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The mission of the National Institute for 
Health Research (NIHR) is to provide a health 
research system in which the NHS supports 
leading-edge research focused on the needs 
of patients and the public.2 In achieving this 
mission, the Institute’s aims are to increase 
the opportunities for patients and the public 
to participate in, and benefit from, research 
and to promote and protect the interests of 
patients and the public in health research.3 
These are commendable statements with a 
strong emphasis on the involvement of both 
the public and patients in research. With 
23,000 dentists providing just under than 
40 million courses of NHS treatment to 30 
million patients in 2012–13, it is clear to 
see that there is an immense opportunity for 
dental research to expand into primary care.4

The aims of the paper are firstly to pro-
vide a brief overview of some of the dental 
research being undertaken in primary care 
and then to outline some of the important 
regulatory issues and other requirements 
that may need to be in place in order to 
undertake clinical dental research in the UK, 
as well as the support and enablers available.

CASE STUDIES OF PRIMARY  
DENTAL CARE RESEARCH

DEEP (Developing effective and 
efficient care pathways in  
chronic pain)5

Chronic orofacial pain (COFP) is a relatively 
common problem in the UK where pain 

INTRODUCTION
There is a growing recognition that dental 
practices in the primary care NHS sector pro-
vide an excellent environment to carry out 
clinical dental research and an opportunity 
for all members of the dental team to develop 
and expand their roles into the research 
field. In addition, it is mandated in the NHS 
Constitution that ‘all patients should be offered 
the opportunity to be involved in research’ and 
this should extend to dental patients as well.1 
This is, of course, an eminently logical devel-
opment so as to identify the benefit of new 
developments, treatments and management 
philosophies that may ultimately be adopted 
by the team and delivered in primary care. 
Only when both the care providers and their 
patients are involved in projects will crucial 
aspects of research be evaluated successfully. 
For example, in addition to evaluating treat-
ment outcomes, the practicality, feasibility, 
acceptability, expense and cost-effectiveness 
of a new treatment regimen are crucial to its 
overall deliverability in NHS dentistry.

Many commissioning bodies for research expect that researchers will actively involve the public and patients in their 
projects. The National Institute for Health Research (NIHR), for example, involves members of the public in reviewing 
funding applications and making recommendations about research funding. The NIHR’s portfolio is currently operating 
in 97% of NHS Trusts and this now includes research sited in primary dental care. This paper presents some case studies 
of these and other projects which are designed specifically for patient benefit in dental services in the community. This 
means there is no necessity to translate the outcomes of such research from a university or hospital base to the general 
population as the projects are undertaken in dental practices that provide primary dental care to (predominantly) NHS 
patients. The relevance of the outcomes to dental care is, therefore, likely to be of direct interest and importance to 
commissioners of healthcare funding in the UK who have a duty to use evidence bases for commissioning decisions.

affects the face or mouth and lasts longer 
than three months. Healthcare profession-
als can be uncertain how to diagnose and 
manage the condition and sufferers expe-
rience negative impacts in their everyday 
lives because of it. Patients may undergo 
multiple referrals between different health 
professionals in an attempt to secure suc-
cessful management.

This project aims to identify, from both 
patient and financial perspectives, where 
and how changes can be made to the way 
patients with COFP are managed in the 
NHS and then to suggest potential new and 
improved care pathway(s) for COFP. The new 
pathway(s) will be based on improving the 
quality of life of sufferers, decreasing their 
pain and providing efficiency for the patient 
and the NHS.

Data collection for this longitudinal study 
uses both quantitative and qualitative meth-
ods, and the cohort of patients is surveyed 
at regular, predefined intervals with a set of 
four questionnaires in order to capture the 
effects of their individual care pathway on 
their pain, quality of life and illness perspec-
tive. A subsample of the population will be 
invited to participate in sequential qualita-
tive semi-structured interviews at baseline, 
12 and 24 months.

