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ABSTRACT 

Orofacial clefts are among the most common congenital anomalies. A significant number of patients with cleft palate have other 

associated malformations that may result in cardiac, limb or other system defects. Establishing a significant relationship of associated 

anomalies in cleft lip and cleft palate is important for several reasons. Firstly, this will improve screening and evaluation methods in 

departments dealing with cleft lip and palate and other craniofacial anomalies because of increased vigilance on the part of health 

care providers. Secondly, it will help provide optimal and comprehensive care, clear identification of problems will be made possible, 

proper consultations obtained and appropriate measures taken to manage the patient. Finally, corroboration of cleft lip and cleft 

palate with associated congenital anomalies may lead to a greater understanding of the embryonic phenomena underlying the 

malformation process in the future. This study assesses frequency of associated malformations in babies with cleft lip/palate. Babies 

with cleft lip/palate are prospectively enrolled in the study and analysed for occurrence of associated malformations. The relative 

frequency of congenital heart diseases is significantly high (30.2% of the study group and it accounts for 69.5% of the associated 

anomalies). Hence, routine echocardiography of these babies is recommended for early diagnosis and appropriate care. 
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INTRODUCTION 

There is increased frequency of other associated 

malformations in babies with cleft lip and palate. Congenital 

heart diseases have been reported in 1.3 to 27% of patients 

with oral cleft.1 Association of cleft lip and palate and other 

congenital malformations has a documented incidence, 

varying from 1.5% to 63.4%.2,3 

 
OBJECTIVES 

1. To assess the relative frequency of associated 

malformations, particularly Congenital Heart Diseases in 

babies under 2 years of age with cleft lip and/or palate 

referred to the Cleft Palate Clinic and Paediatric Outpatient 

Clinic of a Teaching Hospital. 

2. Comparing our data with that of world literature. 

There is a great paucity of literature on the associated 

malformations in cleft children from this region of the Indian 

subcontinent. It has not yet been established whether clefts of 

the face are conclusively related to the specific types of other 

congenital defects it has been found to be associated with. 

There are differences of opinion with regards to which organ 

system is most often affected by associated malformations in 

cleft lip and cleft palate patients. Therefore, this study looks 

into the clinical profile of cleft lip/palate and its association 

with other congenital malformations. 
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Incidence of facial clefts is quoted at upto 2 per 1000 live 

births.4 and has been found to be rising. Bailey and Love’s 

‘Short Practice of Surgery’ quotes the incidence of cleft lip and 

palate as 1 in 600 live births and of isolated palate is 1 in 1000 

live births.5 

 

MATERIALS AND METHODS 

This prospective observational hospital-based case study has 

been conducted at the Cleft Palate Clinic, Department of 

Orthodontics and OP Clinic of Department of Paediatrics at a 

tertiary care teaching hospital. The duration of this study was 

two years from March 2011 to February 2013. 

 

Study Design 

All babies less than two years of age with cleft palate and/or 

cleft lip presented to or referred to the Cleft Palate Clinic and 

Paediatric OPD are prospectively enrolled in the study group. 

The sampling technique used in this study is sequential 

sampling. This method consists of a sequence of samples 

drawn one after another from the study population. All cases 

taken in the study are evaluated according to a preformed 

proforma. Relevant information regarding family history, 

community, sex, birth weight and feeding history are 

documented. Antenatal USG findings are recorded.  

All babies undergo a thorough clinical examination. 

Laboratory investigations and specialist consultations are 

done at the discretion of the team of doctors treating that 

particular case. Those babies with clinical examination 

suggestive of congenital heart diseases are subjected to 

echocardiography to detect congenital heart disease. An 

abdominal USG is obtained in indicated cases to rule out renal 

anomalies. The clinical profile of these babies evaluated and 

prevalence rates of different malformations are determined. 
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A simple Descriptive Classification was used to Record the 

Cleft type as follows: 

1. Babies with cleft lip alone. 

2. Babies with cleft palate alone. 

3. Babies with cleft palate and cleft lip. 
 

Clinical profile and prevalence of anomalies, especially 

congenital heart disease in each group are evaluated and 

compared. 

 

RESULTS 

In this study the most common associated malformation was 

found to be congenital heart disease, which accounted for 

69.5% of all associated malformations. Renal anomalies 

accounted for 17.3% of associated anomalies. Skeletal 

anomalies form 13% of all anomalies. Other facial anomalies 

(Other than clefts) and retrognathia constitute 8.6% each. 

