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1 Background

In the past decades frequency of cesarean section was increasing in Austria and outside
Austria. A retrospective analysis in our institution showed an increase of cesarean sections
from 24.2% to 31.9% between 2003 and 2012. Bonding or early skin-to-skin contact (SSC)
starts ideally straight after birth'. After vaginal delivery bonding/early SSC is already well-
established. After cesarean section this important process starts after termination of
operation. A Cochran review analyzed randomized studies and shows positive effects of
early SSC“ 2. Possible concerns to adopt bonding in the operating room are beside
organizational ones (change of established processes) also a different ambiance in the
operating room (temperature, light, noise). In a prospective randomized trial, early SSC after
cesarean section should be analyzed.

Relevance

Early SSC has a positive effect on mothers and newborns. The process of early SSC, which is
already establised after vaginal delivery should be implemented and evaluated after

cesarean section.

2 Hypothesis

Mothers, who have the chance to bond immediately after birth in the operating room, have
lower cortisol, chromogranin A and alpha amylase levels as well as higher oxytocin levels.
Adaptation of the newborn is within the normal range. Early bonding has a further positive

effect on breast feeding, maternal pain processing and mental health.
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3 Patients

Recruitment:

Recruitment will take place in the outpatient department and on the delivery ward after

informed consent was obtained.

Inclusion Criteria:

e Age>18years

e signed written informed consent

e single pregnancy

e elective cesarean section (between 7am and 15pm)

e Bleeding prophylaxis with Pabal® (carbetocin)

Exclusion Criteria:

Age < 18 years
e disabled to give signed written informed consent

o Disease of mother or unborn, which could influence the study or makes the study
impossible (e.g. severe malformation)

e Non elective cesarean
e Desire to wean
e Desire to leave the hospital within 6 hours after birth

e Bleeding prophylaxis with Syntocinon® (oxytocin)

4 OQutcome

Maternal Outcome parameters:
e Oxytocin levels (serum)

o measurement 1: after admission to the delivery wardreiRsaal (Serum 4 ml
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o measurement 2: after delivery
o measurement 3: 25 minutes after delivery
e Cortisol, Alpha-Amylase (Saliva’[mother child ratio])
e (Chromogranin A serum)
o measurement 1: after admission to the delivery ward (Serum 4 mi
o measurement 2: after delivery
o measurement 3: 25 minutes after delivery
e Maternal wellbeing and pain after operation (VAS scale/questionaire)
e Evaluation of postnatale depression (Edinburgh postnatal depression scale)

e Evaluation of bonding (Postpartum Bonding Questionnaire)

Newborn Outcome Parameters:
e Cortisol, Alpha-Amylase (Saliva® [mother child ratio])
o measurement 1: after delivery
O measurement 2:
= Early-Bonding-groupe: 25minutes after delivery
= Late-Bonding-groupe: 25 minutes after delivery
e Transition (body temperature, saturation, heart rate)
e Breastfeeding

o Aditional feeding

o Child weight
= Dayl
= Day4

e Delivery weight, weight at discharge
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5 Methods

Prospective, randomized pilot study,

Randomization will be performed using the ,, Web-Randomizer” from the Medical Unversitiy
of Graz.

Group 1: Cesarean section and early SSC

Group 2 (Control): Cesarean section and standad care

Study design:

Pilotstudy (2 groups / 15 patients each)

6 Statistics

Descriptive and analytic.

7 Data protection

Data will be stored in an anonymized data set. Investigators and coworkers, as well as health
authorities will have access to the non anonymized data set. Those persons are bound to
professional discretion. Dissemination of data will happen only for statistical purpose.

Publications will also be anonymized. Patients will be coded.

8 Risk-benefit analysis

Probable advantages for the newborn: Early eye and body contact with the mother, positive
effect on breastfeeding, better transition.

Probable advantages for the mother: No seperation from the newborn, positive effect on
breastfeeding, less anxiety, stress and pain.

Actions which are performed within this study can lead to discomfort (e.g. pain after blood

draw). Strong discomfort is not expected.
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