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Abstract

Background

Is one or two-stage palatoplasty more effective preventing fistula formation and hypernasality
in patients with complete unilateral cleft lip and palate?

Methods

This parallel blocked randomized controlled trial included 100 patients with non-syndromic
complete unilateral cleft lip and palate with a repaired cleft lip, divided into 2 groups of 50
each. Group A had one-stage palatoplasty at age 12-13 months while group B had two-stage
palatoplasty with soft palatoplasty at age 12-13 months and hard palatoplasty at age 24-25
months. Presence of a fistula was tested clinically at 3 years and specch was tested using
nasometry and perceptual analyses at 6 years. Group C were the non-cleft controls (n=20, age
6 years) for speech using nasometry. Fistula rates; ratings of hypernasality and nasalance
scores were compared between groups A and B. Nasometry recordings of group A and B
were compared with control group C.

Results

There was no difference in fistula rates between groups A and B (p=0.409; 95%
CI=[0.365...11.9]). Mean nasalance scores of group A showed higher nasalance than group B
(p=0.006, 95CI=[1.16...6.53]). Perceptual analysis showed no difference between groups A
and B (p=0.837 and p=1.000). When compared to group C, Group A showed higher mean
nasalance (p=0.837 and p=1.000) while group B showed no difference (p=0.088, 95% CI=[-
0.14...2.02]).

Conclusion

There was no difference in fistula rates between groups. Nasalance was slightly higher in
patients who had one-stage palatoplasty when compared to those that had two-stage

palatoplasty, but the difference may not be clinically significant.



Introduction

Although cleft palate repair has significant benefits for the patient’s feeding and middle ear
function, the primary purpose of cleft palate repair is to help the patient develop normal
speech with a functioning velopharyngeal valve.'™ Incomplete closure of the velopharyngeal
valve during speech, despite the palate repair, causes velopharyngeal insufficiency. In
addition, failure to completely close the hard palate can result in a fistula that is large enough
to cause nasal regurgitation and speech impairment. Patients <with = velopharyngeal
insufficiency or a large palatal fistula will demonstrate hypeérnasality and/or nasal air
emission during speech’. The lack of adequate oral airflow can also cause difficulties in the
production of pressure consonant sounds, such as plosives, fricatives, and affricates. As a
result, many patients develop active compensatory articulation productions®’.

There are many techniques used by surgeons to repair a cleft palate. However, there is very
little agreement between surgeons as to the techmique, staging and timing of cleft palate
surgery for the best outcomes *'’. The variations of timing and technique of repairing the
cleft palate include early closure of the soft palate followed by closure of the hard palate and
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lip'!, simultaneous closure of the cleft lip and palate in a one-stage procedure'*'*, closure of

the cleft lip first followed by the closure of the hard and soft palate in one operation,'” or soft
palate repair followed by delayed hard palate repair'®°.
The purpose of this study was to investigate the effect of a one-stage versus two-stage cleft

palate repair on the incidence of hypernasality and fistula formation in patients with unilateral

complete cleft lip and palate.



Methods

Trial design

This study was performed at a high volume center that performs more than 700 primary cleft
lip and palate surgeries every year. The trial was registered with the ISRCTN registry (ID
number ISRCTN17288141). The intake period was from January 1, 2010 to December 31,
2010. The follow-up period lasted until December 2015. The local Ethical Committee
approved the research protocol based on the guidelines declared by the local government with
regard to . All participants’ parents were informed about the study and signed a written
informed consent. Reporting of the trial in this paper follows the CONSORT (Consolidated
Standards of Reporting Trials) statement™.

This study was a parallel blocked randomized frial. Due to the nature of the interventions
surgeon and patients could not be blinded to the treatment method. Observers and statistician
were blinded for the treatment.

Eligibility and randomization

The inclusion criteria were patients with non-syndromic complete unilateral cleft lip and
palate with a previously repaired cleft lip. Exclusion criteria were patients with bilateral cleft
lip and palate; isolated cleft palate, younger than 12 months and older than 13 months of age
and patients with associated syndromic conditions.

No data from previous studies with comparable outcomes were available, so a formal power
calculation was not possible. We estimated that with an intake period of one year, we would
be able to include 100 patients, which would be a sufficient number to measure the effect of
the surgical procedure on hypernasality. We ensured that there was no loss of patients to
follow up by meticulously updating their addresses and telephone numbers.

