
Implementation of an oral hygiene program for patients with cleft lip and palate 
in the tertiary cleft center in the Nantes University Hospital (CCMR MAFACE) 
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Lower level of oral hygiene and dental health leads to a higher level of tooth decay 

Lower level of oral health might be explained by different factors :

Dental care appears to be of 
secondary importance.
The anatomy of the cleft, 
scaring tissue and misaligned 
teeth can prevent the patients 
from reaching a satisfactory 
level of OH

Difficulty for patients to 
access adequate dental 
care provided by 
practitioners competent 
to look after cleft 
patients. 

Higher level of bacteria 
associated with tooth 
decay such as 
lactobacillus and 
streptococcus mutans 
are found cleft patients

Sugar level is higher for 
cleft patient, it’s explained 
by a longer oral clearance 
as they keep food for a 
longer time before 
swallowing

Oral hygiene is a key element: 

- For reconstructive surgeries
- Management of space of the missing tooth

à It influences the therapeutic choice
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Control group : patients and their 
parents will be given the usual OH 
instructions during the yearly follow-
up. 
If dental care is needed, patients will be 
encouraged to contact their own 
dentist

Test group : a 45 minutes consultation 
will be added to the yearly appointment. 
During this consultation, the patients and 
their parents will receive verbal and 
written OH instructions aiming to 
improve OH. 
Dental care will be provided during the 
same appointment or booked in Nantes 
Hospital Pediatric Dentistry Department.
Patients will be contacted every 2 
months by telehealth to reinforce the 
motivation.  
An additional dental appointment will be 
held at 6 months.

Over a period of 2 years

Centralized at time of inclusion

We aim to assess the impact of a reinforced dental program on oral and dental health for cleft patients at Nantes Cleft Center :

Patients of both 
groups will have a 
carious record at day 
1, year 1 and 1 year 
after the end of the 
study;. 
Additional data will 
be collected for the 
test group at month 
2, 4, 6, 8 and 10

The primary objective of this study is to assess the impact of a reinforced dental 
program with close follow-up for cleft patients on their oral health status. 

à The primary outcome is the evolution of the decayed, missing, filled teeth 
index (dmft/DMFT) for both temporary and permanent teeth. 

Number of subject needed : 27 in each group based 
on 2 different study using the same primary outcome

Considering a 10% risk of loss to follow up: 27x1,10 = 
29,7 thus  30/groups

Screening 379 patients

Inclusion : 
- Aged between 3 to 15
- Patients with syndromic or non-syndromic cleft lip and/or 
palate treated in the department of maxillofacial surgery of 
Nantes University Hospital
- Translation support for non-French speakers 

Exclusion : 
- Patients with no health coverage, not registered with the 
French Social  Security 
- Denial to participate to the study
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