Appendix 1: EBF HOME TRIAL CONSORT Checklist

	Section/Topic
	Item No
	Checklist Item
	Reported on page No

	Title and abstract
	1a
	Identification as a randomized trial in the title
	______1______

	
	1b
	Structured summary of trial design, methods, results, and conclusions
	______2______

	Introduction
	
	
	

	Background and objectives
	2a
	Scientific background and explanation of rationale
	____2-4______

	
	2b
	Specific objectives or hypotheses
	______4-5____

	Methods
	

	Trial design
	3
	Description of trial design (such as parallel, factorial) including allocation ratio
	_____5-6_____

	Participants
	4a
	Eligibility criteria for participants
	_____6-7_____

	
	4b
	Settings and locations where the data were collected
	______7______

	Interventions
	5
	The interventions for each group with sufficient details to allow replication, including how and when they were actually administered
	_____7-8_____

	Outcomes
	6
	Completely defined pre-specified primary and secondary outcome measures, including how and when they were assessed
	______9______

	Sample size
	7
	How sample size was determined
	____10-11____

	Statistical methods
	8a
	Statistical methods used to compare groups for primary and secondary outcomes
	_____12____

	
	8b
	Methods for additional analyses, such as subgroup analyses and adjusted analyses
	______12_____

	Other Information
	

	Registration
	9
	Registration number and name of trial registry
	______16_____

	Funding
	11
	Sources of funding and other support (such as supply of drugs), role of funders
	______17_____



















Appendix 2: Schedule of enrolment, interventions, and assessments.
	 
	STUDY PERIOD 

	 
	Enrolment 
	Allocation 
	Post-allocation 
	Close-out 

	TIMEPOINT 
	-t1 
	0 
	t1 
	t2 
	t3 
	t4 
	t5 
	t6 
	         
 
 
 
 
 
 
 
 
 
 
	 

	ENROLMENT: 
Site recruitment 
Site study staff recruitment 
 
Eligibility screening 
Informed consent 
Allocation  
	 
	 
	 
	 
	 
	 
	 
	 
	
	 

	
	X 
	 
	 
	 
	 
	 
	 
	 
	
	 

	
	X 
	 
	 
	 
	 
	 
	 
	 
	
	 

	
	X 
	 
	 
	 
	 
	 
	 
	 
	
	 

	
	X 
	 
	 
	 
	 
	 
	 
	 
	
	 

	
	 
	X 
	 
	 
	 
	 
	 
	 
	
	 

	INTERVENTIONS: 
Intervention (HOME Trial) 
Control (usual care) 
	 
	 
	 
	 
	 
	 
	 
	 
	
	 

	
	 
	 
	X 
	X 
	X 
	X 
	X 
	X 
	
	X 

	
	 
	 
	X 
	X 
	X 
	X 
	X 
	X 
	
	X 

	ASSESSMENTS 
KAP (pre-intervention) 
WHZ & HAZ score 
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The experiences, facilitating and limiting factors associated with the intervention.
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Appendix 3: Members of the Data Safety Management Board (DSMB)

	Name 
	 
	Institution 

	Dr. Chisom God'swill Chigbo  
 
	 Biostatistician 
	Department of Applied Microbiology, Nnamdi Azikiwe University, Awka, Nigeria 
chizomgodswill@gmail.com) 

	Mr. Raymond Okechukwu 
	Hospital Pharmacist 
	Nnamdi Azikiwe University Teaching Hospital 
 
raychuma@gmail.com 

	Dr. Chinazom Cynthia Agujiobi 
	Medical Doctor 
	Christ the King Hospital and Maternity Onitsha 
 
chinazom.agujiobi@yahoomail,com 

	Prof Tochukwu Christopher Okeke 
Tcokeke2014@ 
	Professor of Obstetrics and Gynaecology 
	University of Nigeria Enugu Campus/University of Nigeria Teaching Hospital Enugu 
 
tcokeke2014@yahoo.com 


  














Appendix 4: Informed Consent Form
Informed Consent Form for Participants
		IRB Research approval number: COOUTH/CMAC/ETH.C/VOL.1/FN:04/202

Title of the research: Effect of a hospital-based maternal counseling guide on exclusive breastfeeding practices in Anambra state, Nigeria: a cluster-randomized controlled trial

Name and affiliation of the researcher of the applicant: Dr. Obinna Ekwunife of Nnamdi Azikiwe University

Purpose(s) of research: The purpose of this research is to find out the effect of a hospital-based maternal counseling guide on exclusive breastfeeding practices.

Procedure of the research, what shall be required of each participant, and the approximate total number of participants that would be involved in the research: We will use lottery to divide hospitals in this study into two groups. One group will receive a hospital-based maternal counseling guide on exclusive breastfeeding practices and the other will receive the usual care. You will be required to visit your hospital at least once a month as usual. In total, we expect to recruit 12 hospitals and 288 participants into this study throughout Anambra state. 