The surgical interventions and the randomisation procedure were explained to the parent(s) of

each eligible patient. If the parents did not agree to be part of the study, the child was



excluded from the trial. After obtaining consent from the patient’s parent(s), each patient was
randomly assigned to either group A (one-stage palatoplasty) or group B (two-stage
palatoplasty). The randomization sequence was generated by a computer program (Sealed
envelopeTM, Sealed Envelope Ltd, London, UK) using blocked randomization in block sizes
of 20 in each block. Within each block, participants were randomly assigned numbers by a
computerized program to one of the two treatment groups. The randomization was performed
by one surgeon who did not perform the surgery (SGR). The surgeon(RRR) was blinded to
the randomization process. After assigning the treatment method; each patient‘s parents were
informed of the treatment plan by the surgeon who performed the randomisation (SGR).
Interventions

One surgeon (RRR) performed the palatal surgery on patients in both groups. The Bardach
two-flap technique®' with optimal muscle dissection.or levaotor myoplasty was performed for
patients in group A (at age 12-13 months) as a single procedure. The levator myoplasty was
performed by relieving the levator muscle from. the posterior border of the hard palate and
repositioning it medially to be sutured to the contralateral levator veli palatini muscle. The
tensor veli palatini muscle was not disturbed from its attachment (Figure 1a-d). We did not
dissect the tensor veli palatini muscle in the soft palate. In non-cleft palates, the tensor veli
palatini is inserted into the palatine aponeurosis and the surface behind the transverse ridge
on' the horizontal part of the palatine bone®**. In patients with cleft palate the tensor veli
palatini muscle is also attached in the same area and, therefore, does not require any
dissection.

The patients in group B had soft palatoplasty with levator myoplasty (at 12-13 months of age)

and two flap hard palatoplasty (at 24-25 months of age) as a separate procedure.



Presence of fistulas

Patients in group A and B were recalled at age 3 years to clinically examine them for the
presence of fistulac. A single examiner (RRR) performed the examination to elicit the
presence or absence of fistula. The examiner was blinded as to whether the patient had had a
one-stage or two-stage cleft palate repair. Fistula occurrence was tested visually as the first
stage. If there was no visual sign of a fistula, history of nasal regurgitation was elicited. If the
parent(s) gave a history of nasal regurgitation, a blunt periodontal probe was used to confirm
a fistula in the hard palate. If a hard palate fistula was present, the fistula was repaired at this
stage.

Speech analysis

Patients in group A and B were recalled at age 6 to test for hypernasality in speech. Two
methods were used to test hypernasality: nasometry and perceptual analysis.

Nasometry is a method of measuring the acoustic correlates of velopharyngeal function
during speech®. A nasometer captures data regarding acoustic energy from both the nasal (N)
cavity and the oral (O) cavity during speech and then calculates the average ratio of nasal
over total (nasal plus oral) acoustic energy. This ratio is converted to a percentage value and
is called the nasalance score.

Using the Nasometer-1I, 6450 (PENTAX Medical, Lincoln Park, NJ, USA), each patient was
tested at age 6 by two speech-language pathologists (AC, SK). Each patient was retested after
one hour by the same two speech-language pathologists. The passages that were used were
from a revised version of the Simplified Nasometric Assessment Procedures Test- Revised
(SNAP Test-R), developed by MacKay-Kummer in 2005°. The SNAP Test-R has three
subtests: prolonged sounds, picture-cued sentences, and reading passages. In this study the

picture-cued and reading passages subtests were tested. The language used to perform this



test was English. Children were asked to repeat the stimulus after the examiner. The
nasometer was activated only when the patient was speaking.

Perceptual analysis was done using a standardized protocol for reporting speech outcomes in
individuals with cleft lip and palate, developed by Henningsson et. al. in 2008%. A
standardized test in Telugu, the local language, known as the Telugu Test of Articulation and
Phonolgy (TTAP), developed by Vasanta in 1990%°, was used as one of the stimuli to
determine hypernasality.

