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Policy Overview: 
This Policy seeks to inform and guide Trust staff wishing to propose the introduction of new 

procedures or techniques to the Trust, or who wish to implement major changes in clinical 

practice, by detailing some of the relevant issues and outlining the process by which 

proposals will be considered. 

 

Key amendments to this document 

Date Amendment Approved by: 

10th February 2026 Policy review / update  
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Aims 

This Policy seeks to inform and guide Trust staff wishing to propose the introduction of new procedures 
or techniques to the Trust, or who wish to implement major changes in clinical practice, by detailing 
some of the relevant issues and outlining the process by which proposals will be considered. 
 

Scope & Definitions 

NICE define an interventional procedure as a procedure used for diagnosis or for treatment that 
involves: 

• making a cut or a hole to gain access to the inside of a patient's body - for example, when 

carrying out an operation or inserting a tube into a blood vessel, or 

• gaining access to a body cavity (such as the digestive system, lungs, womb or bladder) without 

cutting into the body - for example, examining or carrying out treatment on the inside of the 

stomach using an instrument inserted via the mouth, or 

• using electromagnetic radiation (which includes X-rays, lasers, gamma-rays and ultraviolet 

light) - for example, using a laser to treat eye problems. 

For this purpose, new procedures include: 

• New techniques including major modifications of current procedures. 

• Established procedures which are new to the Trust, even when the consultant is experienced 

in this procedure. 

• Established procedures which are new to the consultant who is using it for the first time in his 

or her NHS practice. 

• New devices e.g. Prosthesis. 

N.B. 

Major changes in clinical practice or changes to published Trust guidelines are considered by the 
Clinical Effectiveness Group and the Trust Management Board. 

For the purposes of this Policy, all new procedures; techniques or major changes in clinical practice 
are referred to as new procedures. 

 

Background 

Practitioners planning to undertake new interventional procedures should seek approval from the 
Trust Management Board before doing so. In a case where the procedure has to be used in an 
emergency, the procedure should be notified to the Chief Medical Officer within 72 hours. 

The Trust may consider a number of cases when making decisions on whether to approve the 
introduction of new procedures, techniques or major changes in clinical practice. These include the 
clinical case, the business case and the commercial case. Not all applications will require the 
completion of a commercial case or business case. 

 



Trust Policy 

  

 

Policy for the Introduction of New Procedures, Techniques or Major Changes in Clinical 
Practice 

WAHT-TWI-023 Page 4 of 13 Version 2 

 

Process 

The Trust Management Board will review clinical, business and commercial cases when considering 
whether to approve proposals submitted under this Policy.  

It is anticipated that all proposals should consist of a clinical and business case, though proposals that 
have minimal or no financial implications may not require the presentation of a full business case. 
Proposals concerning major changes to practice which may potentially impact on networked or 
regional service provision should also include a commercial case. 

All business cases MUST be presented to the Strategy and Planning Group for approval, with the 
clinical case, before proceeding to the Trust Management Board. 

Should there be significant doubt whether a commercial case will need to be presented, an opinion 
from the Trust Management Board should be sought prior to submission.  

An application will be considered incomplete unless all cases are presented to the Trust Management 
Board simultaneously. 

The essential elements of each case are outlined below. 

Clinical Case 

This will be prepared by the proposing clinician with assistance from the Clinical Service Lead.  
 
The clinical case seeks to establish the clinical effectiveness (including relevant NICE guidance), 
training and mentoring needs, safety and risk management concerns, patient information and consent 
and clinical audit plans of the proposed change. The application form template for the clinical case is 
available in appendix 1.  
 
Business Case 
 
This will be prepared by the proposing clinician in conjunction with the appropriate directorate 
management, with input especially from the Directorate Manager and Care Group Finance Manager.  
 
The short business case seeks to establish the fundamental financial viability of the proposed change 
by detailing all costs, including equipment and workforce, associated with the proposed change 
together with agreed commissioner funding arrangements and any other financial concerns. 
 
All business cases MUST be presented to the Strategy and Planning Group for approval before 
proceeding to the Trust Management Board. 

Commercial Case 

The commercial case will be prepared by the proposing clinician and/or directorate manager and will 
seek to establish whether the proposed changes are in line with the Trust’s strategy. A commercial 
case will not usually need to be made for changes unlikely to substantially alter existing service 
demand. 
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Roles and Responsibilities 

 
Clinical Effectiveness Group or equivalent 

The Group will approve all new procedures, ensuring that the clinical, business and, where indicated, 
commercial cases have been made to its satisfaction. 

The Clinical Effectiveness Group will act on behalf of the Trust Board to assure the Trust that there is 
compliance with the policy 

 

Trust Management Board 

Once approved, the Board will ensure that the clinician introducing the procedure returns at a specified 
interval with an evaluation of the safety, effectiveness and cost-effectiveness of the procedure. 

 

Clinical Service Lead and Directorate Manager 

Will assist clinicians with identifying costs for example, training in the new procedure, additional 
workforce requirements, additional theatre space and preparation of a business case. 

Will ensure the development is included in the Care Group service plan when approved by the Trust 
Management Board.  

