THE APPLICATION OF FLUORIDE VARNISH WITHIN CHILDSMILE
NURSERY AND SCHOOL: CHANGES TO PROGRAMME

Background
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The nursery and school fluoride varnish programme began as a pilot in
six NHS Board areas (mainly in the East of Scotland) from 2006
onwards and has since developed as one of the four main elements of
the national Childsmile programme.

The initial ‘East of Scotland’ pilot (ESOP) agreed protocols covering
consent, review of medical history, prescription of the fluoride varnish
and prescription of the treatment (since the application was to be
carried out by Extended Duty Dental Nurses - EDDN).

The stages in this process were as follows:

e Signed parental or legal guardian consent for a child to enter
the programme was initially obtained at entry to a Childsmile
nursery or school;

¢ The consent included two basic medical history questions
related to the use of Duraphat fluoride varnish - one on
hospitalisation for asthma and a general question on allergies;

e The signed consent forms were reviewed by a dentist who
checked the answers to the medical history questions and, if
judged appropriate, signed a prescription for the dispensing of
Duraphat (a Prescription only Medicine) and its application by
the EDDN;

e Fluoride varnish was applied on a six monthly basis thereafter —
before each application was due, a letter was sent to each
parent or legal guardian seeking signed permission for the next
application and requesting details of any change to the medical
history questions. In every case, a dentist would continue to
review and ‘countersign’ the forms as appropriate.

This process has been used (with some refinements) within the
national Childsmile programme since the original ESOP pilot.

A literature review on safety issues associated with the use of
Duraphat was also undertaken in 2007 by Derek Richards, Director of
the Centre for Evidence Based Dentistry.

The review confirmed that although there was evidence of allergic
reactions to Duraphat in patients with known Colophony allergy, there
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were no published reports linking the use of fluoride varnish with
asthma attacks and therefore no obvious reason to avoid using fluoride
varnishes in this latter group. On balance however, it was felt that the
advice in the ESOP programme at the time (not to apply fluoride
varnishes in patients who had been hospitalised with a previous
asthma attack) was justified given the large number of ingredients in
Duraphat varnish.

Nevertheless, it had been clear from the outset of the ESOP pilot that
the level of risk associated with the use of Duraphat was extremely low
and there has been considerable ongoing debate as to the level of risk
versus the anticipated benefits. No significant adverse events have
been recorded by the programme despite 168,000 Duraphat
applications in the period December 2006 to July 2011 — and this in
addition to the widespread and safe use of Duraphat in general dental
practice and other dental settings over many years.

The Legislative Position regarding the prescription of fluoride varnish
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Clarification has recently been received by the Department of Health
from the MHRA that medicines legislation does not address the
administration of non-parenteral medicines such as Duraphat. In other
words, if an organisation such as a Health Board or Primary Care Trust
(PCT) is entitled to receive wholesale supplies of Prescription only
Medicines (PoMs) then they can be accessed by healthcare staff and
legally administered provided they remain non-parenteral and no
supply of the PoM is given to the patient.

The issue then becomes one of Health Boards or PCTs taking
responsibility for the application of Duraphat through a protocol and
ensuring that staff who apply it are competent to undertake this. In both
cases this would be assured through a national Childsmile protocol and
the NHS Education Scotland training programme.

It is therefore clear that there does not need to be a signed

prescription in order to dispense Duraphat for each patient within the
Childsmile programme and the prescription of treatment for each
individual by an EDDN would be covered by a Childsmile protocol (see
Appendix 1). This ensures that patients with no relevant medical history
and who meet the other criteria for inclusion (age; attendance at a
target nursery or school etc) will receive Duraphat once an initial
positive consent has been obtained.



Consent and medical history
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Previously, the Childsmile programme has relied on six monthly
positive consent at all stages in the child’s progress through nursery
and school. The reason for this was not primarily to gain consent on an
ongoing basis but to ensure that any change in a child’s relevant
medical history (hospitalisation for asthma and history of relevant
allergies) was recorded.

This latter issue requires a decision which balances risks versus
benefits and Childsmile now takes the view that whereas the risks have
remained extremely low, the administrative burden for parents and
legal guardians in returning signed forms every six months has resulted
in an increasing proportion of children being denied the benefits of
ongoing patrticipation in the programme.

In addition, at least one other national fluoride varnish programme in
the UK (Designed to Smile) operates on the basis of ‘negative medical
history updates’ (parents/legal guardians are asked to inform the
programme of any change in a relevant medical history) following initial
positive consent in to the programme.

The Childsmile programme is therefore intending to move to a similar
model. The new steps will be as follows:

1 Signed parental or legal guardian consent for a child to enter
the programme is initially obtained at entry to a Childsmile
nursery or school;

2 The consent will continue to include two basic medical
history questions related to the use of Duraphat fluoride
varnish - one on hospitalisation for asthma and a general
question on allergies;

3 The signed consent forms will be reviewed according to the
protocol in Appendix 1 and, if all criteria are met, a child can
be enrolled in to the programme;

4 Children who cannot be enrolled in to the programme using
this method (for instance, in the case of a positive medical
history) will require to be reviewed by a dentist;

5 Once enrolled, parents and legal guardians are informed by
letter before each six monthly Duraphat application and
asked to inform Childsmile if there has been a change in the
medical history or personal details.

