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Commentary
Despite reductions in dental disease, caries and in particular early 

childhood caries remains an important dental public health problem. 

Within Scotland the Childsmile Practice programme (www.child-

smile.org) has been developed to improve the oral health of chil-

dren from birth. The programme provides additional support to 

families with higher risk of oral disease through a programme of 

home visiting, community initiatives and close relationships with 

dental practices. Consequently it is of interest to see this Australian 

study which evaluates the effectiveness of a simple educational pro-

gramme delivered both through home visits and via the telephone.

Within this study there is a risk of selection bias due to the way 

the mothers were recruited, in that they were all recruited from 

community centers. This means that mothers who did not attend 

community centers were not represented within this study. The 

reader needs to appreciate that the results of this study may only 

apply to mothers who attend health clinics, and are not in the more 

challenging ‘hard to reach’ groups. 

Randomised controlled trials (RCTs) reduce selection bias by 

ensuring participants have an equal chance of being in each group. 

One of the problems with conventional RCTs is the inability of 

participants to choose which intervention they are randomised to. 

This inability to choose can pose ethical problems (especially if it 

appears one intervention may be superior to another). This study is 

interesting in that the authors used Zelen’s design1 to allow moth-

ers to change their allocation to an intervention depending on their 

personal preference. The problem with this design is that no mat-

ter how appealing the freedom of choice can be, selection bias will 

increase when people opt to change groups. In this study 9% of par-

ticipants opted to change their intervention, and this may in turn 

have biased the results of this study. Cochrane suggests the use of 

the intention-to-treat principle(www.cochrane-net.org/openlearn-

ing/html/mod14-4.htm); that participants in trials should be ana-

lysed in the groups to which they were randomised, regardless of 

whether they received or adhered to the allocated intervention. 

The intention-to-treat principle may have been a useful way of  

overcoming some of the potential disadvantages with Zelen’s design.

The reader is advised that the randomisation of participants 

is in sequential blocks but we are not advised as to the method of 

randomisation. The importance of outlining the details of both 

randomisation and allocation is highlighted in the Cochrane 

handbook(www.cochrane-handbook.org). Such descriptions enable 

the reader to understand potential areas of bias and also enables the 

study to be repeated in other areas.
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SUMMARY TRIAL/CARIES

Design Randomisation to intervention groups using Zelen’s design with 

a non-participant community control group recruited at 24 months.

Intervention Patients were allocated to either the home visit (HV) 

group (n=236) or telephone contact (TC) group (n=89). HVs and TCs 

were conducted at 6,12 and 18 months. Bacterial tests were given 

to both groups at baseline and 24 months. The HV group had an 

additional bacterial test at six months.  A community control (reference 

group) was recruited from the same district at 24 months.  All three 

groups (HV, TC and reference) were examined for caries at 24 months.

Outcome measure The primary outcome measure was dental caries 

(dmft), secondary measures were Streptococcus mutans (MS) and 

lactobacilli (LB) levels.

Results There was no statistically significant difference in caries 

between HVs and TCs . However there were statistically significant 

differences respectively in caries levels between HV/TC and the 

reference group. There was a statistically significant difference in MS 

levels between the HV group and both the TC and reference groups, 

with fewer children with high MS levels in the HV group(28%) 

compared with either the TC group(47%) or reference group (35%).

Conclusions Both HVs and TCs conducted six-monthly from birth are 

effective in reducing early childhood caries prevalence compared to 

RC by24 months. HVs are also associated with fewer children with MS 

compared with TC and reference group at 24 months.
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Question: In newborn children do home visits 
compared with telephone contacts to mothers 
reduce early childhood caries when compared 
with a reference group of children?
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The authors chose in this instance to use a reference group. The 

use of a control group as defined by Cochrane may have been a more 

appropriate choice. Within this study the reader is not informed 

how the reference group was chosen. One problem with the use of 

a reference group is that the group of participants may not be cho-

sen from the same population group as the intervention groups. 

Their characteristics may therefore be dissimilar to the intervention 

groups, increasing the risk of selection bias.  

The authors of the study listed a number of useful characteristics of 

the mother/child pair that may have acted as confounding factors, eg 

birth type. The authors state however that there were no demograph-

ic differences between the mothers in the three groups. Analysis of 

the information provided in the paper does however reveal differenc-

es in the characteristics of subjects including the percentages of moth-

ers in each group who had their highest level of education as high 

school, differences in mothers who had dental cavitation at baseline 

and differences in bacterial levels of mothers in each group. There is 

evidence to suggest that all these characteristics can increase the risk 

of decay in children. Berkovitz2 highlights the relationship between 

maternal and infant levels of mutans streptococci. Children of moth-

ers who had high levels of untreated caries have, in one study, been 

shown to have more than three times the levels of caries experience 

when compared with children whose mothers had no untreated car-

ies.3 Nanjappa highlights in her recent PhD the relationship between 

higher education of the mother and the consumption of extrinsic 

sugars which in turn increase caries risk.4

Plonka describes in detail the loss to follow up in participants 

within this study. This loss was 20.3% in the HV group, and higher 

in the TC group (34.8%). These participants were not able to be fol-

lowed up due to loss of contact. As CONSORT suggests, such infor-

mation could perhaps be included in a flow diagram to enable the 

reader to easily analyse the flow of participants through the study 

(www.consort-statement.org). The authors should be commend-

ed for ensuring the examiners were both blinded and validated in 

relation to the caries examinations. However, we are not advised 

whether the examiners who examined the S. mutans tests were  

also blinded.

The time frame for caries and MS should also be considered. It 

may be prudent of the researchers to consider a follow-up caries 

examination when the children are older (and caries prevalence 

increases) to measure the differences between the three groups. 

It is unsure why the researchers chose to perform a six month bac-

terial test on the HV children when the results of the bacterial test 

could not be compared with either of the other three groups. Within 

research it seems ethical to avoid any intervention if there is no ben-

efit to the participant (or researcher).

The authors advise that the examiners checked for white spot 

lesions and cavitations.  Although the reader is advised that there 

were no white spot lesions in any of the children’s examinations 

it might have been prudent to consider the use of a validated tool 

such as ICDAS (www.icdas.org) to examine the children. Chesters, 

for example showed that by using clinical visual diagnostic criteria 

which included enamel lesions, it was possible to detect differenc-

es in the effect of an intervention over a shorter period than when 

using a system (such as dmft) based on caries change extending  

into dentine.5
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Practice points
•	 There is only weak evidence that home visits are effective at 

reducing dental decay.
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