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Proposal/ Statement of Work Checklist
Use this checklist when the scope is sufficiently mature for shortlisted analytical or microbiological laboratories to prepare a detailed proposal or statement of work. It brings together the programme context, methods, samples, deliverables, quality expectations, timelines, governance, risks and commercial assumptions that providers need to define a credible approach. Complete each section as fully as possible and require responses in a consistent format so that proposals can be compared on technical fit, delivery confidence and overall value, and not price alone.
	Step
	Scope
	Information to share / evidence to request
	Status/ notes

	1
	Purpose
	Share: decision, work package and target milestone or client-delivery outcome. Request: proposed approach and confirmation of fit.
	

	2
	Context
	Share: product, modality, phase, route where relevant, regulatory and development history, and the intended regulatory use of the data.
	

	3
	Scope
	Share: included work, exclusions, responsibilities and interfaces, and whether support is one-off/project-stage, recurring or ongoing. Request: delivery model, performing sites and any proposed subcontracting or partnership arrangements.
	

	4
	Methods
	Share: versions, validation status, transfer package, specifications, reference standards and known limitations. Request: assessment of transfer readiness and receiving-laboratory suitability, with required development, qualification, validation or transfer work.
	

	5
	Samples
	Share: matrix, quantities, availability schedule, storage, shipping, handling, containment and custody requirements. Request: required inputs and dependencies, including the latest sample-availability dates needed for delivery.
	

	6
	Analytical work
	Share: required development, validation, transfer, release, stability or characterisation activities. Request: technical approach, stages, resources, assumptions and acceptance criteria.
	

	7
	Microbiology
	Share: required sterility, bioburden, endotoxin, environmental monitoring, water or identification work, relevant limits and existing method status. Request: method suitability, contamination controls, investigation support and anaerobic capability where needed.
	

	8
	Quality and data
	Share: required GMP standard, deviations and OOS/OOT expectations, raw-data access, audit trails and retention requirements. Request: review/approval controls, data formats, access arrangements and investigation/notification responsibilities.
	

	9
	Deliverables
	Share: required protocols, reports, certificates, datasets and submission support, with review/approval status and acceptance criteria. Request: format, delivery route and review/approval responsibilities for each output.
	

	10 
	Timeline
	Share: fixed deadlines, planning assumptions and decision points. Request: achievable lead times, dependencies, review cycles and critical path; define whether turnaround ends at test completion, data review or approved-data delivery.
	

	11 
	Governance
	Request: people performing, reviewing and overseeing the work; roles, meetings, reporting and escalation. For B2B work, agree client-relationship ownership, delivery coordination, confidentiality, subcontractor oversight and any client-consent or quality-agreement requirements.
	

	12
	Risks
	Share: known scientific, quality, capacity, supply, timeline and regulatory risks. Request: feasibility assessment, proportionate mitigations and effects on sequencing, timing or cost.
	

	13
	Commercials
	Request: itemised price, options, storage, repeats, investigations, project management and scope-change charges. State assumptions, pricing basis and change-control arrangements.
	

	14
	Evaluation
	Share: response format, deadline, clarification process, criteria and evaluation timetable. Identify essential requirements and priorities so responses can be compared consistently on technical fit, delivery and value.
	



Before issuing the request, confirm that scope, responsibilities, deliverables and fixed deadlines are clear, and that assumptions, dependencies and pricing bases are explicit. Record remaining gaps and ask providers to explain the resulting risks, mitigations and effects on timing or cost. Leave room for a simpler or more scientifically sound approach rather than prescribing the solution. Before appointment, align the agreed statement of work and any required quality agreement, including subcontracting responsibilities and the approved-data delivery endpoint.
Abbreviations: 
SOW - statement of work; 
GMP - good manufacturing practice; 
B2B — business-to-business;
OOS — out of specification; 
OOT — out of trend.
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