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 Investigator]


Instruction to research assistant: This is a consent form for women admitted to the hospital for childbirth who have a high possibility of delivering a small baby. 
The principal investigator of this project is [Name of Principal Investigator] who works for the [Name of Organization]. This research is funded by the World Health Organization through a Bill and Melinda Gates Foundation research grant. The research project is called “Immediate Kangaroo Mother Care (iKMC) Study: a multi-country randomized controlled trial to evaluate the impact of continuous skin-to-skin contact initiated immediately after birth on newborns with a birth weight between 1.0 and 1.8 kg in low income countries compared to KMC initiated after stabilization, on their survival.” [version]


[image: image1]
This Informed Consent Form has two parts:

· Information Sheet (to share information about the study with you)

· Certificate of consent (for signatures if you agree that you and your baby may participate in the study)

You will be given a copy of this Informed Consent Form.
  
·                           C
PART I: Information Sheet

Introduction

I am [RESEARCH ASSISTANT’S NAME], working for [INSTITUTION’S NAME]. We are doing research to study the effects of KMC initiated immediately after birth on babies with birth weight between 1.0 to 1.8 kilograms. As you have a high possibility for having a small baby, I will give you information about this research and discuss if you are interest in taking part in this research. If you do not understand something, please ask me to stop and explain. 
After childbirth, your baby’s weight will be taken to check if your baby is eligible for the study. If you have a small baby, and if you provide consent now, a research assistant will approach you after childbirth (within 2 hours) and ask for your re-confirmation to participate in the study. Even if you give consent to participate in the study now, you may still decide not to participate later. If that happens nothing will change with regard to the health care provided to you.    
What KMC means and what’s currently known about it? 

KMC  means continuous skin-to-skin contact between the mother and the baby,  and feeding the baby only mother’s own milk. We know that KMC in low birth weight babies who are assessed to be clinically stable  by the doctor have shown to have several advantages including better regulation of baby’s heart rate and temperature, lower stress, better breastfeeding, reduced infection, and improved bonding between the mother and the baby, as well as improved survival. Babies born with birth weight lower than 1.8 kg at are a high risk of illness and all of them cannot be saved even with best available treatment in the hospital. These babies are routinely treated in a special newborn care unit after birth. In the current research, we want to  provide continuous KMC starting immediately after birth to babies born with birth weight between 1- 1.8 kg, and study its effect on health and survival of these babies.

What is not known is whether KMC initiated immediately after birth will be more beneficial than when KMC is initiated as in the current practice. The current practice is that KMC is initiated only after the baby is recovering well, and therefore no longer needs special care in the newborn unit. 

Why are we doing this study?

In the current research, we want to  provide continuous KMC starting immediately after birth to babies born with birth weight between 1- 1.8 kg while giving them all the current care in the special newborn care unit, and study its effect on health and survival of these babies. Thus, the purpose of this study is to find out if initiating KMC immediately after birth is better than the current practice of initiating KMC only after the baby is assessed to be clinically stable by the doctors. 
Participant selection

In this study, mothers who give birth to a baby with birth weight in between 1.0 to 1.8 kg, and have no reasons that they should not participate in the study, can participate along with their baby.  

Voluntary Participation

Your decision for you and your baby to participate in this study is entirely voluntary. It is your choice whether to participate or not. Whether you choose to participate or not, all the services that you and your baby will receive at this hospital will continue without any change. You may change your mind later and decide to stop participating, even if you had agreed earlier.
Assignment to intervention or control

If your baby’s birth weight lies in between 1.0 to 1.8kg and you agree to participate in this research study, you will be assigned to either the intervention group (initiation of continuous KMC immediately after birth) or the control group (initiation of KMC after a few days when the baby is stable, which means when the condition of the baby has improved and the baby no longer requires special care in the newborn unit) by a process that is based on chance, like flipping of a coin. Other than the time of initiation of KMC, babies in both groups will receive identical health care. 

