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1. Background

Urethral strictures are a common cause of lower urinary tract symptoms for men worldwide.(1,2) Substitution urethroplasty is currently considered to be the gold standard treatment for either penile or bulbar urethral strictures > 2 cm.(3) 

The innovative technique of using a buccal mucosa graft (BMG) for urethral reconstruction was originally described by the Russian Urologist, Dr Kirill Sapezhko, in 1894.(4,5) However, it was only in 1993 that El-Kasaby et al.(6) published the promising results of a small case series wherein adult urethroplasty was achieved with BMG. Since the mid 1990’s, BMG harvesting for urethroplasty has become a widespread practice.(7)
Whilst the results of BMG substitution urethroplasty are well-documented, there is comparatively little research into the prevention of buccal donor site morbidity.(8) Oral quality of life after BMG harvesting has also been largely unresearched.(9,10) In particular, the role of oral rehabilitation in reducing postoperative complications (e.g. infection, pain, altered sensation, difficulty eating, etc) has not been described in the literature. 
2. Aims

The primary aim of this study is to determine the occurrence of post-operative complications at the BMG donor site in patients who have undergone BMG harvesting for urethroplasty at Toowoomba Hospital and St Vincent’s Private Hospital between 1st January 2017 and 31st December 2019. 
Secondarily, this study will evaluate the demographic, medical and operative characteristics of patients who have undergone BMG harvesting for urethroplasty at Toowoomba Hospital and St Vincent’s Private Hospital between 1st January 2017 and 31st December 2019.

3. Hypothesis
Patients who experience donor-site complications after BMG harvesting for urethroplasty are more likely to report poorer oral quality of life in both the short and long term. Additionally, associations may exist between demographic, medical or operative characteristics and the occurrence of post-operative complications in this group of patients. 
4.  Objectives
1. To determine the occurrence of the following post-operative complications at the BMG donor site:
i. Infection

ii. Pain

iii. Altered buccal sensation

iv. Difficulty eating

v. Difficulty smiling
vi. Re-operation/Revision surgery

a. Date

b. Reason

c. Operation performed

d. Length of stay

e. Complications from re-operation

2. To collate the following demographic, medical or operative variables for each patient:  
i. Age (years)
ii. Date of diagnosis

iii. Surgeon
iv. BMI
v. Smoking status (1 cigarette within the past 2 months)
vi. Alcohol consumption status (how many drinks per week)

vii. Illicit drug use (current and previous)
viii. Comorbidities
a. Cardiovascular

· Hypertension

· Atrial Fibrillation

· Previous Percutaneous Coronary Intervention

· Previous Coronary Artery Bypass Graft

· Heart failure (all types)

b. Respiratory

· Asthma

· Chronic Obstructive Airways Disease

· Bronchiectasis

c. Metabolic

· Hyperlipidaemia

· Type 1 Diabetes Mellitus

· Type 2 Diabetes Mellitus

· Gout

d. Immunological/Autoimmune

· Psoriasis

· Rheumatoid Arthritis

· Other Autoimmune diseases

e. Cognitive

· Cerebrovascular accident

· Dementia

f. Oncological

· Previous cancers

· 
ix. Date of surgery

x. Operating time
xi. Date of admission

xii. Date of discharge

xiii. Length of stay

xiv. Readmission within 30 days

xv. Urethral stricture location
a. Penile
b. Bulbar
c. Penile-Bulbar

xvi. Urethral stricture length (cm)

xvii. Buccal Mucosal Graft length (cm)

xviii. Buccal Mucosal Graft width (cm)
3. To ascertain if any of the aforestated demographic, medical or operative variables are associated with the occurrence of BMG donor site complications. 

5. Study Design
The study will be a retrospective observational study. 
6. Eligibility Criteria
· Males (> 18 years of age) 
· Patients who have undergone urethroplasty surgeries at Toowoomba Hospital and St Vincent’s Private Hospital 
· Procedures performed between the 1st January 2017 and the 31st December 2019.
7. Data Collection, handling and statistical analysis
Recruitment

Researchers will identify eligible patients retrospectively from relevant databases and medical records. 
Data Collection

De-identified patient data will be recorded in the online approved Queensland Health RedCap Database. All required entry fields will be completed. Data will include demographic characteristics, pre-existing medical conditions, disease variables, surgical factors, and post-operative complications.
Data Handling

Patient identification will be held with the principal investigators and will not be disclosed for the purpose of the study. Each hospital site will own its own data and intellectual property. The primary database will be located at the DDHHS instance of the Queensland Health approved online database, RedCap. Access to the database (by individual password) will only be allowed for the principal investigators conducting the project. 
Statistical Analysis

Descriptive analysis will be conducted to illustrate trends and observations within the data.  Data will be analysed with assistance from a statistician.
8. Ethical and Safety Considerations 

An application is being made to the Darling Downs Health Service for a Low/Negligible Risk categorisation. 
This is on the basis of: 

1. It is not anticipated that this study will pose any risks to the patients, general public or researchers.
2. There is significant interest in the proposed study (refer to 1. Background).
3. No identifying patient information will be published or shared with anyone outside of the research team.
4. Every effort will be made to ensure that electronic database is secure.
5. Data handling will be subject to ongoing assessment and review throughout data collection period.
9. Duration of Study
The study will commence following approval by the appropriate Human Research Ethics Committee. Duration will be ongoing until all of the data pertaining to the period from 1st January 2017 and 31st December 2019 has been collected and analysed. 

10. Dissemination of Results

Results obtained from this study will be disseminated through study reports and where appropriate conference presentations and peer-reviewed manuscript(s). 
For the preparation of any manuscript, the top five contributors as well as the principal investigators will represent the writing committee. Members of the writing committee will elect by simple majority a corresponding author and appear as co-authors of the manuscript. All contributing investigators and centres will be mentioned in the manuscript. 
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