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Participant Information Sheet/Consent Form 

  

1. Introduction 

We are inviting you to take part in a research study called Intrapartum Sildenafil for safely 
averting the risks of contraction-induced hypoxia in labour (iSEARCH).  

Please read this information sheet carefully and ask questions about anything that you do not 
understand or want to know more about.  Before deciding to take part, you may want to talk about 
the study with a relative, friend or your local doctor. 

What is fetal distress in labour? 

 Babies can get fetal distress in labour if contractions reduce oxygen supply (contraction-
induced hypoxia) by squeezing placental blood vessels.  

 This may lead to stillbirth, loss of the baby after birth, or brain injury. 

 To prevent these complications, urgent delivery, by vacuum or forceps or caesarean section 
is required. However, these can sometimes have serious consequences including 
complications in future pregnancies. 

What is Sildenafil (also known as Viagra®)? 

 Sildenafil is a medicine which opens up blood vessels and has been safely used for over 
twenty years to treat men with erection problems. 

 However it is also used to treat lung disease caused by narrow lung arteries in pregnant 
women, other adults and even babies.  

 It also increases blood flow in the uterus and placenta, so it may increase oxygen supply to 
the baby. 

What did our previous study of Sildenafil in labour show? 
In a previous study of 300 women where half the women took Sildenafil and half took placebo 
(containing no active medicine), we found that; 

 Sildenafil was safe for women and their babies, AND 

 Urgent delivery by vacuum, forceps or caesarean section was 50% less likely for women on 
Sildenafil. 

2.  What is the purpose of this study? 

The purpose of the iSEARCH study is to investigate if oral Sildenafil compared to placebo reduces 
the risk of operative birth for fetal distress in women in term labour and improves outcomes for 
the mother and baby. We also want to ascertain if Sildenafil results in lower overall healthcare 
costs. This study will involve 3,200 women across Australia.  

 

 

Title 

Can intrapartum Sildenafil safely avert the risks of contraction-

induced hypoxia in labour? iSEARCH – a pragmatic multicentre 

Phase III randomised controlled trial.  

Short Title iSEARCH  

Protocol Number CTC0303 

Study Sponsor The University of Sydney  

Coordinating Centre NHMRC Clinical Trials Centre (NHMRC CTC) 

Principal Investigator Dr Brad De Vries 

Location  Royal Prince Alfred Hospital 
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3. What does participation in this research involve? 

If the study is suitable for you and you agree to participate, you will be asked to sign the 
Participant Consent Form. You will then be randomly put into one of two study groups: 

 Group 1:  Sildenafil 50mg from the beginning of labour, every 8 hours (no more than 3 
doses) until birth.  

 Group 2:  One placebo taken from the beginning of labour, every 8 hours (no more than 3 
doses) until birth.  

Neither you nor your midwife or doctor will know or can choose which group you are in. You have 
an equal chance of receiving Sildenafil or Placebo.  

Study medication and placebo will be coated in a animal-derived gelatin coating. Please discuss 
with your study doctor/nurse if you have any questions or concerns.  
 
 

In addition, for ALL participating women 

 The study team will have access to your medical record to collect information needed for the 
study.  

 You will have fetal heart rate monitoring as per hospital policy during labour. 

 After your baby is born and the umbilical cord cut, we will take a small sample of blood from 
the umbilical cord to test its pH. This is a routine test after birth. You can still have delayed 
cord clamping if you wish. 

 The study takes place in your hospital. You will get the same quality of care as those not in 
the study. If emergency treatment is needed for you or your baby, this will happen without 
delay. 

 Taking part in this study does not prevent you from breastfeeding your baby. 

 We will contact you about 1 month after your discharge to check if you and your baby are well.  

 To find out if Sildenafil results in lower healthcare costs the study team will obtain data about 
your use of health services from the Medicare Benefits Schedule and Pharmaceutical Benefits 
Scheme from study entry to six months after birth. 
 

Follow up of your child 

 If you are happy for follow up, a study midwife will contact you every 6 months up to 3 years 
to check your contact details. 

 When your child is about two years old, we will ask you specific questions about their 
thinking,speaking, movement, play and social development, using the Ages and Stages 
Questionnaire®. 
 

All information about you or your baby will remain confidential.  

4. What else do I have to do? 

It is important to tell your doctor and study staff about any treatments or medications that you are 
taking, including non-prescription medicines, vitamins or herbal remedies during admission.  

5. Do I have to take part in this research study? 

Taking part in any study is voluntary.  If you do not wish to take part, you do not have to.  If you 
decide to take part and later change your mind, you are free to withdraw from the study at any 
stage. 

Your decision will not affect your routine treatment, your relationship with those treating you or 
your baby. 
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Participation in this study will not cost you anything, nor will you be paid. The cost of the study 
drugs and your routine treatment will be paid for. No member of the study team will receive a 
personal financial benefit from your involvement in this study.  

6. What are the alternatives to taking part?  

If you do not take part in the study, you will continue receive routine clinical care.   

