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Annex 021_ Informed Consent Form 
[This ICF should only be used for those who have attained the age of majority, 18 years]

	Study Title
	Formative Evaluation of Boresha Afya ya Mama na Mtoto (Improve Maternal and Child Health) Program Vihiga County, Kenya. 

	Investigator(s)
	Principal Investigator (PI) Dr. Rachel Hammonds 

+32 473 953 523
rachelhammonds@yahoo.com 

Co-Investigators 
Caroline Kwamboka Nyakundi
+254722858421

admin@policyrenaissance.org 
John Njenga
+254721473921 
john.njenga09@gmail.com
Ada Mwangola-Owiti 
+254721679791

adamwangola@gmail.com
Karen Hoehn
+32 473 900089

karen.hoehn@gmail.com


	Study Sponsor(s)
	UNICEF KENYA

	Collaborators
	Kenya National Bureau of Statistics (KNBS)


This Informed Consent Form has two parts:

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

• Certificate of Consent (for signatures if you choose to participate) 

You will be given a copy of the full Informed Consent Form 

Part I: Information Sheet 
I would like to tell you about a study being conducted by the above listed researchers. The purpose of this consent form is to give you the information you will need to help you decide whether or not your child should participate in the study. Feel free to ask any questions about the purpose of the research, what happens if your child participates in the study, the possible risks and benefits, the rights of your child as a volunteer, and anything else about the research or this form that is not clear. 

Once we have answered all your questions to your satisfaction, you may decide if you want to be in the study or not.
We are giving you this information because we would like you to participate in our research project. If you prefer not to participate, you are free to choose to do so.  You will continue to receive health services the way that you normally would, with no negative impact. We want to make sure that you have all the information that you need before you decide. Members of our team are here to help you understand more about the project. If you do not understand any of the words or ideas that you see on this form, please ask us to explain the information to you. You can talk to anyone from our team whom you feel comfortable with about the research.

Why is this Project Important? 

The researchers listed above are interviewing pregnant and lactating mothers with children below 18 months in Vihiga County. The purpose of the interview is to to assist the County Government of Vihiga and UNICEF Kenya in understanding how the implementation of Boresha Afya Ya Mama na Mtoto Program is helping this community. We would like to understand how the project is advancing with respect to relevance, efficiency, effectiveness and sustainability. Our role is to improve processes surrounding the operation of the Boresha Mama na Mtoto Program. It will provide important early learnings that will enable UNICEF Kenya and Vihiga County to, if necessary, adjust the Boresha Program design for maximum effectiveness. 

Participants in this research study will be asked questions about whether they have heard or benefitted from the Boresha Program. There will be approximately 2000 participants from all the sub-counties in Vihiga in this study. We are asking for your consent to consider your participation in this study.

Who Can Participate? 

You are being invited to take part in this research project because we feel that your experiences as a pregnant or lactating mother or service provider of pregnant and lactating mothers will be important to inform this study
Participation is Your Choice

Your participation in this research is completely voluntary. You will make the choice about whether you will participate or not. If you choose not to take part, you will continue to receive all of the services that you usually get in your community and nothing will change.

What Is Involved in this Project? 

This section should answer the questions: "How will the study be conducted and how will the subjects be involved?"
A brief step-by-step description of the proposed research shall include

1. Household Listing
The survey targets pregnant and lactating mothers, given that the target population is rare in the general population, they will need to be identified in advance before the actual data collection for the survey. To identify the households with these target group, a household listing of all the sampled Enumeration Areas (EAs) will be undertaken. 
2. Community Health Workers/ Volunteers and Health Facility Sampling
All health facilities in tier 3 and above falling within or neighboring the selected EAs will be surveyed to be able to answer to other aspects of the study. Community Health Volunteers attached to the surveyed health facilities will also be surveyed to answer to questions related to their training and referral of pregnant women for different services within the community. 