The collected speech samples were presented in a random order to two qualified speech-
language pathologists (AC, SK) who were blinded to the subject’s identity-and treatment.
These samples were analyzed and scored independently to determine the presence/absence
and/or severity of five speech parameters. An overall rating of hypernasality for each speech
sample at the word and sentence level for one hundred single words and ten sentences of
TTAP respectively were rated usinga 4-point rating scale, with 0 being the best and 3 being
the poorest outcome.

If hypernasality was found to be present, secondary procedures were performed to lengthen
the soft palate. If no hypernasality was elicited speech therapy was continued.

Control group

A control group (group C) was assembled with 20 children, aged six years, with no history of
cleft lip and/or cleft palate. As we assumed that the control group would show less
variability, a smaller group as compared to the experimental groups was thought to be
sufficient. All subjects in this group underwent nasometry and perceptual analysis using the
same standards as those used for groups A and B.

Statistical methods

Odds Ratios were used to compare fistula rates between groups A and B.



Reliability of the testing method was performed between the test and retest nasometry
outcomes and calculated by the Pearson Correlation coefficient. The duplicate measurement
error (DME) was calculated as the mean standard deviation of the difference between
measurement and remeasurement divided by V2. The kappa statisic was used to test the
reliability of the perceptual outcomes.

For all nasometry and perceptual analysis outcomes measured in the comparisons between
experimental groups (A and B) and control groups (C), mean values of the test-retest scores
were used.

Independent samples t-test was used to assess the differences between the nasometry
outcomes of group A and B. For perceptual outcomes chi-square tests were used to test the
differences.

The nasometry scores between the experimental groups A and B were compared to control
group C using independent samples t-tests.

The relationship between nasometry and perceptual outcomes was tested using ANOVA.
Results

The flow of participants through each stage of the study is detailed in Figure 2. All patients in
group A were operated at age 12-13 months. All patients in group B had soft palatoplasty
done at age 12-13 months and hard palatoplasty at age 24-25 months. No patients were lost to
follow up

In group A, 15 out of 50 children were female (30%). In group B, 20 out of 50 children were
female (40%). Because none of the analyses showed gender to be of any significance, all

results are presented irrespective of gender.
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Presence of fistulas

In group A, 4 children had clinically evident fistulas, whereas in group B, 2 children had
fistulas. The odds ratio for this was 2.1, which was not significant (p=0.409; 95%
CI=[0.365...11.9]).

Speech Analysis

Test Retest Analysis

The results for the test-retest reliability for the SNAP Test-R are shown in Table 1. A
reliability coefficient of more than 0.8, a low duplicate measurement error (DME) and a p-
value above 0.05 meant that the testing protocol was reliable. There was a clear tendency for
the second measurements to differ from the initial measurements. In all testing parameters,
the second measurement was lower, this being statistically significant for four out of five
outcomes. The differences between the first and second measurment ranged from 0.37 to
1.55%, which were small enough to indicate that the differences were within a range to
consider them reliable.

For the perceptual analysis of hypernasality in “single words” and “sentences,” the kappa
values were 0.799 and 0.765 indicating very good reproducibility of these outcomes.

Speech outcomes between one and two-stage palatoplasty

Table 2 shows the differences between the experimental groups with regard to the nasalance
scores. The mean nasalance score for group A was 20.61% (sd 9.23) and the mean nasalance
for group-B was 16.77% (sd 2.15). The difference between the groups reached statistical
significance (p=0.006, 95% CI=[1.16...6.53]).

Table 3 shows that for the perceptual analysis of resonance, group A had slightly better
results (18 patients with hypernasality on single words versus 20 patients in Group B), but the
difference was not statistically significant (p=0.837 and p=1.000 for single words and

sentences respectively).
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Comparing experimental groups to control group

Nasometry outcomes for group A and B were compared with the mean nasalance score of the
control group C, which was 15.83. For patients in group A, the mean nasalance scores were
higher than subjects in group C and this difference reached statistical significance (p=0.001,
95% CI [2.05...7.52]) (Table 4a). There was virtually no difference in the mean nasalance
scores for patients in group B and subjects in group C (p=0.088, 95% CI [-0.14...2.02])
(Table 4b).

Relation between nasometry and perceptual outcomes.

In addition to the speech intelligibility between one and two-stage palatoplasty, we compared
nasometry to perceptual analysis outcomes.The relation between the two outcomes is clear.
Table 5 shows that for all parameters, nasometry scores increase when perceptual analysis of
hypernasality increases (p<0.001).

