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[bookmark: _Toc213400467][bookmark: _Toc213410840]PROTOCOL SUMMARY
	Items
	Details

	Protocol Title
	

	Protocol Version Number and Date
	

	Name of Investigational Product or Intervention
	

	Therapeutic Classification
	

	Dosage Form(s) and Strength(s)
	

	Route(s) of Administration
	

	Name of Comparator Product (where applicable)
	

	Name and address of the Applicant
	

	Name and address of the Sponsor
	

	Name and address of the Principal Investigator (PI)
	

	Name and address of the Study Monitor
	

	Name and address of Study Site(s)
	

	Name and address of the manufacturer of investigational product
	

	Name and address of the manufacturer of comparator product (if applicable)
	

	Phase of Trial
	

	Duration of study
	






[bookmark: _Toc213400468][bookmark: _Toc213410841]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: _Toc213410842][bookmark: _Toc213400469]RATIONALE
Provide a rationale for conducting the study and why it should be performed in Rwanda.
[bookmark: _Toc213410843]OBJECTIVE OF THE TRIAL
Insert here the general objective of the protocol study. Include the primary objective and secondary objectives.
[bookmark: _Toc213400470][bookmark: _Toc213410844]Primary Objective(s):
Include here the primary objective.
[bookmark: _Toc213400471][bookmark: _Toc213410845] Secondary Objective(s):
Include here the secondary objectives, if any.

[bookmark: _Toc213400472][bookmark: _Toc213410846]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: _Toc213410847]Primary Endpoint(s):

[bookmark: _Toc213400474][bookmark: _Toc213410848]Secondary Endpoint(s):

[bookmark: _Toc213400475][bookmark: _Toc213410849]STUDY DESIGN
Insert here the summary description of the type/design of trial 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: _Toc213400476][bookmark: _Toc213410850]Randomization
Summary of the randomization method and procedures to allocate participants to treatment groups;
[bookmark: _Toc213400477][bookmark: _Toc213410851]Blinding
Blinding (methods of blinding (masking) and other bias-reducing techniques to be used);
[bookmark: _Toc213400478][bookmark: _Toc213410852]Description of the trial treatment(s)
Summary description of the trial treatment(s) and the dosage and dosage regimen of the investigational product(s), including packaging and labelling of the investigational product(s)
[bookmark: _Toc213400479][bookmark: _Toc213410853]Maintenance of trial treatment randomization
Maintenance of trial treatment randomization codes and procedures for breaking codes
[bookmark: _Toc213400480][bookmark: _Toc213410854]Total study duration
Total study duration (anticipated starting/ finishing dates)

[bookmark: _Toc213400481][bookmark: _Toc213410855]Expected duration for each subject
Expected duration for each subject, including post-treatment period etc.

[bookmark: _Toc213400482][bookmark: _Toc213410856]STUDY PARTICIPANTS
Provide here a description of specific characteristics of the trial participants (e.g. disease/ stage/ indication/ conditions/ treatment etc.) as applicable and of diagnostic criteria and assessment.

[bookmark: _Toc213400483][bookmark: _Toc213410857]Inclusion criteria 
State here the Inclusion criteria:

[bookmark: _Toc213400484][bookmark: _Toc213410858]Exclusion criteria 
State here the Exclusion criteria.
NB: Refusal to consent should not be considered as an exclusion criterion.

[bookmark: _Toc213400485][bookmark: _Toc213410859]PREMATURE WITHDRAWAL AND DISCONTINUATION CRITERIA
[bookmark: _Toc213410860]Withdrawal criteria
[bookmark: _Toc213410861]Conditions/ criteria and management for drug/ patient's withdrawal
Enumeration of all conditions / criteria and management for drug/ patient's withdrawal or (premature) discontinuation, including voluntary withdrawal by subject without prejudice to future treatment by the physician. The type and timing of the data to be collected for withdrawn participants.
[bookmark: _Toc213410862]Participant replacement
State whether and how participants are to be replaced.
[bookmark: _Toc213410863]Follow-up for withdrawn participants
Describe the follow-up for participants withdrawn from investigational product treatment/trial 
[bookmark: _Toc213410864]Stopping rules
State the stopping rules or discontinuation criteria for individual participants, parts of trial and entire trial.
[bookmark: _Toc213400486][bookmark: _Toc213410865]INVESTIGATIONAL DRUG FORMULATION
Provide here a description of the study drug(s) and formulation to be used in the clinical trial. The relationship to the formulations used in the preclinical and/or other clinical trials should be delineated, as applicable. This may also include disclosure of the formulation intended to be marketed and/or any bridging studies which may be necessary, planned, initiated and/or already performed if different formulations have been used during clinical development.
[bookmark: _Toc213410866]Instructions for safe handling
Provide here instructions for the safe handling of the investigational drug.
[bookmark: _Toc213410867]Accountability procedures
State here the accountability procedures for the investigational product(s), placebos, comparators, and disposal.

