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APPENDIX 7: Cardiff and Vale UHB CDS clinical protocol for application of Delton® Pit and               Fissure Sealant
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It is necessary to remove plaque and debris from the enamel and the pits and fissures of the tooth. Any debris that is not removed will interfere with the proper etching process and the sealant penetration into the fissures and pits.  Children who are to have fissure sealant applied should brush their teeth / have their teeth brushed with a toothbrush beforehand.  
Risk Assessment
This risk assessment reduces the possibility of children with oral/ facial infections being included.
The risk assessment is carried out BEFORE the application procedure is started. This is to ensure that any child with any abnormality of the lips, face or soft tissues of the mouth is excluded. Children who are showing obvious signs of systemic illness e.g. colds, ‘flu, chicken pox etc should also be excluded on that day.
The Risk Assessment should be carried out as follows:
The Extra-Oral Assessment
· Check the skin of the face and around the mouth for abnormalities (spots, inflammation, swelling etc)
· Check the lips for lesions/ infections

The Intra-Oral Assessment
· Check the right and left inner cheeks and the insides of the lips using the disposable mirror provided in the pack
· Check the top and underneath the tongue.

The teeth and gums should be checked for signs of decay and/ or infection in the following order:
· Check the upper right teeth and gums
· Check the upper left teeth and gums
· Check the lower right teeth and gums
· Check the lower left teeth and gums

If everything appears normal the fissure sealant may be applied. Children with abnormalities of the skin around the mouth, lips (e.g. cold sores), or soft tissue lesions should not have the fissure sealant applied.
If the child has any abnormality of the lips or mouth, they should be referred for a dental opinion. 
The Application Procedure
Once the risk assessment has been carried out, the application procedure can begin. If a child gets upset or protests during any part of the procedure, the procedure should be abandoned.
Step 1: Isolate the tooth/teeth 
· It is absolutely imperative to keep the tooth free from salivary contamination
· Use dry guards, cotton wool rolls or saliva ejectors to aid moisture control
Step 2: Dry the surfaces
Step 3: Etch the surfaces
· The etchant should be applied to all the pits and fissures. In addition, it should be applied at least a few millimeters beyond the final margin of the sealant and in accordance with manufacturer directions 
· Do not allow the etchant to come into contact with the soft tissue. If this occurs, rinse the soft tissue thoroughly
Step 4: Rinse and dry the tooth/teeth
· Rinse all the etchant material from the tooth in accordance with manufacturer directions 
· The tooth is dried until it has a chalky, frosted appearance. If it does not, the tooth should be re-etched in accordance with manufacturer directions. It is imperative to avoid salivary contamination. There is agreement that moisture contamination at this stage of the process is the most common cause of sealant failure 
Step 5: Apply the material and evaluate for voids, marginal discrepancies or retention problems 
· Be careful not to incorporate air bubbles in the material
· Follow protocol for light cured dental sealant material in accordance with manufacturer directions 
· After the sealant has set, the operator should wipe the sealed surface with a wet cotton pellet. This allows for the removal of the air-inhibited layer of the non-polymerized resin. Failure to perform this step may leave an objectionable taste in the child’s mouth
Step 6: Evaluate the sealant
· The sealant should be evaluated visually and tactically. Attempt to dislodge it with a probe
· If there are any deficiencies in the material, more sealant material should be applied 
Step 7: Evaluate the occlusion 
· Unfilled resins will wear down naturally and do not require occlusal adjustment 
Step 8: End of Procedure
· Reward child with a motivation sticker


APPENDIX 8: Duraphat® Summary of Product Characteristics

1.	NAME OF THE MEDICINAL PRODUCT
Duraphat 50 mg/ml Dental Suspension

2.	QUALITATIVE AND QUANTITATIVE COMPOSITION
1 ml of suspension contains 50 mg Sodium Fluoride equivalent to 22.6 mg of Fluoride

For a full list of excipients, see section 6.1.

3.	PHARMACEUTICAL FORM
Dental Suspension

Brown/yellow, opaque suspension

4.	CLINICAL PARTICULARS

4.1	Therapeutic indications
For the prevention of caries in children and adults as part of a comprehensive control programme.
For the:
- prevention of recurring (or marginal) caries
- prevention of progression of caries
- prevention of decalcification around orthodontic appliances
- prevention of pit and fissure (occlusal) caries.
For the desensitisation of hypersensitive teeth as part of a treatment regimen which includes the daily use of a suitable toothpaste.

4.2 Dosology and method of administration

Duraphat 50 mg/ml Dental Suspension is to be applied by the dentist.   Before applying Duraphat, excess plaque should be removed and the teeth dried.  Duraphat is applied as a thin layer to the most susceptible areas of dentition using a brush, probe or swab.
Recommended dosage for single application:
For milk teeth: up to 0.25 ml (=5.65 mg Fluoride)
For mixed dentition: up to 0.40 ml (=9.04 mg Fluoride)
For permanent dentition: up to 0.75 ml (=16.95 mg Fluoride)
For caries prophylaxis, the application is usually repeated every 6 months but more frequent applications (every 3 months) may be made.  
For hypersensitivity, 2 or 3 applications should be made within a few days. 
The patient should not brush the teeth or chew food for 4 hours after treatment.

Method of administration: For dental use

4.3	Contraindications
Hypersensitivity to colophony and/or any other constituents.
Ulcerative gingivitis.
Stomatitis.
Bronchial asthma.

4.4	Special warnings and precautions for use
Application of Duraphat 50 mg/ml Dental Suspension to the whole dentition should not be carried out on an empty stomach.

On the day when Duraphat has been applied, no high dose Fluoride preparations, such as Fluoride gels, should be used.  The administration of Fluoride supplements should be suspended for several days after applying Duraphat.

4.5	Interaction with other medicinal products and other forms of interaction
The presence of alcohol in the Duraphat formula should be considered.

4.6	Pregnancy and lactation
As this product contains 33.8% of ethanol (each dose contains up to 0.2 g of alcohol), it is recommended to avoid its use in pregnant women and during lactation.

4.7	Effects on ability to drive and use machines
None known.

4.8 Undesirable effects
Gastrointestinal disorders: 
Very rare (<1/10,000): Stomatitis, gingivitis ulcerative, retching, oedema mouth and nausea may occur in sensitive (allergic) individuals - if necessary, the dental suspension layer can easily be removed from the mouth by brushing and rinsing. 

