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6. BRIEF RESUME OF THE INTENDED WORK 

 6.1 INTRODUCTION: 

“EVERYTIME, YOU SMILE AT SOMEONE IT IS AN ACTION OF 

LOVE, A GIFT TO THAT PERSON, A BEAUTIFUL THING” 

- MOTHER TERESA 

 
 

Oral clefts or “orofacial clefts” (Cleft lip/palate) are congenital deformities that 

affect the lips, oral cavity or nostril as a result of poor fusion of tissues during early 

pregnancy
1
 

.
 Nutritional status of cleft lip and palate (CLP) infants is compromised with 

feeding difficulties and is associated with growth impairment and malnutrition 

particularly in first year of life causing significant disability, economic hardship and 

psychological stress worldwide. 

The incidence of CL/P in India is enormous 1:781 live births and approximately 

35,000 children are born with CL/P every year and the burden of care is highly relevant 

in the management of CL/P children because, this defect demands multiple surgeries, 

interventions and long term follow up. Hence, World Health Organization (WHO) 2014 

states that substantial burden of care increases stress on families with children born with 

CL/P 
2
 . 

Therefore, a comprehensive approach to cleft care is needed and should involve a 

range of surgeons, specialized in oro-facial surgeries, lactation specialist, nutritionist 

pediatrition, ENT specialist, speech therapist orthodontist and nurses for continual 

assessment and management of the child and family and support them psychologically in 

caring for their child with a defect 
3
. 

 

Since the CL/P infant necessitates a great deal of attention particularly during the 

growing years through good nutrition, nurses play an important role in providing 

education to mothers about nutrition intake and help the family to wean their child to 
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 complimentary foods specially made to meet nutritional and physiological needs of the 

child to improve nutritional status and achieve the preoperative goal 
4
 . 

 

6.2 NEED FOR THE STUDY: 

 
 

“The nurses of the future will no longer treat the human frame with drugs, but rather 

will cure and prevent malnourishment with nutrition.” 

-Thomas Edison 

 
Inadequate nutrition has largely been blamed for the growth problems of the 

children with cleft lip and palate , Craniofacial malformation are mostly the cleft lip and 

palate, which results in incomplete fusion of the upper lip and palate leading to feeding 

difficulty, the oral deformity fails to form a complete seal of the mouth, further blocking 

the generation of negative air pressure, eventually fails to trigger a successful swallow 

causing milk regurgitation through the nasal cavity and choking leading to poor food 

intake and poor nutritional status.
5
 

Hence, worldwide feeding has been one of the primary concern in managing a 

child with cleft lip and palate. Educating mothers and care givers on providing 

appropriate feeding technique, choosing food which are high in nutrients and making it 

soft and palatable to promote adequate swallowing. 

Transitioning the child to Complementary feeding is introducing other foods when 

breast milk alone is not enough to meet the nutritional requirements of the infants. In a 

simpler way, this is the period of evolution from breast milk to solid foods as the 

principal source of nutrition. WHO recommends starting complementary feeding after 6 

months of age while continuing breast feeding up to 2 years of age. Because breast milk 

alone does not provide all the nutrients that growing baby‟s need, in particular iron, 

vitamins, trace minerals and calories that solid foods provide. Hence, it is imperative, 

mother introduces semisolid foods gradually complimenting to the breast feeding, which 

helps the child to receive balanced nutrition for proper growth and development. In 

addition to timely introduction, WHO also emphasizes on diet diversity, that means 

choosing a variety of basic food groups in the diet to ensure a proper nutrient intake that 



4 
 

 provides all nutrients needed by the growing infant 
6.
 

Feeding has been one of the most primary concerns in managing a cleft lip and 

palate infants . The nature of the defect and the psychological trauma of having a cleft 

patient in the family, provides for an undernourished infant. The poor weight gain 

coupled with lower length/height percentile of the growing infant is a clear indicator of 

gross nutritional deficiency of the child 
7
. 

Overcoming these nutritional inadequacies and providing nutrition information to 

patents is critical in combating feeding issues and ensuring infants proper nourishment for 

surgery and for health 
8
. 

A retrospective analysis study was done in Uganda , the aim of study was to 

investigate the nutritional status of patients with cleft lip and palate aged less than 1 year 

.sample size was 321. The researcher concludes that‟s malnutrition is one of the well 

documented problem associated with cleft lip and palate as they are unable to feed 

adequately there more concentration has to be taken in these patients preoperatively to 

reach a target weight 
9
 . 