Description of KMC in intervention and control groups

If you and your baby are assigned to the intervention group, your baby will soon be put in KMC position, i.e. on your chest, between the breasts, in skin-to-skin contact. The baby will be secured in this position with the help of a special binder. You can be dressed the way you like without covering the face of the baby. You and the baby will be transferred to the special care newborn unit in skin-to-skin contact. If you are not able go to the newborn unit because of your own health, you can nominate a woman relative or friend of your choice to do so unless you are able to do so. You and the baby will remain in skin-to-skin contact for as long as possible every day, aiming for at least 20 hours per day. The staff will support you in expressing breast milk to feed the baby, and to starting breastfeeding directly when the baby is ready. When you need a break, you will be able to ask a woman relative or friend of your choice to provide KMC. Most of the medical care in the newborn unit will be provided to the baby in skin to skin contact with you. When a procedure or treatment is not possible to do in skin-to-skin contact, the baby will be taken to a cot or warmer, and brought back to you after the completion of the procedure or treatment. After the baby becomes fully stable, you and the baby will be transferred from the special care neonatal unit to the KMC ward, where you will be requested to continue to provide KMC until discharge from hospital. After you are home, you will be requested to continue to provide KMC until the end of the neonatal period.

If you and your baby are assigned to the control group, your baby will be transferred to the special care newborn unit. All the required medical care available in the newborn unit will be provided to the baby in a cot, warmer or incubator according to his/her needs. The hospital staff will support you in expressing breast milk to feed the baby. In a few days, when your baby starts recovering, you will be requested to go the special newborn care unit to start brief sessions of KMC. You will be supported to starting breastfeeding directly when the baby is ready. After the baby becomes fully stable, you and the baby will be transferred from the special care neonatal unit to the KMC ward, where you will be requested to start giving continuous KMC, aiming for at least 20 hours of skin-to-skin contact per day, until discharge from hospital. After you are home, you will be requested to continue KMC until the end of the neonatal period. This is very similar to the care you will receive if you decide not to participate in the study.
Health care for your baby

In case your baby’s birth weight is less than 1.8 Kg, the baby will be shifted to the special newborn care unit and the health care will be provided by doctors and nurses who work in the special newborn care unit, regardless of whether you participate or not in the study, and regardless of whether you are in the intervention or in the control group. All babies will be monitored by the doctors and nurses.

Health care for you

Health care will be provided to you by the doctors and nurses who work in the maternity unit of the hospital. If your baby is eligible and you decide to participate, and you are assigned to the intervention group, the maternity unit team will visit you in the special care newborn unit to provide postnatal care to you until you are discharged. If you are assigned to the control group, the maternity unit team provide you care in the postnatal ward. 

Study procedures 

Data collection: A research assistant will visit all the babies who are participating in the study twice daily and will ask the mothers a few questions and observe the babies. S/he will also ask a few questions from the doctors or nurses, and look at the records of participating baby. S/he will inform the doctors or nurses of their observations.
KMC support: A study team member will be available 24 hours a day in the special newborn care unit to provide support to the participating mothers to provide KMC in the correct way. She will start doing so soon if your baby is eligible and you are assigned to the intervention group. If you are assigned to the control group, she will support you to provide KMC after the doctors have advised you to initiate KMC.

Blood test: A small drop of blood from the enrolled baby will be tested for level of blood sugar, as a way to understand the adaptation to life outside the womb. The blood collection will occur at 6, 12, 18 and 24 hours after birth. The baby will feel some discomfort when the needle stick goes into her/his heel but this will go away very quickly. There may be slight mark but this will disappear in a few days. Another blood sample will be collected at 72 hours after birth (few drops of blood on a filter paper) to estimate the baby’s gestational age. 

Home visits: When your enrolled baby is discharged from the hospital, a research assistant will escort you home if you agree. If you do not accept transport to your home, it will not change your participation in this project. If your baby gets discharged from the hospital before 28 days of age, you will be visited at home by a research assistant on day 29 after birth to take a brief interview about your and your baby’s health conditions. 

Longer term follow up: We will invite you to participate in long-term follow up studies to study the effect of the intervention up to two years of age. If this study is planned, we will ask you for an additional consent for follow up beyond the neonatal period. 

Risks

KMC for stable babies (i.e., babies whose condition has improved, and therefore they no longer require special care at the newborn unit) is standard practice and does not have any known side effects for the mother or the baby. The current experience with KMC in unstable babies suggests that it does not increase risk of complications. However, when the unstable baby is in KMC position, attention must be given to the position of the head, particularly when the baby is sleeping. Baby’s neck and head should not be flexed because it can make it difficult for the baby to breathe. This also can happen if the baby is not receiving KMC. While the study itself does not add important risk to your baby, babies smaller than 1.8 kg at birth have a high risk of complications. We cannot save all these babies even with the best available treatment in this hospital. 

