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1.0  Study Summary 

 

GENERAL  INFORMATION 

Short Title ACCOLaDE 

Full Title AntibaCterial presCribing & OraL Health practice: The 
Leeds Dental Extraction Study 

Sponsor University of Leeds 

Sponsor ID DT17/103574 

REC No. To add  

Main Investigators Ashna Chavda and Gillian Dukanovic 

Co-ordinating Centre DenTCRU, Leeds School of Dentistry 

TRIAL INFORMATION 

Indication To explore the experience of patients undergoing tooth 
extraction at Leeds Dental Institute (LDI)  in relation to 
antibiotic medication, dental anxiety and oral health 
practices  

Design 1. Research questionnaire survey 

Objectives To better understand the increasing numbers of patients 
attending the Leeds Dental Institute (LDI) for extractions  
and: 

 Whether patients were managed by antibiotic only 

treatment plans. 

 Their level of dental anxiety 

 Their underlying tooth brushing behaviours and oral  

health practices 

TRIAL  TIMELINES 

Expected start date June 2018 

End of Trial Definition Last Patient Last Visit  

Expected completion date June 2019 

TRIAL  SUBJECT  INFORMATION 

Number of trial subjects 50   

Age group of trial subjects Parents/Guardians of children from 5yrs to 12 years, 
children aged 13-15 and adults (no upper age limit) 

Inclusion criteria a) Adult patients undergoing extraction of one or more 

teeth 

b) Parents/Guardians of children aged 5-12 years old 

undergoing extraction of one or more teeth  

c) Patients aged 13-15 undergoing extraction of one or 

more teeth  

d) Patients and Parents/Guardians  who are willing to give 

informed consent or assent to complete questionnaires   

Exclusion criteria (a) Patients, parents/guardians  unable or unwilling to 

provide informed consent 

(b) Parents/Guardians of patients aged less than 5 years 

old 

(c) Patients or parents who are unable to communicate 

directly with the health person carrying out the treatment 
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2.0 Introduction 
 
2.1 Background and Rational for the Study 
Professor Dame Sally Davies, the UK Chief Medical Officer has issued stark warnings about 
the global catastrophe faced if the threat of antimicrobial resistance (AMR) is not addressed. 
AMR has risen alarmingly over the last 40 years and inappropriate use of 
antibacterials/antimicrobials is a key driver. Dentists in England prescribe antibacterial drugs 
than more any other medication. Some 3.7 million dental prescriptions for antibacterial 
medicines were dispensed in England during 2014. Of all NHS antibacterial drug prescriptions, 
5% are attributed to general dental practice and overprescribing by dentists has been widely 
reported. Clear, evidence based guidance for appropriate antibacterial prescribing in general 
dental practice is available. Antibacterial prescriptions are only indicated in the presence of 
systematic spread of bacterial infection which is easily identified by dentists during 
appointments given sufficient time and patient compliance. Antibacterial-only treatment plans 
are generally inappropriate although may be indicated if a patient requires referral for sedation 
or to an oral surgeon. Reducing antibacterial prescribing by dentists has an important part to 
play in the UK AMR Strategy to slow the development and spread of resistance.  

University of Leeds (UoL) has a portfolio of projects exploring antibacterial drugs and 
dentistry. The APTiTUDE project1 is developing a complex intervention to address 
professional and patient behaviours to lower the prescribing rates of antibacterial medication 
by dentists. By identifying key behaviours of dentists, other members of the dental team (e.g. 
dental nurses and receptionists) and patients, this project will establish a logic model to 
underpin the development of the complex intervention. This ACCOLADE project will provide 
valuable information for the NIHR awarded APTiTUDE project in relation to patient experience 
of antibacterial medication in dentistry. It will include exploration of the observation that 
increasing numbers of patients are being referred into secondary care (Leeds Dental Institute, 
LDI) for extractions following antibacterial-only treatment plans in general dental practice.  

Teeth are extracted for various reasons including planned extractions of healthy teeth (e.g. as 
part of orthodontic treatment or impacted wisdom teeth) and urgent extraction of diseased 
teeth (for example due to an abscess) during unscheduled treatment. The UoL School of 
Dentistry’s HTA-compliant Skeletal Tissues Research Tissue Bank (the “Bank”) collects 
extracted teeth from consented participants; donated teeth are anonymised, stored and used 
for a variety of research purposes. By comparing the questionnaire responses of all 
consenting participants undergoing dental extraction (irrespective of reason) or involved with 
a child undergoing this procedure, this project aims to explore attitudes, knowledge and 
experience of participants about antibacterial medication and their use to treat dental disease, 
the amount of dental anxiety in those referred  and their general oral health practice. The 
collected data will underpin several clinical translational projects such as 
Dr Wendy Thompson’s APTiTUDE project, Dr Peter Day’s work on behavioural interventions 
for tooth brushing and Dr Jinous Tahmassebi’s work on child dental anxiety and extraction 
methods.  