FiCTION (Filling children’s teeth: 
Indicated or not?)6

Dental decay, being one of the most common 
diseases of childhood, has a large health and 
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• Highlights the need for research to be 
undertaken in primary dental care.

•  Provides examples of clinical research 
which is being undertaken in the primary 
care dental services.

•  Introduces some of the regulatory issues 
and enablers to implementing clinical 
research in primary care.
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economic impact. Although conventional 
clinical opinion is that carious primary teeth 
should be restored the majority of cavities in 
young children remain unrestored and there 
is, as yet, no conclusive evidence for the 
most effective approach to managing decay 
in primary teeth. FiCTION is funded by the 
NIHR Health Technology Assessment (HTA) 
programme and aims to provide that evi-
dence by means of a randomised controlled 
trial (RCT). The results of this multi-centre, 
pragmatic RCT will provide evidence for the 
most clinically-effective and cost-effective 
approach to managing caries in children’s 
teeth in primary care by comparing conven-
tional restorations with biological manage-
ment of caries and with prevention without 
restorations.

The chief investigators are Professor Jan 
Clarkson and Dr Nicola Innes (Dundee), 
Professor Gail Douglas (Leeds) and Professor 
Anne Maguire (Newcastle) with collabora-
tors at universities in Cardiff, Glasgow, 
London and Sheffield. Clinical lead centres 
in Cardiff, London, Newcastle, Scotland and 
Yorkshire have recruited and trained 68 den-
tal practices who are ‘live’ and recruiting 
patients between 3 and 7 years with at least 
one primary molar where caries extends into 
the dentine. The trial aims to recruit 1,113 
children in total. Children taking part in the 
trial are randomised and treated according 
to one of three treatment arms: conventional 
plus best practice prevention; biological plus 
best practice prevention; and best practice 
prevention alone. This multi-disciplinary 
research team has been established to work 
alongside a UK-wide team of specialist 
paediatric and primary care dentists and  
dental teams. 

Recruited practices screen patient lists to 
identify potentially eligible patients who 
are then invited to take part in the trial. 
Recruited participants and their parents 
complete questionnaires at every visit to 
the dental practice recording quality of life 
and self-efficacy data. Follow up lasts up to 
three years. 

IMPACT
IMPACT is a care-based study investigating a 
relatively unexplored area within healthcare 
by looking at whether actually taking part 
in a randomised controlled trial (FiCTION) 
in primary care impacts on a parent’s dental 
anxiety, oral health related-quality of life 
and attitude towards dental care and that 
of their children. IMPACT has recruited par-
ents whose children are participating in the 
FiCTION Trial (as well as some parents whose 
children are not participating in FiCTION) 
from each participating dental practice in 
Scotland and North-East England. Parents 

are followed up for 18 months. The study 
is being funded by Newcastle University 
and NHS Education for Scotland (through 
the Scottish Dental Practice Based  
Research Network).

INTERVAL (Investigation of NICE 
technologies for enabling risk-
variable-adjusted-length dental 
recalls trial)7

INTERVAL is a parallel group RCT taking 
place in dental practices throughout the UK. 
It has been commissioned by the NIHR HTA 
programme and the lead centre is the Dental 
Health Services Research Unit (DHSRU) at 
the University of Dundee.

Traditionally dentists recommend 
6-monthly check-ups for patients although 
there is little evidence available to either 
support or refute this practice, or to provide 
advice to patients or dentists as to the best 
dental recall interval for the maintenance 
of oral health for adults. The purpose of 
INTERVAL is to investigate and compare the 
effect of three different arrangements for the 
timing of dental check-up recall intervals on 
adults’ oral health:
• 6-month recall interval 
• Risk-based recall interval based on the 

patient’s risk of dental disease
• 24-month recall interval.

Two thousand seven hundred and thirty-
two participants have been recruited from 53 
dental practices across the UK, from London 
and Cardiff in the south, up to Wick in the 
North of Scotland, and Belfast. The target 
is 52 patient participants per practice. The 
trial has recruited dental practices in varying 
locations including urban and rural practices 
and both fluoridated and non-fluoridated 
areas. 