6 Children remain in the programme unless parental/legal
guardian consent is withdrawn or if notification is received of
a change to the relevant medical history.



Next steps
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Discussions were held with the major dental defence societies during
2011 and this document setting out the changes is now being
circulated widely to Childsmile stakeholders for final comment by 31
March 2012.

Significant changes will be required to the Childsmile IT system hosted
by the Health Informatics Centre/Dental Health Services Research Unit
at the University of Dundee and these are scheduled to be made
during 2012 so that the new process can go live in time for the start of
the 2012/13 school year.

Revisions will also be made in the printed Childsmile resources in time
for the start of the 2012/13 school year. This will be undertaken through
the national Childsmile Resources Group.

Childsmile Executive
January 2012



Appendix 1

Protocol for the supply and application of Duraphat varnish to children
aged 3 years and upwards in the Childsmile nursery and school
programme.



Childsmile logo

PROTOCOL FOR THE SUPPLY AND APPLICATION OF DURAPHAT
VARNISH TO CHILDREN AGED 3 YEARS AND UPWARDS IN THE
CHILDSMILE NURSERY AND SCHOOL PROGRAMME

NHS Board

Signatory Name Signature Date

Clinical Dental
Director

Consultant in
Dental Public
Health

Contact details for Clinical Dental Director or other responsible person

Management of Protocol

This protocol must be read, agreed to and signed by all dental healthcare staff
involved in its use. The protocol must be easily accessible to all healthcare
staff in the clinical setting.




LOCAL AUTHORISATION (eg directorate or department)
AUTNONISEA DY .. e

(@ a1 o7=] o =11 o )

| have read and understood the Protocol and agree to use it.

Healthcare professional:

NaAME .o Name ..o
Signature .....coooiiiiii Signature .....oeviiiiii
Profession ........coooiiiiiiiii, Profession .......c.oooviiiiiiiiiiii
Date .o Date e
NaAME .o Name ..o
Signature .....coooiiiiiiii Signature .....coviieiiiiiiii e,
Profession ........cccooviiiiiiiiiiins Profession .......ccoooviiiiiiiiii,
Date ..o Date ..o
NaMe oo Name ..o
Signature ... Signature ...
Profession ........c.cooviiiiiiiiiiis Profession .......ccooovviiiiiiiiin,
Date ..o Date .o
Name ..o Name ..o
Signature ... Signature .....cooiiiii
Profession ........c.ccooviiiiiiiiin, Profession .......ccooevviiiiiiiiiin,



This protocol covers the supply and application of Duraphat for caries
prophylaxis to children aged 3 years and over, who meet the selection and

treatment criteria.

1. Patient selection

Criteria for
inclusion

» Child is at least 3 years old and attends a target
Childsmile nursery or school

» A Childsmile consent form has been completed and
signed by a parent or legal guardian

» Inthe case of a repeat procedure — a letter has been
sent to the parent/legal guardian informing them of the
planned Childsmile visit at least a week in advance.
The letter will also have asked for any updates to the
relevant medical history or personal details

Criteria for
exclusion

» History of allergy to Colophony (pink sticking plaster)

Previous admission to hospital for severe allergies or
asthma

» Parent/legal guardian refuses further participation

Action if excluded

Refer patient for assessment by a dentist (local pathway)

2. Patient Treatment

Name, form and
strength of
medicine

Duraphat Varnish

50 mg/ml Dental Suspension 2.26% (22,600 ppm)
Sodium Fluoride

Legal status

POM

Doses 0.25 ml per child (2 — 6 year old)

0.4 ml per child (over 6 years old)
Criteria for Children should be excluded from Duraphat application if,
exclusion on examination, they have:

» Obvious signs of systemic illness (eg colds, flu)

« Any abnormality of the face, lips or soft tissues of the

mouth

Adverse In subjects with a tendency to allergic reactions,
reactions/ oedematous swelling of the oral mucosa has been




side effects

observed in exceptional cases, especially after extensive
application. If necessary the Duraphat layer can be
easily removed from the mouth by brushing and rinsing.
Ulcerative gingivitis and stomatitis have been reported by
sensitive individuals.

In rare cases, asthma attacks may occur in patients who
have bronchial asthma. In patients with gastric
sensitivity, retching may exceptionally occur after a high
dosage and extensive application.

Overdose

The toxic dose of fluoride ingestion is estimated at
5mg/kg child body weight. (The dose of 0.25 ml
Duraphat contains 5.6 mg fluoride.)

Acute fluoride toxicity in small amounts causes stomach
irritation, nausea and vomiting. In very high
amounts/quantities, fluoride can cause serious systemic
toxic signs and symptoms including the possibility of
death.

Fluoride is very quickly absorbed from the stomach; a
child suspected of swallowing excessive levels of
Duraphat should be given lots of milk to drink and then
quickly transferred to the local A&E department where
they will be given a gastric lavage (Marinho et al 2002b).

Follow up

Ensure that all patient details have been recorded. Each
child should be given a Childsmile Aftercare Instruction
leaflet.

3. Staff

Qualifications required | Extended Duties Dental Nurses

Dental Hygienists
Dental Therapists

Dental Health Support Workers (patient selection
only)

Dentists (reviewing patients referred for
assessment)

Training requirements | All staff to have undertaken NHS Education for

Scotland Childsmile training (Dentists, Dental
Hygienists and Therapists excluded) and CPD as
appropriate




