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CLINICAL AUDIT PROPOSAL FORM
This form must be completed whether or not support is required from the Clinical Audit Department

	AUDIT TITLE:

The TeaM (Therapeutic Mammaplasty) Study – A national audit of the practice and outcomes of therapeutic mammaplasty


	REASON FOR CHOICE OF AUDIT: 

Your chosen audit topic should reflect at least one of the reasons below and be able to demonstrate the potential to improve practice and enhance the patient experience.
External ‘must do’ audits:

 FORMCHECKBOX 
 National targets / existing commitments (e.g. Quality Accounts)

 FORMCHECKBOX 
 NCAPOP (National Clinical Audit Patient Outcomes Programme)

 FORMCHECKBOX 
 NICE (National Institute for Clinical Excellence) Guidance

 FORMCHECKBOX 
 NSF (National Service Framework)

 FORMCHECKBOX 
 National Confidential Enquiry

 FORMCHECKBOX 
 NPSA (National Patient Safety Agency)

 FORMCHECKBOX 
 Department of Health statutory requirements (e.g. Saving Lives, Infection Control Monitoring)

 FORMCHECKBOX 
 CQUIN (Commissioning for Quality and Innovation)

 FORMCHECKBOX 
 NHSLA Litigation Authority
 FORMCHECKBOX 
 CQC Essential standards of quality and safety
Internal ‘must do’ audits:

 FORMCHECKBOX 
 Serious Untoward Incident (SUI)

 FORMCHECKBOX 
 Adverse Incident

 FORMCHECKBOX 
 Clinical Risk Issue

 FORMCHECKBOX 
 Priority identified from patient and public involvement initiative

 FORMCHECKBOX 
 Complaint

 FORMCHECKBOX 
 Patient Safety First Campaign

Other:

X National audit not identified as part of the NCAPOP programme & Quality Accounts

 FORMCHECKBOX 
 Regional audit

 FORMCHECKBOX 
 Divisional / Speciality priority

 FORMCHECKBOX 
 Clinical standards benchmarking
 FORMCHECKBOX 
 Considered a costly service / intervention

 FORMCHECKBOX 
 Re-audit


	BACKGROUND: 

Wide local excision and adjuvant radiotherapy is the standard of care for early breast cancer.  For large tumours, however, mastectomy is frequently recommended as conventional breast-conserving techniques often result in poor cosmetic outcomes.  Therapeutic mammaplasty (TM) may extend the boundaries of breast-conserving surgery by combining breast reduction and mastopexy techniques with tumour excision, preserving a natural breast shape and avoiding the need for mastectomy. The prevalence of this operative option among surgeons in the UK and the success rate of it are unknown. The TeaM study is a multicentre prospective audit study that aims to describe the practice and outcomes of TM. 


	OBJECTIVE(S): 

The aim of the TeaM study is to work with the Breast Reconstruction Research Collaborative network to describe the practice and outcomes of TM in the UK

The specific objectives are:

i. To identify the number of units performing TM across the UK and the volumes of procedures performed

ii. To describe the current practice of therapeutic mammaplasty (TM) including the indications and techniques used 

iii. To evaluate the clinical outcomes of TM using different techniques and explore predictors of adverse outcome.

iv. To determine the impact of TM on the delivery of adjuvant therapy

v. To determine best practice with regards to TM with a view to generating national guidelines as per the National Mastectomy and Breast Reconstruction Audit
vi. To establish a network of units performing TM willing and able to participate in future research studies

vii. To inform the feasibility, design and conduct of a prospective multicentre cohort study exploring the clinical, patient-reported and oncological outcomes of TM

.


	STANDARDS: Indicate what standards / guidelines you will be comparing your practice against. 
XPublished guideline / standard

 FORMCHECKBOX 
 Local standard

Please complete your standard statement(s)/indicators on page 4


	TYPE OF AUDIT: 
XNational


 FORMCHECKBOX 
 Regional

 FORMCHECKBOX 
 Trust-wide

 FORMCHECKBOX 
 Local


	METHODOLOGY:
Type of Data Collection:


Concurrent      Prospective
Data Source(s) to be used:


XCase Notes     

XComputer systems (eg Millennium)


Method of Data Collection:


XProforma         



Proposed sample size: 500 patients nationally; approximately 70 over study period………………………………………………………………..

