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The correlation between clinical outcomes and quality-of life with clubfoot treatment 

and treatment of clubfoot recurrence in school age children. A multi-centre study. 

 

Background 

The Ponseti method of clubfoot treatment has become the gold-standard of primary care for 

congenital clubfoot around the world (1,2). However, the rate of recurrence, treatment of 

recurrence and the frequency of open release surgery show wide variation and increases with 

the duration of follow up (3-7). It has been shown that patients treated by joint sparing surgery 

had higher scores in quality-of life studies compared to patients treated with open joint 

surgery (8), more so, looking at longer term follow-up (9). However, most quality-of-life 

studies look at defined treatment groups and/or report quality of life in patient samples that 

are too small to identify related outcome parameters of treatment modifiers (10,11).  

  

Aim 

The aim is to undertake an international multicentre study investigating clinical and health-

related quality of life outcomes in school age children with Idiopathic CTEV who were 

treated according to the Ponseti method.   

Hypotheses 

The primary and secondary hypothesis as follows: 

1. Children who did not experience relapse of the deformity have a better clinical and 

Quality of life outcomes at age 6-10 and 10-14 than children who experienced relapse. 

2. There is a negative correlation between children undergoing surgical intervention for 

clubfoot recurrence and outcomes at age 6-10 and 10-14 with the effect depending on 

the extent of surgical intervention. 

 

Methods 

This study will be undertaken in multiple international centres. A Co-Chief investigator from 

St Georges University Hospital, London and Orthopaedic Hospital Vienna, Speising. Both 

CVs are  included in this application.  

Appropriate approval from local research ethics boards will be sought in advance of the study 

commencement and will be one of the conditions of participating in the study. A minimum of 

40 participants will be required to allow participation.  

As this is an observational study there will be no change in the standard local treatment for the 

patients recruited. The decision for surgical intervention would be at the discretion of the 

treating clinician.  



 

Population 

Inclusion criteria 

Idiopathic clubfoot treated in the participating centre according to the Ponseti method  

Age: two age groups; one between 6 and 10 years old and the second between 10 and 14.  

Exclusion criteria 

Non idiopathic clubfoot (i.e arthrogryposis, spina bifida, neurological involvement) 

Previous intervention at another centre prior to referral 

Intervention 

All patients achieved primary correction according to the Ponseti method including p/c 

tenotomy.  

The patients who experienced recurrence who underwent one or several surgical interventions 

(tendon lengthening, tendon transfer, soft tissue release [i.e PMR,PLR,PR], bony surgery, 

circular frame distraction, hemiepiphysiodesis) 

 

Comparator 

As this is an observational trial, there is no comparator intervention. 

 

Outcome measures 

Primary outcome measure  

- Core Outcome Set (12), table attached. 

 

Secondary outcome measures 

- The Pediatric Outcomes Data Collection Instrument (PODCI) score for quality-of-life 

assessment (13) 

- Surgical complications  

The data collected will include demographics, treatment data including number of casts and 

type and dates of surgical interventions as well as complications.  

Statistical analysis will include a multivariate analysis and regression model to detect 

treatment and outcome variables associated with decreased scores in the COS and PODCI. 

Participation of 10-15 centres is expected with an average of 50 patients per centre and 500-

750 cases included. 

 



Costings for the study 

Please find below the proposed costings for the study.  

1. Research nurses at both sites at 15% FTE (full time equivalent) for 12 months equates 

to £8700 or 10000 Euros in total. This research nurse will work with Co-Chief 

Investigators and Principal Investigators (PI) from each site.  They will liaise with 

patients, schedule appointment for COS collection and administer questionnaires.  

2. The Co-Chief Investigators will not incur any cost as this work will be undertaken as 

part of their supporting professional activities time in their job plan. 

3. The COS collection will be undertaken by an independent clinician during a clinic 

appointment. This clinician will not incur any cost as this work will be undertaken as 

part of their clinical activity.  
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Table: COS document 

Definition  

The corrected foot : 

 is one in which the talar head is covered, the heel is in neutral or valgus, the anterior process 

of the os calcis has rotated out from under the talus and where the ankle has 15 degrees of 

dorsiflexion.  

 is one that fits comfortably into the boots and bar. 

 

Timing 

 The minimum follow-up for meaningful COS reporting is five years. 

 

Outcome Measures 

 To be assessed yes/no 

 

1. General 

 Recurrence: any change in clinical presentation of the fully corrected foot (following initial 

management) that requires further treatment. 

 

2. Clinical outcome 

Static:  

 Is there any fixed deformity? 

Dynamic:  

 Can the child: 

o Walk  

o Run 

o Hop  

 Is there any in-toeing originating from the foot? 

PBS score  

 Hindfoot varus in standing  

 Supination in standing  

 Swing phase supination in walking 

 Early heel rise in stance when tibia perpendicular in walking 

 Passive ankle dorsiflexion in sitting 

 Active ankle dorsiflexion in sitting 

 Subtalar abduction in sitting 

 


