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Dear BOFAS Member, 

In September 2017, BOFAS Scientific Committee published a position statement on VTE prophylaxis in foot and 
ankle surgery (attached). Since then, NICE guidance on thromboprophylaxis for hip and knee arthroplasty has 
been amended, helping units achieve a uniform approach to this controversial clinical problem. The threshold and 
provision of thromboprophylaxis in the treatment of foot and ankle conditions still varies widely between units. 
We propose a revision of BOFAS’ position statement based on collection of new evidence, and we invite you to 
participate in this proposed national audit on VTE in foot and ankle surgery. 
  
One of the difficulties in arriving at recommendations on this subject is the low incidence of postoperative, 
symptomatic VTE. For robust, meaningful conclusions, a large number of patients will be required and pooling of 
data from a number of centres is necessary. As elective activity resumes in most units, now is a good time to 
initiate a UK-wide collaborative effort to help answer this important question and to inform our future practice. 
The UK-FATE (Foot and Ankle Thromboembolism) national audit has the potential for yielding the largest amount 
of data on this topic. This audit is endorsed by BOFAS and funding has been secured through Leicester Hospitals 
Charity.  
  
As for any other national audit, to contribute to the UK-FATE Audit it is necessary to first secure audit / local 
governance approval, according to local regulations. This short protocol has been written to support that process, 
which should be straightforward since no increased surveillance or any other change in practice is required to 
participate. This is an investigator-led, non-commercial, observational audit of current clinical practice.  

 
PRIMARY OBJECTIVES 

To observe the UK-wide variation in post-operative thromboprophylaxis, and to analyse the 90-day incidence of 

symptomatic venous thrombo-embolism related to: 

- Elective foot and ankle surgery 
- Trauma foot and ankle surgery 
- Treatment of Achilles tendon ruptures (operative and non-operative) 

DEFINITION OF SYMPTOMATIC VENOUS THROMBOEMBOLISM 

A patient is considered to have a symptomatic VTE (and therefore highlighted in this audit) if they have: 

- Symptoms suggestive of Deep Vein Thrombosis (leg pain / swelling) 
AND / OR 

- Symptoms suggestive of Pulmonary Embolism (pleuritic chest pain, shortness of breath) 

AND 

- Radiological confirmation of diagnosis with either ultrasound, CT venogram, CT pulmonary angiogram or 
VQ scan (or similar).  

 

UK Foot & Ankle Thrombo-Embolism Audit (UK-FATE): 
Protocol & Scope 
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INCLUSION CRITERIA 

The inclusion criteria are: 

 All patients aged 16 years and over undergoing ANY foot and ankle surgery in an operating theatre 

 All patients aged 16 years and over with an acute presentation of an Achilles tendon rupture 

This audit aims to capture data on foot and ankle patients: 

 emergency surgery patients who were given thromboprophylaxis 

 emergency surgery patients who were not given thromboprophylaxis 

 elective surgery patients who were given thromboprophylaxis 

 elective surgery patients who were not given thromboprophylaxis 

 all patients presenting with an acute Achilles tendon rupture 

 Incidence of trauma and elective foot and ankle patients developing symptomatic VTE within 90-days 
following a procedure. 

 Incidence of patients with Achilles tendon ruptures developing symptomatic VTE within 90-days of injury 

 Incidence of VTE related mortality  

If possible, all consecutive patients’ who meet the inclusion criteria should be entered.  

STUDY PERIOD 

This is planned as a prospective series spanning a collection duration of 6 months. As 90 days follow-up is 

required, the total data collection period is anticipated to be 9 months. The planned data capture period is for 

patients undergoing surgery between the 1st of June 2022 and the 30th of November 2022, with final follow-up 

data closing on 28th February 2023. 

METHODS 

Patients should be identified prospectively, and data captured prospectively where possible.  

In order to ensure capture of all VTE even if diagnosed in another hospital, the principal investigator may choose 

to arrange for their audit department to obtain HES data to cross reference with their patient list and request for 

permission to contact patients either for filling a simple questionnaire or a less than 5-minute telephone call. 

PRIMARY OUTCOMES 

 Incidence of symptomatic VTE up to 90 days following foot & ankle surgery and Achilles tendon rupture. 