Skin and subcutaneous tissue disorders: 
Very rare (<1/10,000): Irritation in sensitive individuals, angioedema

Respiratory, thoracic and mediastinal disorders: 
Very rare/Isolated report (<1/10,000): Asthma

4.9	Overdose
In very high doses, Fluoride has an acute toxic action through inhibition of enzymes resulting in hypocalcaemia.  Doses of several milligrams of Fluoride per kg body weight may cause nausea and vomiting, and diarrhoea.
Tetany and convulsions can occur, as well as cardiovascular disorders.
The dental suspension layer can easily be removed from the mouth by brushing and rinsing.

5.	PHARMACOLOGICAL PROPERTIES

5.1 	Pharmacodynamic properties
	Pharmacotherapeutic group: Stomatological preparations, caries prophylactic agents
ATC code: A01A A01
Sodium Fluoride applied topically after tooth eruption reduces caries by inhibiting demineralisation and promoting remineralisation of the tooth surface and by inhibiting the cariogenic microbial process.
Duraphat 50 mg/ml Dental Suspension also reduces dentinal hypersensitivity.
In the management of dental erosion associated with the frequent consumption of acidic beverages or gastric reflux, high concentration topical Fluoride agents are considered to be of value.  Duraphat is at least as effective as 2% Sodium Fluoride Solution in inhibiting erosion in vitro

5.2	Pharmacokinetic properties
After oral administration, Fluoride absorption is rapid and extensive (90-100%) with peak Fluoride plasma levels reached within 30 to 60 minutes after ingestion.  Fluoride is widely distributed through the body and concentrates in bone and teeth.  About 50% of Fluoride is stored.  Excretion is primarily through the kidneys with less than 10% being excreted in the faeces and less than 1% in sweat and saliva.
Duraphat covers teeth with a film of suspension which hardens in the presence of saliva and then persists, and which over the following hours causes Fluoride to accumulate at a measurable depth in the tooth enamel.

5.3	Preclinical safety data
The product is used under total control of the dentist and the amount of Fluoride introduced to the patient at one time is within acceptable safety limits.  The recommended doses are up to 0.75 ml for permanent dentition.  Treatment is recommended every 6 months or a maximum of every three months.  For hypersensitivity 2-3 applications are recommended within a few days.  These levels of Fluoride introduced are again within acceptable safety limits.

Due to the slow release of Fluoride, the plasma levels are even lower than levels known to produce no side effects in children.

6.	PHARMACEUTICAL PARTICULARS

6.1	List of excipients
Ethanol 96% 
White Wax (E901)
Shellac (E904)
Colophony 
Mastic 
Saccharin (E954)
Raspberry Essence (containing Ethyl Butyrate, Geraniol, Iris Resinoid, Isoamyl Acetate, Jasmine Absolute, Vanillin and Propylene Glycol).

6.2	Incompatibilities
None known

6.3	Shelf life
Unopened 3 years.  For aluminium tube: after opening, use within 3 months.

6.4	Special precautions for storage
Do not store above 25°C

6.5 Nature and contents of container
Boxes of 1 x 10 ml or 5 x 30 ml tubes made of internally lacquer-coated aluminium, externally printed, with white plastic screw cap with sealing plug.
Boxes of 1 x 1.6 ml or 5 x 1.6 ml glass cylinders with a cream bromobutyl rubber stopper and gold aluminium cap at the top and dark blue chlorobutyl rubber stopper at the bottom.

6.6 Instruction for Use/Handling 
If necessary the teeth should be cleaned, especially at the sites most susceptible to caries.  When groups of patients (e.g. children) are to be treated, they should clean the teeth themselves using a toothbrush.
To start, clear one or two quadrants of excessive saliva using an air syringe (or dabbing with cellulose).  Duraphat 50 mg/ml Dental Suspension is applied from the tube using a miniature cotton swab, probe or brush, painting and dabbing repeatedly to form a thin layer.  Then treat the next quadrants in the same manner.  It is advisable to begin by applying the dental suspension to teeth in the lower jaw before too much saliva collects and interferes.  It may not be necessary to paint the lingual surfaces since these are generally more caries-resistant; Duraphat should preferably be applied to those spots most susceptible to caries attack.
Application of Duraphat from the cylinder is particularly suited to targeted, low-dose application.  A blunt cannula is used with the end bent to an angle to facilitate application to approximal and distal surfaces.  For application to approximal surfaces place the cannula between adjacent teeth and deliver a small amount of Duraphat.  The dental suspension should be applied from both sides of the interproximal space and occlusally.
For fissures, a drop of Duraphat should be spread along the fissure using the cannula.  Edges of fillings and crowns and hypersensitive tooth necks can be treated in the same way.
The smooth surfaces of the teeth should be treated when caries activity is high, particularly if decalcification is evident.  The cannula should be placed tangentially to the teeth and Duraphat distributed with the side of the curved cannula end.
Areas around fixed orthodontic devices can be treated with Duraphat using the cannula.
The yellowish colour of Duraphat facilitates its application and control.  Duraphat sets in the presence of saliva.  The effect of Duraphat depends upon the prolonged activity of the Fluoride.  The dental suspension film should not be removed prematurely.  Patients should be advised not to brush their teeth or chew food for at least 4 hours after treatment; during this time, soft foods and liquids may be consumed.  However, if you need to, the dental suspension layer can easily be removed by brushing or rinsing.
Instruments, clothing, etc. which comes into contact with Duraphat can be cleaned with alcohol.

7.	MARKETING AUTHORISATION HOLDER
Colgate-Palmolive (UK) Limited
Guildford Business Park
Middleton Road
Guildford
Surrey
GU2 8JZ

8.	MARKETING AUTHORISATION NUMBER(S) 
PL 0049/0042

9.	DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
First Authorisation: 06/03/1998
Renewals: 06/03/2008 and 15/07/2008

10.	DATE OF REVISION OF THE TEXT
	10 February 2012





APPENDIX 9: Cardiff and Vale UHB CDS clinical protocol for application of Duraphat® Fluoride Varnish
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Risk Assessment
This risk assessment reduces the possibility of children with oral/ facial infections being included.
The risk assessment is carried out BEFORE the application procedure is started. This is to ensure that any child with any abnormality of the lips, face or soft tissues of the mouth is excluded.  Children who are showing obvious signs of systemic illness e.g. colds, ‘flu, chicken pox etc should also be excluded on that day.
The Risk Assessment should be carried out as follows:
The Extra-Oral Assessment
· Check the skin of the face and around the mouth for abnormalities (spots, inflammation, swelling etc)
· Check the lips for lesions/ infections

The Intra-Oral Assessment
· Check the right and left inner cheeks and the insides of the lips using the disposable mirror provided in the pack
· Check the top and underneath the tongue.

