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Preparation template
Use this template before contacting service providers. The aim is to capture enough information to make the first conversation useful, including the drug substance modality, process history, analytical status, quality expectations and known gaps.
	Step
	Preparation area
	Information to populate
	Owner / notes

	1
	Project milestone
	Key milestones and what success looks like.
	

	2
	Outsourcing scope
	Activities to outsource and activities to keep internal or with other vendors.
	

	3
	TPP details
	API type, modality, development stage, intended clinical/commercial path and known technical constraints.
	

	4
	Available information
	Route/process history, analytical methods, impurity or variant data, stability data, manufacturing history, specifications, control strategy and target product profile.
	

	5
	Known gaps
	Unknowns, uncertainties or areas still under development.
	

	6
	Decision drivers
	Rank key drivers such as quality, technical fit, timing, cost, capacity, geography, communication and strategic fit.
	

	7
	Requirements
	Must-have requirements separated from preferences.
	

	8
	Compliance expectations
	Quality, GMP, regulatory, licence, health and safety, handling and containment expectations.
	

	9
	Risk review
	Likely technical, supply chain, timeline, regulatory, commercial and internal resource risks.
	

	10
	RFI or RFP decision
	Confirm whether the next step is market screening or a detailed proposal request.
	

	11
	Provider information pack
	Consistent information pack and response format to send to providers.
	

	12
	Comparison approach
	How providers will be compared before responses are received.
	

	13
	Internal ownership
	Owners for technical review, quality review, commercial review and final decision-making.
	

	14
	Selection timeline
	Timeline for outreach, clarification, proposal review, due diligence and selection.
	



A balanced preparation template should make the project easier to understand, not harder to start. If a section cannot be completed, say so clearly and ask the provider how they would approach the gap.
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