By participating in this research it is possible that you will be with the baby when he/she has a complication of being born small. This may upset you, and you can decide to go out of the special newborn care unit whenever you want. 

Discomforts

If you and your baby are enrolled and assigned to the intervention group, you may experience some discomfort in having the baby on your chest all the time, sleeping in a reclining bed or chair inside a special neonatal care unit during the first days after birth. If you feel uncomfortable, please let the study team member responsible for supporting you to provide KMC know, and she will help to improve your wellbeing.

Benefits 
Initiation of KMC immediately after birth has been shown to have benefits for the baby, but these benefits need to be confirmed. If the finding of this study shows benefits, you will have contributed to change global recommendation on care for small babies, and may help small babies with similar conditions to benefit from this intervention in future. 

Reimbursements

You will not be provided any financial incentive to take part in this research. The study will offer transport from hospital to home at discharge to all participants.  

Confidentiality
The information that we collect from this research project will be kept confidential. Information about all enrolled mothers and babies that will be collected from the research will be put away and no-one but the researchers will be able to see it. Any information about your baby will have a number on it instead of his/her name. Only the researchers will know what his/her number is and we will lock that information up with a lock and key. Only the information without any identifiers will be shared with WHO, Data Safety Monitoring Board, or made available to other researchers after the end of the study. 

Sharing of the results

The knowledge that we get from this study will be shared with the participants of the study before it is made widely available to the public. If you participate, we will communicate these results to you through a letter, telephone call or a visit to your home. We will publish the results so that other interested people may learn from the research. Publication will not mention any names of the participants. 
Right to Refuse or Withdraw

If your baby is eligible and you participate in the study, you may still stop participating in the research at any time later if you wish, without losing any of your rights as a patient here. If you do not wish to participate in the study, it will not affect your treatment or your baby's treatment in this hospital in any way.    

Who to Contact

If you have any questions you may ask them now, or later,  when  the research assistant  visits you on the day your baby is born or anytime later, even after the study has started. If you wish to ask questions at any time,, you may contact any of the following: [name, address/telephone number/e-mail]

This proposal has been reviewed and approved by [name of the IRB], which is a committee whose task it is to make sure that research participants are protected from harm.  If you wish to find more about the IRB, please contact [name, address, and telephone number].

PART II: Certificate OF CONSENT
Certificate of consent
I, and my baby have been invited to participate in a research evaluating the effects of KMC initiated immediately after birth in case my baby is born with a weight between 1.0 and 1.8 kg. I have read the foregoing information, or it has been read to me. I have had the opportunity to ask questions about it and any questions that I have asked have been answered to my satisfaction. I am willing to participate in this study. 
Print Name of Participant__________________

Date ___________________________ 

Day/month/year

 

If illiterate

A literate witness must sign (if possible, this person should be selected by the potential participant and should have no connection to the research team). Potential participants who are illiterate should include their thumb print as well.  

I have witnessed the accurate reading of the consent form, and the individual has had the opportunity to ask questions. I confirm that the individual has given consent freely. 

Print name of witness_____________________             AND                 Thumb print of  participant
Signature of witness ______________________

Date ________________________

                Day/month/year

Statement by the researcher/person taking consent

I have accurately read out the information sheet to the potential participant. I confirm that the potential participant was given an opportunity to ask questions about the study, and all the questions asked have been answered correctly and to the best of my ability. I confirm that the individual has not been coerced into giving consent, and the consent has been given freely and voluntarily. 

A copy of this ICF has been provided to the participant.
Print Name of Researcher/person taking the consent________________________
Signature of Researcher /person taking the consent__________________________

Date ___________________________
                Day/month/year



Informed consent form for mother


[SITE INSTITUTIONAL LETTER HEAD]





Informed Consent Form for pregnant woman with a high possibility to deliver a small baby








Fitness statement





I ______________________ [treating physician or nurse/midwife] certify that this woman is in a good physical, psychological and emotional condition to understand the consent form, and provide consent.





Signature ____________________________     Date and time ___________________________
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