The teeth and gums should be checked for signs of decay and/ or infection in the following order:
· Check the upper right teeth and gums
· Check the upper left teeth and gums
· Check the lower right teeth and gums
· Check the lower left teeth and gums

If everything appears normal the varnish may be applied. Children with abnormalities of the skin around the mouth, lips (e.g. cold sores), or soft tissue lesions should not have the varnish applied.
If the child has any abnormality of the lips or mouth, they should be referred for a dental opinion.
Safety
Children should not take fluoride supplements on the day before, of or following varnish application.
There should be no opportunity for child to ingest more than a single dose.
In the mixed dentition, the recommended dose is 0.4ml.
Acute fluoride toxicity causes nausea and vomiting.  If suspected, give milk to drink and arrange for immediate transfer to A&E.
The Application Procedure
1	The teeth should be ‘toothbrush’ clean prior to application of varnish
2	Gently retract the cheek using a finger or disposable mirror
3	Dry the tooth to be treated using a cotton wool roll
4	Place the cotton wool roll in the buccal sulcus 
5	Apply a thin layer of varnish to pits, fissures and smooth surfaces of first permanent molars using a disposable microbrush 
6	Remove cotton wool roll
7	Repeat in all remaining quadrants
8	Advise the child not to eat or drink for 30 minutes and not to brush their teeth for 4 hours after application
9	Reward child with a motivation sticker


APPENDIX 10 - ICDAS Training and Calibration Protocol
A. Summary
This protocol describes the training and calibration of dental examiners who will undertake clinical assessments as part of the Seal or Varnish Clinical Trial. These examiners will be experienced Community Dental Officers, employed by Cardiff and Vale University Health Board with substantial clinical experience of the examination of young children.  A Training and Calibration exercise will be undertaken on four occasions during the study at baseline before the baseline clinical assessment and at 12, 24 and 36 months ahead of the caries assessments. 
B. Aim
To train two dentists involved in the caries assessment to use the ICDAS caries assessment.
C. Training of dental examiners
· The Training and Calibration will be based on British Association for the Study of Community Dentistry (BASCD) Training and Calibration Guidance(71) with substitution of the International Caries Detection & Assessment System (ICDAS). (72)
· Training will involve an online International Caries Detection & Assessment System (ICDAS) (2) training package and a training day. Examiners and recorders will be given access to the training package ahead of the training day to give them the opportunity to familiarise themselves with all aspects of the criteria and conventions prior to the start of the training day. The training day will be lead by Professor Christopher Deery (University of Sheffield) an experienced ICDAS examiner. It will involve a seminar to review the criteria followed by caries assessments of twenty 6-7 year old primary school children from a Community First school in South Wales to practice use of the criteria. A formal Calibration carried out on ten different children will be undertaken after the practice examinations.
[bookmark: _Toc14507231][bookmark: _Toc14507945][bookmark: _Toc14602230][bookmark: _Toc14603320][bookmark: _Toc14603630][bookmark: _Toc14605777]D. Recruitment of children for training purposes
· Recruitment of children for the training exercise will take place in a Community First school in South Wales once agreement has been obtained from the head teacher. A letter to head teachers is included (Section M). The school used for the Training and Calibration exercise will not be used in the main study.
· Written consent will be obtained for the children to be examined as part of the training course.  A letter will be sent (via the school) to the parents of children aged 6-7 years ages and positive consent obtained for them to take part. A letter / consent form for parents is attached (Section L). 
· Sufficient children (30-35) will be recruited for the training session to ensure that they are not examined continuously. If any child does not wish to participate on the day or becomes tired, another will be substituted.
[bookmark: _Toc14507232][bookmark: _Toc14507946][bookmark: _Toc14602231][bookmark: _Toc14603321][bookmark: _Toc14603631][bookmark: _Toc14605778]E. Conduct of Dental Examination
· Dental examinations will be conducted within the schools using conventional dental epidemiological survey techniques in line with British Association for the Study of Community Dentistry -co-ordinated surveys.(2)
· The examiner will be seated behind the subject who will be in a supine position on a table or reclined sun-lounger. 
· Children will be given a new, sterile toothbrush of appropriate size and asked to brush their teeth.  No toothpaste will be used and the toothbrush will immediately be discarded and treated as clinical waste.  This aspect of the examination is necessary to allow visualisation of the tooth surfaces to record dental caries in its earliest stages (enamel caries). In the event that plaque or food debris remains adherent, supragingival deposits will be removed by the dentist using either a toothbrush or probe.  
[bookmark: _Toc14507234][bookmark: _Toc14507948][bookmark: _Toc14602233][bookmark: _Toc14603323][bookmark: _Toc14603633][bookmark: _Toc14605780]F. The examination equipment
· A purpose built light yielding 4000 lux at 1 metre (e.g. Daray) or a similar protected light source will be used for illumination. 
· Extension flex and plug adapter for use when necessary with the lamp.
· Disposable paper roll for laying out instruments.
· Materials to ensure cross-infection control including containers for clean instruments, containers for dirty instruments, disinfectant spray/wipes, clean latex-free gloves, eye protection for subjects, clinical waste bags together with sufficient cotton wool buds/rolls etc. for each child.
· Examiners will wear a fresh pair of gloves for each examination.  
· Diagnoses will be visual using a plane mouth mirror. A blunt ball-ended probe (CIPTN) with an end diameter of 0.5mm will be used as described below.
· All necessary steps must be taken to prevent cross-infection. A fresh set of previously sterilised instruments will be used for each subject.
G. Examination procedure
· Data will be recorded onto a paper chart chairside.
· Teeth will be examined for caries in the following order:
	(a)	Upper Left to Upper Right
	(b)	Lower Right to Lower Left
· Surfaces will be examined in the following order:-
· Distal, Occlusal, Mesial, Buccal, Lingual
· Each tooth will be identified and each surface recorded according to the diagnostic criteria for caries.
· Presence or absence of sepsis in the mouth will be noted and coded.
· If a primary tooth is missing, the state of the permanent successor will be recorded.  In cases where both the primary tooth and its permanent successor are present further details will be recorded for the permanent tooth only.
· A tooth is deemed to be present if any part of it is visible.

