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7. Brief Resume of the Intended Work :  

7.1 . INTRODUCTION :  

“  Motherhood has the greatest potential influence in human life” 

Motherhood is a state of being a mother. It is the natural and unique experience of 

every mother. It is cherished and a learned art. Breastfeeding is most enriching 

experience for mother, it plants the seeds of mother-child bonding. 
1 Breast feeding is instinctive and natural for both mother and baby. However , its not 

always easy for  New mothers though they  have ample support at the hospital but , 

they can feel overwhelmed with the newborn at home , especially in the first few 



weeks. If breastfeeding is going on well, it is easier for moms to start enjoying their 

newborn while they recover. 

 1 Initial  breastfeeding is a  challenging  task for mothers in the early days. But, Some 

roadblocks normal process of  breastfeeding to long term effects on Baby and mother, 

such as poor weight gain , delayed milestones, susceptible for infections among babies 

and Breast engorgement , breast abscess, suppression of lactation  are most commonly 

due to nipple defects among mothers.  1 The size and shape of nipples and breasts vary 

from person to person become more elastic and protrude more during pregnancy and 

when babies start  sucking  at the breast, gradual changes happens during the  journey 

of breastfeeding . 

 However, the women with inverted nipples has to have patience to breastfeed as the  

baby may need more time to latch, and most often they have difficulties in maintaining 

breastfeeding due to improper infant latching that may cause insufficient milk 

extraction and poor infant satiety, thus leading to early termination of breastfeeding. 

Congenital inversion of the nipple is the most common nipple deformity, due to early 

developmental arrest , with an estimated prevalence of about 10%. The nipple 

inversion is  also be acquired secondary to  breast infections and also can be associated 

with congenital syndromes . Getting help early is the best way to avoid some of the 

serious breast feeding issues . 

7.2. NEED FOR THE STUDY  

Pregnancy is a journey of creating a new life. Motherhood makes this journey  

memorable and happy. 2During pregnancy, changes in breasts are best evident in a  

primigravida. 

(1,2) Breast care and preparation for breastfeeding begin in the antenatal period. The  

majority of women when they conceive are excited that they dream of want to breast 

feed their babies . Breastfeeding is important component of survival of baby . 1 The 

early feedings might best consists of approximately 5-10 minutes suckling on each 

breast , while the nipples are accustomed to it . this frequent suckling stimulates the 

production and let -down of lactation and reduces the potential severity of 

engorgement.  

Breast feeding success depends on appropriate attachment of the infant at the breast, in 

which the nipple and much of the areola are drawn well into the baby’s mouth. 

Anatomical variations of the breast, including flat nipple, inverted nipple, large breast 



and large nipple may act as barriers for the baby to latch on to the breast effectively 

leading to Inadequate supply of milk ,Baby who will not suck. 

(1,2) About 10% of pregnant women who intend to breastfeed have inverted or flat  

nipples and this may lead to problems in establishing and maintaining breast feeding. 

For more than 50 years such women have been advised to prepare their breasts during  

pregnancy. 
 11 A pre - experimental study was conducted  to assess the effectiveness of planned 

instruction on knowledge regarding Hoffman’s exercise among primi mothers for 

prevention of nipple defects. 40 primi mothers  were selected by purposive sampling 

technique for the study one group pretest post-test research design was used , The data 

was collected through questionnaire to assess the effectiveness of planned instruction 

on knowledge regarding data was collected and analyzed based on descriptive and 

inferential statistics. The result of the study showed that the mean knowledge score 

mean pre-test and post-test knowledge level The post test mean score (17.3) was high 

when compared to the pretest mean (10.16) score of knowledge. The study concluded 

that there was significant difference between pretest and post-test level of knowledge 

regarding Hoffman’s exercise among primi mothers and also There  was significant 

association between knowledge score and demographic variables like type of delivery 

and education of the mother among primi mothers. 

Breast feeding success depends on appropriate attachment of the infant at the breast, in 

which the nipple and much of the areola are drown well into the baby’s mouth. 

Anatomical variations of the breast, including flat nipple, inverted nipple, large breast 

and large nipple may act as barriers for the baby to latch on to the breast effectively. 