Discussion

Numerous techniques have been described for' the repair of cleft palate. All of these
techniques aim to completely close the palate, avoid fistulas, provide a competent velum for
normal speech, and allow harmonious facial growth®”'® The aim of this randomised
controlled trial was to assess the effect of one-stage versus two-stage palatoplasty on speech
and fistula formation. In a recently published systematic review'° it was shown that all

h?3% and fistula

previous studies on the effect of one-stage or two-stage palatoplasty on speec
rates” >, had a refrospective design.

Of the several surgical techniques available, we chose the levator myoplasty to repair the soft
palate and the Bardach two flap techique to repair the hard palate®'. This surgical technique
was chosen because the surgeon who performed the surgery in all patients was very

experienced in their use. We used the same technique in all patients. The only variation in

procedure was the timing of surgery. The use of the same surgical procedures was done to
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ensure that the study produced results for the timing of the surgery and not the technique
used. This also ensured that we did not compromise on patient safety.

29-32 .
32 that were reviewed showed more

With regard to fistula rates four of the five studies
fistula formation after two-stage palatoplasty as compared to one-stage palatoplasty. The
findings of our study showed that there was no significant difference between one and two-
stage palatoplasty with regard to fistula formation. This study has a low number of fistula
formation. All the surgeries were performed by an experienced surgeon which could have
reduced the number of patients having fistulas. Since

Of the eight studies that we reviewed regarding speech outcomes following one and two-

28-32

stage palatoplasty, six studied speech patterns when the patients were adults™ " while two of

33,34 30,33

the studies evaluated children™"". Except for two studies,” " all the other studies found that
speech in various parameters was better in one-stage palatoplasty than in the two-stage
palatoplasty.

In our study, there was no significant difference between groups A and B in the perceptual
assessment. There were, however, slight differences in the means of the nasometry scores,
which were 20.61 (SD 9.23), 16.77 (SD 2.15), and 15.83 (SD 1.76) for groups A, B, and C
respectively. <The difference between groups A and B reached statistical significance.
However, it should be noted that a 4 point difference between groups A and B and a 5 point
difference between groups A and C may not be clinically relevant. In the original normative
study for these same passages in the SNAP Test-R® using a cohort of 231 normal speaking
children in the United States, the mean was found to be 11. A score of 22 was suggested as a
threshold value, where scores over that value would be considered abnormal. Therefore, the
mean score for group A would still be considered within the normal range and the speech

would unlikely be perceived as hypernasal, which is consistent with our results in the

perceptual assessment.
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We tested the speech of our experimental groups at the age of six years. The time of testing
was prior to the maxillofacial growth spurt in young children®”. Further study of speech
should be done to determine if the length of the palate or the effectiveness of the
velopharyngeal valve changes with further maxillofacial growth. Therefore, speech studies
after the pubertal growth spurt should be done to evaluate changes in resonance. In addition,
it will be important to study the effect of the two techniques on the growth of the midface and
whether the growth has a role to play in the development of speech in such patients.
Therefore, we intend to study the patients included in this trial for growth and again for
speech after growth has been completed to evaluate changes in speech patterns:

Limitations

One limitation of this study is that we used only hypernasality as our speech outcome. We did
not measure the ratings of audible nasal emission. Furthermore the perceptual rating of
speech was performed by two speech pathologists. We did not perform a perceptual rating of
hypernasality by untrained listeners. Brunnegatd 2009°° has shown that there is no
significant difference in scoring of hypernasality between trained and untrained listeners.
However, the same study showed that there was a significant difference for audible nasal
emission which was scored higher by speech pathologists when compared to untrained
listeners. In future studies we will elicit the response of untrained listeners when rating
audible nasal emission.

In addition, we did not do a power analysis to determine the number of patients to be
included in each group. This was because there were no previous trials that could be referred
to. We decided to include 100 patients, which we felt would provide adequate power for the
study to determine differences regarding speech. The results of the study showed that the
power for fistula formation was probably low. The power of the study was adequate for

studying hypernasality based on the positive trends seen in all measurements.
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Conclusion

This randomized controlled trial concludes that there is no difference in fistula rates between
one and two-stage palatoplasty. There was also no difference in ratings of hypernasality
between the two groups. Although the mean nasalance of the one-stage group was a little
higher than the two-stage group and the difference was statistically signficant, the difference

may not be clinicially relevant as the score was still in the borderline/normal range.