Teams need to identify the source of revenue and capital funding for the new procedure including 
funding provided by commercial and other organisations and describe these in the business case. 

Will discuss with the relevant commissioning body, and agree support or not, if appropriate. 

Will return to the Trust Management Board (TMB) at a specified interval after the new procedure has 
been approved with an evaluation of the safety, effectiveness and cost-effectiveness of the procedure. 

 

Lead Clinician 

Will discuss the proposal with the relevant Clinical Service Lead, Care Group Management Teams 
and if appropriate the relevant commissioning body and agree to support or not. 

Will ensure that other departments and disciplines that may be affected by the development have 
been involved in the application form and provide details in the business case. 

 

Clinician introducing the procedure 

Will check whether the procedure has been evaluated or approved by NICE, by visiting their 
website www.nice.org.uk/guidance 
 
Will check if the new procedure requires any products to be brought into the Trust.  If this is the case, 
the Medical Devices Management Services (MDMS) must be made aware so that they can check 
Indemnity status and advise on how to proceed with regard to recording of those products, the duration 
in the Trust, and if there is a need for Portable Appliance Testing (PAT) review or decontamination. 

Will complete application form (see Appendix 1) including gaining signatures indicating clinical case 
approval from the Care Group Management team, Finance Manager and Chief Medical Officer. 

http://www.nice.org.uk/guidance
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Consent - in all cases it is the responsibility of the clinician using a new health procedure to ensure 
that their patient is fully informed of the risks and benefits of the technique supported by full written 
consent indicating that they are fully informed. 

Will agree to undertake a clinical audit of the outcome of the use of the new procedure within one year 
of introduction into practice. 

 

Monitoring & Governance 

 
Clinical Audit 
An audit of the new procedure will be undertaken no more than one year after its introduction.  The 
results will be presented to the Clinical Effectiveness Group. 

Risk Management 

Should any potential risks be identified, these will be reported by the Care Group Management Team 
at the appropriate Performance Review meeting.  A risk assessment and addition to the risk register 
may be required. 

The following governance procedure will apply:  

 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Care Group Approval 
(including all affected 

services) 

CMO Approval (via the 
CMO meeting) 

Clinical Effectiveness 
Group or equivalent 

approval 

TMB Approval 
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References and associated documents 

 
Sources of Information 
National Institute for Health and Care Excellence https://www.nice.org.uk/ 
 
Into Practice Guide National Institute for Health and Care 
Excellence https://www.nice.org.uk/about/what-we-do/into-practice/resources-help-put-guidance-
into-practice 
 

 

Appendices 

 
 
Appendix 1: Form for completion 
 

 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

https://www.nice.org.uk/
https://www.nice.org.uk/about/what-we-do/into-practice/resources-help-put-guidance-into-practice
https://www.nice.org.uk/about/what-we-do/into-practice/resources-help-put-guidance-into-practice
https://applications.worcsacute.nhs.uk/KeyDocs/KeyDocs/DownloadFile/5050
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Contribution List 

This key document has been circulated to the following individuals for consultation; 
 

Designation 

Chief Medical Officer Group 

Kira Beasley 

 
This key document has been circulated to the chair(s) of the following committee’s / 
groups for comments; 

 
Committee 

Clinical Effectiveness Group  

Trust Management Executive  
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Supporting Document 1 - Equality Impact Assessment Tool   
 
Equality and Health Inequalities Impact Assessment (EHIA) Tool 
 

Herefordshire & Worcestershire STP - Equality and Health Inequalities Impact Assessment (HEIA) 
Form 

Please read HEIA guidelines when completing this form 
 

Section 1 - Name of Organisation (please tick) 

Herefordshire & Worcestershire STP  Herefordshire Council  

Worcestershire Acute Hospitals NHS Trust   

x 
Worcestershire County Council  

Worcestershire Health and Care NHS Trust  Wye Valley NHS Trust  

Other (please state)    

 

Name of Lead for Activity 
 

Kira Beasley 

 

Details of 
individuals 
completing this 
assessment  

 

Name  Job title e-mail contact 

Kira Beasley Head of CMO Services Kira.beasley@nhs.net 
 
 

Date assessment 
completed 

21/08/2026 

 

Section 2 

Activity being assessed (e.g. 

policy/procedure, document, service 
redesign, policy, strategy etc.) 

 
 

Title: Introduction of New Procedures, Techniques or Major Changes 
in Clinical Practice 
 

What is the aim, purpose and/or 
intended outcomes of this 
Activity?  
 
 
 

To ensure appropriate governance arrangements are in place for new 
procedures, techniques and changes to clinical practice.  

Who will be affected by the 
development & implementation of 
this activity?  

x 
x 
 

Service User 
Patient 
Carers 
Visitors 

x 
 
 
 
 

Staff 
Communities 
Other _______________________ 

Is this:  Review of an existing activity (update to previous policy) 
 

What information and evidence 
have you reviewed to help inform 
this assessment? (Please name 

sources, eg demographic information for 
patients / services / staff groups affected, 
complaints etc. 

