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A B S T R A C T

Introduction: This study was designed to assess whether a dental caries management proto-

col combining a single application of 38% silver diamine fluoride (SDF) with comprehensive

oral health education will successfully divert high-risk children from dental treatment

under dental general anaesthesia (DGA), arrest active caries in primary teeth, and improve

parent-reported child oral health−related quality of life (OHRQoL).

Methods: Children aged 2 to 10 years, who attended two public dental agencies in Vic-

toria, Australia, and were unable to tolerate restorative treatments in the clinic set-

ting, elected to participate in either a 38% SDF intervention protocol or, alternatively,

referral for DGA. Follow-up examinations were completed at 6 months to assess caries

progression, decayed missing filled tooth index, PUFA index (pulpal involvement,

ulceration, fistula, abscess), DGA referral rates, and OHRQoL (Early Childhood Oral

Health Impact Scale [ECOHIS]).

Results: Of the total sample, 89.5% of children (n = 102) [mean (SD) age, 4.1 (1.0) years] with

401 active carious lesions elected to participate in the 38% SDF protocol; 10.5% (n = 12) of

parents opted for referral for treatment under DGA. The proportion of active caries subse-

quently arrested at follow-up (number of arrested lesions/number of lesions treated) was

0.78 (95% CI, 0.69 to 0.87). There was an 88% reduction in referrals for DGA in eligible chil-

dren over the 6-month period. The 38% SDF intervention group showed a significant

improvement in ECOHIS scores at follow-up (P < .001).

Discussion: Adoption of the 38% SDF intervention protocol resulted in a significant reduction

in the rate of preventable dental hospitalisations. Most parents opted against referral for

DGA. Parent-reported OHRQoL for children improved significantly.

� 2021 The Authors. Published by Elsevier Inc. on behalf of FDI World Dental Federation.

This is an open access article under the CC BY-NC-ND license
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Introduction

Dental caries is the most prevalent chronic disease affecting

children worldwide, including Australia.1 Dental caries expe-

rience in children negatively impacts their quality of life and

leads to poor health outcomes by causing pain, infection,

sleep disturbances, chewing difficulties, weight loss, and

changes in behaviour.2,3

In Australia, the prevalence of dental caries among young

children is high. Australia’s most comprehensive National

Child Oral Health Study showed that more than 40% of
children aged 5 to 10 years experienced caries in their pri-

mary teeth.4 Oral diseases are a key marker of disadvantage.

Substantial social patterning of dental disease, dental service

use, and oral health behaviour is observed among children in

Australia.5 Around 20% of 5- to 10-year-old and 17% of 11- to

14-year-old children in Australia experience more than 80%

of the total population burden of dental caries in the primary

and permanent dentition, respectively.4 Similarly, in Victoria,

Australia, a study undertaken among preschool-aged chil-

dren showed that more than 56% of children aged between 3

and 5 years presented with signs of dental caries, with signifi-

cantly worse caries experience reported for children of Health

Care Card holders, Aboriginal Torres Strait Islanders, and

those from non-English-speaking backgrounds.6
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Dental caries is currently the highest cause of potentially

preventable hospital admissions in Victoria for children in

the 0-to-19-year age bracket.7 Approximately 4,500 Victorian

children aged 0 to 14 years are hospitalised every year due to

preventable dental conditions.8 Many of these children

require dental treatment under general anaesthetic due to

high levels of dental disease exacerbated by a general lack of

compliance among children.

Evidence from a range of studies emphasises the need to

provide alternatives to dental general anaesthesia (DGA) for

children and shift the focus away from surgical management

of dental caries towards the provision of largely preventative

services in high-risk regions and populations.9 Such preven-

tive strategies include the establishment of key oral health

behaviours such as toothbrushing with fluoride toothpaste,

one-to-one dietary interventions in the dental setting,10 and

controlling sugar snacking.11 In addition, there is a strong

drive to use patient-reported outcomes within clinical prac-

tice and prevention protocols to enable clinicians to under-

stand patient perspectives of care, involve patients in their

health care, and evaluate outcomes of clinical and preventive

care.12

Silver diamine fluoride (SDF), a topical cavity cleanser

and desensitiser, has been considered as an effective and

viable noninvasive alternative for managing dental caries

in high-risk children.13 For several years, 38% SDF has been

used in conjunction with a range of other preventative oral

health interventions in Australia, Argentina, China, Japan,

Brazil, and the United States in the management of dental

caries.14 The hallmark of SDF is the visible dark black stain-

ing that indicates caries arrest on treated dentin lesions.