Expected duration of research and of participant(s)’ involvement: In total, we expect you to be involved in this research for 9 months. 

Risk(s): We do not foresee any risk that could arise from this study.

Costs to the participants, if any, of joining the research: Your participation in this research will not cost you anything.

Benefit(s): The goal of this research is to access the effect of a hospital-based maternal counseling guide on exclusive breastfeeding practices.

Confidentiality: All information collected in this study will be given code numbers and no name will be recorded. This cannot be linked to you in any way and your name or any identifier will not be used in any publication or reports from this study. As part of our responsibility to conduct this research properly, officials from the Nnamdi Azikiwe University Teaching Hospital ethics committee may have access to these records.

Voluntariness: Your participation in this research is entirely free.

Alternatives to participation: If you choose not to participate, this will not affect your treatment in this hospital in any way.

Due inducement(s): You will not be paid any fees for participating in this research.

Consequences of participants’ decision to withdraw from research and procedure for orderly termination of participation: You can also choose to withdraw from the research at any time. Please note that some of the information that has been obtained about you before you chose to withdraw may have been modified or used in reports and publications. These cannot be removed anymore. However, the researchers promise to make a good faith effort to comply with your wishes as much as is practicable.

Modality of providing treatments and action(s) to be taken in case of injury or adverse event(s): If you suffer any injury as a result of your participation in this research, you will be treated at the Nnamdi Azikiwe University Teaching Hospital and the research will bear the cost of this treatment.

What happens to research participants and communities when the research is over: The researchers will inform you of the outcome of the research through a published scientific paper. During the course of this research, you will be informed about any information that may affect your continued participation or your health.

Statement about sharing of benefits among researchers and whether this includes or excludes research participants: There is no benefit foreseen to be shared from this research other than that the result may be applied to help improve exclusive breastfeeding practices.

Any apparent or potential conflict of interest: None of the researchers have a potential conflict of interest. We are not aware of any other information that may cause the researchers not to do their work with fear or favor.

Statement of the person obtaining informed consent:
I have fully explained this research to ____________________________________ and have given sufficient information, including about risks and benefits, to make an informed decision.
DATE: _____________________ SIGNATURE: _______________________________
NAME: ______________________________________________
Statement of the person giving consent:
I have read the description of the research or have had it translated into the language I understand. I have also talked it over with the doctor to my satisfaction. I understand that my participation is voluntary. I know enough about the purpose, methods, risks, and benefits of the research study to judge that I want to take part in it. I understand that I may freely stop being part of this study at any time.

DATE: ___________________ SIGNATURE: _________________________________
NAME: _____________________________________________
WITNESS’ SIGNATURE (if applicable): ___________________________
WITNESS’ NAME (if applicable): ______________________________________

Detailed contact information including a contact address, telephone, fax, e-mail, and any other contact information of researcher(s), institutional HREC, and head of the institution: This research has been approved by the Health Research Ethics Committee of the Nnamdi Azikiwe University and the Chairman of this Committee can be contacted at Ethical Clearance Office, Nnamdi Azikiwe University Teaching Hospital, Nnewi. In addition, if you have any questions about your participation in this research, you can contact the principal investigator, Dr. Obinna Ekwunife at his office in the Department of Clinical Pharmacy & Pharmacy Management, Nnamdi Azikiwe University, Agulu. The phone number is 07062032501. 


































Appendix 5: Roles and Responsibilities
Principal investigator and research physician 
Design and conduct of the HOME Trial	 
Preparation of protocol and revisions 
Preparation of investigators brochure (IB) and CRFs [case report forms] 
Organizing steering committee meetings 
Managing CTO [clinical trials office] 
Publication of study reports 
Members of TMC [Trial Management Committee] 

Steering committee (SC) 
Agreement of final protocol 
All investigators will be steering committee members.  
Recruitment of participants and liaising with principal [sic] investigator 
Reviewing the study's progress and, if necessary, agreeing to changes to the protocol and/or investigators brochure to facilitate the smooth running of the study. 

Trial management committee (TMC) 
(Principal [sic] investigator, research physician, administrator) 
Study planning 
Organization of steering committee meetings 
Provide risk report to WHO (World Health Organization) and ethics committee 
SUSAR [Serious unexpected suspected adverse events] reporting to WHO (World Health Organization) 
Responsible for trial master file 
Budget administration and contractual issues with individual centers 
Advice for lead investigators 
Audit of (monthly feedback forms and decide when site visit to occur. 
Assistance with international review, board/independent ethics committee applications 
Data verification 
Randomization 
Organization of questionnaire collection 

Data manager 
Maintenance of trial IT system and data entry 
Data verification 

Lead investigators 
In each participating center, a lead investigator (senior nurse/midwife) will be identified, responsible for the identification, recruitment, data collection and completion of CRFs, follow-up of study participants, and adherence to study protocol and investigators brochure. Some lead investigators will be steering committee members. 
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