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ASHFORD & ST PETER’S HOSPITALS NHS FOUNDATION TRUST                                                                

 
POLICY AND PROCEDURE FOR THE INTRODUCTION AND DEVELOPMENT OF 

NEW INTERVENTIONAL PROCEDURES 

 
 Related Policies:   Medical Devices Training for Clinical Staff 

Consent Policy 
National Guidance Monitoring Framework    
Publication and Provision of Patient Information 

 
    
1.    POLICY 
 
      1.1     INTRODUCTION 

 
The National Institute for Health and Care Excellence (NICE) is a special Health Authority funded by the 
Department of Health.  NICE provides national guidance on the promotion of good health and the 
prevention and treatment of ill health and is responsible for the introduction of new interventional 
procedures. For information on how NICE develops interventional procedures guidance see: 
https://www.nice.org.uk/about/what-we-do/our-programmes/nice-guidance/nice-interventional-procedures-
guidance  
 
Advances in clinical care can often only be made by allowing the introduction of new techniques. 
However, patient safety must not be compromised.  The Department of Health requires medical 
practitioners, post training, who are planning to undertake a new interventional procedure which they have 
not performed before within the NHS to contact NICE and seek the prior approval of the Trust’s Quality 
Governance Committee and Medical Director (HSC 2003/011).   
 

  1.2     PURPOSE 
 
This policy is needed to enable new interventional procedures (IP) to be introduced safely and with full 
communication with patients and staff. This policy defines the processes to ensure that IPs undertaken, 
comply with NICE guidance, if it is available and where this is not available, that clear governance 
requirements are met. This policy will ensure that the Trust meets its legal responsibilities and provide a 
clear Trust-wide approach to the introduction of new interventional procedures.  
 

  1.3     SCOPE 
 
This policy should be used when any clinical practitioner, no longer in a training post, is using a new 
procedure for the first time in their NHS clinical practice.  The policy applies to all practitioners employed 
by Ashford and St. Peter’s Hospitals NHS Trust.  

  
1.4 DUTIES 

 
1.4.1 The Chief Executive  

 
The Chief Executive is ultimately accountable for the implementation of all NICE Guidance.  

 
1.4.2 The Medical Director  

 
The Medical Director will review the formal sign-off of all applications for new IPs.   

 
1.4.3 Divisional Directors and Divisional Associate Directors of Operations  

 
The Divisional Director (DD) will consider applications for new IPs within their area in discussion with the 
Divisional Associate Director of Operations (ADO) and provide formal sign-off.   
 
The DD is responsible for: checking appropriate documentation and training relating to the application, 
ensuring safe practice and review of new practice is undertaken and for authorising any financial support 
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for the implementation of IPs in their area. (Financial support including: the funding of drugs, medical 
devices and other related expenditure in line with the implementation of approved IPs).    

 
1.4.4 The Head of Clinical Effectiveness (HCE)  

 
The Head of Clinical Effectiveness acts as a link for all NICE guidance related issues. The HCE supports 
divisions to disseminate all NICE related documentation and acts to support the implementation of this 
policy, working with the area and communicating with the Medical Director and the trust Quality 
Governance Committee to ensure compliance across the Trust.  The HCE will maintain details of new IPs 
under the Clinical Effectiveness and National Audit Review Group, (CENARG) folder on Trustnet: 
T:\CENARG\NICE Guidance\Interventional Procedures.   

 
1.4.5 The Clinician   

 
Clinicians who wish to undertake new IPs which they have not done within the NHS before must seek 
approval / formal sign-off from their DD and final endorsement from the Medical Director, ensuring that 
effective governance arrangements are in place, as specified in Appendix 1 and access the NICE 
website: www.nice.org.uk.  They must ensure that the patient is fully informed as to the status of the 
procedure and any uncertainty around its safety and efficacy. 
  

1.4.6 The Safety and Quality Committee (SQC) 
 

The Chair of the SQC will receive reports from areas including the initial adoption of new IPs and review 
of new IPs implemented.    