Participants receive an annual question-
naire to obtain quality of life and self-efficacy 
data. The primary outcome is measurement 
of disease (periodontal and caries) assessed 
at four years by blinded outcome assessors.

IQuaD (Improving the quality of 
dentistry)8

IQuaD has been commissioned by the NIHR 
HTA programme, and is being undertaken 
in Scotland and the North East of England. 
The lead centre is the Dental Health Services 
Research Unit at the University of Dundee. 
The study will provide much needed and 
robust evidence on the relative effectiveness 
of different types of oral hygiene advice and 
scale and polish.

IQuaD is a 5-year, multi-centre, ran-
domised, controlled, open trial comparing 
oral hygiene advice and periodontal instru-
mentation for the prevention of periodontal 

disease in adults attending primary dental 
care.

Sixty-three NHS dental practices have 
recruited 1,877 adult patients who have 
been randomised to receive either routine or 
personalised oral hygiene advice to patients. 
The routine advice aligns to current practice 
for the care providers, whereas personalised 
advice is based on an individualised assess-
ment for the patient. Additionally, in order 
to test the effectiveness and cost-effective-
ness of a scale and polish, each patient has 
been randomised to one of three groups: no 
scale and polish; 6-monthly; or 12-monthly 
scale and polish. The patients are followed 
through the trial for 3 years and the primary 
outcomes for the study are gingival inflam-
mation and measures of plaque control, as 
well as economic measures including ‘will-
ingness-to-pay’ for treatment, costs to the 
NHS and costs to the patients. Questionnaires 
are being used to assess a profile of patient-
centred outcomes including dental quality of 
life, oral health behaviours and knowledge 
of dental treatments, and to gain informa-
tion of the clinicians’ beliefs relating to the 
effectiveness of oral hygiene advice and the 
maintenance of periodontal health.

The design of this pragmatic trial neces-
sitated a coordinated approach between the 
practices and the local, clinical research 
teams (outcome assessors). The protocol 
for the study was introduced to the dental 
practices at training sessions at which the 
recruitment procedures, the trial paperwork, 
randomisation procedures and the interven-
tions were also discussed in detail. The prac-
tice staff then identified potential patients 
who were invited to a screening appointment 
to further assess eligibility, provide consent, 
complete questionnaires and undergo base-
line clinical measurements by the outcome 
assessors before having an examination by 
the practice dentist, and a scale and polish 
from the practice hygienist.

Some of the feedback that we have 
received from dentists and dental care pro-
fessionals who have participated in these 
primary care research projects is shown in 
Table 1.

REGULATORY CONSIDERATIONS 
FOR CLINICAL RESEARCH IN PRI-
MARY CARE
This can be a confusing environment for 
researchers with a wealth of different ter-
minologies. This section sets out as a guide 
to aid you.

Terminology
A ‘research site’ is not defined according to 
the geographical location of research activi-
ties, but to an overarching organisation 
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Table 1  Quotes from dentists and dental hygienists at practices enrolled in IQuaD

‘Our practice is currently involved in several clinical trials: FiCTION, IQuaD, INTERVAL and DEEP. Having never carried out any form of research we were initially wary as to how 
these trials would fit into practice life. After a chat with the clinical leads we were instantly put at ease as it became apparent that we were not being asked to change how we 
work in practice but were being given the opportunity to be part of a much bigger picture.

Staff and patients responded in a much more positive way than we had ever anticipated; patients enjoyed feeling important and the fact that their opinion mattered 
was clearly something which they embraced. Despite our belief that patients would not want to take the time to complete questionnaires we found them to be extremely 
receptive and enjoyed having their say.

Staff enjoyed the added responsibility, increasing their daily roles to carry out administrative work was seen as a change to the normal and something which they took very seriously.