Babies need to have good attachment to the breast for successful breast feeding and 

potential maternal problems such as these variations can make good attachment hard to 

achieve.Alexander et al considered inverted and flat nipples as leading to problems 

establishing and maintaining breast feeding. An inverted nipple both congenital and 

acquired  is a condition with a prevalence of 10% -20% in the general population and 

16.3 % in nulliparous women attending antenatal clinics. It’s estimated that 9 to 10 

percent of women have at least one inverted nipple. Although its not life-threatening, it 

is psychologically and physiologically damaging to an individual.  

A quantittive quasi experimental Study was  conducted  to Evaluate the Effectiveness 

of Hoffman’s Exercise on Successful Breastfeeding Among Antenatal Mothers with 



Nipple Defects at  Sri Guru Ram Das Hospital, Vallah, Amritsar, Punjab. The study 

was conducted on 60 primipara antenatal mothers were selected through the purposive 
sampling technique  at Gynae OPD and antenatal ward. The selected sample was 

assigned into two different groups that were 30 experimental and 30 control group. 

Socio Demographic profile, Modified via Christi breastfeeding assessment scale was 

used as a tool for data collection. The intervention Hoffman’s exercise was 

demonstrated to experimental group of antenatal mothers with nipple defects who were 

nearing to delivery (37 to 40 weeks) and no intervention was given to control group 

The results of the study  illustrated in the experimental group was medium risk 6(20%) 

on the level of breastfeeding, a large number of mothers 24(80%) had low risk on the 

level of breastfeeding and  In the control group, a high percentage of mothers 26 

(86.7%) had medium risk on the level of breastfeeding, whereas 4(13.3%) had low risk 

on the level of breastfeeding. The effectiveness was statistically tested by unpaired t-

test to compare both the groups  and the result were  found to be significant at p<0.05 

level of significance.  the study  concluded that the Hoffman’s exercise was an 

effective intervention on successful breastfeeding among antenatal mothers with nipple 

defects. 

Large majority of inverted and flat nipple can be corrected antenatally.             

Healthcare professionals  use several different surgical procedures to change  the shape 

of the nipple so that it points outward . Hoffman’s technique , Suction devices,  

Piercings, Cosmetic surgery. Although most of the acquired cases are treatable, the 

congenital inversions can be of higher grade and pose a treatment dilemma to the 

surgeon, as there is a lack of standardization in the treatment protocol for the condition. 

This activity reviews the evaluation and treatment of an inverted nipple and highlights 

the role of the interprofessional team in the care of mothers  with this condition. 

Hoffman’s exercise is a manual  exercise that may help break adhesions at the base of 

the nipple that keep it inverted. It was introduced by Dr. J Brooks Hoffman in the year 

1953. The thumbs of both hands are placed opposite to each other at the base of the 

nipple. The thumbs are pulled away from each other gently but firmly. This is done by 

up and down and sideways( vertically and Horiontally ) . This exercise can be done up 

to three  to  five times a day. It can be done during pregnancy to prepare the nipples as 

well as it can be safely practiced immediately after the baby is born in order to draw the 

nipple out.  



Thus, the intervention strategy of prenatal teaching programme has advantage. It is 

painless treatment and will improve the breastfeeding  practice and can be practiced in 

all settings. Hence, the researcher felt  with the personal experiences  and during 

clinical postings , the need to conduct study to evaluate the impact of prenatal teaching   

programme on Hoffman’s exercise  for  successful  breastfeeding among primipara 

mother.  

7.2 REVIEW OF LITERATURE :  

The review of literature  is a comprehensive summary of previous research on a topic 

.It is a survey Of credible sources on a topic information in relation to the problem. 

The review of literature presented  is organized systematically under the  

following headings.  

 

a) Studies related to  Breastfeeding . 

b) Studies related to prevalence and  interventions of  flat and inverted nipples. 

c) Studies related to effectiveness of Hoffman’s exercise on flat and inverted 

a) Studies related to  breastfeeding . 

 Asha Bhat and Sudha A Raddi  KLE University July 2020 , A descriptive study was 

conducted “to assess the breast feeding technique among the primi mothers”  at 

tertiary care hospital of North Karnataka. In study was conducted Seventy five 

primiparous women after 24 hours of delivery were the samples. Bristol breast feeding 

assessment tool was used to collect the data. Results: Results of the  study revealed that 

53% of women were following incorrect position, 61% were not following good 

attachment. Whereas 67% of babies were sucking correctly and 60% of babies were 

swallowing correctly. The total score was 59 % of mothers follow incorrect technique 

of breast feeding and only 41 % of mothers follow correct technique of breast feeding.  

