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ACRONYMS AND ABBREVIATIONS
ABC: 
RNEC: Rwanda National Research Ethics Committee




[bookmark: _Toc213400467][bookmark: _Toc217203891]PROTOCOL SUMMARY
	Items
	Details

	Protocol Title
	

	Protocol Version Number and Date
	

	Name of the Principal Investigator
	

	Address of the Principal Investigator
	

	Name of the Sponsor
	

	Address of the Sponsor
	

	Study Population(s)
	

	Sample size
	

	Duration of study (in months)
	

	Study start date and end date
	

	Total Study Budget
	






[bookmark: _Toc213400468][bookmark: _Toc217203892]BACKGROUND
· Insert a brief, concise introduction into the clinical problem and previous treatments and developments, i.e., pertinent data from previous preclinical/clinical pharmacology studies and therapeutic exploratory studies, taking into account relevant scientific literature (citations by consecutive numbering, with list at end of this section; important or not readily available references may be included with the paper submission, if appropriate). 
· This section should also contain information on the new drug. 
[bookmark: _Toc217203893][bookmark: _Toc213400469]RATIONALE
Provide a rationale for conducting the study and why it should be performed in Rwanda.
[bookmark: _Toc217203894]OBJECTIVE OF THE STUDY
Insert here the general objective of the protocol study. Include the primary objective and secondary objectives.
[bookmark: _Toc213400470][bookmark: _Toc217203895]Primary Objective(s):
Include here the primary objective.
[bookmark: _Toc213400471][bookmark: _Toc217203896] Secondary Objective(s):
Include here the secondary objectives, if any.
[bookmark: _Toc213400472][bookmark: _Toc217203897]STUDY ENDPOINTS
Insert here the endpoints that are the same as the endpoints contained in the body of the protocol. Include the primary endpoint and important secondary endpoints.
[bookmark: _Toc213400473][bookmark: _Toc217203898]Primary Endpoint(s):

[bookmark: _Toc213400474][bookmark: _Toc217203899]Secondary Endpoint(s):

[bookmark: _Toc213400475][bookmark: _Toc217203900]STUDY DESIGN
Insert here the summary description of the type/design of study to be conducted (e.g. double-blind, placebo-controlled, parallel design). Provide a simple summarized snapshot of your study design not to exceed a single page. This section should include a diagram that provides a quick to 1 page. Please present an overview of your study design in a schematic diagram and tables. The data presentation can be adapted depending on the nature of your study and can be customized according to your protocol. Example: complete the tables with study-specific information and adapt the table(s) to illustrate your study design. 
	Arm 1
	Sample size
	Intervention A

	Arm 2
	Sample size
	Intervention B



Include instructions for progressing to next phase (if applicable):

Include a schematic diagram to show the design, procedures and stages including study arms, visits, time-points, interventions etc.
[bookmark: _Toc217203901]Intervention
Describe whether there will be any intervention (non-clinical). If not applicable, mention it as well.
[bookmark: _Toc213400480][bookmark: _Toc217203902]Total study duration
Total study duration (anticipated starting/ finishing dates)
[bookmark: _Toc213400482][bookmark: _Toc217203903]STUDY PARTICIPANTS
Provide here a description of specific characteristics of the study participants as applicable.

[bookmark: _Toc213400483][bookmark: _Toc217203904]Inclusion criteria 
State here the Inclusion criteria. 
NB: Consenting should not be mentioned as an inclusion criterion.

[bookmark: _Toc213400484][bookmark: _Toc217203905]Exclusion criteria 
State here the Exclusion criteria.
NB: Refusal to consent should not be considered as an exclusion criterion.
[bookmark: _Toc213400493][bookmark: _Toc217203906]STATISTICAL ANALYSIS PLAN
[bookmark: _Toc217203907]Sample size
Specify here the planned sample size to be used in the study and its justification.
[bookmark: _Toc217203908]Statistical methodologies
Provide here the description of the statistical methodologies to be used to evaluate the effectiveness of the investigational product, including the hypotheses to be tested, the parameters to be estimated, the assumptions to be made and the level of significance and the statistical model to be used.
[bookmark: _Toc213400495][bookmark: _Toc217203909]DATA MANAGEMENT
Describe procedures for recording, processing, handling, and retaining raw data and other study documentation.
[bookmark: _Toc213400496][bookmark: _Toc217203910]MONITORING PLAN
Summarize here the monitoring plan. State the location of the detailed monitoring plan in the submission.

