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   1.0 Introduction and Background / Scope
   UHL values innovation and has introduced many new interventional
   procedures to improve patient care. Innovation is integral to medical
   progress.
   This policy is intended to guide medical staff when they want to
   introduce a new interventional procedure (NIP). The policy provides a
   checklist of the steps which need to be taken to ensure that
   appropriate training or mentoring is in place. It also reminds medical
   staff to discuss any NIP with their colleagues and Clinical Director
   and to check that audit and Clinical Governance arrangements are in
   place, emphasising patient safety.
   The Trust is committed to supporting innovation provided it is
   underpinned by appropriate safety considerations, including training
   and patients’ informed consent.
   This policy is administered by the New Interventional Procedures
   Advisory Group (NIPAG) whose role is to give advice to medical staff
   considering introducing a new interventional procedure. The NIPAG
   chairman is appointed by the Medical Director, to whom he is
   responsible.
   This policy is intended to describe the process through which new
   interventional procedures are introduced into use within UHL. It does
   not cover the introduction of medicines, which should be requested via
   the Therapeutics Advisory Service (TAS) in line with the Policy for
   the Introduction of New Medicines into the Trust which is currently
   been developed.
     2. 
       Definitions
   For the purpose of this policy, a new interventional procedure follows
   the definition adopted in the HSC 2003/0111:
   One used for diagnosis or treatment that involves incision, puncture,
   entry into a body, electromagnetic or acoustic energy.
   An intervention procedure is considered new, if a doctor no longer in
   a training post is using it for the first time in his or her NHS
   clinical practice.
   3.0 Individual clinician’si responsibilities with respect to NIP’s:
   The individual clinician has clinical responsibility for the
   introduction of any NIP to their patients’ treatment.
   If introducing a new interventional procedure to UHL, the clinician is
   responsible for:
     * 
       Ensuring that any minor changes to a procedure (which they already
       provide with directorate support) are discussed with colleagues.
       Consideration must be given to whether notification to NIPAG is
       appropriate. If in doubt, clinicians can contact the NIPAG Chair
       or their directorate representative for advice before completing
       the Notification Form.
     * 
       For more significant changes to a procedure or before a completely
       new procedure is being introduced, the NIPAG Notification Form
       (Appendix 1) should be used to notify NIPAG. Clinicians should
       additionally seek the support of their Clinical Director (or Head
       of Service, if so delegated).
   The purpose of the NIPAG Notification Form is that it advises:
     * 
       Whether the procedure has been reviewed by NICE.
     * 
       What patient information will be provided.
     * 
       Whether all relevant staff have been trained appropriately.
     * 
       What arrangements are in place for monitoring safety.
   There are instances where clinicians may wish to seek advice or
   discuss their NIP with NIPAG prior to completion of the Notification
   Form in order to confirm whether NIPAG notification is necessary.
   If a NIP is to be performed as an emergency, the Clinical Director or
   equivalent Deputy must give verbal permission beforehand. The chair of
   NIPAG should be notified within 48 hours of the procedure being
   carried out.
   4.0 The Clinical Directors’ responsibilities with respect to NIP’s:
   Clinical Directors have overall responsibility for financial
   management and Clinical Governance within their directorates. Any
   clinician planning to introduce a NIP must therefore secure the
   support of their Clinical Director as well as their Head of Service.
   5.0 Purpose of the New Interventional Procedures Advisory Group:
   NIPAG acts as an advisory body to individual clinicians who are
   considering introducing a NIP. It also supports Clinical Directors and
   Heads of Service by confirming that the appropriate Clinical
   Governance and audit arrangements are in place for any NIP notified to
   NIPAG. Finally it supports the Trust with meeting the Healthcare
   Commission’s Core Standard on Safety (C3)2.
   NIPAG is not concerned with the introduction of drugs and therapeutics
   which should be notifed to the UHL Therapeutics Advisory Service
   (TAS). New interventional procedures which involve medicated devices
   may involve consideration by both committees. In these circumstances,
   the Chair of either NIPAG or TAS should be approached for advice
   before making a formal notification.
   NIPAG’s Terms of Reference are attached in Appendix 2.
   6.0 Introduction of NIP through research:
   NIPAG will also consider NIPs that are introduced to the Trust within
   a research protocol where there are training implications or those
   that will subsequently be included on case registers. Advice can be
   sought from the NIPAG Chair.