Hence , There is a need of support to the primi mothers  in breast feeding.  
Manjubala Dash (2017) conducted A Randomized Clinical Trial  study on  Intervention 

Strategies for Successful Breastfeeding: of selected nursing interventions like manual 

technique, rubber band and syringe method on successful breastfeeding pattern among 

the antenatal mothers. Randomized clinical trial study and  was conducted among 90 

women having nipple problem, 30 in each group i.e., group I(manual technique), group 

II (rubber band) and group III (syringe method) in the selected government maternity 

hospital, Pondicherry, India. Samples were selected by simple random sampling. The 



outcome of study was evaluated by Descriptive and Inferential statistics . The  Results 

of the study on  breast feeding pattern showed that there was improvement in feeding 

and Mothers not faced any difficulties for feeding the baby after delivery. Each 

intervention strategy represented equally good in case of nipple problem. The study 

concluded that  above  intervention strategies are very simple and cost effective, so this 

can be practiced in all settings to correct the nipple problems 

Myasah A. Sadiq and Alaa A. Salih* A Cross Section Study  was conducted to assess 

the Factors Affecting Initiation of Breast Feeding from  February to May 2018 in the 

Department of Obstetrics and Gynecology at AlY  armouk teaching Hospital in 

Baghdad.  Samples were selected on Convenient sampling , of  the women delivering 

live babies irrespective to mode of delivery. The study  was done by using a preformed 

questionnaire composing of three domains.  The Results of the study was that  About 

150 women  who were included  their  age range was from  15-42 years, 55% had 

primary education. In addition, 95% are not employed.  Though , All the women had 

the will to breast-feed their neonate but , Seventy percent did initiate breast-feeding. 

Preterm delivery occurred in 12.6% and it was significantly associated with initiation 

of breast-feeding. Cesarean section occurred in 78% of sample.  The study concluded 

that  Only 70% of women initiated breast-feeding. Neonatal complications and preterm 

baby have significant role in the delay of the initiation of breastfeeding. 

An observational study was  conducted  by to assess  “ Too little and too late. Initiation 

of breast feeding”  in Odisha, All india institute of medical sciences, Bhubaneshwar. A 

total of 385 mothers, without contraindications to breastfeeding were interviewed at the 

earliest after childbirth.  Only 36.4% mothers initiated breastfeeding "timely." Those 

who had undergone vaginal  cesarean sections scored  41.3% , Rooming in helped at 

37.6%. Multiparous homemakers from nuclear families and those who had previously 

breastfed baby, initiated earlier than their counterparts. Less than 5% offered prelacteal 

feeds, mostly water. The study revealed an alarming decline in the timely initiation of 

breastfeeding in Odisha, in India from 68.5% to 41.6%. Hence , early initiation of 

breastfeeding irrespective of the place and mode of delivery , is crucial in improving 

maternal and newborn health outcome.   

 



b) Studies related to prevalence and  interventions of  flat and inverted nipples  

 Vazirinejad ,Manshoori  Mohamadpanah  , Gomnami , A cross-sectional study was 

conducted on the  prevalence of breast variations among women of reproductive age in 

an Iranian community , in September 2015   with sample size of 402 pregnant women 

who  were referred to the only maternal hospital of Rafsanjan county, iran. There were 

20 items on the checklist in two sections including 14 demographic and 6 specific 

items. Trained physicians recorded the data after receiving consent  through 

interviewing in the checklist for  mothers and using their physical examination . The 

Data was analyzed using SPSS software. The level of risk of breastfeeding failure with 

95% CI was calculated . and the results were that among  402 mothers who accepted to 

participate, 51 mothers were detected with at least one type of breast variation giving a 

prevalence of 127 per 1000 mothers. The most common type of breast variation was 

“flat nipple”,  The existence of at least one type of breast variation among mothers 

increased the risk of failure in the breastfeeding process 14.1 times. Having “flat 

nipple” increased the risk of breastfeeding failure 11.6 times. This  study illustrated that 

there was  significant negative effect on breastfeeding success. Thus, health 

professionals’ skills must be developed in the management of breastfeeding among 

mothers with this problem and mothers need to be given appropriate advice on how to 

counteract resulted breastfeeding difficulties. More investigations were  strongly 

recommended. 

