PARTICIPANT FORM
Dept. of Nutrition and Dietetics, 
School of Allied Health Sciences, KAHER

Effect of Micronutrient Fortified Complementary Food on Iron Stores and Growth in Cleft Lip Palate Infants - Randomised Control Trial.

	DEMOGRAPHICS AND SOCIO-ECONOMIC CHARACTERISTICS 

	Name/Pt ID

OPD No.
	

	Date of birth /Age
	

	Gender
	

	Place of residence / Phone No.
	

	Religion
	

	Monthly Income
	




SCREENING FORM 							Date:

Inclusion criteria 

1) Cleft lip and palate infants of age 5 months and above attending the OPD           	Yes / No

 2) Mothers who give consent for the study.						Yes /No

Exclusion criteria 

1) Infants with syndromes or with secondary deformities                                        		 Yes / No

2) H/O participation in previous research trial 				           		 Yes / No

3) Any congenital heart disease       							Yes / No




Informed Consent Signed on ______________







ENROLLMENT FORM						     Date


	VARIABLES
	MOTHER

	Name
	

	Age
	

	Education Level -   
Illiterate / Primary / Secondary / Graduate / Post-graduate
	

	Occupation - Agriculture / Govt. job / Private job / Daily wages / Own business / House wife
	

	Monthly Income

	

	Family Belongs to              APL /   BPL

	

	House hold Structure        Nuclear / Joint

	

	Number of family members

	

	Family History of cleft 

	

	Order of Pregnancy -    First
                                     Second
                                     Third        
                  
	

	Age at the time of first child’s birth

	

	Medical History


	

	Height

	

	Weight

	

	Type of diet:

	  Vegetarian

  Non- vegetarian













	History

	Prenatal History

Cleft Diagnosed during prenatal scanning

Detailed Prenatal counselling for feeding
Natal

Delivery 

Place of delivery

Full Term / PreTerm

Type of Cleft

Birth Weight

Birth Length

Initiation of breast feeding within one hour

Breast milk Feeding


Exclusive breast milk feeding 


Time of Initiation of Formula Feed / Cow’s milk 

Method of feeding   

Immunization Schedule


	

 Yes / No       If Yes, at ___ month     
    
 Yes / No

     
Normal / C Section

Rural / Urban








 
Yes / No


Yes / No


1 month / 2 months / 3 months / 4 months / 5 months /   6 months




Cup spoon / Paladai / Syringe / Tube

At birth - BCG, OPV -O, Hep B 
6, 10, 14 weeks - DPT + Hep B + Hib





















Enrolment Form							Date 

Name / Subject ID

Surgery Date

	Weight 
	


	Length
	


	Head Circumference
	


	MUAC
	


	Haemoglobin level
	


	Serum Ferritin
	


	Serum Transferrin
	


	Serum Iron 
	


	TIBC
	


	Serum Zinc
	





Feeding Details: 







Other Notes

















Complementary Food Packets Dispensed

	S. No.
	Date Dispensed
	Date Returned
	Amount Consumed
	Cover Returned
	Sign

	1
	

	
	
	
	

	2
	

	
	
	
	

	3
	

	
	
	
	

	4
	

	
	
	
	

	5
	

	
	
	
	

	6
	

	
	
	
	










































Visit -2 								Date:


	Weight 
	


	Length
	


	Head Circumference
	


	MUAC
	





24 hours dietary recall. 


	Time
	Food
	Amount
	Calories
	Proteins
	Fat
	Zinc
	Iron

	7am

	
	
	
	
	
	
	

	9am

	
	
	
	
	
	
	

	11am
	
	
	

	
	
	
	

	1pm
	
	
	
	

	
	
	

	4pm
	
	
	
	

	
	
	

	6pm

	
	
	
	
	
	
	

	9pm

	
	
	
	
	
	
	




Adverse Event

	S. No.
	Adverse Event 
	Medication
	Dosage
	Start date
	Stop Date

	1
	
	

	
	
	

	2
	
	

	
	
	

	3
	
	

	
	
	















Visit-3 	 								Date:


	Weight 
	


	Length
	


	Head Circumference
	


	MUAC
	


	Haemoglobin level
	


	Serum Ferritin
	


	Serum Transferrin
	


	Serum Iron 
	


	TIBC
	


	Serum Zinc
	





24 hours dietary recall.

	[bookmark: _GoBack]Time
	Food
	Amount
	Calories
	Proteins
	Fat
	Zinc
	Iron

	7am

	
	
	
	
	
	
	

	9am

	
	
	
	
	
	
	

	11am
	
	
	

	
	
	
	

	1pm
	
	
	
	

	
	
	

	4pm
	
	
	
	

	
	
	

	6pm

	
	
	
	
	
	
	

	9pm

	
	
	
	
	
	
	