 
 
3.0 Aims and Objectives 
To explore the experience of patients undergoing tooth extraction at the Leeds Dental 
Institute in relation to antibiotic medication, dental anxiety and oral health practice.   

                                                 
1
 Wendy Thompsons’s Registered PhD, NIHR Doctoral Fellowship [Short Title: APTiTUDE – Antimicrobial Prescribing: Towards a 
reduction during Urgent Dental care in England.] Enabling antimicrobial prescribing reduction during urgent primary dental care in 
England: Developing a complex intervention for behaviour change of professionals and patients.  
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This study will quantify and better understand the increasing numbers of patients attending 
the Leeds Dental Institute (LDI) for extractions and: 
           

1) Whether patients were managed by antibiotic only treatment plans. 

2) Their level of dental anxiety  

3) Their underlying tooth brushing behaviours and oral health practices.  

 
 
4.0 Trial Design 
Patients who have attended pre assessment appointments at Leeds Dental Institute will be 
identified by the care team when booking appointments for day case admission for their 
extraction procedure.  The care team will send a separate invitation letter explaining this 
research and enclosing a copy of the relevant ACCOLaDE Participant Information Sheet to 
the patient for consideration. This information is sent to the patient up to two weeks prior to 
the treatment date. 
 
On the morning of the treatment visit, patients and parents/guardians will be approached by 
a member of the clinical care team and asked if they wish a member of the ACCOLaDE 
research team to discuss the study.  If they wish to consider the ACCOLaDE study a 
member of the research team will be introduced to them. Patients and relatives will have the 
opportunity to ask any questions they want to and if they are willing to take part in this 
research, they will be consented (or assented where applicable) to this study.  Patients 
willing to donate teeth for the Skeletal Tissue Bank may also be approached for the 
ACCOLaDE study.  
 
Consented participants will be given the 3 paper questionnaires to complete prior to their 
dental treatment taking place.  The questionnaires will take about 15 minutes to complete. 
The research staff and care team will be on hand to offer any reading support to any 
participant who may need assistance whilst completing these questionnaires.   
 
4.1 Endpoints 
 
4.1.1: Primary Endpoint 
To have a better understanding of previous antibiotic management, the anxiety levels and 
basic oral health demographics and drivers of those requiring tooth extractions. 

 

4.1.2: Secondary Endpoint(s) 
1) To produce evidence by collating information on previous antibiotic use. 
2) To produce evidence of dental anxiety levels from collating the anxiety scores from 

completed questionnaires. 
3)  To produce evidence to elucidate on the underlying tooth brushing behaviours and oral 

health practice in those patients requiring tooth extraction. 
 

 
5.0 Trial Subject Selection 
 
5.1 Eligibility Criteria 
 
5.1.1: Inclusion Criteria  

a) Adult patients undergoing extraction of one or more teeth 
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b) Parents/Guardians of children aged 5-12 years old undergoing extraction of one 

or more teeth  

c) Patients aged 13-15 undergoing extraction of one or more teeth  

d) Patients and Parents/Guardians  who are willing to give informed consent or 

assent to complete questionnaires   

5.1.2: Exclusion Criteria 
a) Patients, parents/guardians  unable or unwilling to provide informed consent 

b) Parents/Guardians of patients aged less than 5 years old 

c) Patients or parents who are unable to communicate directly with the health 

person carrying out the treatment 

5.2 Recruitment Processes 
  
5.2.1: Recruitment  
Patients will have received a copy of the relevant ACCOLaDE Participant information sheet 
in the post prior to their day case admission for treatment.   This will include detailed 
information about the rationale, design of the study.  Following information provision, 
patients will be given the opportunity to discuss the trial with their family and on the day of 
treatment can discuss this with a member of the clinical care team and the researchers 
before they are asked whether they would be willing to take part or not. This process will 
be clearly documented in their electronic patient record by the clinical care team.  All 
participants will have had at least 24 hours to consider their participation. 