15



References

1.

10.

Kuehn DP, Moller KT. Speech and language issues in the cleft palate population: The
state of the art. Cleft Pal Craniofac J. 2000;37:1-35.

Peterson-Falzone SJ., Hardin-Hones MA, Karnell. ed. Cleft palate speech (3rd ed.).
St. Louis, MO, United States of America: Mosby; 2001

Harding A, Grunwell P. Active versus passive cleft-type speech characteristics. Int J
Lang and Comm Dis. 1998;33:329-352.

Karnell MP. Instrumental assessment of velopharyngeal closure for speech. Semin
Speech Lang. 2011; 32(2):168-178.

Bressmann TI1, Radovanovic B, Kulkarni GV, Klaiman P, Fisher D. An
ultrasonographic investigation of cleft-type compensatory articulations of voiceless
velar stops. Clin Linguist Phon. 2011;25(11-12):1028-1033.

Kummer AW. (2005). Simplified Nasometric Assessment Procedures (SNAP-R):
Nasometer Test and Manual, PENTAX Medical, Pine Brook, NJ. DOI:
10.13140/2.1.2614.6080.

Harding A, Grunwell P. (1998). Active versus passive cleft-type speech
characteristics. Int J Lang and Comm Dis. 1998. 33:329-352.

Nollet PJPM, Katsaros C, Van’t Hof MA, Semb G, Shaw WC, Kuijpers-Jagtman AM.
Treatment outcome after two-stage palatal closure in unilateral cleft lip and palate: A
comparison with Eurocleft. Cleft Pal Craniofac J. 2005;42:512-516.

Molsted K. Treatment outcome in cleft lip and palate: issues and perspectives. Crit
Rev Oral Biol Med. 1999;10(2):225-239.

Reddy RR, Gosla Reddy S, Vaidhyanathan A, Bergé SJ, Kuijpers-Jagtman AM.

Maxillofacial growth and speech outcome after one-stage or two-stage palatoplasty in

16



11.

12.

13.

14.

15.

16.

17.

18.

19.

unilateral cleft lip and palate. A systematic review. J Craniomaxillofac Surg. 2017
Jun;45(6):995-1003.

Malek R, Grossman JA. Cleft lip repair by a systematic Z-plasty. Clin Plast Surg.
1984;11(4):739-746.

Davies D. The one-stage repair of unilateral cleft lip and palate: a preliminary report.
Plast Reconstr Surg. 1966;38(2):129-136.

Kaplan I, Dresner J, Gorodischer C, Radin L. The simultaneous repair of cleft lip and
palate in early infancy. Br J Plast Surg. 1974;27(2):134-8:

Honigmann K. One-stage closure of uni- and bilateral cleft lip and palate. Br J Oral
Maxillofac Surg. 1996 Jun;34(3):214-219.

Bardach J, Morris H, Olin W, McDermott-Murray J, Mooney M, Bardach E. Late
results of multidisciplinary management of unilateral cleft lip and palate. Ann Plast
Surg. 1984;12(3):235-242.

Hotz MM, Gnoinski WM. Coemprehensive care of cleft lip and palate children in
Zurich University: a preliminary report. Am J Orthod. 1976;70:481-504.

Hotz MM, Gnoinski WM. Effects of early maxillary orthopedics in coordina- tion
with delayed surgery for cleft lip and palate. J Maxillofac Surg. 1979;7:201-210.
Friede H, Enemark H, Semb G, Paulin G, Abyholm F, Bolund S, Lilja J, Ostrup L.
Craniofacial and occlusal characteristics in unilateral cleft lip and palate patients from
four Scandinavian centres. Scand J Plast Reconstr Surg Hand Surg. 1991;25(3):269-
276.

Lohmander-Agerskov A, Friede H, Lilja J, Soderpalm E. Delayed closure of the hard
palate: a comparison of speech in children with open and functionally closed residual

clefts. Scand J Plast Reconstr Surg Hand Surg. 1996;30(2):121-127.

17



20.

21

22.

23.

24.

25.

26.

27.

