicable areas and mark others as not applicable, with a reason.
	Scope
	What to check
	Evidence
	Risk / follow-up
	Status & Owner

	Quality and compliance
	Relevant GMP status, licences, inspections, audits, quality metrics and commitments. Verify effective closure of inspection/audit actions.
	
	
	

	Data integrity
	ALCOA+ principles, audit trails, access controls, data review/approval, backup, retention and retrieval. Verify original-data access, reporting formats and approved-data delivery arrangements.
	
	
	

	Investigations
	OOS/OOT results, deviations, CAPA, root-cause investigation and notification. Confirm who leads, reviews and approves investigations and how issues are escalated.
	
	
	

	Methods
	Lifecycle, transfer, qualification, validation and change control. Verify receiving-laboratory readiness, suitability for the actual work and management of known method limitations.
	
	
	

	Facilities
	Flow, environmental controls, segregation, storage and containment, appropriate to the product and volume of work. Confirm the facility matches the proposed operating model.
	
	
	

	Equipment
	Qualification, calibration, preventive maintenance, controlled software/configurations and backup instrumentation. Verify recovery arrangements for critical methods.
	
	
	

	Microbiology controls
	Aseptic practice, method suitability, test controls, monitoring and contamination response for the required scope. Verify anaerobic capability where required and investigation of atypical results.
	
	
	

	Stability
	Chamber qualification, mapping, monitoring, alarms, excursion handling and backup arrangements. Confirm availability for the planned programme.
	
	
	

	Personnel
	Team qualifications, training records, coverage, turnover and senior oversight. Confirm the people who will perform, review and approve the work and any resource bottlenecks.
	
	
	

	Capacity
	Workload, prioritisation, lead times, surge capacity and reserved commitments. Review relevant on-time, in-full delivery evidence and confirm whether turnaround includes review and approved-data delivery.
	
	
	

	Governance
	Team, meetings, reporting, escalation and decision rights. Confirm ownership of technical and quality decisions, data review/approval and reporting beyond data supply.
	
	
	

	Logistics
	Sample receipt, custody, storage, inventory, shipping, handling, containment and disposal. Verify arrangements for limited or unstable samples and sponsor/provider dependencies.
	
	
	

	Continuity
	Recovery, backup facilities, utilities, suppliers and IT. Verify that continuity arrangements have been tested and can protect samples, data and critical timelines.
	
	
	

	Subcontracting and partnerships
	Performing laboratories and sites, client consent, confidentiality, quality oversight and data access. Verify responsibility alignment for client contact, delivery, data review, investigations, reporting and escalation across all provider relationships.
	
	
	

	Commercial and contract
	Assumptions, service levels, liability, IP and termination support. Check pricing and change-control arrangements and alignment between the statement of work and any required quality agreement.
	
	
	

	References
	Delivery history, right-first-time results, turnaround and responsiveness. Seek references relevant to the programme’s scale, stage or technical complexity.
	
	
	

	Final decision
	Selection rationale, residual risks, conditions, actions, owners and approval. Resolve critical findings before appointment; confirm remaining actions and alignment of scope, deliverables, responsibilities, timelines, data access and change control before work begins.
	
	
	



Due diligence should test delivery confidence, not just compliance. Resolve critical findings before appointment. Where a non-critical risk remains open, record its owner, mitigation, timing and cost implications, and reflect it in the final decision. Confirm that the statement of work and any required quality agreement are aligned before work begins.
Abbreviations: 
GMP - good manufacturing practice; 
B2B - business-to-business; 
OOS - out of specification; 
OOT - out of trend; 
CAPA - corrective and preventive action; 
IP - intellectual property. 
ALCOA+ refers to data that are attributable, legible, contemporaneous, original, accurate, complete, consistent, enduring and available. 
On-time, in-full delivery is abbreviated OTIF in the guide.
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