In Kashmir, India, 78% of parents who have children with cleft lip and palate 

reported difficulties in feeding. These feeding problems include ineffective sucking due 

to inability in generating adequate negative pressure in the oral cavity, milk regurgitation 

through the nasal cavity and choking as a result of incomplete facial and structural defects 

in palate causing low food intake will reduce the nutritional status of children with oral 

clefts, leading to inadequate weight gain therefore, nutrition is one of the most important 

determinants and steady weight gain is the most important indicator of adequate food 

intake among children with cleft lip and cleft palate
10

 . 

Healthy weight in children is not only related to good response to infections or 

surgery stress but also to adequate recovery, feeding instructions, support, encouragement 

and supervision and Upright positioning of the baby during feeding should be assumed 

which helps in reducing the occurrence of nasal regurgitation. 

 
However, evidence‑based practice shows that with intervention techniques 

oral feeding can be successful and infants can thrive. Until infants are ready for surgery, 

care that will enhance their quality of life is critical for early development. This can be 
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 done by using feeding modifications, and can range from consistency modifications given 

to the infant, adapting feeding techniques, which are vital in assuring that the infant is 

getting proper nutrition prior to cleft lip and palate surgery . The rule of ten has long been 

used as optimal for surgical repair of the CL/P (weight greater than ten pounds, 

haemoglobin greater than ten grams per decilitre, age greater than ten months). Proper 

feeding techniques and consequently adequate nutritional status will ensure that this goal 

is achieved between five and six months of age 
11

. 

 
Inadequate knowledge about food nutrients and appropriate feeding practices is 

often a greater determinant of malnutrition than the lack of food. Managing the child with 

CL/P is challenging to both family and the health care team, the poor nutritional status of 

the child leads to failure to thrive. Hence, investigator felt the need to introduce 

complimentary food made from easily available, staple foods so as to improve the 

nutritional status of infants. 

 
6.3 REVIEW OF LITERATURE: 

1. A retrospective study was done by research committee of Federal University of 

Parana on “Weight Gain in Children with Cleft Lip and Palate without Use of 

Palatal Plates”. Chart review technique was used to collect the sample. 

Questionnaire method was administered to gather the data, both genders remained 

at the 50th percentile and improved after the 4th month of age for boys and the 

9th month of age for girls. The study Concluded   that   Children with cleft 

palate weigh less than regular children during their first months of life. At the end 

of the first year, weight gain was similar comparing normal and affected children. 

 
2. A descriptive study was conducted to assess nutritional status of children with 

cleft lip and palate in Bengaluru. The objectives were to identify the feeding 

challenges and assess nutrition knowledge of mothers attending at health care 

centres. Purposive random sampling method was used to select 100 children (0- 

13 years) with cleft lip and palate at selected hospitals. Growth charts were used 

to assess BMI and nutrient. 75% of the population had both cleft lip and palate 
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 among which 49 were boys and 26 were girls. Nutritional challenges during 

feeding with nasal regurgitation being one of the most common complications. A 

positive correlation was seen between nutrition knowledge and feeding practices 

(p = 0.006) with nutrition knowledge having a strong influence on the feeding 

practices for their children. The study concluded that role of nutrition, proper 

education on nutrition and feeding methods in management of cleft lip and palate 

are an important factor in growth and development of children with cleft lip and 

palate. 

 
3. A study conducted in Egypt with the aim to evaluate the care practices associated 

in infants with CLP, highlight the feeding challenges of infants with cleft lip 

and/or palate (CLP) that caregivers and parents came across in the preoperative 

period. Parents of 100 infants with CLP were selected. Questionnaire method was 

used to collect data. Results showed 46% of the parents with infants who were 

diagnosed prenatally received an education for feeding. All Infants with CL/P had 

feeding difficulties. Parents stated that 56% of the infants with cleft had stayed in 

the intensive care units following birth. On the other hand, 40% of the infants 

were fed by nasogastric or orgastric tube primely. In conclusion the study 

highlights the feeding challenges that had been faced by parents, caregivers and 

health care providers. 

 

4. A case control study was conducted in Karnataka with the aim to assess the 

prevalence of malnutrition in non syndromic CLP. Sample size was 150 (case-75 

and control-75). Anthropometric parameters weight for age z score (WAZ), height 

for age z score (HAZ), of children with CLP were compared with age matched 

controls. Results were Prevalence of PEM and stunting for cleft group were 40% 

and 21.3% respectively compared to 33.33% and 17.33% for the control. 