Moher D, Hopewell S, Schulz KF, Montori V, Getzsche PC, Devereaux PJ, Elbourne
D, Egger M, Altman DG CONSORT 2010 explanation and elaboration: updated

guidelines for reporting parallel group randomised trials. Br Med J. 2010;340:c869.

.Bardach J. Two flap palatoplasty; Bardach's technique. Oper Tech Plast

Surg.1995;2:211-214.

Bannister LH, Berry MM, Collins P, Dyson M, Dussek JE, Ferguson MWJ. “Palatine
Musculature” In: Gray’s Anatomy. The Anatomical Basis of Medicine and Surgery.
38™ ed. Edinburg Churchill Livingstone; 1995:1690.

Huang MH, Lee ST, Rajendran K. Anatomic basis_of cleft palate and velopharyngeal
surgery: implications from a fresh cadaveric study. Plast Reconstr Surg. 1998
Mar;101(3):613-627

Kummer, AW. “Nasometry.” In: Kummer, AW. ed. Cleft Palate and Craniofacial
Anomalies: The Effects on Speech and Resonance. Clifton Park, NY, United States of
America: Cengage Learning, 2014.

Henningsson G, Kuehn DP, Sell D, Sweeney T, Trost-Cardamone JE, Whitehill TL.
Universal parameters for reporting speech outcomes in individuals with cleft palate.
Cleft Pal Craniofac J. 2008;45(1):1-17.

Vasanta D. Maximizing phonological information from picture word articulation test.
In: Kacker SV, Basavaraj V, eds. The ISHA test battery. Indian Speech Language and
Hearing Association. India 1990.

Timbang MR, Gharb BB, Rampazzo A, Papay F, Zins J, Doumit GA systematic
review comparing Furlow double-opposing Z-plasty and straight-line intravelar
veloplasty methods ofcleft palate repair. Plast Reconstr Surg. 2014

Nov;134(5):1014-1022

18



28.

29.

30.

31.

32.

33.

34.

35.

VedungS. Pharyngeal flaps after one- and two-stage repair of the cleft palate: a 25-
year review of 520 patients. Cleft Palate Craniofac J. 1995;32:206-215; discussion
215-216.

Rohrich RJ, Rowsell AR, Johns DF, Drury MA, Grieg G, Watson DJ, Godfrey AM,
Poole MD. Timing of hard palatal closure: a critical long-term analysis. Plast
Reconstr Surg.1996;98:236-246.

De Mey A, Swennen G, Malevez C, George M, Mansbach AL: Long-term follow-up
of UCLP at the Reine Fabiola Children’s Hospital. B-ENT: 2006;2(Suppl. 4):44-50.
Holland S, Gabbay JS, Heller JB, O’Hara C, Hurwitz D, Ford MD, Sauder AS,
Bradley JP. Delayed closure of the hard palate leads to speech problems and
deleterious maxillary growth. Plas tReconstr Surg. 2007:119:1302—-1310.

Liao YF, Yang IY, Wang R, Yun C, Huang CS. Two-stage palate repair with delayed
hard palate closure is related to favorable maxillary growth in unilateral cleft lip and
palate. Plast Reconstr Surg. 2010;125:1503-1510.

Yamanishi T, Nishio J, Sako M, Kohara H, Hirano Y, Yamanishi Y, Adachi T, Miya
S, Mukai T. Early two-stage double opposing Z-plasty or one-stage push-back
palatoplasty: comparisons in maxillary development and speech outcome at 4 years of
age. Ann Plast Surg. 2011;66:148-153.

Funayama E, Yamamoto Y, Nishizawa N, Mikoya T, Okamoto T, Imai S, Murao N,
Furukawa H, Hayashi T, Oyama A. Important points for primary cleft palate repair for
speech derived from speech outcome after three different types of palatoplasty. Int J
Pediatr Otorhinolaryngol. 2014;78:2127-2131.

Meazzini MC, Miccoli C, Fastuca R, Panzi S, Mangano F, Mortellaro C, Caprioglio
A. Measurements of orbital protrusion from childhood to young adulthood. J

Craniofac Surg. 2015;26(3):760-763.

19



36. Brunnegard K1, Lohmander A, van Doorn J. Comparison between perceptual

assessments of nasality and nasalance scores. Int J Lang Commun Disord. 2012 Sep-

Oct;47(5):556-566.

