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QOMS Trauma workstream — Protocol
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QOMS

The Quality and Outcomes in Oral and Maxillofacial Surgery (QOMS) project is the quality
improvement and clinical effectiveness programme for Oral and Maxillofacial Surgery (OMFS),
initiated by the British Association of Oral and Maxillofacial Surgeons (BAOMS).

QOMS was initiated in 2018 following the publication of the 1°* GIRFT report for OMFS. The report
found that there was no comprehensive set of clinical outcome measures for OMFS and

recommended an efficient and patient-focused outcomes audit programme for OMFS be delivered.

QOMS operates a series of clinical registries across several OMFS subspecialties (oral and
dentoalveolar surgery, trauma, oncology, reconstruction, non-melanoma skin cancers and
orthognathic surgery) either as audits / service evaluations to measure the quality of care provided to
patients or as disease- or procedure-specific registries to look at medium to long-term patient
outcomes to guide recommendations for patient treatment and management.

BACKGROUND

When QOMS was set up, discussions with the then SSIG Lead and Deputy Lead led to the following
decisions for the trauma audit:

- The conditions to be audited: mandibular fractures and isolated orbital wall fractures
- The quality of care metrics: unexpected return to theatre and readmissions within 90 days
after discharge and, for isolated orbital wall fractures, visual complications at 90 days after

discharge.


mailto:michael.ho2@nhs.net
mailto:baomsprojectmanager@baoms.org.uk
https://gettingitrightfirsttime.co.uk/wp-content/uploads/2018/11/OMFS-Report-Nov18-F_Layout-1-FINAL.pdf
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An initial registry, that included both conditions, was developed and rolled out in the summer 2021
and ran until July 14™, 2023 when it was revised and replaced by two separate registries (mandibular
fractures and isolated orbital wall fractures).

AIM & EXPECTED BENEFITS

The QOMS Trauma registry allows for the collation of real-world data can lead to benefits for patients,
surgeons, participating institutions, and commissioners. Its overarching aim is to measure and
improve quality of care.

e To develop benchmarks for OMFS practice

e To produce hospital-level comparative performance data and promote Ql activities
e To support surgeons to embrace an open/transparent culture in practice

e Toreassure patients that quality of care is being monitored and improved

e To support surgeons in their appraisal and revalidation

INCLUSION CRITERIA & QUALITY OF CARE METRICS

Mandible fractures: all patients diagnosed and treated under OMFS care for a mandible fracture.

Isolated orbital wall fractures: all patients diagnosed and treated under OMFS care for an isolated
orbital wall fracture. Patients presenting with fractures extending to neighbouring bones (frontal,
zygoma... but not nasal bones) are to be excluded.

Unexpected return to theatre

\

All mandibular fractures

Readmissions within 90d after

All isolated/pure orbital discharge

wall fractures

Visual problems and
enophthalmos

There are no other inclusion or exclusion criteria.

INFORMATION GOVERNANCE

The Trauma registries follow the principles of Information Governance of the QOMS Project.

e The registries are NOT research projects but service evaluations, and therefore do not require
ethical approval (see Appendix 1).

e The registries, as part of the QOMS Project, can collect patient identifiable information without
patient consent, as section 251 support from CAG in England and Wales and PBPP approval in
Scotland have been obtained.

o In England only, since 2022, the registries must comply with the national data opt out
(NDOO)

e Collection of patient identifiable information: Yes

e Data collection will be done directly either by dedicated members of staff (data coordinators) or
by surgeons.
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Data is collected and stored in an instance of the Research Electronic Data Capture (REDCap)
system, hosted and managed by the Barts Cancer Research UK Centre (BCC), Queen Mary
University of London (QMUL).

The Barts CR-UK Centre (BCC) has a valid NHS Digital DSPT toolkit (EE133904-ECC04) and is ISO

27001 certified (Cert. No. 225111).

Data processing: see data flow in Appendix 2.

Data retention: 4 years after the end of collection of follow-up data. Data retention for the

registry will be reviewed on a regular basis.

Data access is under access control policy:

e |ocal clinical lead(s) of participating departments will be given full access (including patient
identifiable information) to the records entered in the registry for their own institution only.
They will be able to view, edit and download that data to use it locally.

e Access to the whole dataset is limited to the designated data manager (Fabien Puglia), who is
a non-clinical member of the QOMS team. Other members of the QOMS team will only have
access to anonymised information.

Access to the central dataset by any party (individuals/institutions) will require a formal request,

via the online data request form. Applicant must demonstrate that they will adhere to relevant

information governance regulatory framework. Applications will be reviewed by the QOMS Team
(as described in SOP).

DATA COLLECTION PROCESS

Consent: N/A

Clinical data:

Data collection will be done directly either by dedicated members of staff (data coordinators) or
by surgeons. Each user will be provided with a unique username and password to access the
online registry. User’s access to data will be limited to data collected in a user’s institution.

Data collection should normally be prospective but we have obtained a CAG amendment to
collect data retrospectively (in that case, data collection must be anonymous).

Data collection is continuous

Data censure takes usually place in late June / Early July (date TBC) for report to be produced by
the end of that year or as soon as possible thereafter.

Timeline:

Data collection from treatment to 90d post
hospital discharge

| o o

—

1 ] 1 ]

Injury Treatment Hospital Discharge
discharge From care


https://trials.nforc.co.uk/surveys/?s=3A4APCJF3W8J4HE8
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DATASET

See Supporting Documents 1a (Mandible) and 1b (Orbit)

PATIENT AND PUBLIC INVOLVEMENT

A patient and public involvement session was organised prior to the start of data collection (2021).
The panel were satisfied with the way QOMS handles data and respect patient’s rights and did not
have any concerns about the QOMS Trauma registries.

DATA OWNERSHIP

Participating organisations will retain the ownership of the data they entered, while the ownership of
the central dataset will be BAOMS. BAOMS will curate data on behalf of participating organisations.

PUBLICATION POLICY

The British Journal of Oral and Maxillofacial Surgery (BJOMS) will have first refusal of any peer
reviewed output from this initiative.

Individuals responsible for collecting data will be acknowledged as “collaborators” and listed in
publications.

HOW TO GET STARTED

1. Make sure you and your colleagues are happy to contribute to QOMS. Contact the project
manager to discuss what taking part to QOMS entails in terms of resources, time commitment,
logistic... and answer any gueries you may have.

2. Contact your Information Governance department to register the audit (a project level
registration, i.e. one application for several QOMS audits, should be possible). In any case, if you
need to complete any forms, contact the project manager to help you with it.

3. Once the audit is registered (or during that process), contact the project manager to sort out your
and your colleagues’ access to REDCap, obtain your own QR code / link to the OR registry and
organise a REDCap training session.

Version control

Version / Date | Changes | Approved by

1.0 26/11/2024 | New F Puglia (PM)
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APPENDICES

APPENDIX 1. HRA MRC TOOL KIT “IS MY STUDY RESEARCH?”
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APPENDIX 2. DATA FLOW

QOMS data flow

V9.0, date: 202309 15
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! ] Data linkage — : :
Bl Long-term data management QMUL Secure Web Data recipient: recognised third
i / Transfer Service* J party

i . ! . . «  Non-commercial entit
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I

! . . With data sharing agreement
e i i i i 1 offered by third party) in place with QOMS
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governance and data security

KI

BCC Safe Haven environment
Data controller: BAOMS
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APPENDIX 3. PATIENT AND PUBLIC INVOLVEMENT PANEL DISCUSSIONS

Area of concerns / discussions Discussion points Answers / Action points
None




