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QOMS Oncology & Reconstruction registry — 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. QOMS is already
running an audit / service evaluation for oncology & reconstruction and another for mandibular
trauma.


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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BACKGROUND

Oncology and Reconstructions are two separate OMFS subspecialties with a significant overlap. It was

decided from the onset that they would be led together as one large audit.

The delivery of oncology for tumours located in the head and neck region is managed by several
surgical specialties, mainly ENT and OMFS. The focus of the latter tends on the oral cavity and

oropharynx sites.

The delivery of reconstructive procedures is also managed by several surgical specialties (ENT, Plastics
and OMFS).

=>» QOMS Oncology & Reconstruction registry focuses on OMFS but other specialties (ENT,
Plastics) can also contribute.

= QOMS Oncology & Reconstruction registry collects data on all Head and Neck cancers but the
reporting focuses on tumours located in the oral cavity and oropharynx, specifically,
squamous cell carcinoma (SCC), which represent the majority of the tumours treated.

=>» The reconstruction arm of the registry focuses on tissue transfers (free and pedicled flaps) to

correct defects in the HN region.

In 2022, a new section was added to the QOMS Oncology & Reconstruction registry to collect clinical

data on sentinel lymph node biopsy.

In 2024, the following modules (i.e. smaller registries linked to a main, larger one) were added to
collect data on a specific subgroup of patients undergoing:

e Either mandibular reconstruction involving the use of patient specific implants (patient-
specific implants for mandibular reconstruction [PSI] module).

e Or oral rehabilitation following the treatment of an oral cancer (restorative dentistry [RD]
module). This module was developed and is run by consultants Restorative Dentists. The RD

module include also a PRO which necessitates patient consent.

In 2024, two separate consented registries were launched collecting data on salivary gland cancers
(SGC) and rare and benign lesions of the jaws (RLJ). Although independent, patients may have also
been captured in the QOMS Oncology & Reconstruction registry.

Relationship between registries within the Oncology and Reconstructions workstreams
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Each of these additional registries has their own protocol.
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Recommendations and guidelines

e Homer JJ and Winter SC (Ed.) United Kingdom National Multidisciplinary Guidelines, Sixth
Edition J Laryngol Otol . 2024 Apr;138(51):51-5224. doi: 10.1017/50022215123001615

AIM & EXPECTED BENEFITS

The QOMS Oncology & Reconstruction 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 To reassure patients that quality of care is being monitored and improved

e Tosupport surgeons in their appraisal and revalidation
QUALITY OF CARE METRICS

Oncology

All resections * reconstruction of all OOSCC _Pm
Elective or therapeutic lymphadenectomies of L h nodes vield
all previously untreated primary OOSCC ymph nodes yie
All major* head and neck surgeries for all HN cancers

(*resection + neck dissection + reconstruction)

Reconstruction

Postoperative length of stay

All free tissue transfers ==

Flap survival

Time to commencement of

All reconstructions for HN cancers

adjuvant radiotherapy if required

INCLUSION / EXCLUSION CRITERIA

Oncology: all patients diagnosed and treated surgically for a primary tumour located in the head and
neck region.

Reconstruction: all patients undergoing free tissue transfer to repair a defect (whichever its origin or
aetiology) in the head and neck region.

There are no other inclusion or exclusion criteria.


https://www.cambridge.org/core/journals/journal-of-laryngology-and-otology/article/head-and-neck-cancer-united-kingdom-national-multidisciplinary-guidelines-sixth-edition/81BBBF470F5F55A75935F78A88B15422
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Figure. Inclusion and exclusion in the Oncology & Reconstruction registry

1. Is the patient’s diagnosis cancer or not? HN Cancerdlagn05|s Non- cancerd\agnoms

2. Has the patient undergone free tissue transfer(s)? Yes No Yes

3. Registry inclusion Oncology Oncology ﬁ
+ ONLY

Reconstruction

INFORMATION GOVERNANCE

The Oncology & Reconstruction (OR) registry follows the principles of Information Governance of the
QOMS Project.

e The OR registry is NOT a research project but a service evaluation, it therefore does not require
ethical approval (see Appendix 1).

e The OR registry, as part of the QOMS Project, can collect patient identifiable information without
patient consent, as it has obtained section 251 support from CAG in England and Wales.
Application for PBPP approval in Scotland is being prepared.

o In England only, since 2022, the OR registry must comply with the national data opt
out (NDOOQ)

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.

e Datais 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).

e Data processing: see data flow in Appendix 2.

e 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.

e Data access is under access control policy:

e Local 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.
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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.
e 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:

e 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.

e 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).

e Data collection is continuous

e 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 30d surgical Status at
from index surgery outcomes Histology ART 2 years

1 l 1 1 |
[

5
] 1 ]

Index surgery: Hospital Discharge

cancer ablation discharge from care
and/or reconstruction

DATASET

See Supporting Document 1 (CRF)

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 Oncology & Reconstruction registry.


https://trials.nforc.co.uk/surveys/?s=3A4APCJF3W8J4HE8
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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 12/11/2024 | New F Puglia (PM)
1.126/11/2024 | Corrections + Timeline added F Puglia (PM)
1.2 04/12/2024 | Corrections + new figures added | F Puglia (PM)
1.323/02/2026 | Update F Puglia (PM)
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APPENDICES

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

1|00} ,|erosdde D3y SHN paau | oq,, :3Yy3ry
1|00l ¢ Yydleasal Apnis Aw s|,, 11497