Conclusions of the study was Children with cleft deformity had a lower 

prevalence of breastfeeding but a higher prevalence of bottle feeding with infant 

formula which may account for the comparable prevalence of malnutrition 

between the two groups. 
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 5. A retrospective study was conducted in China. The aim of the study was to 

retrospectively quantify the physical growth status, evaluate the feeding methods, 

and identify the possible correlation of CL/P types with growth failure. 

The participants were 3–12 months of , 508 in total with CLP . The weight-for-age 

(W/A), length-for-age (L/A), and body mass index-for-age (BMI) of the infants 

were calculated. Results showed were significantly lower in the infants with cleft 

lip with palate than those of the control infants (p < 0.05). The study Concluded 

that Physical growth issues were more common in the infants with CLP. Because 

the foods supplied to the patients were not strictly uniform, therefore, unified food 

supplement may be needed to confirm these findings. 

 
6.  A comparative clinical study conducted in Karnataka with the aim “to assess the 

effect of shashtikashalyadi churna as weaning food on growth and development of 

infants”. Healthy infants of weaning period were selected. Weaning powder was 

given orally in dosage of 15g twice daily besides breast milk to the study group . 

Along with breast milk, homemade mashed food was advised to the control group. 

Infants showed improvement in all aspects of growth. Weight gain in treated 

group was 27% (22% in control group), height gain was 5.10% (6.76% in control 

group) and chest circumference gain was 5.52 % (5.5% in control group). There 

was statistically significant improvement in nutritional status and reduction of 

disease. Nutritional supplement was found effective in accelerating growth and 

development during weaning period . 

 
7. A retrospective cohort study was conducted to assess appropriate complementary 

feeding practices using WHO IYFP indicators such as age at introduction of soft 

foods, semi-solid or solid, minimum dietary diversity, and minimum meal 

frequency. About 3355 mother-child pairs were included in the analysis. 

Nutritional status (stunting, wasting, and underweight) were determined. Results 

were majority of the children (91.2%) were given soft/semi-solid/solid foods at 

six months of age, (40.3%) had low meal frequency, and (74%) had low dietary 

diversity. Children with low minimum meal frequency had higher risks of 
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 stunting, wasting, and underweight .  In conclusion it was revealed that high 

proportion of children, were fed inappropriately. 

 

 
6.4 STATEMENT OF THE PROBLEM: 

 
 

“A STUDY TO EVALUATE THE EFFECTIVENESS OF 

COMPLIMENTARY FEEDING ON NUTRITIONAL STATUS OF 

INFANTS WITH CLEFT LIP AND PALATE (CL/P) REGISTERED 

AT CRANIOFACIAL UNIT OF TERTIARY CARE TEACHING 

HOSPITAL DHARWAD.” 

 
6.5 OBJECTIVES OF THE STUDY: 

 
 

1. To assess pre-interventional scores on nutritional status of infants with CL/P in 

study group and control group. 

 
2. To evaluate the effectiveness of complimentary feeding on nutritional status of 

infants with CL/P in study group. 

 

3. To compare the pre and post interventional scores on nutritional status of infants 

with CL/P between study group and control group. 

 
6.6 OPERATIONAL DEFINITIONS: 

 EVALUATE EFFECTIVENESS - In this study evaluate the effectiveness 

refers to the improved post interventional level scores of nutritional status of 

infants with CL/P after providing complimentary food in the study group. 

 
 COMPLIMENTARY FOOD - In this study it refers to the organic food made 

from, Soya, Rice, Flour, Ragi wheat Flour, Green Gram Dal, Sugar rich in, 

vitamins, Minerals and Amylase with a wholesome combination Omega 3 
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 fatty acids. 

 
 

 Nutrition status – In this study nutritional status refers to measurements of 

parameters that includes weight, triceps skin fold, sub scapular skin fold, mid 

upper arm circumference and length of infants, compared with standard data for 

adequately nourished child of the same age. 

 
6.7 DELIMITATIONS: 

The study is limited to the: 

 Infants with CL/P who are 

1. Six to seven months of age. 

2. Admitted in craniofacial unit 

 
6.9 HYPOTHESES: 

H1: Mean post- interventional scores of study group will be significantly higher 

than the mean pre- interventional score at 0.05 level of significance. 

 

H2: Mean post- interventional scores of study group will be significantly higher 

than the mean post interventional scores of control group at 0.05 level of 

significance 

 
6.10 VARIABLES UNDER STUDY: 

 INDEPENDENT VARIABLES – Complimentary food 

 DEPENDANT VARIABLES – Nutritional status ( Parameters) 

 
7. 