Proposed start date: 29th July
Proposed completion date: 28/2/2017

	


	ASSISTANCE REQUIRED FROM THE CLINICAL AUDIT DEPARTMENT: NONE
 FORMCHECKBOX 
 Audit Design

 FORMCHECKBOX 
 Defining Standards / Indicators
 FORMCHECKBOX 
 Design Data Collection Tool

 FORMCHECKBOX 
 Note Pulling

 FORMCHECKBOX 
 Data Entry



 FORMCHECKBOX 
 Data Analysis

 FORMCHECKBOX 
 Report Writing
 FORMCHECKBOX 
 Powerpoint Presentation

 FORMCHECKBOX 
 Developing Action Plan

Have you discussed this audit with your Audit Facilitator?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


	CONSULTATION:

Will this audit involve patients?

 FORMCHECKBOX 
 No

If this audit involves other specialities / health professionals have you sought their agreement to carry out the audit? Not applicable
 FORMCHECKBOX 
Yes (please give details)…………………………………………………………………………………

 FORMCHECKBOX 
 No


	PROJECT TEAM:

Project lead… ……………………..
Ext No…………

Bleep No…………
Job Title Consultant Breast ………………………….
Mobile No (optional)
Speciality/Dept Surgery
Email 
Professions Involved (stakeholders):


 FORMCHECKBOX 
 Medical   

 

 FORMCHECKBOX 
 Other…………………………………………………….
Signature of project lead:… ……………………………………………….
By completing this form you are agreeing to:

1. Complete the audit within agreed timescales 

2. Ensure the audit results are dissemimated to the Clinical Audit Department and all relevant stakeholders

3. Return a copy of the completed data collection forms to the Clinical Audit Department

4. Agree any actions with the relevant stakeholders that are necessary to address where any areas of non-compliance have been identified

Signature of Clinical Effectiveness Lead / Line Manager………………………………………………

By completing this form you are agreeing to:

1. The suitability of the audit methodology and audit standards used to measure practice 

2. Nominate a replacement audit lead if they should leave the Trust while the audit is still current

3. Ensure that, where the audit results have indicated that best practice has not been met, an action plan is developed and implemented to address the non-compliance


Please e-mail a completed copy of the Clinical Audit Form to your Clinical Audit Facilitator  
Standards / Audit Measures
Please specify the full title, reference and source of the guideline: See below…………………………………………………………………………………………………
e.g. NICE (January 2010). Clinical Guideline 92: Venous thromboembolism – reducing the risk
	Number
	Evidence of quality of care or service (criterion)
	Standard

(% compliance)
	Exception(s)
	Definitions and instructions for data collection

	Example
	All patients should be assessed on admission to hospital to identify those who are at increased risk of venous thromboembolism (VTE).
	100%
	None
	The NICE guideline covers adults (18 years and older) admitted to hospital as inpatients or formally admitted to a hospital bed for day-case procedures including surgical inpatients, inpatients with acute medical illness (for example, myocardial infarction, stroke, spinal injury, severe infection or exacerbation of chronic obstructive pulmonary disease), trauma inpatients, patients admitted to intensive care units, cancer inpatients, people undergoing long-term rehabilitation in hospital and patients admitted to a hospital bed for day-case medical or surgical procedures.

	1
	ABS and BAPRAS ‘Oncoplastic Breast Surgery – A guide to good practice’ (2012) Eds Rainsbury and Willitts

<5% of patients return to theatre for local complication (wound infection, skin flap necrosis requiring debridement or haematoma requiring evacuation)(QC16)
	<5%
	None
	Complications are defined specifically in the protocol and will be assessed prospectively and by review of notes at 30 days.


	2
	ABS and BAPRAS ‘Oncoplastic Breast Surgery – A guide to good practice’ (2012) Eds Rainsbury and Willitts
<5% of patients return to theatre for local complication (wound infection, skin flap necrosis requiring debridement or haematoma requiring evacuation)(QC16)46
	<5%
	None
	Return to theatre is defined as any return to theatre after initial complication for a surgical complication related to the initial procedure e.g. haematoma; wound debridement; removal of implant

	3
	Association of Breast Surgery at BASO. Surgical guidelines for the management of breast cancer. European Journal of Surgical Oncology (EJSO) 2009;35, Supplement 1: S1-S22.
To minimise the number of therapeutic operations, 100% of patients should have 3 or fewer procedures 
	100%
	None
	Number of procedures to be assessed and recorded prospectively and will include re-excision of margins and completion mastectomy +/- reconstruction

	4
	NICE guidelines (2009): Early and locally advanced breast cancer: Diagnosis and treatment [CG80]:

1.6.8 Start adjuvant chemotherapy or radiotherapy as soon as clinically possible within 31 days of completion of surgery in patients with early breast cancer having these treatments.
	100%
	None
	Time to adjuvant therapy will be defined as time from last cancer surgery to time to start of first adjuvant therapy (i.e 1st dose of chemotherapy or 1st fraction of radiotherapy)
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