[bookmark: _Toc213400487][bookmark: _Toc213410868]DOSAGE REGIMEN
[bookmark: _Toc213410869]Rationale for dose selection
Insert here the rationale for dose selection
[bookmark: _Toc213410870]Information regarding treatment(s) to be administered
Provide the following regarding the treatment(s) to be administered:
(1) The name(s) of all the product(s): 
(2) Dose(s): 
(3) The dosing schedule(s): 
(4) The route/mode(s) of administration:
(5) The treatment period(s): 
(6) Follow-up period(s) for participants for each investigational product treatment/trial treatment group/arm of the trial: 
(7) Concomitant Medication(s)/treatment(s) permitted (including rescue medication) and not permitted before and/or during the trial: 
(8) Procedures for monitoring participant’s compliance: 
(9) Wash-out period (Description for pre-, during- and post-trial, as applicable): 

[bookmark: _Toc213400488][bookmark: _Toc213410871]PRE-STUDY SCREENING AND BASELINE EVALUATION
Describe here the process of clinical validation for participation in the clinical trial, including methodology/schedule of events. 
[bookmark: _Toc213400489][bookmark: _Toc213410872]TREATMENT / ASSESSMENT VISITS
Insert here the schedule of all events, visits, and procedures during the clinical trial
[bookmark: _Toc213400490][bookmark: _Toc213410873]EFFICACY VARIABLES AND ANALYSIS
[bookmark: _Toc213410874]Description and validation of primary endpoint(s)
Description and validation of primary endpoint(s), i.e. responses/changes from baseline over time in relation to clinical trial events. Description and validation of related secondary changes (secondary endpoints) following from clinical trial events.
[bookmark: _Toc213410875]Specification of the efficacy parameters
Provide here the specification of the efficacy parameters.
[bookmark: _Toc213410876]Assessing, recording, and analyzing efficacy parameters
Describe here the methods and timing for assessing, recording, and analyzing efficacy parameters
[bookmark: _Toc213400491][bookmark: _Toc213410877]ASSESSMENT OF SAFETY
[bookmark: _Toc213410878]Specification of safety parameters:
Provide here the specification of the efficacy parameters
[bookmark: _Toc213410879]Assessing, recording, and analyzing safety parameters
Describe here the methods and timing for assessing, recording, and analyzing safety parameters:
[bookmark: _Toc213410880]Reporting adverse
Provide here the procedures for eliciting reports of and for recording and reporting adverse events and intercurrent illnesses. 
[bookmark: _Toc213410881]Type and duration of the follow-up of subjects
Describe here the type and duration of the follow-up of subjects after adverse events
[bookmark: _Toc213410882]Risks
Identify potential risks and mitigation strategies (e.g., need for and risks associated with long-term immunosuppression.
[bookmark: _Toc213410883]Data and Safety Monitoring Plan (DSMP):
Summarize here the Data and Safety Monitoring Plan. Describe measures that will be implemented to minimize risk to study subjects e.g. specific inclusions/exclusions; plans to ensure medical intervention in the case of an adverse event for subjects; plans for surveillance, detection, and management of specific adverse events that might or could occur; potential use of an Independent Safety Monitor or Data Safety Monitoring Board (DSMB)
[bookmark: _Toc213410884]Immune Monitoring and immunosuppression. 
Describe here and justify the plan for immunosuppression and immune monitoring (if applicable).

[bookmark: _Toc213400492][bookmark: _Toc213410885]ASSAYS/METHODOLOGIES
Briefly describe any specialized assays or methodologies that will be used in this clinical study or supporting study/studies (Provide a more detailed summary of assay methods and summarize assay qualification/validation. Indicate where specialized testing will be conducted)
The names and contact addresses of the laboratories to be used for the study.
State the location of the attached draft Material Transfer Agreements (MTAs) in the submission.
State the duration for long-term storage of samples and the area to be stored.

[bookmark: _Toc213400493][bookmark: _Toc213410886]STATISTICAL ANALYSIS PLAN
[bookmark: _Toc213410887]Sample size
Specify here the planned sample size to be used in the study and its justification.
[bookmark: _Toc213410888]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: _Toc213410889]Analysis of trial parameters
Provide here the analysis of trial parameters (primary/ secondary endpoints), population, demographics, as applicable.
[bookmark: _Toc213410890]Efficacy analysis methods
Efficacy analysis methods and results of efficacy end-point analysis.
[bookmark: _Toc213410891]Safety analysis methods
Safety analysis methods and results of safety end-point analysis.
[bookmark: _Toc213410892]Exploratory end-point analysis
Exploratory end-point analysis: evaluation of effect(s) (or lack of effects) of relevant biochemical/ pharmacological, etc, parameters, as applicable.
[bookmark: _Toc213410893]Pharmacokinetic endpoint analysis
Describe here the pharmacokinetic endpoint analysis, as applicable.
[bookmark: _Toc213410894]Interim analysis
Describe the interim analysis and role of the Data Safety Monitoring Board, as applicable
[bookmark: _Toc213400494][bookmark: _Toc213410895]OUTCOME CRITERIA
Describe criteria that would define whether you would or would not move forward with the subsequent development plan, based upon primary and designated secondary objectives.
[bookmark: _Toc213400495][bookmark: _Toc213410896]DATA MANAGEMENT
Describe procedures for recording, processing, handling, and retaining raw data and other study documentation.
[bookmark: _Toc213400496][bookmark: _Toc213410897]MONITORING PLAN
Summarize here the monitoring plan. State the location of the detailed monitoring plan in the submission.

[bookmark: _Toc213400497][bookmark: _Toc213410898]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:
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.
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 trial, other than RNEC, and mention timelines and multi-site approvals, including the IRB ethical clearance number and date. 
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.
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: _Toc213410899]Insurance Details (If Applicable)
Interventional Clinical Trials should acquire Insurance. Insert the local Insurance Company name and address, and provide the policy cover number, the validity, and the expiry date. State the location of the insurance cover in the submission and the number of insured participants.
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 clinical trials and any procedure-based research.
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.
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).
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.
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).
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.
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).
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.
Biological Specimen Management (If Applicable)
Describe the biobanking procedures; future use of samples; storage duration; export permits and MTAs.
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.
Conflicts of Interest
Disclose the financial, institutional, or personal conflicts. How these will be mitigated and how independent monitoring (if applicable) can be achieved.

TIMELINES
Describe the anticipated time frame.
TRIAL BUDGET
Summarize the clinical trial budget here.
REFERENCES
Provide the list of valuable references.
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