This is thought to affect parental acceptance of SDF.15,16

However, the staining can be reduced by topical application

of potassium iodide (KI), and where possible, and, for chil-

dren who are compliant, KI can be used alongside SDF.

Within the SDF protocol, patient-reported outcomes repre-

sent an important concept to explore as they provide valu-

able insight into how children and parents perceive the

effects of a specific treatment and how it might affect

children’s oral health−related quality of life (OHRQoL).

Such insight may aid in clinical decision-making regarding

which patients may benefit from SDF treatment and which

patients may be more appropriately managed with conven-

tional surgical treatment.17

There is a dearth of studies worldwide that use 38% SDF in

conjunction with other preventive interventions in the man-

agement of dental caries in high-risk children who have been

referred for DGA care. This is the first study that aimed to

assess whether the adoption of an alternative preventive pro-

tocol for caries management that incorporated the applica-

tion of 38% SDF, comprehensive oral health education

including twice-daily toothbrushing with fluoride toothpaste,

and diet modification would divert high-risk children from

undergoing DGA and subsequently reduce the rate of pre-

ventable dental hospitalisation in Victorian children aged

between 2 and 10 years. The study also examined the clinical

caries progression following the preventive intervention with

38% SDF and parent assessment of their child's quality of life

before and after the management of dental caries with SDF

protocol.
Methods

Approval for this study was obtained from the Royal Child-

ren’s Hospital of Melbourne Human Research Ethics Commit-

tee (HREC/17/RCHM/290).

Participants and data collection

Dental Health Services Victoria is the lead public dental

agency in Victoria that provides specialist oral health services

through the Royal Dental Hospital of Melbourne (RDHM) for

people from disadvantaged backgrounds. Children who can-

not tolerate comprehensive restorative treatment in the den-

tal chair or comply with dental treatment in community

dental agencies across the state of Victoria are referred to

RDHM for DGA care. An analysis of the statewide DGA referral

trend data between 2015 and 2016 indicated that the commu-

nity dental agencies with the highest referral rates of children

were located in areas where a high proportion of people from

low socioeconomic backgrounds resided.

A further assessment of the RDHM day surgery data

between 2015 and 2016 revealed that 2 metropolitan commu-

nity dental agencies based in the North West region of Mel-

bourne had the highest referral rate for children for DGA care

compared to the state average. Convenience sampling was

used to recruit children from these 2 community dental agen-

cies. Parents of high-risk children in the 2-to-10-year age

bracket who were unable to tolerate or comply with restor-

ative treatment in the dental clinic setting upon initial assess-

ment and met the criteria for care under DGA were invited to

participate in the study. Following informed consent from

parents, recruitment commenced in November 2017 over a 6-

month period. Follow-up continued until December 2018.

Parents of eligible children who consented to participate

were offered to enrol their children in either the SDF protocol

intervention group or the DGA care group. The intervention

group received topical 38% SDF application, instruction on

twice-daily tooth brushing with fluoride toothpaste, and com-

prehensive diet counselling. The DGA group consisted of chil-

dren whose parents opted for a referral for treatment under

DGA at RDHM. The DGA group, similar to the SDF group,

received instruction on twice-daily tooth brushing with fluo-

ride toothpaste and diet counselling.

The risks and benefits of SDF application and the study

process and materials were methodically explained to the

parents by the investigators, and informed consent was

obtained from parents prior to application of SDF.

Investigators followed a strict clinical protocol and inclu-

sion criteria to determine eligibility of children to be part of

the SDF intervention group (Figure 1). This included having

asymptomatic active caries; having no presenting symptoms

including pain, swelling, and abscess; and being fit and

healthy with no concomitant health conditions such as con-

genital heart disease, cancer, adrenal insufficiency, or autism.