Sujeewa Amarasena Sri Lanka Journal of Child Health, 2006), A prospective 

Descriptive was conducted to determine the Incidence of breast and nipple 

abnormalities among primigravid women in Sri Lanka ,  attending antenatal clinics of 

the university obstetric unit.  Their breasts were examined clinically and breast 

abnormalities noted. They were followed up until successful lactation was established. 

The results of the study was  that  956 mothers were   examined,  768 had normal 

breasts and 188 abnormalities were noted. 725 completed the study.72.5% established 

successful lactation. 80 had flat nipples of whom 52 completed the study. 44 flat 

nipples were corrected antenatally with exercises. All established lactation 

successfully. Other abnormalities included breast surgery, hypoplastic breasts or breast 

asymmetry. 9.8% of women with breast/nipple abnormalities failed to establish 

lactation. the study Concluded that Large majority (84.6%) of flat non protractile 

nipples are correctable with antenatal exercise . Incidence of flat/non protractile 



inverted nipples is 9.6% and marked asymmetry/hypoplasia is 5.7%; breast surgery 

was found among 1% of women. Large majority of flat/ non protractile nipple can be 

corrected antenatally (75%) with Hoffman exercises and they could successfully breast 

feed the offspring. 

c ) Studies related to effectiveness of Hoffman’s exercise on flat and inverted 

Premlatha , paulsamy  January 2021  A quasi experimental  study was conducted   to 

assess the  effect of Hoffman's exercise on inverted nipples among primipara mothers.  

The  60 primipara mothers who had flat or inverted nipples were selected  using 

convenient sampling technique and allotted to  30 study group  and  30 reference 

group.   A  video module on Hoffman’s exercise was developed and teaching was 

given to the mothers’ on the Hoffman’s exercise and monitored them to practice the 

exercise at least 5 times a day and A dairy was maintained for 3 days and the data was 

collected on day one and day 4 with the modified Via Christi (mVC) Breastfeeding 

Assessment Tool. The mean score on level of breastfeeding on day 3 showed the 

significant mean difference of  4.42 and the improvement in the level of breasting 

status was significant at p = 0.001 level. Thus results of the study concluded that the 

Hoffman’s exercise was very effective in treating the flat or inverted nipple and helped 

to initiate as well as maintain the early breastfeeding among primipara mothers. 

Nadia Youssef Ahmed Abd-Ella; Shaimaa Fouad Mohammed Lecturer of woman's 

health and midwifery nursing, Faculty of Nursing, Mansoura University Egypt March 

2021 Effectiveness of Hoffman's Exercise on the Level of Breastfeeding among 

Primiparous Women with Inverted Nipple. This study aimed to evaluate the 

effectiveness of Hoffman’s exercise on the level of breastfeeding among primiparous 

women with inverted nipple. A quasi-experimental research design was conducted at a 

private antenatal clinic at Mansoura City, Dakahlia Governorate, Egypt. A non-

probability purposive sample of 110 pregnant women was allocated either to the 

control group who received the routine antenatal care or to the intervention group who 

practiced Hoffman's exercise. Data were collected using a structured interview 

schedule, LATCH and Likert scales.  The Results were  More than half (58.2%) of the 

subjects in intervention   group < /div> had good level of breast feeding compared to 

7,3 % in the control group withstatistical significant difference among both groups (p < 

0.001). Also about 34,5%and 29,1% of the subjects in the intervention group were 

either strongly satisfied orsatisfied respectively compared to only 3,6% and 5,5% of the 



control group on the same scale. The study concluded that  hypotheses were accepted 

where Hoffman's exercise was an effective intervention for managing inverted 

nipple,improving level of breastfeeding and is associated with higher satisfaction level 

with breastfeeding in the intervention group compared to the control group 

Recommendations: The current study recommended that, Hoffman’s exercise can be 

integrated into nursing care practices for managing inverted nipples among primiparous 

women. 

Ponmathi P, Mounika N, Vijayalakshmi B, Sivakumar 2017 . Effect of Hoffman’s 

technique on flat nipple over nipple type and quality of breastfeeding among post-natal 

mothers. The study was conducted on two postnatal mothers in a case series method. 