 
Current processes and governance committees within the Trust, including 
reporting frameworks 
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Summary of engagement or 
consultation undertaken (e.g. who 

and how have you engaged with, or why 
do you believe this is not required)  

 

 
Discussed and approved at the CMO Meeting 

Summary of relevant findings 
 

 
Approved 
 
 

 
Section 3 
Please consider the potential impact of this activity (during development & implementation) on each of the equality groups outlined 
below.  Please tick one or more impact box below for each Equality Group and explain your rationale.  Please note it is 
possible for the potential impact to be both positive and negative within the same equality group and this should be recorded. 
Remember to consider the impact on e.g. staff, public, patients, carers etc. in these equality groups.  

Equality Group Potential 
positive 
impact 

Potential 
neutral 
impact 

Potential 
negative 
impact 

Please explain your reasons for any potential 
positive, neutral or negative impact identified 

Age 
 
 

 X   
There is no known impact to any of the groups 
identified, this procedure affects clinical practice.  
 

Disability 
 
 

 X   
There is no known impact to any of the groups 
identified, this procedure affects clinical practice.  
 

Gender 
Reassignment 
 

 X   
There is no known impact to any of the groups 
identified, this procedure affects clinical practice.  
 

Marriage & Civil 
Partnerships 
 

 X   
There is no known impact to any of the groups 
identified, this procedure affects clinical practice.  
 

Pregnancy & 
Maternity 
 

 X  There is no known impact to any of the groups 
identified, this procedure affects clinical practice.  
 
 

Race including 
Traveling 
Communities  

 X   
There is no known impact to any of the groups 
identified, this procedure affects clinical practice.  
 

Religion & Belief 
 
 

 X  There is no known impact to any of the groups 
identified, this procedure affects clinical practice.  
 
 

Sex 
 
 

 X   
There is no known impact to any of the groups 
identified, this procedure affects clinical practice.  
 

Sexual Orientation 
 

 X  There is no known impact to any of the groups 
identified, this procedure affects clinical practice.  
 
 

Other Vulnerable 
and 
Disadvantaged 

 X  There is no known impact to any of the groups 
identified, this procedure affects clinical practice.  
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Equality Group Potential 
positive 
impact 

Potential 
neutral 
impact 

Potential 
negative 
impact 

Please explain your reasons for any potential 
positive, neutral or negative impact identified 

Groups (e.g. carers; 

care leavers; homeless; 
Social/Economic 
deprivation, travelling 
communities etc.) 
Health Inequalities 
(any preventable, unfair & 
unjust differences in health 
status between groups, 

populations or individuals 
that arise from the unequal 
distribution of social, 
environmental & economic 
conditions within societies) 

 X  There is no known impact to any of the groups 
identified, this procedure affects clinical practice.  
 

 

Section 4 

What actions will you take to 
mitigate any potential 
negative impacts?   

Risk identified Actions 
required to 
reduce / 
eliminate 
negative 
impact 

Who will 
lead on 
the 
action? 

Timeframe 

None .   

    

    

How will you monitor these 
actions? 
 

N/A 

When will you review this 
HEIA? (e.g in a service redesign, this 

HEIA should be revisited regularly 
throughout the design & implementation) 

Annually 

 

 
 
 

Section 5 - Please read and agree to the following Equality Statement   
 
1. Equality Statement 
 
1.1. All public bodies have a statutory duty under the Equality Act 2010 to set out arrangements 
to assess and consult on how their policies and functions impact on the 9 protected 
characteristics: Age; Disability; Gender Reassignment; Marriage & Civil Partnership; Pregnancy & Maternity; 

Race; Religion & Belief; Sex; Sexual Orientation 
1.2. Our Organisations will challenge discrimination, promote equality, respect human rights, 
and aims to design and implement services, policies and measures that meet the diverse 
needs of our service, and population, ensuring that none are placed at a disadvantage over 
others. 
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1.3. All staff are expected to deliver services and provide services and care in a manner which 
respects the individuality of service users, patients, carer’s etc, and as such treat them and 
members of the workforce respectfully, paying due regard to the 9 protected characteristics.  

 
 

Signature of person 
completing HEIA 

Kira Beasley 

Date signed 21/08/2026 

Comments: 
 

 

Signature of person the Leader 
Person for this activity  

Dr Jules Walton 

Date signed 21/08/2026 

Comments: 
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Supporting Document 2 – Financial Impact Assessment 
 
To be completed by the key document author and attached to key document when submitted to the 
appropriate committee for consideration and approval. 
 

 Title of document: 

 

Yes/No 
 

1. Does the implementation of this document require any 
additional Capital resources 

 

No 

2. Does the implementation of this document require 
additional revenue 

 

No 

3. Does the implementation of this document require 
additional manpower 

 

No 

4. Does the implementation of this document release any 
manpower costs through a change in practice 

 

No 

5. Are there additional staff training costs associated with 
implementing this document which cannot be delivered 
through current training programmes or allocated training 
times for staff 

 

No 

 Other comments:  
 
 
 
 

 

 

 
 
If the response to any of the above is yes, please complete a business case which is signed by your 
Finance Manager and Directorate Manager for consideration by the Accountable Director before 
progressing to the relevant committee for approval 

 
 