The examinations were performed by dentists and oral

health therapists. All 6 clinicians underwent standardised

training in the protocol procedure and application of 38%

SDF. This training programme involved a workshop discus-

sing the trial protocol, patient selection, informed consent

procedure, and video demonstration of correct technique of



Fig. 1 –38% silver diamine fluoride protocol intervention group.
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SDF and KI application. Clinicians were then provided with a

laminated trial protocol, copies of the clinical forms to be

completed, and the 38% SDF and KI. The presentation was

identical for all clinicians and was delivered by a single expe-

rienced instructor. A standardised baseline examination was
completed for each child, which included radiographs and

clinical photographs taken where possible and where compli-

ance allowed to assist clinicians in determining changes in

lesions. Active caries was recorded by visual assessment of

lesion size and colour and tactile assessment with a blunt



Fig. 1 Continued.
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probe that, when applied with light force, easily penetrated

the dentine.

The SDF protocol included a 2-step application procedure.

The first step included application of 38% SDF (Riva Star TM,

SDI Ltd.) to identified carious lesions on primary teeth. Prior
to application, teeth with carious lesions were dried and iso-

lated with gauze and cotton rolls. The teeth were not subject

to any caries removal or preparation. Food debris and plaque

were removed if required utilising a microbrush, spoon exca-

vator, or toothbrush. Following this, 38% SDF was applied



Table 1 – Demographic characteristics of children enrolled
in the silver diamine fluoride (SDF) protocol at baseline and
at 6-month follow-up.

Characteristics Baseline
enrolled
n = 102

Completed
6-month follow-up

n = 85

Mean age (years) of sample (SD) 4.1 (1.0) 4.08 (1.0)

Sex [N (%)]

Female 62 (51) 42(50)

Male 50 (49) 43 (50)

Number of SDF-treated teeth 401 296

Race/ethnicity [N (%)]

Caucasian 50 (49) 44 (52)

Aboriginal/Torres Strait Islander 10 (10) 8 (9)

Asian 26 (25) 19 (22)

Other 16 (16) 14 (17)

Marital status [N (%)]

Partnered 69 (68) 59 (69)

Single 33 (32) 26 (31)
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directly to the lesion with a microbrush for 1 minute. In the

second step, KI was applied to the lesion for a further 1minute

or until a white precipitate formed. Parents were instructed to

prevent the child from eating or drinking for 1 hour after the

treatment.

Parents received oral health education on twice-daily

toothbrushing with a fluoride-containing toothpaste, a floss-

ing demonstration, and comprehensive diet counselling. To

supplement the clinical indicators, child OHRQoL measures

were captured using the Early Childhood Oral Health Impact

Scale (ECOHIS).18 ECOHIS has been developed from a defined

conceptual model of health-related quality of life and has

been subjected to psychometric evaluation. The construct

validity, internal consistency, and test/retest reliability of the

ECOHIS questionnaire has been confirmed by several stud-

ies.18-20 Parents of the children in both the SDF protocol inter-

vention group and those who opted to be in the DGA group

completed the ECOHIS survey at baseline and 6-month fol-

low-up.

To examine the caries level and progression in the SDF

intervention group, data were collected on the number and

location of carious lesions, lesion colour, lesion hardness,

decayed missing filled tooth (DMFT) index, and PUFA index

(pulpal involvement, ulceration, fistula, abscess). At both the

baseline and recall visit, 38% SDF−treated lesions were

assessed and records taken for lesion colour (yellow, light

brown, dark brown, black) and lesion texture (soft or hard,

assessed using gentle pressure with a probe). The presence or

absence of pain and infection was observed through the

PUFA index at baseline and recall visit through examination

and parent interview. The effectiveness of the treatment with

38% SDF was evaluated based on these clinical outcomes.

That is, hard and black lesions with no pain or infection were

considered positive outcomes.

