PATIENT INFORMATION SHEET 
Evaluation of the benefit of a Dextrose solution in nulliparous women having an IOL - A Randomised controlled trial

Ipswich Hospital

Thank you for taking time to read this leaflet

We would like to invite you to take part in a study that is looking at two methods of giving extra energy to women in labour to reduce the time they are in labour.
Background
Ineffective uterine contractions is one of the common reasons for slow progress and prolonged labour both of which may results in a need for caesarean section. Although caesarean sections are generally safe, women would usually prefer a vaginal birth.

Inadequate energy during labour is likely affect uterine activity. Generally, women will eat light foods during labour; however, if they have had an epidural they are restricted to only having clear fluids. For most of the energy consumed during labour maternal glucose is the primary source and it has been estimated that there is a physiological need for glucose of 10 g/h during labour. 

Studies have shown that for women in spontaneous labour at term, women who received intravenous fluids at 250 mL/h had a significantly lower incidence of caesarean section, a significantly shorter mean duration of labour and a significantly shorter mean length of second stage of labour compared with those who received intravenous fluid at 125 mL/h.
In relation to type of fluids results are conflicting. In women in spontaneous labour some have shown no significant differences in total length of labour or second stage of labour but women who received dextrose had a significantly shorter first stage of labour. Another recent study showed that in women in spontaneous labour, the mean duration of total labour was 301.2 minutes in the Ringer group, 171.9 minutes in the dextrose 5% group, and 524.8 in the women who just drank fluids. There was a significantly less need to use medication to stimulate contractions in the dextrose group.

Few have studied only women undergoing induction of labour. In one recent study of 199 women, reported that the probabilities of birthing at 200 and 450 minutes were 18.8% and 77.1% respectively in the dextrose with normal saline group compared to 8.2% and 59.8% respectively in the normal saline group. 

Previous reports had concern regarding low blood sugar in the newborn after a rapid bolus infusion of a litre of 5% dextrose solution. Rapid bolus infusion of 5% dextrose is no longer practiced. 

There are not many studies assessing the effect of a slow infusion in labour on biochemical changes in the mother or newborn. 
1. Newborn status - In one study comparing Hartmann’s solution at a rate of 250 mL/h or 0.9% saline solution boosted with 5% glucose at a rate of 125 mL/h reported that Apgar score, cord artery pH, and umbilical artery glucose levels did not differ significantly. Another study looking at poor umbilical artery status at birth showed that umbilical artery pH ≤7.2 was noted in 13.5% in the dextrose group and 22.5% in the Hartmann’s solution group. They showed that the administration of glucose in a saline solution provided a beneficial – and possibly protective – effect against causing harmful biochemical change in the newborn and concluded that in labour, infusion of a 5% glucose solution appears to be a safe source of energy. 

2. Low sodium in mother and newborn – some though not all older studies had reported that use of 5% Dextrose or Hartmann’s solution resulted more commonly in low sodium levels in the mother and newborn. But further analysis of their data however showed it was the use of oxytocin that was a contributing factor. These studies were performed many years ago and the number of women studies are relatively small, and the demographics of the women is less clear.

What is the aim of the study?

The aim of this study is to assess, in women having an induction of labour, the impact of dextrose infusion on duration of labour, mode of birth and on sodium and sugar levels in mother and baby.

Who is eligible to participate in the study?

· women with singleton pregnancy
· normal head down position
· in labour for the first time
· booking BMI 25-40 kg/m2 
· no medical or obstetrical problems
· having an induction of labour for postdates. 
What is involved in the study?

Women will be randomised in the BS at the time of amniotomy (when waters are broken). 
One group will receive 3.3% glucose in 0.3% sodium chloride (33g/l glucose) and the other group will receive Hartmann’s solution both running at 250 mls per hour. 

In all other aspects you will be managed safely according to our standard guidelines for the induction of labour.

Consent

Participation is completely voluntary.

Please remember that if you do choose to consent to this study you are free to withdraw at any point with no penalty or change to the standard of treatment that you receive. You do not have to give a reason for changing your mind.

Confidentiality will be always respected, and all information gained from this trial will be de-identified so information cannot be traced back to an individual.
Outcomes:

If you agree to participate in the study, information will be obtained from you and from your and your baby’s case notes on details about your labour and birth, including the need for an epidural for pain relief and your baby’s condition at birth.
We may also ask you to complete a brief questionnaire a day or so after your baby’s birth on your satisfaction with the induction process and labour. 
Concerns / complaints regarding the conduct of the project


WMSBHSD & Qld Health is committed to researcher integrity and the ethical conduct of research projects.  However, if you do have any concerns or complaints about the ethical conduct of the project you may contact the Research Ethics Officer on 3413 7475 WMHSD_Ethics@health.qld.gov.au. The Research Ethics Officer is not connected with the research project and can facilitate a resolution to your concern in an impartial manner.
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Statement of consent

By signing below, you are indicating that you:

· have read and understood the information document regarding this project

· have had any questions answered to your satisfaction

· understand that if you have any additional questions you can contact the research team

· understand that you are free to withdraw at any time, without comment or penalty

· agree to participate in the project
Name …………………………………………Signature…………………………Date……………….
Witness Name: ………………………………Signature…………………………Date……….………