“uonouny Juud 1esmolq asn asea|d Jasojdx3 Jawaju) Buisn J :310N

abed sy uud

‘ugeBe yejs 03 yul| Sy} moj|o4

“a|qe) Yyoseasay Buiuyag ay) JsIA aseajd uonewoul a10w 104

uonouny Jupd Jasmoiq asn aseaid Jaiojdx3 18wanuj Buisn J1 :3LON

‘ujeBe pejs 0} yul| s1y3 mojjod

'|00} UoISIDap ¢yoseasal Apnys Aw s| ay) JISIA aseald ‘paulap si yoJeasal moy pugjsiapun o

‘lenoidde D3y SHN saunbas soue|iBAINS Jaxlew jsod nok i suiulslap o) uolsanb Jsiy 8Uj 1B STA 109jes

pue uiebe pejs 0} Mojaq yul| MOJ|0} 8sea]ld "palinbes aq Aew [eacidde DIy SHN UB 818ym S80UBISLUNDIID
BLIOS BIE 81U} JOASMOH "UdIeasal PalapIsuod A|[ensn JON SI 89UB|[IaAINS Ja)IB }S0d :9}ON

‘leacsdde gHN pasu
jou op nok jey} sejeoipul Yoiym ,Yyoseesal Apnis Inok sj, uonsanb ay) 0} ,0N, P2IaMSUE SABY NOA

‘(s1geltee j1) | 199fo1d S

329foud (SWOD) AuaBuns TETO4O0TTTXEW PuUB TBJO UT S3W0I3INQ pue AITTEND

yoseasal noA Jo apiL

:mojaq s|ie}ap 1nok Jsjua aseald g 199loid SYHI PUE 3B Yynm Jnsas anok juud oy | | |

Auoyiny un
yoieasay yijeaH e DU

ysJeasay

Jeursyu@senany yyH Je aur

SalaND YyH 8y} 0} Uo a2IAPE Jayun} paau noA Jey; (s)uoisioap
ay} Jo sjoadse ay} Jo Aewwns e pue abed synsai siy} jo Adoo

B SE ||am Se uoneoo| pauueld pue juedioiued jo adA} ‘AGojopouiaw
‘asodind sy Buisuewwns ‘(abed suo wnwixew) 1osloid

3y} Jo auino ue Buipuas Aq sy} op ‘aoIApe 10} YHH 2y} Bunoejuos
3§ "Apnis 1noA ssnasip 0} YyH @Y} Jo ‘eouelsul Jsiy sy} Ul Josuods
10 80140 g J1ay} 19BU0D pNoys (|00} SIU} JO SWOIN0 8y}

yum Juaplyuoa jou asoy) ‘6a) asiape Jayuny Buuinbai siayoieasay

‘s|eaoidde Jayjo pasu [|iis Aew NOA

'SHN 2y} Aq yoleasay paiapisuod aq |ON PINom Apnjs Ino

2alqesijesauab aq o} Huiob sbuipuy anok aiy - ,oN,
ipanjoaul sjuaned ayy

Jjo Aue o} spiepuels pajdaooe woly a1eo Jusned Auswieal)
Buibueyo puewsp [020}0.d Apn}s INoA s80( - ,ON.
¢sdnoub jusieyip

0} pasiwopues Apnis anoA ul sjuedioiued ay) aly - ,ON,

:Pajos|as NOA

‘(aiqeniene y) | yooloid Syl

1298foud

(SWOD) AuaB3uns TETJJOTTIXElW pue TEJO UT Sawod3np pue A3TTEND
:yoJeasal InoA Jo afji|

:mojaq s|iejap inok
13yua asea|d q| yoaloid Syl Pue 3}y yum }nsas 1noA juud o) B

Auoypny yoieasay yijear ELENESYEI

ysieasay




Version 1.3

APPENDIX 2. DATA FLOW

QOMS data flow: QOMS audits & patient registries

V11.0, date: 2026 01 13

Legend:
Data

Action

Trust / HB's

Primary sources

QOMS audits

Collected by

Data controller: Trust
/ HB

Data Processor: BCI
on behalf of BAOMS

Medical Records =
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/ astorage &

management

Data export

\

Individual records

Stored in

approval

QOMS registries
necessitating consent

PROM et
Provided by

Data controller:
Patient

Hmmmmmmm————

This applies to the BAOMS BOS Orthognathic
PROM, the Restorative Dentistry / Oral
rehabilitation audit (PROM) as well as the
“Salivary Gland Cancers” and “Rare and
Benign Lesions of the Jaws” registries.

Data Processor: BCl
on behalf of BAOMS
@ Consent

Individual records

Stored in

Trust / HB’s own

Trust / HB’s own

individual records

Exported by

Individual records

Aggregated

individual records

Analysed by

results

Disseminated by

Local hospital environment
Data controller: OMFS unit

Dataset preparation

Exported by

Aggregated
results

Individual records — P Individual records

Processed by Analysed by

Disseminated by

REDCap

Y

=/

QMUL Secure Web

Transfer Service*

De-identification &
dataset formatting

** includes local audits, reports,
abstracts at conferences and
publication in medical journals

-- De-identification

(* Or a similarservice

offered by third party) Datalinkage

BClI Safe Haven environment
Data controller: BAOMS / Data processor: Barts Cancer Institute, QMUL
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APPENDIX 3. PATIENT AND PUBLIC INVOLVEMENT PANEL DISCUSSIONS

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