     7. 
       Policy Implementation:
   All NIPs must notified to NIPAG. The number of NIPAG notifications
   received each year will be reported to the Directorates.
   8.0 Adverse events:
   Serious and unexpected adverse events should be notified via the
   Trust’s Incident reporting process and should also be copied to the
   Chair of NIPAG.
   9.0 Monitoring and Review:
   Part of the NIPAG process is to consider what audit arrangements will
   be needed when the NIP starts. Recommendations may vary depending on
   the intervention, but NIPAG usually asks for a report on the first 20
   patients treated. For less frequently performed treatments NIPAG
   require a report after the first 6 months of introducing the procedure
   if 20 patients have not been treated by that time.
   The NIPAG audit form (Appendix 3) should be used as a guide. Where
   audit data has not been received after one reminder this will be
   classed as a DEFAULTED AUDIT and will be reported to the Clinical
   Director and the Trust Clinical Governance Committee. It is also
   recommended that the NIP be included in the Directorate Audit
   schedule.
   The next review of this policy will be in June 2009.
   10.0 References
   1. Healthcare Circular - HSC 2003/011 - The Interventional Procedures
   Programme - Department of Health, November 2003
   2. Healthcare Commission, “Standards for Better Health” - Safety
   Domain, Core Standard C3. Department of Health, 2004
   University Hospitals of Leicester NHS Trust
   N
   APPENDIX 1
   OTIFICATION OF NEW INTERVENTIONAL PROCEDUREii
   Title/name of procedure
   NIPAG use
   Reference number
   Description and indication for procedure:
   Intended benefits for patients – compared to alternatives (what is the
   current treatment?):
   Possible complications (include expected incidence of each):
   Summary of evidence (please submit references as attachments with this
   document):
   When do you hope to first perform this procedure?
   How many procedures do you anticipate carrying out per year?
   Please list colleagues who support this procedure:
   Please list any colleagues who will be carrying out this procedure and
   give details of relevant training. All named clinicians should sign
   the declaration below.
   LEAD CLINICIAN (person submitting Notification)
   Name:
   Directorate:
   e-mail:
   Telephone:
   Declaration
   I have assessed the potential value of this procedure and am satisfied
   that it is indicated. I consider myself suitably trained and capable
   of applying such a procedure to patients.
   I have ensured that there is a specifically written information
   leaflet for patients undergoing this new procedure which conforms to
   the UHL Policy on the Development of Information for Patients and I
   consider that a patient will be able to understand what is being
   offered.
   Signed ……………………………………………………………………………………………………………………….……...
   Date.…………………………………...……..
   Lead Clinician
   Signed ……………………………………………………………………………………………………………………………...
   Date.……………………………….…...……..
   Clinician 2
   Signed ……………………………………………………………………………………………………………………………...
   Date.………………………….………...……..
   Clinician 3
   I consider the applicant suitably trained and capable of applying such
   a procedure to patients.
   Signed ………………………………………………………………………………………………………..
   Clinical Director/Head of service
   Directorate ……………………………………………………………………………… Date ………………….
   Advisor: Who from your specialist society would be able and willing to
   advise your Directorate if necessary
   Name/Position held
   Telephone : Email:
   IPAC status
   Is the above procedure IPAC/NICE registered? Yes / No
   If yes – please confirm IPAC status:
   Under investigation □ Report due date…………………………………..
   Investigation Completed □ Please attach copy of Report
   Not for investigation □ Please give details
   If the procedure has not been registered, have you notified IPAC at
   NICE YES / NO
   TRAINING NEEDS
   What new skills are required by which team members
   What training have you and your team had, or plan to undertake in
   respect of this procedure? Include date and venue.
   Are there any guidelines or standards agreed by professional bodies?
   YES / NO
   If yes, state which organisation and attach a copy with this
   Notification
   Who will Proctor you?
   Name/Position held
   Telephone : Email:
   You are advised to include a letter from your Proctor, confirming this
   agreement.
   CE MARKING
   Please confirm whether all equipment and devices are CE Marked YES /
   NO
   MEDICAL PHYSICS
   Has Medical Physics been informed YES / Will be Informed at a Later
   Date / Not Applicable
   RESEARCH
   Is this intervention subject to COREC application YES / NO
   THERAPEUTICS ADVISORY SERVICE (TAS)
   Does this interventional procedure involve medication? YES / NO
   If yes, please advise if TAS advice has been sought.