Children were reexamined and lesions were reevaluated

approximately 6 months after the baseline examination by

the same clinician who conducted the baseline evaluation. At

this visit, if the carious lesion was not arrested, a second

application of 38% SDF was delivered and recorded. Where

children exhibited arrested caries, parents were placed on a

6-month recall to continually monitor the lesions. In some

instances, if improved cooperation and behaviour were noted

in the child, definitive restoration such as stainless-steel

crown or restoration was placed. Children who presented

with symptoms of pain and infection following the treatment

with 38% SDF were directly referred to RDHM for DGA. These

children were seen at the earliest possible appointment to

ensure that the children’s condition did not deteriorate.

Statistical analysis

IBM SPSS Statistics 19 was used for analyses. Descriptive sta-

tistics [frequency and percentage or mean and standard devi-

ation (SD)] were used to summarise the characteristics of the

children and their parents or guardians. The proportion of

arrested lesions before and after 38% SDF application was cal-

culated to assess the effectiveness of caries arrests.

For the ECOHIS surveys, repeated analysis of variance

(ANOVA) was performed to detect overall differences

between related mean scores, with adjustments for multiple
comparisons using the Bonferroni tests with the confidence

interval significance level set at 5%. Questionnaires with

more than 30% missing responses were excluded from the

analysis. The effect size was calculated by dividing the mean

of change score by the standard deviation of the baseline

score. An effect size of <0.2 indicated a small but clinically

meaningful magnitude of change; 0.2 to 0.7, a moderate

change; and >0.7, a large change.
Results

One hundred two children [mean (SD) age, 4.1 (1.0) years] with

401 active carious lesions were enrolled in the SDF protocol

intervention group (Table 1). Parents of 12 children opted for

referral for DGA at RDHM. Overall, 89.5% of participants chose

to participate in the SDF protocol intervention group. Follow-

up was completed for 83% (n = 85) of the children [mean (SD)

age, 4.1 (1.0) years] and for 296 baseline active carious lesions.

There was an even distribution of males and females (43:42).

A total of 44 children did not meet the inclusion criteria

and were excluded from the study entirely and referred for

DGA care. Reasons for excluding these children included the

following: pain, 21 (47%); abscess, 9 (20%); surgical extraction,

7 (16%); medical condition excluding from trial, 3 (6%); super-

numerary, 2 (5%); trauma, 1 (2%); lip tie, 1 (2%); and sub-

merged tooth, 1 (2%).

Compliance for 38% SDF application was 100% both at ini-

tial presentation and 6-month follow-up. The average num-

ber of 38% SDF applications per child at baseline was 5 teeth.

The average number of appointments required for applica-

tion at baseline was 1.3. For children who completed the fol-

low-up (n = 85), the mean (SD) DMFT was 4.4 (2.7) at baseline

(Table 2). At baseline, 72% (213/296) of treated lesions were in

posterior teeth and 28% (83/296) in anterior teeth.

Themean (SD) number of SDF-treated teeth was 3.5 (2.6) at

baseline. The mean (SD) number of remaining active carious

lesions treated at 6-month follow-up was 0.8 (0.8). The aver-

age proportion of treated teeth with arrested lesions at



Table 2 – Features of 38% silver diamine fluoride (SDF)
−treated carious lesions at baseline and follow-up.

Baseline 6-month review

Distribution of teeth

Molars 72% 83%

Incisors 28% 17%

DMFT index, mean (SD) 4.37 (2.7) 4.51 (3.3)

No. of active carious lesions per

patient, mean (SD)

3.48 (2.6) 0.77 (0.8)

DMFT, decayed missing filled tooth.

Fig. 2 –Clinical photographs of silver diamine fluoride protocol

4-year-old boy (A−D) and a 2.5-year -old boy (E and F).
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follow-up (number of arrested lesions /number of treated) in

the SDF group was 0.78 (95% CI; 0.69 to 0.87). More than 60%

of children in the SDF protocol intervention group had 100%

of lesions arrested (52/85).

No adverse events were reported by parents of children

who were treated using 38% SDF (gingival or soft tissue sto-

matitis or ulcerative lesions); however, one clinician noted

gingival irritation in 2 children, which resolved spontane-

ously. The arrested carious lesions were identified as “black”

and “hard” in all cases (Figure 2).

