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Program: please note I am not speaking here on behalf on NHS England nor am I 
representing NHS England in this talk, nor the DHSC. 

• I am a cofounding director of CambridgeBPI Ltd who are partners with the University of 
Cambridge and other investigators on an NHS NIHR HSDR Grant funded research program 
that I will speak about. 

• As a director and shareholder of CambridgeBPI Ltd I will speak about BPI and our 
development of digital BPI, for which CambridgeBPI holds the IP and copyright on licence 
from the University of Cambridge. CambridgeBPI Ltd is an ongoing commercial interest.
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Timeline

In 2005 I recommended a 3.6-fold 
increase of CAMHS capacity by 
2016!

The Scale of Challenge 
2005

Establishing CYP IAPT 2011

Future in Mind
Five Year Forward View 
Green Paper 
Long Term Plan
10 yr Plan 2015-2025

£1.15 Billion: 2025

CYPMHS Budget Trebled

Doubling of rates of disorder! 
Services struggling

But, what’s up with the 
kids?
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10 yr Health Plan, For England(2025)!

• from hospital to community
• from analogue to digital
• from sickness to prevention
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Why might digital BPI be part of the answer?
Digital Mental Health has to be part of the solution: why BPI?
• BPI is NICE approved
• BPI delivers an holistic, formulation driven, biopsychosocial (B-P-S) intervention
• Our College wants us all to ‘reclaim our medical identity’ using holistic B-P-S formulation-

based practice
Validations of this approach also include recent eLearning modules
• The new Suicide Prevention: Staying Safe from Suicide (NHS England) Best Practice 

Guidance
• And the holistic care for CYP who are gender questioning
www.minded.org.uk
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How can we achieve Translational Success?

• From lab to bedside a key national priority for the NHS
• Best practice guidance to implementation
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Enablers
The 10 yrs plan is very strong on this:
• Plans for digital health store
• For making it easier for DMH tech companies to partner NHS
• Making it easier to bring new products into the NHS
• Speeding up RCT delivery
• Enhancing appropriate DMH science evaluation and regulatory support to be more enabling
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Current DMHI landscape 
Evaluation Regulation and Implementation

• Let me tell you its not simple! 

• But to help we are finalising new MindED ‘Tipsheets’ with the MHRA explaining their role in 
regulation of software as medical devices

Dr Raphael Kelvin 25th Sept 2025



From Concept to Bedside- YP Self Service eBPI
• I will use our current NIHR WaitLess Study to illustrate our journey…we are in mid flight!

• Changing the vehicle but retaining the essence of its effectiveness

• What is the process? 

A small thought experiment: 
• consider how this compares to talking treatments, and digital products that are NOT 

regulated as medical devices?
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eBPI Product Development & Research Cycle
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Cycle SME & PPI Research Package Equivalent Phase in 
Drug Development

Medical Device 
Requirements
MHRA/EU MDR

Early Alpha Phase
Concept Development & 
SME Translation 

YPAG: PAG: Focus 
Groups
SMEs 
Understanding our user 
needs

WP1: First product 
development:

Early prototype 
development

Product Development 
Lab work

Evidence base & 
Effectiveness for 
‘Intended Purpose’.
 Safety
 Reliability
 Data and IT 

management  & 
security

 Acceptability
 Implementation 

Good clinical practice 
(GCP ISO 14155). 
IRAS and MHRA aligned 
application.

Alpha Phase Testing
Healthy volunteers

YPAG: PAG: Focus 
Groups: SMEs: Young 
people: Adolescents 

WP2: First Version 
Testing
Usability, acceptability, 
safety, data 
management

Phase I

Beta Phase Testing
Patients not in treatment 
setting

Ditto plus: Patients & 
Service Staff

WP3: Second Version: 
Ditto, quality assurance, 
data collection strategy, 
target audience testing, 

Phase IIa

Live in subjects Testing
Patients in treatment 
setting

Ditto: WP4: Live in subject and 
setting testing RCT

Phase IIb/III
(Pilot to Pivotal RCTs)



Conform to 
NICE ESF

21 Standards

Conform to 
NHS DTAC 
Standards

ISO 14971
Data, Risk, UX, 
Interoperability

Data Gathering 
Framework

RCT
MHRA Registration

ISO 14155 GCP 
Clinical  Investigation 

Plan (CIP)

Technical 
Development Files

Based on
NICE (ESF) Evidence 

Standards Framework

QMS
ISO 13485

Quality 
Management 

System

Usability
BS 62366

NICE Early Value 
Assessment

‘Pivotal RCT’

MHRA Early Access 
for Medical Devices 

into NHS

NICE Guidance
NHS Adoption

MHRA - Vigilance

Readiness for Medical Device
Conformity

NHS 
Commissioning

Our NIHR Wait Less Study Strategy for Translational Success
Methods OutcomesOutcomes
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Reproduced with permission from eg Technology Ltd



Summary
• Current services cannot meet current need
• Digital innovation must be part of the solution
• Policy enablers are accelerating opportunity
• But the landscape remains complex 
• We recommend planning for translational success
• We hope to report our findings soon the digital BPI journey may assist others
• And most of all help more young people and families
Contact: 
Raphael.kelvin@cambridgebpi.com 
or Raphael.kelvin@nhs.net
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Thank you
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