Before Hoffman exercise nipple pinch test was positive for both the mothers which 

turn into negative after exercise. Along with that breastfeeding quality also increased. 

So the study concluded that Hoffman exercise is good to practice to correct flat and 

retracted nipple and quality of breastfeeding among immediate postnatal mother.  

  Padmavathi P,2015 conducted A study to assess the level of successful breastfeeding 

after intervening Hoffman exercise . Effectiveness of Hoffman ’s  Exercise on 

Successful Breast Feeding among Primipara Mothers with Flat and Retracted Nipple. 

The study was conducted on 30 primipara mothers and study result found that after 

giving Hoffman exercise in control group majority 12 (80%) mother are fallen in 

medium risk and 3 (20%) are in low risk whereas in experimental group 11 (75%) 

mothers are in low risk and 4 (25%) are in medium risk. Comparison of post-test value 

of experimental and control group (t-test) shows 6.82 (P<0.05) also shows highly 

significant. So the study is supporting that Hoffman exercise is effective for treating 

flat and retracted nipple. 

 

 

 

 

 

 

 

 

 



7.4  STATEMENT OF THE PROBLEM :  

A STUDY TO  EVALUATE THE IMPACT OF PRENATAL TEACHING 

PROGRAMME  ON BREASTFEEDING PRACTICES AMONG PRIMI MOTHERS 

HAVING NIPPLE  DEFECTS, REGISTERED AT TERTIARY CARE TEACHING 

HOSPITAL.     

7.5  OBJECTIVES OF THE STUDY :  

1. To evaluate the impact of prenatal teaching programme  on breastfeeding 

practices among primi mothers having nipple  defects . 

2.  To compare the post test scores between experimental and control group of 

primi mothers having nipple defects.  

 

7.6. OPERATIONAL DEFINITIONS : 

 

   EVALUATE  IMPACT  : It  refers  to determine the outcome of 

breastfeeding practices attributed to the  prenatal teaching programme .   

 

 PRENATAL TEACHING : In this study the prenatal teaching refers to 

impart knowledge and practice of the intervention  - Hoffman’s exercise / 

Technique to primi mothers attending OBG unit with nipple defects .The 

intervention Hoffman’s exercise is a stretching maneuvers with thumb and 

forefinger used to apply pressure against the breast away from the areola , to 

assist nursing from inverted nipple and  its a manual exercise  that helps to 

break the adhesions at the base of the nipple that keep it inverted. It is done by 

placing the thumb of both hands opposite to each other at the base of the nipple 

and gently but firmly pulling the thumbs away from each other. Then the 

thumbs are rolled at the base of the nipple.  

 

 BREASTFEEDING  PRACTICES :   

                  In this study it refers to the importance of stretching of nipple establishes 

the process of  breastfeeding. the outcome seen in terms of baby having good 

latch, mother baby satisfaction  and future Growth and development . 

 

 



 PRIMI MOTHER  :  

It refers to the antenatal women conceived for the first time who is in the 

gestational age of  37 to 40 weeks.  

 NIPPLE DEFECTS :  

It refers to the abnormalities of nipple among  primi mothers with grade 1 and 

2  inverted and flat nipples that affect the breastfeeding in postnatal period of 

mother as measured by Modified via Christi and LATCH Breastfeeding  

assessment scale. 

 

7.7 DELIMITATIONS :  

 The study is limited to the primi mothers with nipple defects  who are attending  OBG  

unit of  SDM Tertiary care  Hospital. 

 

7.8. HYPOTHESES :   At 0.05 level of significance. 

H1 : There will be significant impact of prenatal teaching on breastfeeding practices 

among experimental group . 

H2.: There will be a significant  difference in the overall mean post test scores of 

breastfeeding practices   between experimental and control group. 

 

7.9 VARIABLES  UNDER STUDY :  

 Independent Variable : Prenatal Teaching ( Intervention Hoffman’s Exercise)   

 Dependent Variable   :  Breastfeeding practices.  



8 8. MATERIALS AND METHODS :  

8.1 SOURCE OF DATA:   

1. Primary source  : Primi mothers registered at  SDM Hospital  Dharwad. 

2. Secondary source : The data will be collected from the related reviews of  

literature  

8.1.1.RESEARCH APPROACH :   

         Quantitative evaluative Approach will be used to conduct the proposed study . 