7. What are the possible benefits of taking part? 

We cannot guarantee that you will receive any benefits from this study. We will not know if 
Sildenafil has any benefit until this study is complete.  If Sildenafil does improve outcomes after 
birth, it will help babies and families worldwide. 

 8. What are the possible risks and disadvantages of taking part? 

All medical procedures – whether for diagnosis or treatment, routine or experimental – involve 
some risk or injury. In addition, there may be risks associated with this study that are presently 
unknown and unforeseeable. In spite of all precautions, you might develop medical complications 
from participating in this study.  

Side effects are uncommon and the majority of pregnant women who have taken Sildenafil report 
no symptoms. Some women may however experience mild dizziness, headache or flushing.  

In a completely different study aimed to help women with  babies with severe growth restriction in 
early pregnancy (called the STRIDER Trial), women took very large doses (up to 5,250 mg) of 
Sildenafil over ten weeks. This increased the number of babies with pulmonary hypertension (lung 
disease with narrow arteries) after birth, but did not increase any other complications. That study 
is different from this study which uses a maximum of 150 mg of Sildenafil in women at term.   

9. What will happen to my test samples? 

Any blood samples taken before, during, or after the birth of your baby will be analysed as part of 
your routine pregnancy care.  

10. What if new information arises during this study? 

If this happens, your study doctor or delegate will tell you about it and discuss with you if you want 
to continue to participate in this study.  

11. What if I withdraw from this study? 

If you withdraw your consent for the collection of any future personal information, information 
already collected will be retained and analysed.  You should be aware that data collected up to 
the time you withdraw consent will form part of the study results.  

If you wish to withdraw from this study, you will be asked to complete and sign a “Withdrawal of 
Consent” form. This will be provided to you by the study team.  

Whatever your decision, please be assured it will not affect your routine treatment, your 
relationship with the staff who are caring for you or your relationship with your hospital.   
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12. Could this study be stopped unexpectedly? 

This study may be stopped unexpectedly for a variety of reasons. These may include 
unacceptable side effects or if Sildenafil is shown not to be effective or decisions made by the 
local health authority or other regulatory bodies.   

13. What happens when the study ends? 

Once the results are known, a written plain-English summary of the results of the study will 
published on the NHMRC Clinical Trials Centre website (www.ctc.usyd.edu.au), search for ‘trial 
results’).  No study participants will ever be identified. 

14. What other information will be collected? 

The study also aims to find out if Sildenafil improves health service costs. We will collect data on 
any stays in hospital or visits to clinics, emergency departments or other health services or 
medical prescriptions for you and your child. We will ask you about some of this in a survey and 
collect the other information through your Medicare claims records from Services Australia.  

 We will ask you to fill out a consent form authorising NHMRC CTC to access to your Medicare 
Benefits Schedule (MBS) and Pharmaceutical Benefits Scheme (PBS) data as outlined on the 
back of the Consent Form. Medicare collects information on your medical visits and 
procedures, and the associated costs, while the PBS collects information on the prescription 
medications you have filled at pharmacies. The consent form is sent securely to Services 
Australia who holds this information confidentially. 

 We would like to collect information about your ongoing health status from government health 
datasets including the Australian Institute of Health and Welfare (AIHW). 

15. What will happen to information about me? 

Your study data will be held electronically by the NHMRC CTC. The data will be kept for at least 
15 years from the end of the study, after which it will be destroyed under security. 

By signing the Consent Form, you consent to your study doctor and relevant study staff collecting 
and using personal information about you for the study. This includes your hospital health record 
number and Medicare number and personal contact details.  Any information obtained in 
connection with this study that can identify you will remain confidential and will not be disclosed 
without your permission, except as required by law.  The information collected in this study 
database will be identified by a code number.  Only the study team at your hospital or at NHMRC 
CTC will be able to link the code number to you personally.   

Information about your participation in this study will be recorded in your health records.  

Information about you may be obtained from your health records held at this and other health 
services for the purpose of this study.   

Authorised representatives of the NHMRC Clinical Trials Centre may contact you to obtain follow-
up information, should your local hospital staff be unable to contact you using the contact details 
collected.  

Your health records and any information obtained during the study are subject to inspection (for 
the purpose of verifying the procedures and the data) by the relevant authorities and authorised 
representatives of the University of Sydney and NHMRC Clinical Trials Centre, the 
Commonwealth Therapeutic Goods Administration (TGA) and other relevant regulatory 
authorities, the approving Human Research Ethics Committee (HREC), or as required by law.  By 
signing the Consent Form, you authorise release of, or access to, this confidential information to 
the relevant study personnel and regulatory authorities as noted above.  

http://www.ctc.usyd.edu.au/
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Data and/or analyses of data collected from this research study may be put into research 
databases which are available to the broader research and scientific community to be used for 
future research purposes. Information that could directly identify you will not be included.  

The results of this study will be published and/or presented at professional meetings.  In any 
publication and/or presentation, it will not be possible to identify you.   

