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Preparation template
Use this template before contacting laboratories to define the outcome and milestone the work must support, the required outsourcing model and scope, and the programme, method, microbiology, sample and delivery requirements. It applies to sponsors appointing laboratories and service providers subcontracting work or building partnerships. Capture known risks, decision criteria, responsibilities and the selection plan, recording gaps and assigning owners so laboratories receive a clear, consistent brief. Complete applicable areas and mark others as not applicable, with a reason.
	Step
	Preparation area
	Information to populate
	Owner / notes

	1
	Target milestone
	Decision supported, target date and definition of success, including the programme milestone or client-delivery outcome.
	

	2
	Outsourcing model
	Routine GMP, development, specialist/niche, microbiology, strategic or virtual function. Identify whether support is one-off/project-stage, recurring or ongoing, and whether the relationship is direct or B2B subcontracting/partnership. These choices may overlap.
	

	3
	Scope
	Outsourced, internal and other-vendor activities, exclusions, responsibilities and interfaces. Identify the laboratory expected to perform each activity where known.
	

	4
	Programme context
	Product, modality, route, phase, regulatory history and control strategy.
	

	5
	Method status
	Existing methods, development, transfer, qualification, validation, specifications and reference standards. Identify transfer readiness, known limitations and suitability requirements for the receiving laboratory.
	

	6
	Microbiology
	Sterility, bioburden, endotoxin, environmental monitoring, water and identification needs. Define relevant limits, existing method status, suitability and containment requirements; identify anaerobic capability where required.
	

	7
	Samples
	Types, quantities, availability, storage, shipping, hazards, containment and handling. Identify limited supply and dependencies on sponsor or other-provider inputs.
	

	8
	Deliverables
	Protocols, data, reports, certificates, investigations and stability outputs. Specify review/approval status, acceptance criteria, data formats and access arrangements.
	

	9
	Timelines
	Milestones, testing windows, lead times and dependencies. Distinguish fixed dates from planning assumptions and define whether turnaround ends at test completion, data review or approved-data delivery.
	

	10
	Risks and gaps
	Scientific, sample, quality, capacity, regulatory, budget and schedule risks, with proposed mitigations, outstanding information and action owners.
	

	11
	Decision criteria
	Must-haves and priorities for fit, quality, timing, capacity, cost and working style. Agree essential requirements and weighting for trade-offs before evaluating responses.
	

	12
	Governance
	Technical, quality, regulatory, commercial and decision owners. For B2B work, define client-relationship ownership, delivery coordination, data review/approval, confidentiality, subcontractor oversight, consent requirements and escalation.
	

	13
	Market approach
	RFI, proposal/SOW or RFP; longlist and shortlist. Use an RFI to screen fit, request a proposal/SOW when scope is mature, and assess whether a formal RFP is proportionate.
	

	14
	Selection plan
	Outreach, evaluation, audit, contracting and award dates. Include closure of critical findings and alignment of the statement of work and any required quality agreement before work starts.
	



Review and agree the completed template internally before approaching providers. Confirm the outsourcing boundary, close critical information gaps and decide whether an RFI, proposal/SOW or formal RFP is the appropriate next step.
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