3. Data Collection Methods and Tools

The quantitative aspect of the study will assess several aspects of the program include:

· Effectiveness of program in service uptake at supply end (facility level)

· Effectiveness of program in improving quality of care at the supply end (facility level)

· Assessment of information management system at the health facility

· Effectiveness of program in service provision at supply end (community level)

· Service uptake at demand end among pregnant and lactating mothers.
Detailed description of each of these is contained I Annex 005 “Mapping of Qualitative Methods to Evaluation Questions.”
· "If changes are made to the study or new information becomes available, you will be informed".
· It will take Xx Minutes (will be determined at pre-test stage) to complete this interview and all participants have a choice of not answering any questions or withdrawing at any time.
· If at all we need to take photographs (although this is unlikely), videotaping or sound recordings, we will provide a separate consent form.

How Long will the Project Last? 

This study takes place over 3 months from September – November 2020.
What are the Risks? 

There is a risk that you may share some personal or confidential information by chance, or that you may feel uncomfortable talking about some of the topics in this study. However, we do not wish for this to happen. You do not have to answer any question or take part in the survey if you feel the question(s) are too personal or if talking about them makes you uncomfortable.
What are the Benefits?

There will be no direct benefit to you, but your participation is likely to help us find out more about how to improve the delivery of maternal and child health services in Vihiga county including how we can improve nutrition and service provision.
How will we Protect your Information and Confidentiality?

The research being done in the community may draw attention and if you participate you may be asked questions by other people in the community. We will not be sharing information about you to anyone outside of the research team. The information that we collect from this research project will be kept private. Any information about you will have a number on it instead of your name. Only the researchers will know what your number is and we will lock that information up with a lock and key in an electronic system. It will not be shared with or given to anyone outside of our project.  
What will Happen with the Results 

The knowledge that we get from this research will be shared with you and your community before it is made widely available to the public. Each participant will receive a summary of the results. There will also be small meetings in the community and these will be announced. Following the meetings, we will publish the results so that other interested people may learn from the research.
Can I Refuse to Participate or Withdraw from the Study?

You do not have to take part in this research if you do not wish to do so. If you choose not to participate, you will continue to receive all of the normal services that you usually get and nothing will change. If you wish to stop participating in the study after you begin, you can stop at any time by telling someone on our project team. If you choose to stop taking part, you will continue to get all of the normal services that you usually get in your community.

Who Can I Contact?
If you have any questions, you can ask anyone from our team now or later. If you have questions later, you may contact:-

[Dr John Njenga, +254721473921, john.njenga09@gmail.com]. 
If you have questions about your rights as a research participant, you may contact:
Policy Renaissance

2nd Floor, Jumuia Place I, 
Lenana Road (Kilimani)
P.O. Box 18332, Nairobi 00100, Kenya

+254 740 573737
admin@policyrenaissance.org
and

The Research Officer

AMREF Kenya

Wilson Airport, Lang’ata Road

Office Tel:  +254 20 6994000
Fax: +254 20 606340

P.O Box 30125-00100

Nairobi, Kenya

Do you have any questions at this time?  
Part II: Certificate of Consent 

I have read the above information, or it has been read to me. I have had the opportunity to ask questions about it and any questions I have been asked have been answered to my satisfaction. I consent voluntarily to be a participant in this study. 

	Print Name of Participant
	[at least forename and surname]

	Signature of Participant
	

	DD/MM/YYYY
	


If visually impaired, physically impaired, mentally impaired or illiterate

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

	Print Name of Participant
	[at least forename and surname]

	Thumb/Foot print of Participant
	

	Signature of Witness
	[A literate witness must sign and should be selected by the participant and MUST have no connection to the research team. 

	DD/MM/YYYY
	


Statement by the researcher/person taking consent

I have accurately read out the information sheet to the potential participant, and to the best of my ability made sure that the participant understands that the following will be done:

1. At the visit the participant will complete a 2-hour questionnaire.
2. The participant’s information will be kept confidential.
I confirm that the participant was given an opportunity to ask questions about the study, and all the questions asked by the participant 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
	[at least forename and surname]

	Signature of Researcher/person taking the consent
	

	DD/MM/YYYY
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