16.  Complaints and compensation 

If you suffer complications as a result of this study you will be assisted with arranging suitable 
medical treatment.  If you are eligible for Medicare, you can receive any medical treatment 
required to treat the injury or complication. 

You do not give up your  right to take legal action to obtain compensation for any injuries or 
complications resulting from the study. Compensation may be available if your injury or 
complication is sufficiently serious and is caused by unsafe drugs or equipment, or by the 
negligence of one of the parties involved in the study (for example, the researcher, the hospital, 
or the treating doctor).   

17. Who is organising and funding the study? 

This is an investigator-initiated study, sponsored by the University of Sydney and led by and 
conducted in Australia by the NHMRC Clinical Trials Centre, University of Sydney, in collaboration 
with the Mater Research Institute, University of Queensland.  

The study is funded by the Medical Research Future Fund (MRFF) of the Australian Government. 
Participating organisations, the funding organisation and the study team have no conflicts of 
interest. 

18. Who has reviewed the study? 

This study will be carried out according to the National Statement on Ethical Conduct in Human 
Research (2007, updated 2018 and as amended from time to time). This statement has been 
developed to protect the interests of people who agree to take part in human research studies. 

All research in Australia involving humans is reviewed by an independent group of people called 
a Human Research Ethics Committee (HREC).  This research has been approved by the Hunter 
New England Human Research Ethics Committee of Hunter New England Local Health District, 
Reference 2020/ETH02791. 

Should you have concerns about your rights as a participant in this research, or you have a 
complaint about the manner in which the research is conducted, it may be given to the researcher, 
or, if an independent person is preferred, to Dr Nicole Gerrand, Manager Research Office, Hunter 
New England Human Research Ethics Committee, Hunter New England Local Health District, 
Level 3, POD, HMRI, Lot 1 Kookaburra Circuit, New Lambton Heights NSW 2305, Telephone (02) 
4921 4950, Email: HNELHD-HREC@health.nsw.gov.au.  
 
 
 
 
 
 
 
 
 

mailto:HNELHD-HREC@health.nsw.gov.au
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19. Further information and who to contact 

If you want any further information concerning this study or if you have any medical problems 
which may be related to your involvement in the study (for example, any side effects), you can 
contact the principal study doctor on 0493 233 216 or any of the following people: 

 Clinical contact person 

 
 
 
 
 
 
 
 
 
 
  

Name  Carina Rivera (Mon-Wed) and Susan Holmes (Thurs-Fri) 

Position  Research Midwives 

Telephone  0493 233 216 (Mon-Fri 0800-1600) 

Email 
Carina.Rivera@health.nsw.gov.au 
Susan.Holmes@health.nsw.gov.au 
Bradley.Devries@health.nsw.gov.au (Principal Study Doctor) 

mailto:Carina.Rivera@health.nsw.gov.au
mailto:Susan.Holmes@health.nsw.gov.au
mailto:Bradley.Devries@health.nsw.gov.au
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Consent Form 
 

Title 

Can intrapartum Sildenafil safely avert the risks of contraction-

induced hypoxia in labour? iSEARCH – a pragmatic Phase III 

randomised multicentre controlled trial. 

Short Title iSEARCH 

Protocol Number CTC0303 

Study Sponsor The University of Sydney 

Principal Investigator Dr Brad De Vries 

Location  Royal Prince Alfred Hospital 

 

Declaration by Participant 

I have read the Participant Information Sheet or someone has read it to me in a language that I 
understand. 

I understand the purposes, procedures and risks of the study described in the study. 

I freely agree to take part in this study as described and understand that I am free to withdraw at 
any time during the study without affecting my future health care. 

I give permission for my doctors, other health professionals, hospitals or laboratories outside this 
hospital to release information to NHMRC Clinical Trials Centrefor the purposes of this study.  I 
understand that such information will remain confidential.  

I have had an opportunity to ask questions and I am satisfied with the answers I have received. 

I understand that, if I decide to discontinue the study treatment, I may be asked to attend follow-
up visits to allow collection of information regarding my health.  Alternatively, a member of the 
study team may request my permission to obtain access to my medical records for collection of 
follow-up information for the purposes of research and analysis. 

I give permission for researchers to have access to my name and address, my hospital and 
emergency department records. I give permission for my information to be securely provided to 
approve third parties for purposes of this data linkage.  I understand that such information will 
remain confidential. 

I understand that I will be given a signed copy of this document to keep. 
 

  Name of Participant (please print)  

 

   

  Signature   Date   

  

Declaration by Study Doctor/Senior Researcher† 

I have given a verbal explanation of the study, its procedures and risks and I believe that the 
participant has understood that explanation. 
 

  Name of Study Doctor/ 
Senior Researcher† (please print) 

  

   Signature   Date   

 
 

† A senior member of the research team must provide the explanation of, and information concerning, the study.  
Note: All parties signing the consent section must date their own signature. 