In the future we would not hesitate to become involved in clinical trials. Contributing to research has turned out to be a welcome change’
Jen Owen
Robson’s Dental Surgery
Gateshead

‘Our practice was approached in 2012 to take part in the IQUAD study. After a discussion between the staff we decided to find out more about what would be involved. 
After an in-depth meeting with the clinical lead, who answered all of our questions and reassured us that the all-important “time” issue would not be a problem, we 
agreed to take part.

It was a learning curve for the whole practice but lovely to see how the clinicians and other team members worked enthusiastically together to identify and recruit 
potential suitable patients; it was a welcome distraction to the normal working day. The sessions booked in to see the patients slotted in nicely when scheduled in 
advance as per individual recall intervals dictated.

The patients were required to complete a questionnaire which they did without any drama and those who had questions or needed help simply contacted the surgery. 
Their participation in the study has been straightforward and in no way restricted them from going about their normal lives and having their routine periodontal 
treatment visits. I am not aware that any commented that their involvement has been inconvenient. Overall, it has been a pleasure to be part of a study and we look 
forward to seeing the results.’
Mark Haigh and Katherine Armstrong
Blaydon Dental Practice
Tyne and Wear

‘As a dental practice, we decided to take part in this study, because we have an interest in monitoring dental health. This particular trial has a valuable research base, and 
is clinically relevant in General Dental Practice.

Our involvement took us outside our normal daily routine of General Practice, bringing us closer links with and working alongside colleagues from Newcastle and  
Dundee Universities.

The whole practice team became involved and enjoyed the additional challenges and with the added benefit that there was no extra paperwork! Our office staff were 
the coordinators for linking appointments, setting up a system of identifying trial patients and recall intervals. As a team, we felt that it has enhanced the “patient 
perception profile” of our practice.

Feedback from the patients so far has been immensely positive:

My mouth was ‘well and truly screened’- in reference to base line screening session.

I felt ‘special’ because of my involvement in the trail.

A few (5%), however, complained about the length of the research questionnaire that they had to complete.

Will the practice get involved in any future studies? If the research is relevant and funding is right - ‘Yes.’
Lisa and Deane Graham
Princes Street Dental Practice
Corbridge

‘All those in the practice involved with the IQuaD study have found it a rewarding experience. The IQuaD team were well-informed and knowledgeable, answering all the 
queries that arose before we agreed to participate in the study. Recruiting patients was also straight forward. The IQuaD staff were flexible and accommodating when 
arranging dates for visiting the Practice and recruitment took place with little disruption to our normal routine. The majority of patients invited to participate in the study 
agreed willingly and have continued to show an interest as the trial proceeds. 

Our experience with IQuaD would certainly encourage us to participate in further primary care research.’
Melanie Forrester
Mastrick Dental Practice 
Aberdeen

‘Our IQuaD recruitment went really well - our patients were more enthusiastic about signing up than I feared they might be. I wondered at the time if the £25 voucher 
might have encouraged them to sign up and there might be a bit of fall-out once the voucher was in their hands. Fortunately this didn’t happen; we’ve had no drop-outs 
and everyone involved still seems happy to carry on being involved with the research.

We decided to get involved after I attended one of the REP Training days at Dundee Dental School. I was keen to try and be involved in Practice-based Research, as I felt 
I could learn about research and hopefully it would benefit our patients in the long run. It would also hopefully influence the treatment we provided to our patients and 
ensure we are employing current best-practice techniques.

So far I have found being involved in the research very interesting and not too onerous time-wise. We’ve been able to incorporate the research with very little interference 
to our normal day-to-day patient treatments. We do have busy periods every 6 months when the IQuaD recalls are due but as there are only 40-odd patients involved it is 
fairly minimal. Thankfully all our involvement is clinically-based with the patients in the chair and there is almost no administrative component to the IQuaD project.

Our support from Dundee University has been great - although once up and running the research requires very little in the way of need of support. The fact that the 
training was done on site at our practice, and with the DCPs in the practice involved, kept things very simple.