 
MATERIALS AND METHODS: 

7.1 SOURCE OF DATA: 

PRIMARY SOURCE: The data will be collected from the mothers‟ of infants 

with CL/P. 

SECONDARY SOURCE: The data will be collected from the related Review of 

Literature and journals. 
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7.1.1 RESEARCH APPROACH: Quantitative Evaluative Research Approach will be 

used to conduct the proposed study. 

 
7.1.2 RESEARCH DESIGN: 

A quasi-experimental research approach with non-equivalent Pre-test Post-test 

control group design has been chosen for the study. 

STUDY 

GROUP 

O1 X O2 

CONTROLS 

GROUP 

O1 - O2 

 
KEYS: 

O1: Pre-test observation. 

O2: Post-test observation. 

X: Intervention- complimentary food to the infants of CLP 

 
7.2.1 RESEARCH STUDY SETTING: The research setting is the environment 

within which studies are conducted. The present study will be conducted at 

craniofacial unit of tertiary care teaching Hospital, Dharwad. 

 

 
7.2.2 POPULATION: Population refers to set of people or entities to which the 

results of research can be generalized. The present study will be conducted on 

infants (six to seven months of age) with CL/P at the craniofacial unit of tertiary 

care teaching hospital, Dharwad. 

 
7.3 METHODS OF DATA COLLECTION 

7.3.1 SAMPLE: Infants with CL/P admitted in craniofacial unit of tertiary care 

teaching hospital, Dharwad. 
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 7.3.2 SAMPLING PROCEDURE: Non-probability Purposive sampling technique. 

  

7.3.3 SAMPLE SIZE: 30 samples with 15 in experimental group and 15 in control 

group. 

  

7.3.4 INCLUSION CRITERIA: 

Inclusion criteria are a set of predefined characteristics used to identify subjects 

who will be included in the research study. 

Infants with CL/P who are: 

Six to seven months of Age. 

Admitted in craniofacial unit of SDM hospital 

Willing to participate (mothers of infants with CL/P ) 

  

7.3.5 EXCLUSION CRITERIA: 

Exclusion criteria are those characteristics that disqualify prospective subjects 

from inclusion in the study 

  

Infants with CL/P who are: 

Having other complication. 

Already undergone surgery. 

 

8 

 

8.1 STUDY INSTRUMENT: 

The tool consists of following parts- 

8.1.1 Part –I: Demographic data. 

8.1.2 Part- II: Nutritional assessment scale . 

 

9 

 

9.1 METHODS OF DATA COLLECTION: 

1. The    investigator    will    obtain prior permission    and    ethical     clearance 

from the Institutional Ethical Committee and the Department of Craniofacial 

Surgery of tertiary care teaching hospital, Dharwad. 

2. Participants will be selected based on the selection criteria. 
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3. Informed written consent will be obtained from all the participants who will 

participate in the study. 

4. Samples will be selected by Non-Probability Purposive Sampling technique. 

5. The investigator will assign the participants into study group and Control group. 

6. Participants from both the groups will undergo pre-test with the nutritional 

assessment scale. 

7. Participants from the study group will be administered complimentary food 

8. Participants from the control group will be getting the routine care as per the 

hospital policy. 

9. Both the study group and control nutritional status assessment will be monitored 

on the scale on 7th
nd

 15
th

 21
st
 day consequently to record the improvement. 

10. On 30
th

 day, the investigator will conduct Post-test with the same nutritional 

assessment scale and use this as final results. 

9.2 PLAN FOR DATA ANALYSIS: 

1. The collected data will be analysed by the descriptive and inferential analysis. 

2. The data will be organised on the master sheet. 

3. Tabulation of data corresponding to the demographic profile of both groups in 

terms of frequency, percentage, mean and standard deviation. 

4. Paired „t‟ test will be used to evaluate the effectiveness of complimentary food on 

nutritional status and practice of complimentary food post-operatively among cleft 

patients. 

5. Unpaired „t‟ test will be used to compare the post scores of two groups to find the 

effectiveness of complimentary food on nutritional status 

6. The findings will be presented in the form of tables and graphs. 

 
 

10.1 DOES THE STUDY REQUIRE ANY INVESTIGATIONS OR 

INTERVENTIONS TO BE CONDUCTED ON PATIENTS OR OTHER 

HUMANS OR ANIMALS? 

 

 

10.2 HAS THE ETHICAL CLEARANCE BEEN OBTAINED FROM ETHICAL 
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 COMMITTEE OF YOUR INSTITUTION IN CASE OF 7.3? 

Yes 
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