 
5.2.2: Consent 
Patients and parents/guardians will be formally assessed for eligibility and invited to 
provide informed, written consent. The right of the patient or parent/guardian to refuse 
consent without giving reasons will be respected. Further, the patient or parent/guardian 
will remain free to withdraw from the study at any time without giving reasons and without 
prejudicing any further treatment for them or their child. A copy of the consent will be given 
to the participant, one filed in the Trial Master File, and one filed in the electronic patient 
records. The written consent will be taken by a member of the research team designated 
on the study staff authorisation / delegation log.   
 

 5.2.3: Participants who Withdraw Consent 
All participants will remain free to withdraw from the study at any time without giving 
reasons and without prejudicing any further treatment.  However participants must notify 
the researchers up to the 2 weeks following their tooth extraction appointment that they 
want to withdraw their study data    After this time the anonymised questionnaires will be 
used as part of the study results and may no longer be individually identifiable.    

 
5.2.4: Definition for the End of Trial 
Last patient last visit 
 
 
 6.0 Data Collection, Source Data and Confidentiality 
 
6.1:  General 
All information collected during the course of the trial will be kept strictly confidential.   
Information will be held securely on paper and electronically at the Dental Translational 
Clinical Research Unit (DenTCRU), at the University of Leeds. 
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Dental Translational Clinical Research Team will comply with all aspects of the Data 
Protection Act 2018 and operationally this will include: 

 consent from patients/participants to record personal details including name, 
date of birth.  

 appropriate storage, restricted access and disposal arrangements for patient 
personal and clinical details 

 consent from participants for access to their study records by responsible 
individuals from the research staff, the sponsor or from regulatory authorities, 
where it is relevant to trial participation 

 consent from participants for the data collected for the trial to be used to develop 
new research. 
 

6.2 End of Trial Report 
Upon completing the trial, an end of trial notification will be submitted to the Ethical 
Committee and a trial report will be given to the funder of this research.  A copy of this end 
of trial notification and trial report will be submitted to the Sponsor’s office.  

 
6.3 Archiving 
At the end of the trial, data will be securely archived at Leeds Dental School for a minimum 
of 5 years.  Arrangements for confidential destruction will then be made. Anonymised 
study data collected from the questionnaires may be kept and shared with other 
researchers to help future research projects.  No study data may be destroyed without first 
obtaining written permission from the Sponsor. 

 
7.0 Statistical Analysis 
A brief descriptive and summary analysis regarding patient demographics and 
questionnaires will be carried out for consented patients. 
 
 
8.0  Ethical Considerations 
The trial will be performed in accordance with the recommendations guiding ethical 
research involving human subjects adopted by the 18th World Medical Assembly, Helsinki, 
Finland, 1964, amended at the 48th General Assembly, Somerset West Republic of South 
Africa, October 1996. Informed written consent will be obtained from the patients prior to 
registration into the study.  The right of a patient to refuse participation without giving 
reasons must be respected.  The patient must remain free to withdraw at any time from the 
study without giving reasons and without prejudicing his/her further treatment. The study 
will be submitted to and approved by a main Research Ethics Committee (REC) prior to 
entering patients into the study.  
 
9.0 Statement of Indemnity 
This study is sponsored by The University of Leeds and The University of Leeds will be 
liable for negligent harm caused by the design of the study.  The NHS has a duty of care to 
patients treated, whether or not the patient is taking part in a clinical study, and the NHS 
remains liable for clinical negligence and other negligent harm to patients under this duty 
of care. 
 
10. Publication Policy 
Dissemination of the results through publication in academic literature and the oral health 
SMILE AIDER (patient and public involvement group) forum.    A summation with anonymised 
data of the main findings of the research will be disseminated via audio-visual screens in 
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Leeds Dental Institute so attending patients can see the results.  Study participants may 
contact the researchers to receive a copy of the summation as participant address details will 
not be kept. 
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13.  Appendices 
 
Appendix A – Participant Information Sheets and Consent Forms 
 

i) ACCOLaDE Participant Information Sheet and Consent Form – Adult 

 

ii) Parent/Guardian Information Sheet and Consent Form 

 

iii) ACCOLaDE Participant Information Sheet and Consent Form – Young Persons aged 

13-15 years 

 

 

 
Appendix B – Questionnaires 
 

i) MCDAS (Wong et al., 1998) Version 1  dated 17/10/2016 

 

ii) Antimicrobial Survey 

 

iii) WHO Oral Health Questionnaire for Adults 

 

iv) WHO Oral Health Questionnaire for Children 
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