All in all we feel that IQuaD has been worthwhile for our patients (not just the ones enrolled in the IQuaD Trial - it has influenced the way we treat all our patients), staff 
and myself. We will also be keen to be involved in future research once our part in IQuaD comes to an end.’
John Jolly
Lochboisdale Dental Practice
Isle of South Uist.

BRITISH DENTAL JOURNAL  VOLUME 219  NO. 4  AUG 28 2015 161

© 2015 British Dental Association. All rights reserved



PRACTICE

that is responsible for that research activ-
ity; it is the single organisation responsible 
for conducting the research at a particular 
locality. So when research is conducted at 
several NHS dental practices that are within 
one local area team region then this single 
organisation will normally be considered as 
the single research site.

In the UK the chief investigator for a pro-
ject assumes the overall responsibility for 
the design, conduct and reporting of the 
trial which includes ensuring patient safety, 
proactively leading the research team and 
coordinating the interaction between the 
researchers and the appropriate regulatory 
bodies.9 In primary care research there are 
often multiple research sites around the UK 
and the chief investigator will then appoint 
a principal investigator at each research site 
to assume responsibilities at the local level. 
The principal investigator will also be the 
point of contact for each dental practice at 
that research site.

Ethical and research and  
development (R&D) reviews
The governance arrangements for research 
ethics committees9 stipulate that review 
by an NHS Research Ethics Committee is 
required for research projects involving:
• Research participants identified from, 

or because of their past or present use 
of, services for which the UK Health 
Departments are responsible (including 
services provided under contract with 
the private or voluntary sectors), 
including participants recruited through 
these services as healthy controls

• Research participants identified because 
of their status as relatives or carers of 
past or present users of these services; 
collection of tissue (that is, any material 
consisting of or including cells) or 
information from any users of these 
services, including those who have died 
within the last 100 years

• Use of previously collected tissue or 
information from which the research 
team could identify individual past or 
present users of these services, either 
directly from that tissue or information, 
or from its combination with other tissue 
or information in or likely to come into 
their possession.

The primary purpose of this review is to 
ensure that the safety, dignity and rights of 
the research participants (dental patients) 
are protected and a favourable decision by 
just one committee is required. This is a par-
ticular advantage where there are multiple 
dental practices in multiple research sites 
across the UK.

Similarly, for research conducted in the 
NHS (or Health and Social Care (HSC) in 
Northern Ireland), NHS (or HSC) manage-
ment permission (R&D approval) for each 
NHS/HSC research site must be obtained.10 
This has, in the past been a time-consuming 
process although with network support, the 
time taken for study set-up has now reduced 
by 43% during the period 2013–14.11 There 
are now coordinated systems in place for 
NHS R&D review across the UK and the 
Health Research Agency is currently devel-
oping an assessment for implementing a 
single review of the ethical, R&D and legal 
aspects of research projects across the four 
nations.

Medicines and Healthcare Products 
Regulatory Agency (MHRA)
If the clinical trial involves the use of an 
investigational medicinal product (CTIMP) 
then the project will be covered by the EU 
Clinical Trials Directive and the Medicines 
for Human Use (Clinical Trials) Regulations 
2004, a clinical trial authorisation is required 
and an application must be made to the 
responsible regulatory body, the MHRA. 

Similarly, an application to MHRA is 
required where the study is a clinical 
investigation of a medical device under-
taken by the manufacturer for CE marking 
purposes. Or when a CE-marked product has 
been modified or is to be used outside its 
intended purpose.

In dentistry, an example of a CTIMP would 
be an investigation of a new local delivery 
antimicrobial system for the treatment of 
periodontal disease and although the field 
of medical devices includes dental materi-
als, dental equipment and dental implants, 
if it can be shown that the device to be 
researched is broadly comparable to one or 
more already on the market (for example, in 
terms of technology, performance, design, 
operation, biological safety, conditions of 
use and clinical purpose12), then clinical test-
ing may not be necessary. For this reason, 
medical (dental) device studies are uncom-
mon in dentistry.

