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Investor’s view
Mock Stage Gate Review 



MedTech BEST 
Today

Info session on 
– Early Stage MedTech Opportunities – the Investor’s 

View:  Mark Wyatt, Mercia Technologies 

Team sessions on 
– Business plan (identify/close gaps), Cashflow
– Preparation of Gate 3 presentation for Stage Gate 

Review
Stage Gate Review

– Presentations to panel
– Panel Q&A
– Recommendations and decisions  
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Product Development -
Stage Gate Process
• Development process broken into key phases

• Project reviewed by management team at end of each phase – Gate Review

• Project must successfully pass through Gate before it can proceed to next phase 
– minimises risk & allows portfolio approach

• Stops projects running out of control

• Focuses team on what information/results are required

Source: https://www.linkedin.com/pulse/stage-gate-approach-
investing-content-marketing-chuck-frey/
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Product Development -
Stage Gate Process

Source: https://www.linkedin.com/pulse/stage-gate-approach-
investing-content-marketing-chuck-frey/

Feasibility       Concept/          Design frozen  Manufacturing  Cost of              Post market 
Definition        Mfrg process   Clinicals sales &

Regulatory           marketing
approvals

surveillance
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• Use the cashflow tool to estimate required resources (including personnel, facilities, 
patent costs, supply chain partners, materials, equipment, process development, 
legal, regulatory & compliance costs, clinical, scale-up, market access etc)

• Prepare a case (to present to panel) for progression through Gate 3 to Stage 3

https://www.linkedin.com/pulse/stage-gate-approach-investing-content-marketing-chuck-frey/


MedTech BEST 
Financial requirements

How much do you need?  
Where will you get this from?
Use cashflow tool to model?

www.startuprunway.io/#/

Do it yourself with Excel?

You now need to model:
• Costs required to reach Gate 3? [assume you have reached this 

stage and raised/spent this money!]
• Costs required for Stage 3 (Development) [assume you want to 

move to this now]
• Cost to reach product launch? [Your funders/investors will expect 

you to have a decent estimate now]  
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people.innovate.

Development Process
Stage Description/Activities

0: Idea creation/gathering • Brainstorming

• Internal R&D

• Technology scouting

• Literature review

• Companies/Universities

1: Initiation/Feasibility • Initial proposal & business case • Initial proof-of-concept and 

prototypes

2: Concept/Definition • Full business case & project plan

• Research Customer 

Requirements

• Market evaluation

• IP Review

• Initial regulatory plan

• Manufacturing plan

• Further develop/test prototypes

3: Design & Development • Define design inputs

• Verification & Validation Plan

• Further testing/development

• Risk assessment

• Develop/review manufacturing 

process

• Develop/test final prototype

• Design packaging/labelling

• Update market, IP, regulatory 

reviews etc.

4: Transfer to Manufacturing • Establish and validate process

• Approve suppliers

• Document procedure

• Train operators

5: Regulatory • Prepare Technical File

• Regulatory submission

• Obtain regulatory approval

6: Post Launch • Surgeon training

• Product/Process improvements

• Complaints

• Post-market surveillance
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Business Plan Introduction

We will work through this in more 
detail in next session 
but Business Plan 
• Is foundation of all business 

activities through all TRLs and Stage-
Gates

• Will be your source document on 
which to base all proposals

• Will be based on assumptions which 
become more reliable as company 
progresses

• Will be asked for by investors
• Will be used to generate your 

Opportunity Note to submit to 
MedTech BEST judges
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Send to Mike Raxworthy by 
09.00 on Monday 30 April 
for submission to judges 



Business Plan Sections

1. Intro/Executive Summary
2. Business Overview
3. Market Opportunity
4. Product (or Service)
5. Sales & Marketing Strategy
6. Team/Advisory Board
7. Operational Plan
8. Deal Description/Structure/Details
9. Long Term Financing Plans
10. Exit Strategy

You will generate a 2-4 page       
Opportunity Note* which will be 
supported by a detailed Business Plan (20+ 
pages)

* May also be referred to as Investment Memo
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Opportunity Note 

You will generate a 2-4 page       
Opportunity Note* based on your detailed 
Business Plan
• Supports/becomes part of your pitch
• Example (real) circulated
• Other models – used graphics, charts, 

images

* May also be referred to as Investment Memo
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For next time…….
Thursday 03 May 17.00 – 20.00

• Pitch Final for the MedTech BEST trophy!

• Judges from Royal Academy of Engineering, 
JRI Orthopaedics, Swabtech, Angel Investor, 
University of Leeds
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Professor Mike Raxworthy
x101 Medical Technologies
m.j.raxworthy@leeds.ac.uk
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