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Synopsis of project:

Background
1 million patients worldwide received a metal-on-metal hip replacement in the last 15 years. However, recently there have been concerns over high early failure rates of these devices and reports of devastating soft tissue reactions. This led to the voluntary withdrawal of one implant type by its manufacturer and caused the Medicines and Healthcare products Regulatory Agency (MHRA) to introduce a surveillance programme for these devices. There is an unmet need to determine the evidence-base, clinical- and cost-effectiveness of this programme.

The Department of Musculoskeletal Surgery at Imperial College has expertise in this area having led translational research to incorporate blood metal ion measurement, position analysis using 3-dimensional computed tomography (3DCT) and metal artefact reduction sequence magnetic resonance imaging (MARS MRI) into the assessment of metal-on-metal hip replacements. The department encompasses the London Implant Retrieval Centre (http://www1.imperial.ac.uk/surgeryandcancer/divisionofsurgery/clinical_themes/musculo/retrieval/), which is the worldwide centre for analysis of failed metal-on-metal hip replacements. We have had 17 papers on this subject accepted in the last 12 months. Most of which have an author that is a BSc student, past or present.
Research question
Does the MHRA safety alert for metal-on-metal hips represent an effective surveillance programme?

Aim: To determine the feasibility, acceptability and cost of the MHRA surveillance programme and its effect on surgical decision-making.
Patients and Methods

Design- Cross-sectional survey

Participants- 100 patients with metal-on-metal hip replacements, 50 orthopaedic surgeons

Methods- 
· To critically appraise the MHRA surveillance programme in light of the available evidence. 

· To develop and implement structured interview techniques and questionnaires to evaluate the acceptability of the MHRA surveillance programme.

· To perform health economic evaluation of the MHRA surveillance programme and to analyse its feasibility within the NHS system.
· To investigate the effect of the MHRA surveillance programme on surgical decision making.

Timeline

Week 1: Literature search on the background work to this subject. 

Week 2 & 3: Training in the clinical assessment in the painful MOM hip clinic run by Alister Hart.

Week 4 - 8: Clinical and imaging data collection.

Week 8: Analysis of data

Week 9: collect any incomplete data

Weeks 10-12: Writing up.

Summer – Write paper and submit to American Academy of Orthopaedic Surgeons meeting (30,000 delegates) 
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