 Incidence of VTE related mortality up to 90 days following treatment. 
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SECONDARY OUTCOMES 

 Methods of thromboprophylaxis used 

 Wound and bleeding related complications including Heparin Induced Thrombocytopenia (HIT)  

 Post-Thrombotic Syndrome at a minimum of 2 years follow-up. A separate audit may be conducted to 
capture this outcome two years after symptomatic VTE episode.  

DATA COLLECTION 

Data will be collected by each participating trust / site and transferred securely to the University Hospitals of 

Leicester NHS Trust (primary trust) via NHS registered account with a password protected excel file where it will 

be held securely on a trust server. All data will be anonymised.  

Only anonymised data will be transferred to the primary trust. All data will comply with the requirements of the 

current legal framework in relation to data processing and with the Regulation (EU) 2016/679 of the European 

Parliament and of the Council of 27 April 2016 on the protection of natural persons with regard to the processing 

of personal data and on the free movement of such data, and repealing Directive 95/46/EC (General Data 

Protection Regulation) as set out in the data processing agreement.  

Data collected will be on comorbidities, physiological state, treatment/operation, and outcome. The study will be 

carried out in accordance with national and international guidelines, as well as the basic principles of the 

protection of the rights and dignity of Human Beings, as set out in the Helsinki Declaration (64th Assembly 

Fortaleza, Brazil, in October 2013), and according to current legislation. 

LOCAL APPROVALS 

The principal investigator at each participating site is responsible for obtaining necessary local approvals in line 

with their hospitals’ regulations. Collaborators will be required to confirm that a local approval is in place at the 

time of uploading each patient record to the study database.  

Whatever approval pathway is followed, it should be highlighted that this is an investigator-led, non-commercial, 

observational (no changes to normal patient care) study which is extremely low risk, as only routinely available 

non-identifiable data will be collected. 

As this is intended to be run and registered as a national audit, and all data is anonymised. Patient consent is not 

an anticipated requirement. 

Possible pathways to register this study include:  

 Clinical audit – there will be local policies on peri-operative VTE prophylaxis in each trust. This audit may 
be registered as an ‘evaluation of current practice’ against this local standard, and NICE-Guidance NG89, 
Section 1.11, subsections 1.11.1 and 1.11.14  

(https://www.nice.org.uk/guidance/ng89/chapter/Recommendations#interventions-for-people-having-
orthopaedic-surgery) 

 Service evaluation. 

 Institutional review board. 

https://www.nice.org.uk/guidance/ng89/chapter/Recommendations%23interventions-for-people-having-orthopaedic-surgery
https://www.nice.org.uk/guidance/ng89/chapter/Recommendations%23interventions-for-people-having-orthopaedic-surgery
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Prior to formal local study approval, if permitted, collaborators may collect data on hard copy case report forms, 

but this should not be uploaded to the primary site until approval is confirmed. We expect this project to pass 

through the local audit department in most cases. Principal site can be contacted for any queries via lead for 

data handling and processing, Dr Linzy Houchen-Wolloff on Linzy.Houchen@uhl-tr.nhs.uk 

ANALYSIS 

A detailed statistical analysis plan will be written. Reports will include description of the primary and secondary 

outcomes in the cohort. Multivariable modelling will be undertaken to identify risk factors for developing VTE. 

Analyses will be stratified according to method of prophylaxis employed. 

Local investigators will be required to keep their own data on secure NHS trust servers. Investigators may choose 

to pool data across their region to perform region-level analyses (all participating hospitals should consent to 

their data being used in this way). 

AUTHORSHIP 

Collaborators from each site who contribute patients will be recognised on any resulting publications as PubMed-

citable co-authors. A corporate authorship model will be used (e.g., https://pubmed.ncbi.nlm.nih.gov/29452941). 

 

Kind regards, 

 
Mr Jitendra Mangwani 
University Hospitals of Leicester NHS Trust 
Chairman, BOFAS Scientific Committee 

 
Prof Lyndon Mason 
Liverpool University Hospitals NHS Foundation Trust, University of Liverpool 
Chairman, BOFAS Outcomes Committee 
 
Mr Karan Malhotra 
Royal National Orthopaedic Hospital NHS Trust 
BOFAS Outcomes Committee & IT Committee 
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