At follow-up, the remaining active carious lesions were

managed by repeating the SDF protocol and placing the
−managed teeth at baseline and at 6-month follow-up in a



Table 3 – Overall Early Childhood Oral Health Impact Scale (ECOHIS), child impact section (CIS), and family impact section
(FIS) scores (pretreatment and 6 months posttreatment) for children who received the silver diamine fluoride protocol
(N = 64).

ECOHIS domain
(No. of items)

Pretreatment,
mean (SD)

6 months
posttreatment,

mean (SD)

P values Percentage change
from baseline to 6-
month follow-up

Effect size
(baseline to 6-month

follow-up)

ECOHIS (13) 20.9 (10.5) 16.7 (9.35) < .001 19.8 0.4

CIS (9) 14.3 (7.9) 11.6 (6.39) < .001 18.4 0.4

Oral symptoms 2.0 (1.5) 1.5 (0.67) < .05 24.2 0.4

Function 6.3 (4.6) 5.3 (2.40) > .05 15.8 0.3

Psychology 3.2 (1.7) 2.2 (0.56) < .001 30.8 0.8

Image 2.8 (1.6) 2.6 (1.67) > .05 6.1 0.1

FIS (4) 6.6 (2.5) 5.1 (2.94) < .001 23.0 0.5

Parental distress 3.3 (1.9) 2.2 (1.16) < .001 32.3 0.7

Family function 3.3 (2.1) 2.9 (1.68) > .05 13.9 0.2
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patient on 6-month recall. During the 6-month follow-up

period, 2 patients in the SDF protocol group developed a PUFA

index of 1 and were referred for DGA at RDHM.

A total of 64 participants completed ECOHIS surveys at

6-month review. The overall ECOHIS, child impact section,

and family impact section scores decreased significantly

(P < .001), demonstrating moderate effect sizes (Table 3).

The greatest decrease in the ECOHIS scores were for the

domains of child psychology (30.8%) and parental distress

(32.3%). The lowest ECOHIS scores were found for the domain

of image (6.1%) and function (15.8%) in the child impact scale

and family function (13.9%) in the family impact section. The

P value corresponding to the repeated ANOVA was slightly

higher than 0.05 for these impacts, suggesting that the

changes in parent reported child self-image, child function,

and family function were not significantly different for that

level of significance. The overall OHRQoL of the children signif-

icantly improved following the 38% SDF protocol.

Of the 12 parents who opted to be in the DGA group, only

3 returned the ECOHIS surveys. No analysis was undertaken

for changes in the ECOHIS scores for those who underwent

DGA, as the small size of this sample was unlikely to provide

viable results.

The rate of acceptance to participate in the SDF protocolwas

89% (102/114). Of the 102 children who participated in the SDF

protocol group, only 2 children subsequently required referral

for DGA prior to completion of the study.When added to the 12

children in the DGA care group, the reduction in referrals of eli-

gible children for DGA at RDHM over the 6 month period was

88%, showing that a significant proportion of children were

diverted frompotentially having treatmentunder DGA.
Discussion

The number of Victorian children who have had dental care

under DGA has significantly increased over the last 15 years.21

This study aimed at diverting dental care under DGA through

a protocol of prevention and management of caries utilising

38% SDF in young healthy children who were asymptomatic

and not compliant for routine dental treatment. The findings

of this study demonstrate that a single application of 38%

SDF in combination with oral hygiene and dietary instruction

is effective in arresting dental caries. The trial was successful
in diverting 88% of at-risk children from DGA over the 6-month

trial period, with the vast majority of parents opting to partic-

ipate in the SDF protocol intervention group.

In this study, single application of 38% SDF was effective in

arresting 78% of dental caries at the 6-month review. This

finding is similar to those found in international studies22,23

in which randomised clinical trials showed caries arrest lev-

els above 75% with 6 monthly 38% SDF applications. These

findings are also supported by a systematic review that

showed that the caries arrest rate for SDF treatment was

almost 86% at 6 months.14 Results from other randomised

clinical trials conducted internationally using different SDF

concentrations and application frequencies indicate that car-

ies arrest using SDF is both effective and safe for preschool-

aged children.24,25 However, the findings represent specific

demographics of children with diet patterns, oral hygiene

regimen, and water fluoridation levels different from Aus-

tralia. Although there are trials under way in Australia, there

are no comparable published studies.