20

Copyright © American Society of Plastic Surgeons. All rights reserved.



FIGURE LEGENDS

Figure la.

Figure 1b.

Figure 1c

Figure 1d

Figure 2.

Pre-operative view of the soft palate

Dissection of the oral mucosa above the muscles of the soft palate

Levator myoplasty, while ensuring no dissection of the tensor veli palatine
muscle

Post-operative view of the soft palate

Flow diagram of the workflow through the trial

TABLE LEGENDS

Table 1.

Table 2.

Table 3.

Table 4a.

Table 4b.

Reliability of test-retest analysis of nasalance scores. (Nasalance scores
represent the ratio of nasal acoustic energy divided by the total acoustic
energy [nasal + oral] and converted to a percentage score between 0 and
100.) Units for DME and difference are the same as the variables tested.
Comparison of nasalance scores (standard deviation) between group A
and B, using t-tests at 6 years of age. The table compares mean values of
each.
Comparison of perceptual analysis outcomes between group A and B,
using Chi-Square tests. The table compares the number of patients who
have had scores of 0 (normal) with scores of 1, 2 or 3 (Hypernasal).
Comparison of mean outcomes (standard deviation) of nasometry
between experimental groups A (n=50) and control group C (n=20) using
t-tests.
Comparison of mean outcomes (standard deviation) of nasometry
between experimental groups B (n=50) and control group C (n=20) using

t-tests.
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Table 5. Relation between mean nasometry outcomes (standard deviation) and

perceptual analysis outcomes (n=number of patients) for each parameter.

All p-values refer to ANOVA.
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Table 1. Reliability of test-retest analysis of nasalance scores. (Nasalance scores
represent the ratio of nasal acoustic energy divided by the total acoustic
energy [nasal + oral] and converted to a percentage score between O and
100.) Units for DME and difference are the same as the variables tested.

cltqoeel;if?itz;iilggt DME  Difference P value 95% CI
Bilabial Plosives 0.895 2.06 1.03 <0.001 [0.45...1.61]
Lingual Alveolar Plosives 0.927 2.14 1.84 <0.001 [1.24...2.44]
Velar Plosives 0.910 2.22 1.55 <0.001 J0.93...2.17]
Sibilant Fricatives 0.912 2.38 1.11 0.001 [0.44...1.78]
Sibilant Fricatives WO Nasals 0.940 2.03 0.37 0.201 [-0.20...0.94]
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Table 2. Comparison of nasalance scores (standard deviation) between group A and
B, using t-tests at 6 years of age. The table compares mean values of

each.
Group A Group B Difference P value 95% ClI
Bilabial Plosives 19.98 (8.05) 17.13 (2.80) 2.85 0.021 [0.44...5.26]
Lingual Alveolar Plosives 20.42 (10.32) 16.42 (2.63) 4.00 0.010 [0.98...7.02]
Velar Plosives 20.57 (9.48) 17.12 (2.85) 3.45 0.017 [0:65...6.25]
Sibilant Fricatives 21.21 (10.42) 17.38 (2.94) 3.83 0.015 [0.76...6.90]
Eg’;';rs‘t Fricatives without 20.89 (10.70)  15.80 (2.52) 5.09 0.002 - [1.97..8.21]
Mean of nasalance scores 20.61 (9.23) 16.77 (2.15) 3.84 0.006 [1.16...6.53]
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Table 3. Comparison of perceptual analysis outcomes between group A and B, using
Chi-Square tests. The table compares the number of patients who have
had scores of 0 (normal) with scores of 1, 2 or 3 (Hypernasal).

Single Words Sentences
Score A B A B
0 32 30 35 35
1,20r3 18 20 15 15

Fisher's Exact P: 0.837  Fisher’s Exact P: 1.000

Legend. Scores: 0: normal, 1: mild hypernasality, 2: moderate hypernasality, 3:
severe hypernasality.
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Table 4a. Comparison of mean outcomes (standard deviation) of nasometry between

experimental groups A (n=50) and control group C (n=20) using t-tests.