 
1.4.7 The Clinical Effectiveness & National Audit Review Group (CENARG)    

 
CENARG members support review of progress with the introduction of new interventional procedures. 
Details are included in the CENARG annual report to Quality of Care Committee (QCC).   
 

1.5    WHAT IS AN INTERVENTIONAL PROCEDURE? 
 
An interventional procedure is a procedure used for diagnosis or treatment that involves one of the 
following:- 
 
 Making a cut or a hole to gain access to the inside of a patient’s body. 
 Gaining access to a body cavity. 
 Using electromagnetic energy. 
  

1.6   WHAT IS MEANT BY A NEW PROCEDURE? 
 
There is no clear-cut definition of a new interventional procedure and there will always be grey areas. 
 
The Department of Health in England issued a Health Service Circular (HSC 2003/011) to the NHS 
explaining what should be considered a new interventional procedure.   
 
If a fully trained doctor (consultant) is considering the use of a procedure/technique for the first time in their 
NHS clinical practice (outside of a Research Ethics Committee approved protocol), they should consult the 
interventional procedures section of the NICE website.  There are three possible scenarios: 
 
 The procedure is not listed – the doctor should notify it to NICE -  

https://www.nice.org.uk/process/pmg28 and also notify the Trust’s Medical Director and Quality 
Governance Committee.  

 The procedure is already the subject of NICE guidance but is new to ASPH FT – the clinician should 
gain approval from the Trust’s Medical Director and follow the guidance.  

 NICE is in the process of investigation – the clinician should ‘express an interest’ and inform the 
Quality Governance Committee.  They should also ensure that the patient is fully informed as to the 
status of the procedure and the uncertainty around its safety and efficacy. 

 
 
Further guidance for studies that may need Research Ethics Committee Approval: 
Health Research Authority (HRA) brings together the HRA’s assessment of governance and legal 
compliance with the independent ethical opinion by a Research Ethics Committee (REC) so you are 
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required to submit only one application. You should apply for Health Research Authority (HRA) 
Research Ethics Committee (REC) approval through the Integrated Research Application System 
(IRAS).  
The below link provides you with instructions on how to apply for HRA including Research Ethics 
Committee (REC) approval for your research via the Integrated Research Application System (IRAS). 
https://www.myresearchproject.org.uk/help/hlpethicalreview.aspx  
Types of study would include: 
o a Clinical Trial of an Investigational Medicinal Product (CTIMP) (with the exception of Phase 1 trials in 

healthy volunteers taking place outside the NHS) 
o a Clinical Investigation or other study of a Medical Device 
o a combined trial of an Investigational Medicinal Product and an Investigational Medical Device 
o a Clinical Trial to study a novel intervention or randomised Clinical Trial to compare interventions in 

clinical practice 
o a basic science study involving procedures with human participants 
o a study administering questionnaires/interviews for quantitative analysis, or using mixed 

qualitative/quantitative methodology 
o a study involving qualitative methods only 
o a study limited to working with human tissue samples (or other human biological samples) and data 

(specific project only) 
o a study limited to working with data (specific project only) 

Further guidance on setting up of research activity at NHS organisations (interventional research) 
can be found in the link below: https://www.myresearchproject.org.uk/help/hlpinterventional.aspx 

 
2.    PROCESS FOR APPROVAL OF APPLICATION 
 

Clinicians who wish to undertake a procedure new to the Trust should:- 
 
 Inform the Divisional Director of their area and the Medical Director of their intention. 
 
 Appropriately inform patients/carers of the status of the procedure and the uncertainty around its 

safety and efficacy.  This should be done as part of the consent process and should be clearly 
recorded.  Patients need to understand that the procedure’s safety and efficacy is uncertain, and to be 
informed about the anticipated benefits and possible adverse effects of this treatment and 
alternatives, including no treatment.   

 
2.1    PROCEDURE 

 
A clinician who wishes to introduce any new technique or procedure should make a formal application to 
their Divisional Director, see appendix 1, and check whether there is already NICE guidance available on 
the NICE website https://www.nice.org.uk/guidance      

 
The proposal should include the following information:  

 
 A detailed description of the new technique or procedure. 