H. Caries Criteria (ICDAS)
· The ICDAS detection codes for coronal caries range from 0 to 6 depending on the severity of the lesion.  There are minor variations between the visual signs associated with each code depending on a number of factors including the surface characteristics (pits and fissures versus free smooth surfaces), whether there are adjacent teeth present (mesial and distal surfaces) and whether or not the caries is associated with a restoration or sealant.  Therefore, a detailed description of each of the codes is given under the following headings to assist in the training of examiners in the use of ICDAS: Pits and fissures; smooth surface (mesial or distal); free smooth surfaces and caries associated with restorations and sealants (CARS).  However, the basis of the codes is essentially the same throughout:

Code		Description
0		Sound
1	First Visual Change in Enamel (seen only after prolonged air drying or restricted to within the confines of a pit or fissure)
2		Distinct Visual Change in Enamel
3	Localized Enamel Breakdown (without clinical visual signs of dentinal involvement)
4		Underlying Dark Shadow from Dentin
5		Distinct Cavity with Visible Dentin
6		Extensive Distinct Cavity with Visible Dentin

· ICDAS two-digit coding method.  A two-number coding system is suggested to identify restorations/sealants with the first digit, followed by the appropriate caries code, for example a tooth restored with amalgam which also exhibited an extensive distinct cavity with visible dentin would be coded 4 (for an amalgam restoration) 6 (distinct cavity), an unrestored tooth with a distinct cavity would be 06.  The suggested restoration/sealant coding system is as follows:
0 = Sound: i.e. surface not restored or sealed (use with the codes for primary caries)
1 = Sealant, partial
2 = Sealant, full
3 = Tooth colored restoration
4 = Amalgam restoration
5 = Stainless steel crown
6 = Porcelain or gold or PFM crown or veneer
7 = Lost or broken restoration
8 = Temporary restoration
9 = Used for the following conditions
96 = Tooth surface cannot be examined: surface excluded
97 = Tooth missing because of caries (tooth surfaces will be coded 97)
98 = Tooth missing for reasons other than caries (all tooth surfaces will be coded 98)
99 = Unerupted (tooth surfaces coded 99)
[bookmark: _Toc14507237][bookmark: _Toc14507951][bookmark: _Toc14602236][bookmark: _Toc14603326][bookmark: _Toc14603636][bookmark: _Toc14605783]I. Procedure in the event of serious pathology being suspected
· In the course of the training or calibration, an examining dentist may encounter suspected serious pathology (e.g. malignancy).  This is very unlikely as the prevalence of such potentially serious pathology is extremely low in this age group.  The examination is not a screening exercise and does not involve examination of the oral soft tissues. However, it is possible that such a lesion may be noticed and, as the implications are serious, a protocol to deal with this eventuality is in place.
· In the event that such a lesion is noted, the examiner is obliged to follow a set protocol, which is designed to make sure that the participant’s parent or carer is informed, whilst not causing unnecessary worry or alarm.
· The examiner will note the child’s name, date of birth and school and will contact one of the survey consultants by telephone, a Consultant in Paediatric Dentistry (Professor Barbara Chadwick).  The Consultant will liaise with the examining clinician to obtain parental / carers contact details.  Parents will then be contacted by telephone and arrangements made for the child to be seen by their general medical practitioner.  A follow-up letter will be sent to the parents/carers and the child’s medical practitioner. 
J. Data analysis
· A master sheet will be completed for each training session to allow comparison between examiners at the tooth or surface level.  
· The number of decayed missing and filled teeth or surfaces each examiner has recorded when examining the same child will be compared to and differences highlighted and discussed. 
· For training, no formal statistical analyses will be undertaken and discussions use differences identified from the master sheets and individual charts for instant feedback.
· For calibration ten children will be examined and data entered onto a master sheet.
· Calculation of mean indices (DMFT,FT,dmft,dt) by examiner and the size and direction of the deviation from the benchmark examiner will be compared.
· Subsequently inter and extra examiner agreement will be determined using Kappa statistics. 











APPENDIX 11: Dental Health Questionnaire (QDH, version 2.2)
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APPENDIX 12 : Child Health Utility – 9 Dimensions questionnaire (CHU-9D)
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APPENDIX 13 : Serious Adverse Event Form
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APPENDIX 14 : Dental hygienist observation scale
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APPENDIX 15 : Delighted-Terrible faces scale
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APPENDIX 16 : Children’s Interview schedule
PRELIM
· What is your name and year in school?
· [Introduction of researcher]
· [Explanation of study and confidentiality, and why asking questions]

IMPLEMENTATION
· What did you think of visiting the dental van on school grounds during the school day?
· How did leaving your classroom and going to the dental van affect your normal school day? 

TRIAL IMPLEMENTATION
· What did you think about coming for treatment? Have you been in the dental van before you got this treatment? Have any of your brothers or sisters been in the dental van? Do you have a local dentist? 
· What do your friends think of you getting this dental treatment? What do people in your class think? What does your family think of you getting this dental treatment? 
· How did you find filling in the forms in the van after your treatment? [prompt for whether they are easy/difficult]

TREATMENT ACCEPTABILITY
· What did you think of the dental treatment you got? What did you like or not like? [Prompt for taste: length of treatment, dental equipment, things explained by staff].
· Were your friends with you when you had the treatment? Did that make you feel any differently about it?
· Have you been to a dentist before? How was the dental van visit different from that? 
· How would you feel about going back to the dental van and having the treatment again? 

RECEPTION
· Do you think your teeth are any different since you had the treatment?
· Did your teeth change colour after the treatment? How did that affect you?
· Since you had this treatment, have you changed how you look after your teeth? [Prompt for changes in eating sweets and soda, changes in how often brush teeth, visits to dentist] 


APPENDIX 17 : Participating Parent’s Interview Schedule
PRELIM
· [Introduction of researcher and purpose of study]
· [Explanation of confidentiality]
· What is your name, the name of your child and their year in school?