[bookmark: _Toc213400497][bookmark: _Toc217203911]ETHICAL CONSIDERATIONS
The protocol should describe the essential components of the ethical considerations and procedures for requesting ethical clearance. The following components will be included:
[bookmark: _Toc217203912]Introduction / Ethical Principles
Provide a brief statement showing that the study adheres to ethical guidelines such as the Declaration of Helsinki, CIOMS Guidelines, Good Clinical Practice (GCP), National ethics laws, and RNEC policies. State that the rights, safety, dignity, and well-being of participants are the priority.
[bookmark: _Toc217203913]Ethical Approval
State that the study will seek approval from: the Rwanda National Research Ethics Committee (RNEC). If applicable, provide other IRBs that have approved the study, other than RNEC, and mention timelines and multi-site approvals, including the IRB ethical clearance number and date. 
[bookmark: _Toc217203914]Informed Consent Process
Describe how informed consent will be obtained. Who will obtain consent (trained research staff, clinicians, CHWs); where and when consent will be obtained; Language(s) used; availability of translated consent forms; voluntariness (no coercion, right to refuse/withdraw at any time); procedures for participants with limited literacy (e.g., impartial witness, thumbprint); how comprehension will be assessed. For research using secondary data or routine registers, explain waiver of consent if applicable, describing justification and minimization of risk.
[bookmark: _Toc217203915]Risks and Risk Minimization
Identify all potential risks, even if minimal: Physical risks (e.g., blood draw complications, clinical procedures); psychological or emotional discomfort; social risks (stigma, confidentiality breaches); legal or economic risks. Explain how risks will be minimized: training of research staff; using safe, standard procedures; immediate referral systems for adverse events; or secure data handling to prevent breaches.
[bookmark: _Toc217203917]Management of Adverse Events
Describe how adverse events (AEs) will be monitored; reporting procedures to the RNEC, Rwanda FDA, and relevant authorities; emergency care arrangements; and referral pathways. This is essential for study and any procedure-based research.
[bookmark: _Toc217203918]Potential Benefits
Outline benefits at: participant level (e.g., clinical assessment, counselling, referrals); community level (capacity building, improved services); or national level (policy evidence, improved registers…). State clearly if participants will not directly benefit.
[bookmark: _Toc217203919]Confidentiality and Data Protection
Explain: what data will be collected, how data will be anonymized or de-identified, secure storage methods (password protection, encryption, access control), data retention period, data sharing procedures, including controlled access; compliance with data protection law. Mention handling of physical materials (forms, recordings).
[bookmark: _Toc217203920]Vulnerable Populations
If applicable, describe the involvement of minors, pregnant women, people with limited autonomy, refugees, etc.; additional safeguards to protect them; assent and parental/guardian consent procedures.
[bookmark: _Toc217203921]Compensation and Reimbursements
Clarify whether participants will be compensated or reimbursed; how amounts were determined (to avoid undue inducement), and whether compensation is linked to completion (which should be avoided).
[bookmark: _Toc217203922]Community Engagement and Cultural Sensitivity
If working in community settings (e.g., village, health facility): engagement of local leaders, CHWs, advisory groups; respect for community norms and cultural practices; and feedback mechanisms to share results with communities.
[bookmark: _Toc217203923]Ethical Considerations for Secondary Use of Data
If using routine health information systems, registers, surveillance databases, or previously collected data: specify the use of de-identified data, need (or waiver) of consent, data access permissions obtained, and data sharing agreements (DSA or MOU).
[bookmark: _Toc217203924]Ethical Considerations for Digital or AI-Based Tools
For mobile apps, AI classifiers, electronic data capture: describe data privacy, algorithmic bias, data flow, and ownership; server location. You should also provide informed consent for digital tools and non-maleficence in automated recommendations.
[bookmark: _Toc217203925]Biological Specimen Management (If Applicable)
Describe the biobanking procedures; future use of samples; storage duration; export permits and MTAs.
[bookmark: _Toc217203926]Dissemination of Results
Explain how results will be shared with participants, communities, and policymakers; commitment to publish regardless of direction of results; and avoiding identifiable information in publications.
[bookmark: _Toc217203927]Conflicts of Interest
Disclose the financial, institutional, or personal conflicts. How these will be mitigated and how independent monitoring (if applicable) can be achieved.

[bookmark: _Toc217203928]STUDY TIMELINES
Describe the anticipated time frame.
[bookmark: _Toc217203929]STUDY BUDGET
Summarize the study budget here.
[bookmark: _Toc217203930]REFERENCES
Provide the list of valuable references.



[bookmark: _Toc217203931]Annexes
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