   If yes, has the Therapeurtic
   PATIENT INFORMATION AND CONSENT
   What information will be given to patients about this procedure?
   Does the patient information leaflet conform to the UHL Pollicy and
   Guidance on the Development of Information for Patients, Carers and
   the Public YES / NO
   Is there a NICE Patient Information Leaflet YES / NO
   If yes, will you be using this? YES / NO
   Copy of Information Leaflet being used to be attached to this
   Notification
   Infection control
   The operator must ensure that any re-usable equipment can be
   adequately decontaminated to an appropriate level and that appropriate
   decontamination services for any re-usable equipment are available
   within UHL. It is also the duty of the clinician to consider the risk
   of exposure of the patient or staff to infection; an infection risk
   assessment may be required to achieve this.
   ======================================================================
   What infection control precautions need to be considered in respect of
   this procedure?
   Have the Infection Control Team been notified? YES / NO
   AUDIT
   Formal audit is required and must include every case. An audit report
   to NIPAG is required after the first 20 cases or after 6 months if 20
   cases have not been completed. Any untoward events must be reported
   using the UHL Incident Form and copied to NIPAG. NIPAG consultation
   should be referred to in the Incident Reporting Form.
   What audit processes are in place in respect of monitoring outcomes of
   this procedure?
   Will the procedure be added to the Directorate’s Audit Programme? YES
   / NO
   SUPPORTING INFORMATION PROVIDED WITH THIS NOTIFICATION
   Please state which of the following is being submitted with this
   Notification:
   NICE Interventional Procedures Guidance □
   Summary of Evidence Base / Research Articles □
   Professional Body Standards/Guidelines □
   Copy of Proctor’s Letter □
   NICE IPG Patient Information Leaflet □
   Other Patient Information Leaflet □
   Audit Proforma □
   Other …………………………………………………… □
   Once completed, this Notification should be discussed with your
   Clinical Director and following their signature, sent to the NIPAG
   Chair, c/o CASE Team Manager’s PA, Balmoral Building, Leicester Royal
   Infirmary (email: [email protected])
   Appendix 2
   ----------
   New Interventional Procedures Advisory Group (NIPAG)
   Terms of Reference (revised)
   ============================
   Date: July 2007
   Author: Mr Marwan Habiba, Consultant Obstetrician and Gynaecologist
   and Chair of the New Interventional Procedures Advisory Group
   Approved by Medical Director’s Team – August 07
   Received by Clinical Governance Committee – Sept 2007
   1 Purpose of Group:
   To act as an advisory body to clinicians who intend to introduce a new
   interventional procedure (NIP). To support Clinical Directors and
   Heads of Service by confirming that appropriate Clinical Governance
   and audit arrangements are in place for any NIP notified to NIPAG.
   To support the Medical Director and Trust with meeting the Healthcare
   Commission’s Core Standard on Safety (C3).
   Scope of responsibilities
   To promote patient safety and support innovation with respect to new
   interventional procedures.
   To act as an advisory body to clinicians, Heads of Service, Clinical
   Directors and commissioners on ways to consider and implement new
   interventional procedures.
   To receive an update of guidance published by IPAC-NICE and to review
   the Directorates’ compliance with this guidance where applicable.
   To receive and review Notifications of planned NIP’s and to seek
   additional information or clarification where any safety, training or
   monitoring arrangements are not clear.
   To request and receive audit reports for all NIPs.
   To receive and review reports of adverse events.
   As a result of received notifications, to compile quarterly reports on
   notification rates by Directorate to inform the Trust on NIP’s within
   UHL.
   To provide a training and educational role on the safe introduction of
   NIP’s organising seminars and open days.
   To liaise with relevant Directorates to explore ways of supporting
   clinical and training needs for staff involved in introducing NIP.
   NIPAG is not concerned with the introduction of drugs and therapeutics
   which should be notifed to the UHL Therapeutics Advisory Service
   (TAS).
   Establishment of Group and Appointment of Members
   The Chair of the Group shall be appointed by the Medical Director and
   will serve a term of office for 3 years.
   The Group membership is listed at Appendix 4.