TRIAL IMPLEMENTATION
· What were your reasons for deciding to participate in the study? Were you influenced by family and friends in your decision? [prompt also for existing use of dental services and any difference this made]
· What did you think of the information sheet and forms you received about the study? [prompt for understanding of study purpose, what intervention involves and consent]
· Did you have any problems or concerns when you joined the study? [prompt for ease of joining, perceptions of treatment, contact taking place via school, concerns about losing place at local dentist, being comfortable with trial element, being comfortable with randomisation]
· Overall how did you find the experience of joining the study?

IMPLEMENTATION 
· What do you think about your child receiving treatment in a school setting? [prompt for being removed from classroom for treatment, receiving treatment in a mobile dental clinic]
· How do you think your child felt about receiving treatment in the school setting? [prompt for being removed from classroom for treatment, receiving treatment in a mobile dental clinic]

TREATMENT ACCEPTABILITY 
· How do you think your child felt about receiving the treatment? [prompt for taste, discomfort, time taken] 
· How do you think receiving treatment in the mobile dental clinic compares to your child’s normal dental care [prompt for whether have usual dentist and whether family is familiar with mobile dental clinics]

RECEPTION
· Do you think your child’s teeth have changed in any way since they received the treatment? If so, how?  [prompt for whether they feel they are more or less likely to get caries]
· Did your child experience any discolouration of their teeth and if so how did it affect them?
· Have you changed anything about how you take care of your child’s teeth since joining the study? [prompt for diet, tooth brushing and visiting local dentist, receiving fluoride or other treatment]
























APPENDIX 18 : School/ Head teacher Interview Schedule
IMPLEMENTATION
· What do you remember about being initially approached for this study?
· How did you find the recruitment process for this study? [prompt for clarity of information, understanding of intervention and trial aspect, dealing with parents, communicating with dental team]
· How did you find working with dental team for the study, in comparison to the Smile programme, once the intervention was underway?
· Were there any particular barriers or problems in having the study at your site, compared to the usual Smile programme?
· What impact did having the dental van on school grounds make?
· Did the study have an impact on the school day for staff or children, such as creating extra paperwork or removing children from lessons?
· Did being part of the study change your communications with parents once the trial was underway?

TRIAL IMPLEMENTATION
· What do you think are the reasons for some parents not wanting to participate in the trial?
· Are you aware of any parents who withdrew from the trial, and if so what their reasons were?
· Were there particular groups or types of parents who you think were underrepresented in the trial?

RECEPTION
•	How do you think children who participated in the study felt about their teeth after treatment? (if had any comments from them)







APPENDIX 19: Community dental staff interview schedule
IMPLEMENTATION
· How did you find delivering the treatment in this trial?
· How did you find working with schools and school staff in delivering an intervention in a trial setting?
· How did you find delivering the treatment in a van in school grounds?
· Were there any difficulties with identifying children and removing them from the classroom, compared to the “Designed to Smile” programme?
· Were there any differences in delivering the PFS compared to FV?
· Did being part of the trial affect how you delivered the PFS and FV treatment compared to the normal “Designed to Smile” programme? [prompt for how children are removed from classroom, number of staff in team, paperwork, getting children to complete scales]
· Did you experience any problems/barriers in delivering the treatment itself or additional work (such as forms) for the trial?


ACCEPTABILIITY OF TREATMENT
· What responses have you seen to both PFS and FV treatments?
· Based on delivering the treatments, do you think children find PFS or FV more acceptable? 












APPENDIX 20: Non-participating parent interview schedule
PRELIM

· What is your name, the name of your child and their year in school?
· [Introduction of researcher and purpose of study]
· [Explanation of confidentiality]


TRIAL IMPLEMENTATION

· What were your reasons for deciding not to participate in the study? Were you influenced by family and friends in your decision?
· Did you have any particular problems or concerns about joining the study? [prompt for ease of joining, perception of treatment, contact taking place via school, concerns about losing place at local dentist, being comfortable with trial element]
· What did you think of the information sheet and forms you received about the study? [prompt for understanding of study purpose, what intervention involves and consent]
· Overall how did you find the experience of being contacted about the study?













APPENDIX 21: Schools Questionnaire

1.  Thinking about how you found the initial approach about Seal or Varnish taking place in your school, what was your experience? (Please tick all that apply)

	[bookmark: Check1]|_|
	It was time consuming

	[bookmark: Check2]|_|
	It was straightforward

	[bookmark: Check3]|_|
	The material was easy to understand

	[bookmark: Check4]|_|
	Interesting to be part of a study

	[bookmark: Check5]|_|
	Concerned about parent reaction

	[bookmark: Check6]|_|
	Concerned about teacher reaction

	[bookmark: Check7]|_|
	Concerned about extra disruption to classes

	[bookmark: Check8]|_|
	Thought it would be very similar to current arrangement with mobile dental clinics visiting school

	[bookmark: Check9]|_|
	Thought it would be a lot more work or disruption compared to current arrangement with mobile dental clinics visiting school

	[bookmark: Check10]|_|
	Thought it would enhance image or reputation of school

	[bookmark: Check11]|_|
	Concerned it would have an adverse impact on image or reputation of school

	[bookmark: Check12]|_|
	Other:  Click here to enter text.



2. What was your actual experience in relation to any concerns that you had?

	Click here to enter text.


3.  Were there any particular problems or barriers to hosting Seal or Varnish that affected you or other staff who were involved in helping coordinate Seal or Varnish activity in your school?

	|_|
	Explaining the study to parents

	|_|
	Explaining the study to teachers

	|_|
	Explaining the study to children

	|_|
	Communicating with members of dental or study teams about the trial

	|_|
	Finding time to respond to requests for data [interviews, questionnaires – including this one]

	|_|
	Other: Click here to enter text.



4. Did the school provide any assistance with recruiting parents e.g. phoning up particular parents to remind them about the study? If so, what type of staff member did this e.g. (administrator, teacher)?

	Click here to enter text.