8.1.2. RESEARCH DESIGN :   

The research design an overall formulation of a research problem. It is a  framework or 

Blueprint for conducting the research. The proposed study is aimed to Evaluate the 

impact of prenatal teaching  programme on breastfeeding practices  among primi 

mothers having nipple  defects . Hence, A quasi - experimental  research approach with 

Non - equivalent control group, pretest -posttest design will be used in this study. 

   

Experimental group 01 X O2 

Control group 01        ------------ O2 

 

Key’s :  

1. O1   :  Pretest  

2. X     :  Intervention ( Prenatal teaching programme on Hoffman’s exercise  )  

3. O2   : Post test 

       

8.1.3. STUDY  SETTING :  The study is intended to be  conduct at OBG OPD and 

OBG ward of SDM Tertiary Hospital Dharwad . 

 

8.1.4. POPULATION : Primi mothers attending  OBG unit of  of  SDM Tertiary 

Hospital Dharwad . 

 

8.2. METHODS OF DATA COLLECTION: 

8.2.1. SAMPLE:  The  subjects for my study are the Primi mothers attending the OBG 

unit with Nipple Defects .   



8.2.2. SAMPLING PROCEDURE: 

       Non - probability sampling ( purposive sampling ). 

 

8.2.3. SAMPLE SIZE : 32  (16 experimental group  and 16 control group ). 

 

8.2.4.  INCLUSION CRITERIA:   

 

The mothers who are :   Primi mothers  

1. attending in OBG  unit  With inverted and flat nipples of Grade I and II . 

2. registerd at 37 to 40 weeks Gestation.  

3. who are willing to participate in the study. .  

 

8.2.5.  EX CLUSION CRITERIA:   

  The mothers who are :   Primi mothers with  

1. cracked nipples.  

2. sore nipples . 

3. history of breast surgery  

 

8.2.6. STUDY INSTRUMENT:  

1. Part -I (A)    :   Demographic profile. 

   Part -I   (B )  :  Structured Knowledge questionnaire .  

2. Par – II     :  Modified via Christi and LATCH breast feeding assessment   tool to 

assess the impact of prenatal Teaching  programme  ( intervention  

Hoffman’s execise ) on breastfeeding practices among primi 

mothers with nipple defects .  

 

 



 8.2.7. DATA COLLECTION:  

1. The investigator will obtain  permission and ethical consent from ethical 
committee and obstetrics and Gynaecology  Department of  Shri Dharmasthala  
manjunatheshwara college of medical sciences and Hospital.  

 
2. Participants will be selected according to the selection criteria and will be 

assured the confidentiality of the same. 
 

3. Informed Consent will be obtained from the study participants who will 
participate in the study. 

 
4. The investigator will select the samples by Non Probability  purposive 

Sampling technique. 
 

5. The investigator will assess the pre - interventional level of knowledge by using 
knowledge questionnaire on prenatal teaching programme on breastfeeding 
practices  among primi mothers having nipple defects in experimental and 
control group. 

 
6. The investigator will perform prenatal teaching programme  on  breastfeeding 

practices to the experimental group.  
 

7. The investigator will conduct Re-demonstration of prenatal teaching 
programme  on breastfeeding  practices from the experimental group .  

 
8. The Post test observations will be done on  day 1 and day 3 of  post natal period 

using Modified via Christi and LATCH Breastfeeding  assessment scale for  
breastfeeding practices . 

 
9. The investigator will compare the post test scores  between  experimental and 

control group  on breastfeeding practices among primi mothers with nipple 
defects. 

8.2.8. PLAN FOR DATA ANALYSIS:    

1. Data will be organized on a master sheet. 

2. It will be presented in the forms of tables , diagrams and graphs based on 

findings.  

3. The  collected data will be analyzed by Descriptive and Inferential statistics like 

frequency , percentage, mean and standard Deviation .  

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

 

 



8.3 Does the study require any investigations or interventions to be conducted on 

patients or other humans or animals? (If so, please describe briefly).  

 Yes , the prenatal teaching  ( intervention of  Hoffman’s exercise) will be taught and  

demonstrated to primi mothers with nipple defects and will be observing its impact in 

the  postnatal period for breastfeeding practices .  

 

8.4 Has ethical clearance been obtained from ethical committee of your institution 

in case of 8.3?     

 YES  

 9. 
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