   Members will be required to feedback relevant information within their
   Directorates, to be actively involved in taking forward any required
   actions and reporting back to the Committee accordingly.
   Other members of staff and external advisers may be invited to attend
   meetings of the Committee at the Chairman’s discretion to discuss
   specific issues or notifications under consideration by the Group.
   Any amendments or additions to these terms of reference which may be
   proposed from time to time shall be considered for approval by the
   Group and the Medical Director, and submitted to the Trust Executive
   for ratification.
   Meetings of the Group
   The Group shall meet not less than every two months.
   Notes of the meetings shall be presented at each subsequent meeting
   for approval as an accurate record of the meeting.
   Notes of the meetings shall be submitted to:
     * 
       The Trust Executive (for information)
     * 
       CASE Committee
   Approval of any motion shall be by simple majority. The Chairman shall
   have a casting vote.
   The chairman of NIPAG will report to the Medical Director, with
   specific support from the Director of Clinical Governance as required.
   An annual report will be prepared and submitted to the Clinical
   Governance Committee, and to the Director of Clinical Governance for
   consideration of inclusion in the Trusts’ Annual Clinical Governance
   report.
   A brief report at 6-months will be prepared and submitted to the
   Clinical Governance Committee.
   NIPAG NOTIFICATIONS
   Notifications received by NIPAG will be electronically circulated to
   members for their review and comments. The Chair will be responsible
   for collating responses and feeding back to referring clinicians
   accordingly. See NIPAG Process for full details (Appendix 5).
   NIPAG Support
   NIPAG will be supported by the CASE (Clinical Audit Standards and
   Effectiveness) Team.
   CASE will ensure that the required audits of outcomes are added to the
   Directorates’ annual Audit Programmes, which is monitored by the CASE
   Committee.
   A list of Notifications of New Interventional Procedures received by
   NIPAG will also be included within the CASE Committee Agenda as a
   standing item, ensuring that the Directorate Clinical Governance Lead
   Clinicians and Managers are aware of the need for monitoring of
   outcomes.
   APPENDIX 3
   NEW INTERVENTIONAL PROCEDURES ADVISORY GROUP (NIPAG) AUDIT FORM
   NIPAG reference number
   Name of Procedure
   Directorate
   Lead Clinician
   Date of procedure
   Procedure sequence (from 1-20)
   (NIPAG requests audit for 1st 20 cases)
   Hospital number
   Yes
   No
   Not applicable
   Was Patient Information Leaflet issued?
   1
   Was consent obtained in line with proposed procedure?
   1
   Was the procedure carried out as planned?
   1
   Were there any complications?
   1,2
   Were difficulties with equipment?
   1
   1 Give detail/justification below.
   2 All serious unexpected events should be reported in accordance with
   UHL-Trust procedures and copied to NIPAG.
   Detail/Justification
   APPENDIX 4
   UNIVERSITY HOSPITALS OF LEICESTER NHS TRUST
   NEW INTERVENTIONAL PROCEDURES ADVISORY GROUP (NIPAG)
   MEMBERSHIP
   Name
   Position
   Mr Marwan Habiba
   Chairman / Consultant Gynaecologist & Obstetrician
   Dr Peter Barry
   Consultant in Paediatric Intensive Care, Children’s Services
   Dr Margaret Bone
   Consultant Anaesthetist, ACC&PM
   Mr Martin Dennis
   Consultant Vascular Surgeon, Surgical Services
   Dr Andrew Hall
   Consultant in Intensive Care Medicine & Anaesthesia, ACC&PM
   Prof Joe Harper
   Consultant Orthopaedic Surgeon, Musculoskeletal Services
   Dr Tom Robinson
   Consultant Physician in Stroke Medicine, Medicine & A&E
   Dr Peter Stafford
   Consultant Cardiologist, Cardio-Respiratory
   Dr George Markose
   Consultant Radiologist, Imaging Services
   Dr Jonathon Barratt
   Consultant Urologist, Renal & Urology Services
   Gill Staton
   Head of Nursing, Cardio-Respiratory Services
   Rebecca Broughton
   CASE Manager
   Moira Durbridge
   Assistant Director of Corporate & Legal Affairs
   Mrs Helen Miller
   Associate Director of Clinical Education
   Alan Fletcher
   Assistant Medical Director (CASE)
   Sharron Hotson
   Acting Director of Clinical Governance
   Tbc
   Research & Development Directorate
   Dr Iain Squire
   Chair of the Therapeutics Advisory Service
   APPENDIX 5
   NEW INTERVENTION PROCEDURE ADVISORY GROUP (NIPAG)
   PROCEDURE FOR SUBMITTING AND RESPONDING TO NOTIFICATIONS
   NIPAG is concerned to receive notifications of new intervention
   procedures, defined as new to the TRUST or to the CLINICIAN NIP POLICY.