5. Can you describe how you found coordination with the dental teams both before, during and after visits by the mobile dental clinics?

a) Communicating before and after visit of mobile dental clinic to the school: 
|_| Very easy/no problems
|_| Somewhat difficult/a few problems
|_| Very difficult/lots of problems

	Please explain: Click here to enter text.




b) Organising child visits to mobile dental clinics around other school activities:
|_| Very easy/no problems
|_| Somewhat difficult/a few problems
|_| Very difficult/lots of problems

	Please explain: Click here to enter text.




6. What impact did participating in Seal or Varnish have on the school day, including removing children from classrooms for treatment? 

|_| Major impact  	|_| Minor impact  	|_| No difference

Please explain: 

	Click here to enter text.


7. On average, how much time did each child spend away from their class/usual school activities to attend each clinic visit?
Approximately    minutes per child
8. On average, how much time was given by the teacher (time away/disruption from their normal teaching duties) to support each clinic visit (e.g. to enable the child to leave/return to the classroom)? 
You may answer either by indicating the teaching time per child or the overall teacher time taken away from usual classroom activities for each mobile dental clinic visit.

Approximately   minutes per child OR    minutes per mobile dental clinic visit.

Please indicate the grade/spine point of the classroom teacher involved.

Grade/spine point  

9. On average, how much classroom assistant/other teaching staff time was given to support each clinic visit?

You may answer either by indicating the teaching time per child or the overall teacher time taken away from usual classroom activities for each clinic visit.

Approximately    minutes per child OR    minutes per clinic visit.


Please indicate the grade/spine point of the teaching staff/classroom assistant support involved.

Grade/spine point  
10. Did Seal or Varnish create extra work (including paperwork) for the school and if so how significant was this? 

|_|No difference      		|_| A little more paperwork	           |_| A lot more paperwork

11. Please list any school administrative/clerical support time for administrative tasks undertaken to support the programme. This should include:
a) support to set up/administer the study in your school (e.g. sending out study information, responding to parental queries, speaking to the research team) 
	Administrative task
	Grade/spine point of staff
	Approximate time per task (minutes)

	
	
	

	
	
	

	
	
	


b) support for each clinic visit (e.g. contacting parents if child is upset/unwell after the clinic visit)

	Administrative task
	Grade/spine point of staff
	Approximate time per task (minutes)

	
	
	

	
	
	

	
	
	



12. Please list any other school resources or consumables (e.g. photocopying, telephone) used to support the programme.
	Resource/consumable used
	Approx number/minutes used

	
	

	
	

	
	



13. Was Seal or Varnish integrated with or used to support any existing policies or programmes (such as ‘Healthy Schools’) already operating in your school?

|_|Yes		|_|No		|_|Don’t know

	Please explain:
	Click here to enter text.


14. Did Seal or Varnish affect your communications with parents (e.g. did you receive phone calls 
about it)?

|_|Yes		|_|No		|_|Don’t know

	Please explain:
	Click here to enter text.


15. Do you think having Seal or Varnish in your school changed how the participating children felt about their teeth after treatment (if they made any comments about it in school)?

   |_| Yes	|_| No		|_| Don’t know

	Please explain: Click here to enter text.




16. Do you think the participating children, and their parents, changed how they look after the child’s teeth as a result of being part of Seal or Varnish (if they made any comments about it in school)?

|_| Yes		|_| No		|_| Don’t know

	Please explain: Click here to enter text.



17. Do you have an idea of which parents did not participate in Seal or Varnish: if there were particular groups who did not participate?

	|_|
	Children in families already engaged with health and dental services were more likely to participate

	|_|
	Children in families already engaged with health and dental services were less likely to participate

	
	

	|_|
	Children whose parents who speak little English were more likely to participate

	|_|
	Children whose parents who speak little English were less likely to participate

	
	

	|_|
	Children who receive free school meals were more likely to participate

	|_|
	Children who receive free schools meals were less likely to participate



	Other parents who were less likely to participate: Click here to enter text.



	Reasons for non participation: Click here to enter text.




18. So far, have there been any types of parents who were more likely to withdraw their child from Seal or Varnish?

	|_|
	Children whose parents who speak little English were more likely to withdraw

	|_|
	Children whose parents who speak little English were less likely to withdraw

	
	

	|_|
	Children who receive free school meals were more likely to withdraw

	|_|
	Children who receive free schools meals were less likely to withdraw

	
	

	|_|
	We haven’t had any parents withdraw their children from the study yet

	|_|
	Don’t know



	Please comment on any reasons for withdrawal from Seal or Varnish that you are aware of:
Click here to enter text.



Thank you. Please return this questionnaire to: 
ScobleC@cardiff.ac.uk, or by post in the envelope provided.




APPENDIX 22: Non-participating parent’s questionnaire


We are interested in reasons why some parents may not wish their child to take part in the Seal or Varnish dental study. We would be grateful if you could complete this questionnaire – answers are confidential and will have no impact on any future dental treatment of you or your child. We will use this information to help us design future dental studies and services. Please only complete this if you did NOT give consent for your child to receive treatment as part of the study. Thank you.

I did not want my child to take part in the dental study because (tick as many as apply):
· I did not understand what the study would involve
· I wanted my child to continue their normal treatment from the mobile dental clinic and didn’t want them to receive anything different
· I wanted my child to continue with their current/normal dental treatment at a local dental surgery 
· I was afraid my child might lose their place at the local NHS dentist if they went somewhere else for treatment
· I wasn’t confident that the treatment would be good for my child
· My child did not want the treatment and I did not want to make them have it
· I was worried about what a dental examination might find in my child’s teeth
· I do not like the school being involved in or knowing too much about my child’s health care
· I do not like taking part in research
· I did not like being unable to choose which treatment my child received in the study
· I did not want to have to fill out questionnaires for the study
· I did not want to be interviewed for the study
· Other (please state): _________________________________________________________

Please tell us a bit about your normal dental habits (please tick all that apply):
· My child currently has a regular dentist at a local surgery
· My child is currently receives treatment from the ‘Designed to Smile’ programme (in the mobile dental clinics which visit the school)
· My child has never visited the dentist before
My child brushes their teeth: 	□ less than once a day
					□ once a day
					□ twice a day or more

School (optional): _________________________________________________
Please return this questionnaire in the envelope provided.