Isolated congenital heart disease is seen in 9 cases, which 

constitute 39% of the anomalies. Data were analysed by 

plotting in frequency distribution tables prepared using SPSS 

(Statistical Package for the Social Sciences) version 20; 30.2% 

of the study group is found to have congenital heart disease. 

The prevalence of associated congenital heart diseases was 

35.1% in those with cleft lip and palate, 20% for isolated cleft 

palate and 18.2% for isolated cleft lip. 

 
Type of Cleft CHD Total 

 No CHD CHD Present  
Cleft Lip only 9 2 11 

Cleft Lip & Palate 24 13 37 
Cleft Palate only 4 1 5 

Total 37 16 53 
Percentage 69.2 30.2 100 

Table 1: Type of Cleft and presence of CHD 
 
CHD: Congenital Heart Disease. 

 
Study CL CP CLP 

Present study 18.2% 60% 48.6% 
C. Stoll.6 13.6% 46.7% 36.8% 

Milerad J.7 8% 22% 28% 
Table 2: Presence of associated Congenital 
Malformations in different types of clefts 

as reported by different studies 
 
 

 
 

Fig. 1: Other Congenital Anomalies  
associated with Facial Cleft 

 
 

Fig. 2: Relative Frequency of CHD  

reported in Different Studies 

 

DISCUSSION 

In this study, a total of 53 babies with facial cleft were 

examined; 23 babies have other congenital anomalies; 16 

babies have congenital heart diseases. The observed relative 

frequency of 43.4% of associated congenital malformations 

among babies with facial cleft highlights the magnitude of the 

problem. The presence of facial cleft in a child should raise the 

suspicion of an associated anomaly. The likelihood of this 

being a cardiac defect is high. The high relative frequency of 

congenital heart disease (30.2% of the study group) may 

justify a routine echocardiographic screening. This study may 

be useful to make the awareness about the magnitude of 

associated congenital malformations in babies with cleft 

lip/palate. 

Prevalence of associated congenital anomalies in 

different types of cleft. 

The present study shows 60% of babies with isolate cleft 

palate has associated anomalies, 48.6% of babies with cleft lip 

and palate had associated anomalies, whereas in babies with 

isolated cleft lip the prevalence of other congenital anomalies 

was 18.2%. A study by Stoll C.6 reported 46.7% of babies with 

isolated cleft palate had associated anomalies, 36.8% of babies 

with cleft lip and palate had associated anomalies and 13.6% 

of babies with isolated cleft lip had other anomalies. Another 

study by Milerad J.7 shows 22% of cleft palate babies had 

associated anomalies, 28% of babies with cleft lip and palate 

had associated anomalies and 8% of isolated cleft lips had 

other associated anomalies. 

 

Relative Frequency of CHD in Babies with Facial Cleft 

In the present study, 30.2% of the study group is found to have 

congenital heart disease. A study by H. E. Aqrabawi.8 reported 

that 47% of babies with facial cleft had CHD. Another study by 

T. Shafi.4 shows 51% of babies with facial cleft had CHD, 

whereas studies by M. M. Barbosa.1 Rusytemayer.9 and Milerad 

J.7 reported the relative frequency of CHD in babies with facial 

cleft as 9.5%, 15% and 24% respectively. 

2600 cleft patients were analysed in a study from the 
cleft and craniofacial centre of Sri Ramachandra University of 
the 2600 patients, 198 had associated anomalies, of these 33 
had cardiac anomalies.10 In another Indian study by P. S. 
Shekon showed the relative frequency of CHD in babies with 
facial cleft as 10%.11 

Twenty-six CHDs were diagnosed in 16 of 53 patients 
(30.2%): 5 Atrial Septal Defects, 9 Ventricular Septal Defects, 
8 Patent Ductus Arteriosus, 2 Persistent Foramen Ovale, 1 
Pulmonary Stenosis and 1 Single Ventricle. 
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CONCLUSION AND RECOMMENDATIONS 
1. Increased risk of associated malformations in children 

with clefts must be highlighted and disseminated to health 
professionals involved in the management of children with 
clefts. 

2. The high prevalence of malformations in cleft infants 
emphasizes the need for a thorough investigation of these 
infants; routine echocardiography screening for cardiac 
malformations may need to be considered in view of high 
relative frequency of congenital heart disease among these 
babies. 

3. This study stresses the need for more hospital based as 
well as community based studies to estimate the 
prevalence of associated congenital malformations in 
babies with facial clefts. 
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