Good clinical practice
A key requirement for those involved in clin-
ical research is good clinical practice (GCP) 
training. The EU Clinical Trials Directive 
(2001/20/EC) states that:

‘Good clinical practice is a set of inter-
nationally recognised ethical and scien-
tific quality requirements which must be 
observed for designing, conducting, record-
ing and reporting clinical trials that involve 
the participation of human subjects.’13 The 
Department of Health’s Research govern-
ance framework for health and social care, 

however, extends this beyond clinical trials to 
all research involving patients.14 According 
to the Medical Research Council’s Guidelines 
for good clinical practice in clinical trials: 
‘Each individual involved in conducting a 
trial should be qualified by education, train-
ing and experience to perform his or her 
respective task(s).’15

In practical terms this means that those 
involved in research within the NHS are 
required to undertake specific GCP training 
at regular intervals. GCP training is avail-
able from a number of providers as single-
day workshops and online courses. Training 
covers many aspects of conducting clinical 
research including: relevant laws, frame-
works and guidelines, responsibilities of 
those involved in research and safety report-
ing requirements. Some courses are tailored 
to different settings, for example, primary 
care or paediatric settings, and online 
refresher courses are available. Training 
is available free of charge for those work-
ing with an NIHR clinical research network 
(CRN) or on NIHR CRN portfolio studies. 
Within commercial medical research GCP 
training is expected to be completed every 
2 years, while for non-commercial studies 
the frequency of training is dictated by indi-
vidual NHS organisations.

Research passports
Research passports are a system for issuing 
researchers from higher education institu-
tions (HEIs) with honorary research contracts 
or letters of access to allow them to con-
duct research within the NHS. The research 
passport provides evidence of appropriate 
training and qualifications (including GCP), 
criminal record disclosure and evidence of 
occupational health clearance. The research 
passport is signed off by human resources 
within a single NHS organisation and this is 
provided to all NHS organisations in which 
the researcher is working as evidence of pre-
engagement checks. Individual NHS organi-
sations will then issue either an honorary 
contract or letter of access to the researcher 
(depending on the type of research being 
conducted). Research passports can be 
study-specific or valid for multiple studies 
and last a maximum of 3 years. Although 
NHS employees may not require a research 
passport, they may still require a letter of 
access to carry out research within a differ-
ent NHS organisation which can be obtained 
via an ‘NHS-to-NHS confirmation of pre-
engagements checks proforma’.

SUPPORT AVAILABLE TO  
UNDERTAKE RESEARCH
To deliver the mission of the NIHR to 
increase the research activity, there is a 
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plethora of support available. The NIHR has 
evolved 15 local clinical research networks 
(LCRNs) across England each with 30 speci-
alities and a specific oral and dental health 
theme. This is lead nationally by Professor 
Jimmy Steele and has leadership in each of 
the 15 areas.16

To deliver the national objectives NIHR 
funding is required to pay for the service 
time in which dental practices use to enable 
research to be undertaken. In addition to 
research funding for the activities like data 
collection and analysis there is also ser-
vice support cost funding available from 
the LCRN to dental practices. There is also 
support from the LCRN, or whatever partner 
organisations undertake the activities on 
their behalf to support the process through 
the regulatory requirements described 
previously.

CONCLUSION
Opportunities for the dental team and den-
tal practices to take part in primary care 
research are likely to increase over the next 
few years as sponsors and funding bod-
ies continue to recognise the importance 
of offering NHS patients in particular the 
chance to take part in research. It is appar-
ent that such projects provide exciting and 
unique challenges for all those involved 
and particularly so for the patients who 
volunteer to take part.

Those readers who might be interested in 
participating in primary care dental research 
should visit the appropriate website for their 
clinical research network for England, Wales 
Scotland or Northern Ireland.17–20
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