APPENDIX 23: Participant withdrawal form (version 2.1)
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APPENDIX 24: Dental nurse observation scale (version 1.0)
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APPENDIX 25: F00 Study eligibility case CRF (version 2.3)
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APPENDIX 26: C01 Caries follow up CRF (version 2.5) 
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APPENDIX 27: C02 Caries re-exam CRF (version 2.6) 
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APPENDIX 28: F1S Sealant baseline treatment record CRF (version 2.3)
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APPENDIX 29: F1V Varnish treatment record form (version 2.4)
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APPENDIX 30: FTP treatment plan (version 1.2)
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APPENDIX 31: F2S Sealant follow-up treatment record CRF (version 2.4)
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APPENDIX 32: Letter to school (version 1.0)

<<To be produced on appropriate headed paper>>

Professor I.G. Chestnutt

Tel:	
 [DATE]
Dear Headteacher,
RE: Seal or Varnish a Clinical Trial – Pilot study
The National Health Service (Health Technology Assessment division) have commissioned a clinical trial to test two different methods of protecting children’s teeth. The study is being carried out by the Cardiff University School of Dentistry. It will involve 920 children from Community First schools in South Wales aged between 6 and 7 years and the start of the study and follow them for thirty six months. The study will help to identify the best way of protecting the childrens’ teeth from tooth decay.
The first stage of the study involves piloting the methods that will be used in the mainstage of the study.  We hope that you will agree to let your school take part in the Pilot study to do this. We need to identify approximately 35 children aged between 6 and 7 years whose parents will consent to their child undergoing a dental examination.
Parent/guardians of children aged 6 to 7 will be sent a letter explaining the study and asking them to allow their child to take part in the study and undergo a short dental examination.  
When the dentist visits the school they will require a room in which to carry out the examinations and some assistance in bringing the selected children to the room to be examined.  The school will also need to keep a list of any children whose parents withdraw them from the study to give to the dentist when they visit the school.  
I appreciate schools have many demands on their time but I hope you will feel able to help us. Participation in the study is voluntary. The dental visits are planned for the <<insert date>>.  If you are able to take part please return the attached slip in the envelope provided so that I can arrange a date for the dentist to visit.
If you have any queries about the survey, please contact me, Professor Ivor Chestnutt on 029 2074 2447 / 6680.

Thank you.

Yours sincerely

Professor Ivor Chestnutt


School: ………………………………………… 

I am willing to allow my school to take part in the dental training exercise.

Signed: ……………………………………. Head Teacher         Date: ………….

































APPENDIX 33: Baseline exam follow up letter (version 1.1) 
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Dear Parent/Guardian,

Your child’s teeth were examined by a dentist today as part of the Seal or Varnish study.

The outcome of the examination was:

	· Your child is suitable to be included in the study and will receive treatment in the next 2 to 4 weeks.  Please do not give your child any fluoride-containing dental medication (tablets, gels etc) other than their normal fluoride toothpaste while your child is in the study.

	

	· Your child is is not suitable to be included in the study, but his/her teeth may still be treated through the existing Designed to Smile programme

	

	· Your child is is not suitable to be included in the study, and his/her back teeth are not yet ready to be treated through the Designed to Smile programme (because they have not yet come through into the mouth).  The Mobile Dental Clinic will be back at your child’s school next year when they will review their teeth again.

	


Are any other treatments required for my child’s teeth?

	· The dentist did not find anything during the examination that requires immediate attention.  However if your child is registered with a dentist it is important to attend regularly.

	

	· The dentist recommends that you make an appointment for your child to see a dentist for a more detailed examination as further treatment may be necessary.  If your child is not registered with a family dentist or community clinic, please contact the Designed to Smile team on 02920 ****** who can help you find a dentist.

	


Seal or Varnish  Baseline Exam follow-up letter Version 1.1 – 12Jul2011







APPENDIX 34: Baseline exam follow up letter (version 1.1) 
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Dear Parent/Guardian,

Your child was seen by the Dental Team today as part of the Seal or Varnish study:


	· Your child received fissure sealant.  This will be checked again in 6 months and replaced if required.
	

	
	

	· Your child received fluoride varnish and will have the same treatment applied in 6 months.

	



Information regarding the above treatments may be found in the ‘Seal or Varnish’ Information Booklet provided to you before the start of the study.  If you would like to receive another copy of this booklet please call the study team on 02920 *****.


PLEASE LET US KNOW IF YOU CHANGE ADDRESS BY CALLING THE DENTAL TEAM ON 02920 ******


Seal or Varnish Initial Application follow-up letter Version 2.0 – 29May2012








APPENDIX 35: Consent follow-up letter (LR) (version 1.0)
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Dear <<INSERT PARENT NAME>>,
Earlier in the school year you agreed for <<INSERT CHILD’S NAME>>  to take part in the Seal or Varnish study, which is evaluating two different ways of protecting children’s teeth from tooth decay.  Unfortunately, the mobile dental unit was unable to see <<<<INSERT CHILD’S NAME>> at that time.
The mobile dental clinic will be returning to <<INSERT SCHOOL NAME>>  during the next school year to check if <<INSERT CHILD’S NAME>> is suitable to take part in the study.
If you are still happy for <<INSERT CHILD’S NAME>> to take part in the study, we need to make sure they are still suitable to take part.  Therefore we need you to let us know if there has been any significant change in <<INSERT CHILD’S NAME>>’s health in the last year by looking at the questions on page 2.

· If the answer is YES to ANY of the questions on the form, please complete the form and return it to the study team in the enclosed pre-paid envelope.

· If there has been NO CHANGE to <<INSERT CHILD’S NAME>>’s health in the last year you DO NOT need to return the form

If you have changed your mind and would NOT like <<INSERT CHILD’S NAME>> to take part in the study, or would like to discuss the study with a member of the dental team, please call the Community Dental Service on 02920*******.

Thank you!

The Seal or Varnish study team


APPENDIX 36: Consent follow-up letter (UE) (version 1.0)
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Dear <<INSERT PARENT NAME>>,
Earlier in the school year you agreed for <<INSERT CHILD’S NAME>>  to take part in the Seal or Varnish study, which is evaluating two different ways of protecting children’s teeth from tooth decay.  At the time <<INSERT CHILD’S NAME>>’s teeth were not quite ready to be treated because the back teeth had not come through enough, and therefore <<INSERT CHILD’S NAME>> was not able to participate in the study at that time.
The mobile dental clinic will be returning to <<INSERT SCHOOL NAME>>  during the next school year to check if <<INSERT CHILD’S NAME>>’s teeth are now ready to be treated, and therefore able to take part in the study.
If you are still happy for <<INSERT CHILD’S NAME>> to take part in the study, we need to make sure they are still suitable to take part.  Therefore we need you to let us know if there has been any significant change in the information you provided about<<INSERT CHILD’S NAME>>’s health last year.  Please look at the questions on page 2.
· If the answer is YES to ANY of the questions on the form, please complete the form and return it to the study team in the enclosed pre-paid envelope.