Group A Group C Difference P value 95% ClI
Bilabial Plosives 19.98 (8.05) 14.80 (2.28) 5.18 <0.001 [2.69...7.67]
Lingual Alveolar Plosives 20.42 (10.33) 16.08 (2.6) 4.35 0.008 [1.20...7.49]
Velar Plosives 20.57 (9.48) 15.68 (3.53) 4.90 0.028 [0.53...9.26]
Sibilant Fricatives 21.21 (10.42) 16.50 (3.22) 4.71 0.052 [-0.04...9.46]
Sibilant Fricatives WO Nasals 20.89 (10.70) 16.10 (4.49) 4.79 0.058 [-0.17...9.75]
Mean of nasalance scores 20.61 (9.23) 15.83 (1.76) 4.78 0.001 [2.05...7.52]
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Table 4b. Comparison of mean outcomes (standard deviation) of nasometry between

experimental groups B (n=50) and control group C (n=20) using t-tests.

Group B Group C Difference P value 95% ClI
Bilabial Plosives 17.13 (2.8) 14.80 (2.28) 2.33 0.001 [0.92...3.74]
Lingual Alveolar Plosives 16.42 (2.63) 16.08 (2.6) 0.35 0.621 [-1.04...1.73]
Velar Plosives 17.12 (2.85) 15.68 (3.53) 1.45 0.078 [-0.17...3.06]
Sibilant Fricatives 17.38 (2.94) 16.50 (3.22) 0.88 0.275 [0.72...2.48]
Sibilant Fricatives WO Nasals 15.80 (2.52) 16.10 (4.49) -0.30 04781 [-2.50...1.90]
Mean of nasalance scores 16.77 (2.16) 15.83 (1.76) 0.94 0.088 [-0.14...2.02]
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Table 5. Relation between mean nasometry outcomes (standard deviation) and perceptual analysis outcomes (n=number of

patients) for each parameter. All p-values refer to ANOVA.

Single Bilabial Lingual Velar Sibilant g
n . Alveolar . g . Fricatives
words Plosives . Plosives Fricatives
Plosives WO Nasals
= 0 62| 15.73(2.00) 15.71 (2.26) 16.77 (3:50) 16.89 (2.63) 16.19 (3.25)
g 1 32| 20.70 (3.67) 19.75(5.61) 20.13 (5.48) 20.61 (4.76) - 18.78 (4.51)
(]
§ 2 6 | 36.33(10.56) 39.33(17.57) .33.50(19.06) 37.17 (23.04) 38.33 (22.82)
3 0 0 0 0 0 0
P value <0.001 <0.001 <0.001 <0.001 <0.001
Bilabial proual velar Sibilant Sibilant
Sentences n . Alveolar . . Fricatives
Plosives . Plosives Fricatives
Plosives WO Nasals
_ 0 70| 16.75(2.86) 16.49 (3.34) 17.31 (3.85) 17.66 (3.39) 16.74 (3.45)
S 24| 19.56 (4.57)  19.00(5.81) 19.92(5.89) 19.48 (4.97) 17.92(5.01)
o
(O]
§ 2 6 35.58(12.01) 38.58 (18.50) 32.50(19.83) 37.58 (22.60) 38.83 (22.21)
3 0 0 0 0 0 0
P value <0.001 <0.001 <0.001 <0.001 <0.001

Legend: Scores: 0: normal, 1: mild hypernasality, 2: moderate hypernasality, 3: severe hypernasality.
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Figure 1
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Figure 2

Flow diagram of the workflow through the trial

Assessed for eligibility (n= 281)

[ Enrollment ]

Excluded (n= 181)

+ Not meeting inclusion criteria
(Bilateral/lsolated cleft palate,
syndromic) (n=47)

+ Declined to participate (n=134)

Randomized (n= 100)

!

A 4

s

Allocation

A4

Allocated to group A one stage palatoplasty
(n=50)

+ Received allocated intervention (n=50)

+ Did not receive allocated intervention (n=0))

J
Allocated to group B two stage palatoplasty

(n=50)
+ Received allocated intervention (n=50)
+ Did not receive allocated intervention (n=0)

Follow-up (n=50)
Lost to follow-up (n= 0)

Follow-Up

J !

J

Follow-up (n=50)
Lost to follow-up (n= 0)
Discontinued intervention (n= 0)

L

Analysed (n=50)
+ Excluded from analysis (n=0)

Analysis

] !

4

30

Analysed (n=50)
+ Excluded from analysis (n=0)