The ECOHIS questionnaire uses parental reports on the

child OHRQoL. The work of Parsons et al.26 suggests that

parents or caregivers are frequently the primary decision-

makers in regard to a child’s health. As such, their percep-

tions can have a great influence on treatment choices. More-

over, children do not acquire the capacity for abstract

thinking until approximately 6 years of age.27 Therefore,

parents can be reliably used as a surrogate measure to assess

child’s OHRQoL in the absence of child’s self-reports.28,29

The findings of this study illustrated that children who

participated in the study were in great need of dental treat-

ment and their OHRQoL was seriously impaired prior to treat-

ment. There was a significant improvement in these

children’s OHRQoL following treatment with 38% SDF and a

positive impact on the family’s quality of life. Specifically,

marked improvements were observed in the child psychology

and parental distress (P < .001) impacts after enrolling in the

38% SDF protocol intervention group. The most commonly

reported impacts in this study are similar to those of previous

studies conducted in Australia, which have also demon-

strated more pronounced improvements in the child psychol-

ogy, parental distress, and family impact sections of the

ECOHIS questionnaire.30,31 In this study, the percentile reduc-

tion in the overall ECOHIS score following 38% SDF protocol

at 6-month review was 19.8%.
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The results from the ECOHIS questionnaire indicate that

all domains demonstrated a significant improvement except

the parent-reported child self-image, parent-reported func-

tion, and family function domains, which showed only small

effect sizes after SDF application. A post hoc power analysis

was conducted using the software package G*Power. The

sample size of 85 was used for the statistical power analyses

and a 2-predictor variable equation was used as a baseline.

The alpha level used for this analysis was P < .05. The post

hoc analyses revealed the statistical power for this study

was .95 for detecting a small effect, whereas the power

exceeded .99 for the detection of a moderate to large effect

size. Thus, there was more than adequate power at all effect

size levels.

There are several studies that have explored parental

perception and acceptance of SDF staining. These studies

have found that staining on anterior teeth was perceived as

undesirable; however, most parents preferred this option

as it might avoid the need for advanced behavioral guid-

ance techniques such as sedation or DGA to deliver tradi-

tional restorative care.15,16 In this study, despite the

potential for visible permanent tooth staining caused by

SDF application, there was a high participation rate of chil-

dren in the SDF group compared to the group who opted for

care under DGA. In addition, there was a slight improve-

ment in parent-reported child self-image. Although we did

not explore these domains further, one of the possible rea-

sons could be the level of importance placed on dental aes-

thetics among the high-risk group who participated in the

SDF protocol.

A recommendation for future studies on the use of SDF to

reduce DGAs would be the use of a control group. This study

had a 6-month follow-up and observation period. Impor-

tantly, previous studies have demonstrated that the effective-

ness of caries lesion arrest by 38% SDF decreases as the period

of assessment increases.14 Long-term studies are needed to

determine whether the caries arrest and prevention can be

sustained and whether more frequent applications of SDF

would enhance efficacy.

SDF has been recommended for children with high caries

risk, including those with behavioral complications, those

who require multiple treatment visits, or those without

access to dental care.32 The findings of this study indicate

that DGA can be avoided for high-risk children using the SDF

protocol in conjunction with other prevention strategies such

as twice-daily tooth brushing with fluoride toothpaste and

comprehensive diet counselling. The main disadvantage of

SDF is the non-aesthetic black discolouration of carious

lesions after its application, which can be reduced using KI.

SDF as a topical cleanser and desensitiser is effective in man-

aging dentine caries, and the ease of application can result in

the ability to expand delivery of care to a larger population of

children with untreated caries. It is minimally invasive, low-

cost and simple to use and has demonstrated its use as an

alternative treatment option for active caries in young chil-

dren at high risk for caries and emergency presentation.33

The use of SDF has important implications in paediatric den-

tistry and the provision of minimally invasive preventive care

in the community dental agencies, outreach services, and

school dental programmes.
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