· If there has been NO CHANGE to <<INSERT CHILD’S NAME>>’s health in the last year you DO NOT need to return the form

If you have changed your mind and would NOT like <<INSERT CHILD’S NAME>> to take part in the study, or would like to discuss the study with a member of the dental team, please call the Community Dental Service on 02920 ******.

Thank you!
The Seal or Varnish study team
APPENDIX 37: Interim visits follow up letter (version 2.0)
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Dear Parent/Guardian,

You child was seen by the Dental Team today as part of the Seal or Varnish Trial:

	· The previous treatment (plastic sealant) your child received is still in place and did not need replacing.  This will be checked again in 6 months and replaced if required.

	

	· The previous treatment (plastic sealant) your child received had become dislodged/lost and was replaced with a new one.  This will be checked again in 6 months and replaced if required.

	

	· Your child received fluoride varnish and will have the same treatment applied in 6 months.

	



REMINDER:

Please do not give your child any fluoride-containing dental medication (tablets, gels etc) other than their normal fluoride toothpaste while your child is in the study.

PLEASE LET US KNOW IF YOU CHANGE ADDRESS BY CALLING THE DENTAL TEAM ON 02920 ******
Seal or Varnish Interim Visit follow-up letter Version 2.0 – 29May2012


APPENDIX 38: Interim visits missed treatment follow-up letter (version 2.0)
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Dear Parent/Guardian,

The Mobile Dental Clinic was at your child’s school today as part of the Seal or Varnish study.

Your child was due to receive treatment today, but we were unable to carry out this treatment because they were:

	· Uncooperative

	

	· Feeling unwell

	

	· Absent

	



We will be returning to the school in approximately 6 months time and will see your child then.
Should your child require routine dental care and is not registered with a family dentist or community clinic, please contact the Designed to Smile team on 02920 ****** who can help you find a dentist. 

PLEASE LET US KNOW IF YOU CHANGE ADDRESS BY CALLING THE DENTAL TEAM ON 02920 ******

Seal or Varnish Missed Treatment Follow-up letter Version 2.0 – 29May2012






APPENDIX 39: Annual exam follow up letter (version 1.0)
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Dear Parent/Guardian,

Your child’s back teeth were examined by a dentist today as part of the Seal or Varnish study.  

The outcome of the examination was:

	· The dentist did not find anything during the examination that requires immediate attention.  However if your child is registered with a dentist it is important to attend regularly.

	

	· The dentist recommends that you make an appointment for your child to see a dentist for a more detailed examination as further treatment may be necessary.  If your child is not registered with a family dentist or community clinic, please contact the Designed to Smile team on 02920 ****** who can help you find a dentist.

	



Seal or Varnish Annual Exam follow-up letter Version 1.0 - 12Jan2011














APPENDIX 40: Annual exam follow up letter (version 1.0)


<<Insert date>>

Dear << insert name of General Dental Practitioner>>,
<<Insert name, address and date of birth of child>>

The above named child, whose parent or guardian has informed us is under your care, has been consented to participate in a randomised clinical trial, the aim of which is to determine the relative cost and effectiveness of fluoride varnish and fissure sealants in the prevention of dental caries in first permanent molars.
<<Insert  name of child>> will be seen at six monthly intervals by the Community Dental Service when the mobile dental clinic visits their school to provide either the fluoride varnish or sealant treatment (depending on the arm of the study the child was allocated to).  We have advised the child’s parent or guardian that they should remain under your care.  However,  if you would refrain from placing fissure sealants on first permanent molars or using topical fluoride treatments over the next 36 months that would be a great help in ensuring a valid outcome to the trial.
If you have any queries regarding the trial, please contact us on the above telephone number.  The study is being funded by the NHS Health Technology Assessment Programme, with the assent of the Chief Dental Officer and in collaboration with the South East Wales Trials Unit and the Dental Public Health Unit at Cardiff University Dental School.
Your co-operation in this matter will be very much appreciated.
Yours sincerely,
[image: ]
Ceri Hoddell
Senior Dental Officer & Principal Investigator
Cardiff and Vale University Health Board, Community Dental Service
01443 ******


APPENDIX 41: Letter to child’s dentist withdrawal (version 1.0)


«Dentist_Name»
«Dentist_Address»

23rd October 2013

Dear «Dentist_Name»

«Child_First_Name» «Child_Surname», «Child_Address_1» «Child_Address_2», «Child_DOB»

I wrote to you on «Dentist_Letter_Sent_Date» informing you that the above child was enrolled in the Seal or Varnish clinical trial.  The aim of the trial is to determine the relative cost and effectiveness of fluoride varnish and fissure sealants in the prevention of dental caries in first permanent molars.  At that time, I asked if you would refrain from placing fissure sealants on first permanent molars or using topical fluoride treatments to ensure a valid outcome to the trial.

However «Withdrawal_Reason» due to having moved to a school that is not involved in the study / at the request of his/her parent/, «Child_First_Name» is no longer participating in the trial and there is therefore no longer any need for you to take any specific measures in his / her clinical management. We therefore return this child fully to your care.

If you have any queries regarding the trial, please contact us on the above telephone number.  The study is being funded by the NHS Health Technology Assessment Programme, with the assent of the Chief Dental Officer and in collaboration with the South East Wales Trials Unit and the Dental Public Health Unit at Cardiff University Dental School.

Your co-operation in this matter is very much appreciated.

Yours sincerely,
[image: ]
Ceri Hoddell
Senior Dental Officer & Principal Investigator
Cardiff and Vale University Health Board, Community Dental Service
01443 ******
APPENDIX 42: Participant’s newsletter issue 1
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APPENDIX 43: Participant’s newsletter issue 2
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APPENDIX 44: Participant’s newsletter issue 3
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