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Use of bibloc and monobloc oral appliances in obstructive sleep apnoea: a 
multicentre, randomized, blinded, parallel-group equivalence trial. 
 
Isacsson G, Nohlert E, Fransson AMC, Bornefalk-Hermansson A, Wiman Eriksson E, Ortlieb E, Trepp L, 
Avdelius A, Sturebrand M, Fodor C, List T, Schumann M, Tegelberg Å. 

ABSTRACT 

Background: The clinical benefit of bibloc over monobloc appliances in treating obstructive sleep 
apnoea (OSA) has not been evaluated in randomized trials. We hypothesized that the two types of 
appliances are equally effective in treating OSA. 
 
Objective: To compare the efficacy of monobloc versus bibloc appliances in a short-term perspective. 
 
Patients and methods: In this multicentre, randomized, blinded, controlled, parallel-group 
equivalence trial, patients with OSA were randomly assigned to use either a bibloc or a monobloc 
appliance. One-night respiratory polygraphy without respiratory support was performed at baseline, 
and participants were re-examined with the appliance in place at short-term follow-up. The primary 
outcome was the change in the apnoea-hypopnea index (AHI). An independent person prepared a 
randomization list and sealed envelopes. Evaluating dentist and the biomedical analysts who 
evaluated the polygraphy were blinded to the choice of therapy. 
 
Results: Of 302 patients, 146 were randomly assigned to use the bibloc and 156 the monobloc 
device; 123 and 139 patients, respectively, were analysed as per protocol. The mean changes in AHI 
were -13.8 (95% confidence interval -16.1 to -11.5) in the bibloc group and -12.5 (-14.8 to -10.3) in 
the monobloc group. The difference of -1.3 (-4.5 to 1.9) was significant within the equivalence 
interval (P = 0.011; the greater of the two P values) and was confirmed by the intention-to-treat 
analysis (P = 0.001). The adverse events were of mild character and were experienced by similar 
percentages of patients in both groups (39 and 40 per cent for the bibloc and monobloc group, 
respectively). 
 
Limitations: The study shows short-term results with a median time from commencing treatment to 
the evaluation visit of 56 days and long-term data on efficacy and harm are needed to be fully 
conclusive. 
 
Conclusion: In a short-term perspective, both appliances were equivalent in terms of their positive 
effects for treating OSA and caused adverse events of similar magnitude. 
 
Trial registration: Registered with ClinicalTrials.gov (#NCT02148510). 
 

EADSM comment: This RCT study compare in a short-term, the bibloc versus the monobloc 

appliances, in a new way - as an equivalence study 
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Minimizing the mandibular advancement in an oral appliance for the 
treatment of obstructive sleep apnea. 

Anitua E, Durán-Cantolla J, Almeida GZ, Alkhraisat MH. 

ABSTRACT 

OBJECTIVE: In the treatment of obstructive sleep apnea (OSA) with an oral appliance (OA), there is 
no gold standard method to fine-tune the mandibular advancement. This study aimed to analyze the 
effect of gradual increment of mandibular advancement on the evolution of the apnea-hypopnea 
index (AHI). 

METHODS: OSA patients were recruited from a sleep unit. All treatments started with an oral 
appliance without mandibular advancement. After two weeks, the AHI was assessed with respiratory 
polygraphy. Mandibular advancement was initiated with a step size of 1 mm and evolution in the AHI 
was assessed. The target protrusion was the one that achieved the highest reduction in AHI and the 
least side effects. Anthropometric data, sleep questionnaire and Epworth sleepiness scale score were 
obtained. 

RESULTS: Thirty six patients (22 men) participated in this study. The patient's mean age was 57 ± 12 
years and the body mass index was 25.4 ± 4.1 kg/m2. The oral appliance reduced the AHI from 
20.8 ± 12.9/h to 8.4 ± 5.1/h (P = 0.000). Ten of the 26 patients with ≥50% reduction in AHI (39%) had 
zero advancement. The mean mandibular advancement was 1.7 ± 1.5 mm achieving ≥50% reduction 
in AHI in 72% of the patients. Twenty seven patients had an AHI <10/h. Of the 21 patients with 
moderate-severe OSA, 17 had the highest decrease in the AHI in a mandibular advancement ≤3 mm. 

CONCLUSIONS: Monitoring the subjective symptoms of the patient and objective evolution in the 
AHI could minimize the mandibular advancement needed for the treatment of OSA. 

Copyright © 2017 Elsevier B.V. All rights reserved. 
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PMID: 28228337DOI:10.1016/j.sleep.2016.12.019 

EADSM comment: This article highlights the amount of necessary advancement with an oral 
appliance in the treatment of obstructive sleep apnea in a new way. 
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Dental and skeletal changes associated with long-term oral appliance use for 
obstructive sleep apnea: A systematic review and meta-analysis  

Takafumi Araie, Kentaro Okuno, Hitomi Ono Minagi, Takayoshi Sakai 

Summary  

An oral appliance (OA) is an effective treatment option for patients with obstructive sleep apnea 
(OSA), but dental and skeletal changes have been detected by many studies after long-term OA use. 
Better understanding of the long-term side effects may decrease discontinuation of OA use and assist 
clinicians to make informed decisions. Accordingly, a systematic review and meta-analysis were 
performed to evaluate the dental and skeletal changes associated with OAs designed to advance the 
mandible. The quality of the studies was determined by using the risk of bias assessment tool for 
non-randomized studies (RoBANS), and 12 studies were included in the meta-analysis. OA use was 
associated with a significant decrease of overjet (OJ) and overbite (OB), and it was suggested that 
both parameters decreased along with the duration of treatment. Meta-analysis also demonstrated a 
significant increase of L1-MP. However, there were no significant changes of skeletal modifications or 
mandibular rotation. Changes of incisor inclination were suggested to make a contribution to 
reduction of OJ and OB. In conclusion, long-term OA use was associated with dental changes. The 
results of this study provide information for clinicians about the long-term effects of OAs. 

EADSM comment: This is a systematic review and meta-analysis performed to evaluate the dental 
and skeletal changes associated with OAs designed to advance the mandible. 
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