 
 An indication as to whether it is an entirely new procedure never performed anywhere else and if so 

whether ethical approval has been obtained, or whether it is a procedure that is new to this Trust but 
has been performed elsewhere. 

 
 Details to indicate that the clinician has evidence to show that they have undergone the required 

training to carry out the new procedure or technique. This should include written evidence that they 
have been assessed as competent by an appropriate clinician who has the necessary experience, 
knowledge and skill.  

 
 Indicate whether the new procedure will be initially carried out under the guidance of a clinician from 

outside the Trust with experience in the new technique. 
 
 If it is planned to invite a supervising clinician from outside the Trust, to ensure that their CV is 

screened in the usual way together with GMC registration and Hepatitis B status. 
 
 Indicate the expected benefits of the new procedure over current methods. 
 
 Detail a risk analysis of the new procedure in comparison with current methods. 
 
 Detail any financial implications. 
 
 Detail implications for other service providers e.g. X-ray or Pathology. 
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 Detail how the clinician will communicate with the patients on whom the new procedure is to be 
carried out, to ensure fully informed consent and an understanding of any risks.  This should be 
recorded.  

 
 Provide a patient information sheet which will include risks and benefits and comply with the Trust 

requirements relating to patient information. Access guidance provided by the Health Research 
Authority, HRA. The HRA provides a single approval process for all study types taking place in the 
NHS in England. http://www.hra.nhs.uk/   

 
 Detail how the proposals for the introduction of the new procedure will be communicated to other 

members of the team and General Practitioners of patients undergoing the new procedure. 
 
 Detail how the outcome of the procedure will be assessed and monitored. It is expected that feedback 

will be provided to the Quality Governance Committee after an agreed number of procedures or a 
defined timeframe.  

 
 Indicate that the introduction of the new procedure is supported by consultant colleagues. 

 
  

2.2   REGISTERING A NEW INTERVENTIONAL PROCEDURE WITH NICE  
(https://www.nice.org.uk/process/pmg28) 
 

All new interventional procedures must be registered with NICE. 
 

 A clinician considering use of a new interventional procedure that they have learnt of through a 
meeting, publication or discussion with colleagues will be expected to notify their intention to NICE 
before using the procedure. 

 
 If they are the first person to contact NICE about the procedure it will be registered at that time and 

will be subject to review through the Interventional Procedures Advisory Committee (IPAC). 
 
 NICE will maintain a list of clinicians who have notified their intention to use a particular new 

procedure  
 

 Clinicians will be expected to notify NICE of their intention to perform a new, registered procedure. 
Failure to do so would be seen as a significant clinical governance risk  

 
3      PROCESS FOR MONITORING EFFECTIVENESS OF THIS POLICY 
 

The Safety and Quality Committee is responsible for monitoring that this policy is being implemented and 
identifying any changes required. Details of new IPs are stored under the Clinical Effectiveness and 
National Audit Review Group, (CENARG) folder on Trustnet: T:\CENARG\NICE Guidance\Interventional 
Procedures.   
 
This Policy will be reviewed in 3 years, or earlier if needed. 

 
4  EQUALITY IMPACT ASSESSMENT 
                      
  See Appendix 2. No further action required.  
 
5  ARCHIVING ARRANGEMENTS 
                      

 This is a Trust-wide document and archiving arrangements are managed by the Quality Dept. who can be 
contacted to request master / archived copies.      

 
6  REFERENCES AND BIBLIOGRAPHY                      
 

Health Service Circular Series Number: HSC 2003/011 Issue date: 13 November 2003.  
 
NICE Interventional Procedures section:  
 
https://www.nice.org.uk/About/What-we-do/Our-Programmes/NICE-guidance/NICE-interventional-procedures-guidance  
 
NICE Interventional Procedures Programme Manual: https://www.nice.org.uk/process/pmg28 
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 Health Research Authority, HRA http://www.hra.nhs.uk/   
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Appendix 1  
        

APPLICATION FOR THE INTRODUCTION AND DEVELOPMENT OF  
NEW INTERVENTIONAL PROCEDURES 

 
 

Approvals 

Name Title  Signature Date 

 Divisional Director   

 Associate Director Operations   

 Head of Clinical Effectiveness   

 Medical Director   

 
 
Title of new procedure:  …………..…………………………………………………………………………………… 
 
Planned start date: ………………………. 
 
