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PROTOCOL SUMMARY
	Background 
	

	Rationale
	

	Objectives 
	

	Endpoints
	

	Study Design
	

	Study setting
	

	Study population
	

	Analysis plan
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[bookmark: _Toc325532290][bookmark: _Toc325632514]OPERATIONAL Definitions of Terms <<please insert this on a separate page>>


1. INTRODUCTION 
[bookmark: _Toc158441565][bookmark: _Toc325632517]Background
Relevant literature
Problem statement
Rationale and significance
[bookmark: _Toc158441567][bookmark: _Toc325632519][bookmark: _Hlk206574350]Study Hypothesis/ Research question

Objectives and Endpoints
2.1 Objectives
[bookmark: _Toc158441568]2.2 Endpoints
[bookmark: _Toc158441569]
3.0 METHODOLOGY
3.1 [bookmark: _Toc325632521]STUDY DESIGN 
3.2 Study SETTING
[bookmark: _Toc325632516]3.3. STUDY POPULATION
3.4 [bookmark: _Toc158441570][bookmark: _Toc325632522]Participant sampling technique
3.5 [bookmark: _Toc158441609][bookmark: _Toc325632554]SAMPLE SIZE DETERMINATION
3.6 [bookmark: _Toc158441571][bookmark: _Toc325632523]ELIGIBILITY CRITERIA
[bookmark: _Toc158441572][bookmark: _Toc325632524]3.6. Inclusion Criteria
3.6.2 Exclusion Criteria
3.7 [bookmark: _Toc325632525][bookmark: _Toc158441573]Study procedures
3.8 [bookmark: _Toc158441578][bookmark: _Toc325632530]Drug/ Device Supplies
[bookmark: _Toc158441581][bookmark: _Toc325632531][bookmark: OLE_LINK9]3.8.1 Administration
3.8.2 [bookmark: _Toc158441583][bookmark: _Toc325632532]Drug/ Device Storage and Drug/ Device Accountability 
3.9 [bookmark: _Toc158441584][bookmark: _Toc325632533]Concomitant Medication(s)
3.10 [bookmark: _Toc158441588][bookmark: _Toc325632536]Study Period
Describe the proposed study period including the duration of the study.  It may be useful to separate this out by days and cycles.  Describe if there is an allowable window for any assessments (e.g. “may be performed/collected +/- 3 days”). Note, in such cases the CSR and the data base must be designed to incorporate these windows so as not to result in a query, flag violation.  
A schematic or a checklist may be considered.  An example is given below.  Additional columns and rows may be added.  
	Protocol Activity
	Screen
	Day x
	Day x
	Day x
	Day x
	Day x
	Day x
	Day x
	Day x
	End of Treatment

	Informed Consent
	
	
	
	
	
	
	
	
	
	

	General Medical History and Physical Examination
	
	
	
	
	
	
	
	
	
	

	Weight
	
	
	
	
	
	
	
	
	
	

	Laboratory
	
	
	
	
	
	
	
	
	
	

		Hematology
	
	
	
	
	
	
	
	
	
	

		Blood Chemistry
	
	
	
	
	
	
	
	
	
	

		Urinalysis
	
	
	
	
	
	
	
	
	
	

		Coagulation
	
	
	
	
	
	
	
	
	
	

		Pregnancy test a
	
	
	
	
	
	
	
	
	
	

	Registration/Randomization
	
	
	
	
	
	
	
	
	
	

	Study Treatment
	
	
	
	
	
	
	
	
	
	

	Assessments
	
	
	
	
	
	
	
	
	
	

		Efficacy 
	
	
	
	
	
	
	
	
	
	

		Safety
	
	
	
	
	
	
	
	
	
	



3.11 [bookmark: _Toc158441589][bookmark: _Toc325632537]Follow-up Visit
3.12 [bookmark: _Ref63563424][bookmark: _Toc158441591][bookmark: _Toc325632538]Participant Withdrawal

