Patch augmentation surgery for rotator
cuff repair: the PARCS mixed-methods
feasibility study

Jonathan A Cook,* Mathew Baldwin,?

Cushla Cooper,! Navraj S Nagra,?

Joanna C Crocker,22 Molly Glaze,! Gemma Greenall,?
Amar Rangan,* Lucksy Kottam,* Jonathan L Rees,?
Dair Farrar-Hockley,> Naomi Merritt,!

Sally Hopewell,1 David Beard,! Michael Thomas,®
Melina Dritsakil and Andrew J Carrl

INuffield Department of Orthopaedics, Rheumatology and Musculoskeletal Sciences,
University of Oxford, Oxford, UK

2Health Experiences Research Group, Nuffield Department of Primary Care Health
Sciences, University of Oxford, Oxford, UK

3National Institute for Health Research, Oxford Biomedical Research Centre,
Oxford, UK

4The James Cook University Hospital, South Tees Hospitals NHS Foundation Trust,
Middlesbrough, UK

>Patient representative, Nuffield Department of Orthopaedics, Rheumatology and
Musculoskeletal Sciences, University of Oxford, Oxford, UK

%Frimley Health NHS Foundation Trust, Frimley, UK

*Corresponding author jonathan.cook@csm.ox.ac.uk

Declared competing interests of authors: Jonathan A Cook reports various grants from the National
Institute for Health Research (NIHR), including studies funded by the Health Technology Assessment
(HTA) programme and a project funded by NIHR Invention for Innovation evaluating an electrospun
patch to augment rotator cuff tendon repair. He was a member of the NIHR HTA programme’s Efficient
Trial Designs, and End of life Care and Add-on Studies boards between 2014 and 2016. Joanna C Crocker
reports grants from the NIHR HTA programme during the conduct of the study and grants, personal fees
and non-financial support from the University of Oxford outside the submitted work. Sally Hopewell has
been a member of the HTA Clinical Evaluation and Trials committee from 1 November 2018 to present.
Amar Rangan reports various grants from NIHR, Orthopaedic Research UK (London, UK), DePuy Synthes
(Raynham, MA, USA) and Horizon 2020 outside the submitted work. Lucksy Kottam reports various
grants from NIHR and DePuy Synthes outside the submitted work. Andrew J Carr reports the following
grants from NIHR: Senior Investigator Award, Biomedical Research Centre (Musculoskeletal Disease)
and the i4i programme grant ‘A novel electrospun patch to augment rotator cuff tendon repair’.

Disclaimer: This report contains transcripts of interviews conducted in the course of the research and
contains language that may offend some readers.



Published February 2021
DOI: 10.3310/hta25130

Plain English summary

The PARCS mixed-methods feasibility study
Health Technology Assessment 2021; Vol. 25: No. 13

DOI: 10.3310/hta25130

NIHR Journals Library www.journalslibrary.nihr.ac.uk



Health Technology Assessment 2021 Vol. 25 No. 13 (Plain English summary)

Plain English summary

houlder muscles and tendons allow us to move our arms to carry out daily activities, work and play

sports. Disease and injury of these tendons can cause significant long-term disability. Early treatment
of these tendon problems usually involves painkillers, injections and physiotherapy. However, many
patients whose symptoms do not improve may need surgery to repair these tendons.

Unfortunately, around 40% of surgical tendon repairs fail within 12 months. As such, these operations
need to be improved. A promising approach is to use a patch to support the repair while the tendon
heals; this patch is often used in a similar way to a plaster. However, it is not yet clear whether or not
using a patch improves patient health and, if so, whether or not it makes enough of a difference to
justify the additional cost to the NHS.

A scientific study called a randomised controlled trial is needed to fairly assess the value of surgery
with a patch in people requiring a tendon repair. This study must be carefully designed so that it is
acceptable to patients and surgeons, among others, and feasible to run. We conducted a multistage
study to explore whether or not a potential trial design could be achieved.

We searched the scientific literature for previous research that had studied using patches for repairing
shoulder tendons. We surveyed shoulder surgeons, including those who had previously been involved

shoulder randomised controlled trials. We conducted four focus groups with stakeholders. Initial agreement
on the best way to run a randomised controlled trial of patches in shoulder surgery was achieved using
online questionnaires. Finally, we held a 2-day meeting to scrutinise the study findings and the relevant
issues. Two potential studies were recommended, as was the need for closer monitoring of patch safety.
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