By Name ………………………….…….     Signature…………..….………..…   Division / Area …………..……… 
 
 
Description of new procedure or technique 
 
 
 
Entirely new - never performed anywhere else? 
 
 
 
Has ethical approval been obtained from Research Ethics Committee (REC)? If Yes, provide reference.  
 
 
 
New to the Trust but performed elsewhere? Where? 
 
 
 
Detail training undergone to carry out new procedure (Note: written evidence of training and assessment must 
be submitted with this application) 
 
 
 
Will new procedure initially be carried out under supervision by clinician from outside the Trust? 
 
 
 
Has the visiting clinician submitted their CV for screening together with GMC, Medical Defence 
organisation and Hepatitis B status? 
 
 
 
Detail the expected benefits of the new procedure in comparison with current methods 
 
 
 
 
Detail a risk analysis of the new procedure in comparison with current methods 
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Are there any financial implications?  If so please give details 
 
 
 
 
Are there implications for other service providers? e.g. X-ray, Pathology.  If so please provide details 
 
 
 
 
How will you communicate with patients to ensure fully informed consent?  Please attach a copy of the 
patient information sheet. 
 
 
 
 
How will the proposals for the new procedure be communicated to other members of your team?  
 
 
 
 
How will you address their training requirements to support you in carrying out this procedure?  
 
 
 
How will proposals of your new procedure be communicated to GPs? 
 
 
 
Detail how the outcome of the procedure will be monitored and assessed. 
 
 
 
Have you contacted NICE about the new procedure? 
 
 
Has it been registered with NICE? 
 
 
Has it been considered by NICE advisory committee? 
 
 
Any other comments? e.g. are there implications for the Trust if the new procedure is not developed? 
 
 
 
 
 
Please provide comprehensive answers to the questions asked and any documentation requested or your 
application may be delayed.  
 
Complete all sections and submit to Head of Clinical Effectiveness for approval by Medical Director 
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Appendix 2  
 

EQUALITY IMPACT ASSESSMENT TOOL 
 

To be completed and attached to any policy when submitted to the appropriate committee for 
consideration and approval. 
 

  Yes/No Comments 

 1. Does the policy/guidance affect one group 
less or more favourably than another on the 
basis of: 

NO No specific group is adversely 
affected.  

    

 Race and Ethnic origin (include gypsies and 
travellers) (consider communication, access to 
information on services and employment, and 
ease of access to  services and employment) 

  

Disability (consider communication issues, 
access to employment  and services, whether 
individual care needs are being met and 
whether the policy promotes the involvement of 
disabled people) 

  

 Gender (consider care needs and employment 
issues, identify and remove or justify terms 
which are gender specific) 

No 2022 removed terms that 
related to specific genders.  

 Culture (consider dietary requirements and 
individual care needs) 

  

 Religion or belief (include dress, individual care 
needs and spiritual needs for consideration) 

  

 Sexual orientation including lesbian, gay and 
bisexual people (consider whether the 
policy/service promotes a culture of openness 
and takes account of individual needs 

  

 Age (consider any barriers to accessing 
services or employment, identify and remove 
or justify terms which could be ageist) 

  

2. Is there any evidence that some groups are 
affected differently? 

NO  

3. If you have identified potential 
discrimination, for example, less than equal 
access, are any exceptions valid, legal 
and/or justifiable, for example a genuine 
occupational qualification? 

N/A  

4. Is the impact of the policy/guidance likely to 
be negative? 

NO  

5. If so can the impact be avoided? N/A  

6. What alternatives are there to achieving the 
policy/guidance without the impact? 

N/A  

7. Can we reduce the impact by taking 
different action? 

N/A  

 