4 [bookmark: _Toc158441592][bookmark: _Toc325632539]ASSESSMENTS
4.1 [bookmark: _Toc325632540]Safety
4.2 [bookmark: _Toc325632541]Pregnancy Testing
4.3 [bookmark: _Toc234313975][bookmark: _Toc273442801][bookmark: _Toc309295244][bookmark: _Toc325632542]Pharmacokinetics Assessments (if applicable)
4.3.1 [bookmark: _Toc234313976][bookmark: _Toc273442802][bookmark: _Toc309295245][bookmark: _Toc325632543]Blood for PK analysis of <drug(s)>
[bookmark: _Toc325632544]
5. SAMPLE PROCESSING, TRANSPORTATION AND STORAGE 
5.1 [bookmark: _Toc325632545] Shipment of human biological specimen (if applicable)
Whenever feasible, samples should remain in Uganda for analysis.  However, if samples are to be shipped outside Uganda for analysis include a justification. Please mention here where the samples will be shipped to, include a justification and also mention that a MTA has been developed and will be approved by the REC & UNCST prior to shipment of samples. In addition, provide a monitoring/ tracking plan for the shipped samples.
Sample transfer and analysis will be governed by a material transfer agreement which will be signed between both parties. At the end of the analysis, unused samples will be discarded.
7 [bookmark: _Toc158441593][bookmark: _Toc325632546]ADVERSE EVENT REPORTING
a. [bookmark: _Toc276121898][bookmark: _Toc276128145][bookmark: _Toc276146224][bookmark: _Toc276379863][bookmark: _Toc276471204][bookmark: _Toc276490235][bookmark: _Toc276577540][bookmark: _Toc276578581][bookmark: _Toc276581783][bookmark: _Toc276629060][bookmark: _Toc276638267][bookmark: _Toc276727117][bookmark: _Toc276732477][bookmark: _Toc278962072][bookmark: _Toc278962152][bookmark: _Toc278962230][bookmark: _Toc278962308][bookmark: _Toc158441594][bookmark: _Toc325632547]Adverse Events

b. [bookmark: _Ref58398864][bookmark: _Ref63563348][bookmark: _Toc158441598][bookmark: _Toc325632548][bookmark: _Ref80017293][bookmark: _Toc158441600][bookmark: _Toc325632549]Serious Adverse Events
c. Severity Assessment
d. [bookmark: _Toc158441601][bookmark: _Toc325632550]Causality Assessment
e. [bookmark: _Toc158441605][bookmark: _Toc325632551]Reporting Requirements
f. [bookmark: _Toc325632552]Post-Recruitment Illness

8 [bookmark: _Toc158441608][bookmark: _Toc325632553]DATA ANALYSIS/STATISTICAL METHODS
[bookmark: _Toc158441610][bookmark: _Toc325632555]Analysis of Endpoints
A description of how the endpoints will be analyzed, summarized and presented should be provided.
i. [bookmark: _Ref58321200][bookmark: _Toc158441611][bookmark: _Toc325632556]Analysis of Primary Endpoint

b. [bookmark: _Toc158441614][bookmark: _Toc325632562]Safety Analysis
c. [bookmark: _Toc309295395][bookmark: _Toc158441616]Data Safety and Monitoring Committee 
9 [bookmark: _Toc158441617][bookmark: _Toc325632564]QUALITY CONTROL AND QUALITY ASSURANCE
10 [bookmark: _Toc158441618][bookmark: _Toc325632565]DATA HANDLING/Record retention
[bookmark: _Ref63563334][bookmark: _Toc158441619][bookmark: _Toc325632566]Case Report Forms (CRF)/Electronic Data Record
A CRF is required and should be completed for each included participant. 
[bookmark: _Toc158441620][bookmark: _Toc273442841][bookmark: _Toc309295287][bookmark: _Toc325632567]Record Retention
[bookmark: _Toc325632568]Confidentiality
11 [bookmark: _Toc158441621][bookmark: _Toc325632569]ETHICal considerations
a. [bookmark: _Toc158441622][bookmark: _Toc325632570]Research Ethics Committee (REC)
This trial will be reviewed and approved by the School of Biomedical Sciences Research Ethics Committee (SBS-REC). It is the responsibility of the investigator to have prospective approval of the study protocol, protocol amendments, informed consent documents, and other relevant documents from the SBS-REC.  All correspondence with the SBS-REC should be retained in the regulatory or trial master file. Copies of REC approvals shall be filed with other study documents.
b. [bookmark: _Toc158441623][bookmark: _Toc325632571]Ethical Conduct of the Study
c. [bookmark: _Toc158441624][bookmark: _Toc325632572]Participant Information and Consent
12 [bookmark: _Toc158441629][bookmark: _Toc325632574]DISSEMINATION OF STUDY FINDINGS
13 [bookmark: _Toc325632575]Capacity Building
14 [bookmark: _Toc325632576]Funding	
15 [bookmark: _Toc158441630][bookmark: _Toc325632577]REFERENCES

LIST OF APPENDICES
· Risk mitigation plan for current and future pandemics
· Community Engagement plan
· Clinical trial insurance for research participants
· Investigator Brochure
· Plan for destruction of study drug
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