   If in doubt as to whether a procedure should be notified to NIPAG,
   please contact Rebecca Broughton [email protected]
   Marwan Habiba [email protected] or your Directorate Representative NIPAG
   Membership list.
     1. 
       Clinician proposing to introduce New Interventional Procedure
       (NIP) to submit to CASE Manager’s PA the following:
       a. 
         Completed NIPAG notification form and supporting informationiii.
   We welcome electronic submissions, but require one copy of a signed
   notification form.
       b. 
         Patient information leaflet.
   Ensure that the leaflet explains that the procedure is NEW, and that
   it includes a balanced explanation of risks and benefits, and that it
   could be readily understood by patients.
   We advise a multidisciplinary approach to develop an information
   leaflet and advise is sought from the Patient Information
   Co-ordinator.
       c. 
         NICE guidance where applicable.
     2. 
       The completed submitted form will be scanned or otherwise
       circulated electronically to NIPAG members for their rapid review.
       Members’ comments to be fed back to the Chair within 5 working
       days.
     3. 
       A draft interim letter will be prepared by the Chair taking into
       account any queries or points raised in (2). This draft letter
       will be circulated to NIPAG members for comments and responses to
       be received within 4 working days.
     4. 
       The Chair will then send the clinician this interim letter of
       acknowledgement, and preliminary opinion outlining initial
       concerns/comments raised. This letter to be sent within 10 working
       days of receipt of the initial Notification.
     5. 
       The notification and responses to (4) will be added to the agenda
       of the following NIPAG meeting NIPAG meetings’ schedule for review
       and confirmation of interim advice. Clinicians may be invited to
       attend a meeting to discuss their proposal.
   APPENDIX 5 – NIPAG PROCEDURE continued
     6. 
       A further letter will be sent following the meeting either:
         a. 
           confirming the content of the interim letter
       b. 
         seeking additional information or,
       c. 
         where there has been time for the Notifying Clinician to respond
         to the interim letter confirming that all queries have been
         satisfactorily resolved.
     7. 
       Once all additional information has been received or all queries
       resolved, a final NIPAG letter will be sent to the Notifying
       Clinician, copied to their Clinical Director.
     8. 
       As part of the final letter, NIPAG will request receipt of audit
       data on patient outcomes NIP Audit Form for the first 20 cases
       carried out.
     9. 
       If fewer than 20 cases carried out, an interim report on those
       patients who have undergone the procedure is required at 6 months
     10. 
       If no patients have been treated by six months, NIPAG should be
       notified by completing one NIP Audit form entering the date and
       NONE under patient ID.
     11. 
       ONE reminder will be sent to the clinician if no audit data was
       received after 6 months.
     12. 
       If no response is received the case will be classed as a DEFAULTED
       AUDIT, and will be reported to the Clinical Director and the Trust
       Clinical Governance Committee.
     13. 
       Subsequent monitoring will be according to the Directorate
       Governance Structures.
     14. 
       All serious adverse events must be reported using the Trust’s
       Incident Reporting Form and copied to NIPAG via CASE Manager’s PA
     15. 
       All correspondence will be copied to:
   Clinical Director
   Clinical Governance Manager
   General Manager
   Any other signatories on the notification
   i Guidance should be sought from the Extended Scope Practitioner Group
   or Nursing Midwifery Executive with regards to the introduction of new
   interventional procedures that involve Allied Heallthcare Professional
   or Nurse led services.
   ii *Individual clinicians retain ultimate responsibility for the
   introduction of new interventional procedures. Their responsibilities
   include ensuring minor changes are discussed with colleagues and that
   more significant changes or a new procedure is notified to their Head
   of Service and/or Clinical Director and NIPAG using this form.
   iii Supporting information – journal articles, manufacturer’s
   information
   New Interventional Procedures Policy Page 13 of 19
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