
 Informed Consent Form 
Title of study:    Outcome of induction of labour comparing double and single balloon catheters and PGE 2 Gel; an Open-label Trial.

Principal investigator: Dr Shahzadi Saima Hussain
Institute: Department of Obstetrics and Gynecology, Medical Teaching Institute Lady Reading Hospital
Introduction:

I am Dr Shahzadi Saima Hussain from the Department of Obstetrics and Gynecology MTI LRH, and doing research on use of Foley catheters for cervical ripening in postdate primigravida patients. I want to compare the outcome in single versus double foleys catheter. Since you need induction for postdate pregnancy so, I would like to invite you to join this research study.
Background information:
Induction of labour is a common procedure, nearly 15% of pregnant patients are induced for one reason or another. Mainly there are two methods of induction i.e., Mechanical and pharmacological. Induction with foleys catheter is a mechanical form of induction and now is widely in use with a good patient safety profile. It has fewer side effects than its pharmacological counterparts. 

Purpose of this research study
Purpose of the study is to see the outcome of single foleys catheter , double foleys catheter and combination of single foleys catheter with PGE2 versus PGE2 alone  for cervical ripening in terms of duration from insertion to expulsion, duration of labour, mode of delivery, pain score, fever and PPH 
Procedures

In this study, we will confirm that  your period of gestation Is between 37-42 weeks either by dating scan or LMP. Will do baseline foetal monitoring by pre-induction CTG. then u will be asked to lie in the dorsal position, a speculum will be inserted in the vagina, and  either a gel will be inserted , gel & single rubber tube or one or two rubber tubes (Foley catheter) will be inserted in the cervix and will be dilated with 30 ml of normal saline. This procedure will take on average 5 minutes and may cause mild discomfort. 
Possible risks or benefits

There is no major risk involved in this study.  Direct benefit to you can be avoiding pharmacological agents for induction. The results of the study may help us to propagate information formulate guidelines for induction of labor with foleys catheter for patients needing induction of labour.
Right of refusal to participate and withdrawal

You are free to choose to participate in the study. You may refuse to participate without any loss of benefit which you are otherwise entitled to. You will receive the same standard care and treatment which is considered best for you irrespective of your participation in the study. You may also withdraw any time from the study without any adverse effect on management of you or any loss of benefit which you are otherwise entitled to. You may also refuse to answer some or all the questions if you don’t feel comfortable with those questions. 
Confidentiality

The information provided by you will remain confidential. Nobody except the principal investigator will have access to it. Your name and identity will also not be disclosed at any time. However, the data may be seen by Ethics Review Committee and may be published in journals and elsewhere without giving your name or disclosing your identity.

Available Sources of Information

If you have any further questions, you may contact Principal Investigator Dr Shahzadi Saima Hussain, Assistant Professor, department of obstetrics and gynecology MTI/LRH. 

1. AUTHORIZATION

I have read and understand this consent form, and I volunteer to participate in this research study. I understand that I will receive a copy of this form. I voluntarily choose to participate, but I understand that my consent does not take away any legal rights in the case of negligence or other legal fault of anyone who is involved in this study. I further understand that nothing in this consent form is intended to replace any applicable Federal, state, or local laws. 

Participant’s Name : 
Date: 

Participant’s Signature or thumb impression:
Date: 

Principal Investigator’s Signature: 
Date: 

Signature of Person Obtaining Consent: 
Date: 
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