NAVIS REDCap Database Structure Guide

The NAVIS REDCap database is organized using a longitudinal, trigger-based structure aligned with the NAVIS protocol. Participants move through biologically defined tiers based on virological and clinical progression.
The database includes:
· Tier-based longitudinal events 
· Trigger-driven transitions 
· Repeating instruments 
· Daily monitoring forms 
· Laboratory and virology follow-up forms 
· Medication tracking forms 
· Clinical outcomes forms 
· Guidance fields to support correct data entry 

1. Tier Structure
The NAVIS database follows a trigger-based longitudinal structure organized into three biologically defined tiers.
Importantly:
Participants may enter the study in any tier depending on their clinical and virological status at the time of enrolment.
Enrolment (E0) is a study entry point, not a Tier itself;

	Tier
	Definition
	Time Period
	Entry Trigger

	Tier 1
	Exposure
	E0 → P0
	Participant enrolled while PCR-negative and asymptomatic

	Tier 2
	Presymptomatic Infection
	P0 → S0
	Participant enrolled after first positive RT-qPCR but before symptoms

	Tier 3
	Symptomatic Disease
	S0 → Clinical outcome
	Participant enrolled after symptom onset



Trigger Definitions
	Trigger
	Definition
	Operational Meaning

	E0
	Enrolment
	Participant enters study

	P0
	First positive RT-qPCR
	Transition to Tier 2

	S0
	First symptom onset
	Transition to Tier 3



Participant Entry Possibilities
	Enrolment Status
	Starting Tier

	Exposed, PCR-negative, asymptomatic
	Tier 1

	PCR-positive, asymptomatic
	Tier 2

	Symptomatic disease present
	Tier 3




3. Main REDCap Instruments
	Instrument
	Purpose
	Repeating?

	inclusion_criteria
	Eligibility verification
	No

	consent
	Consent documentation
	No

	epidemiological_assessment
	Exposure and contact tracing
	No

	daily
	Daily monitoring and supportive care
	Yes

	clinical_labs
	Hematology and biochemistry
	No

	virology_and_immunology
	PCR, serology, sequencing
	No

	Medication instrument
	Detailed medication capture
	Yes

	Outcome/disposition forms
	Final clinical outcome
	No



4. Enrolment and Baseline Data
At enrolment (E0), the database captures:
	Form
	Information Collected

	inclusion_criteria
	Eligibility confirmation

	consent
	Study consent and genetic substudy consent

	epidemiological_assessment
	Exposure history, travel, contact tracing

	Demographic forms
	Age, occupation, healthcare exposure, residence

	Presentation forms
	Symptom onset, admission status, consultation dates




5. Daily Monitoring (daily Instrument)
The daily instrument is configured as a Repeating Instrument across Tier longitudinal events. 

Purpose of the daily Form
The daily form captures longitudinal clinical monitoring throughout all tiers, typically one instance is completed per day. 

Information Collected in daily
	Category
	Examples

	Symptoms
	Fever, cough, myalgia, dyspnea

	Vital signs
	Temperature, SpO₂, blood pressure

	Clinical signs
	Respiratory distress, low urine output

	Treatments
	Fluids, medications(y/n)

	Supportive care
	Oxygen support, proning

	Critical care
	ICU-related indicators



6. Laboratory Monitoring (clinical_labs)
The clinical_labs instrument captures laboratory and biomarker data.
Information Collected
	Laboratory Category
	Examples

	Hematology
	Hemoglobin, WBC count

	Biochemistry
	Base excess

	Biomarkers
	IL-6

	Coagulation
	Coagulation-related markers



7. Laboratory Frequency by Tier
Laboratory collection frequency follows the Schedule of Events defined in the protocol.
	Tier
	Weeks 1–4
	Weeks 5–6

	Tier 1
	1× per week
	1× per week

	Tier 2
	2× per week
	1× per week

	Tier 3
	2× per week
	1× per week



The database structure reflects this protocol-defined sampling intensity.

8. Virology and Serology (virology_and_immunology)
The virology_and_immunology instrument captures:
· RT-qPCR testing 
· Serology 
· Sequencing 
· Specimen information 

Information Collected
	Category
	Examples

	PCR testing
	Blood PCR, NP PCR, saliva PCR

	Serology
	IgM, IgG

	Sequencing
	Genome sequencing

	Specimens
	Blood, urine, saliva, semen



9. Virology and Serology Frequency
	Tier
	Weeks 1–4
	Weeks 5–6

	Tier 1
	1–2× per week
	1× per week

	Tier 2
	2× per week
	1× per week

	Tier 3
	2× per week
	1× per week


The frequency increases after:
· P0 (PCR positivity) 
· S0 (symptom onset) 
because these are biologically critical phases.

10. Medication Instrument
Detailed medication information is captured separately from the daily form.
The medication section explicitly states:
“Complete one form for each medication prescribed…” 

Medication Instrument Structure
 Repeating Instrument, One form per medication
Examples:
· Antivirals 
· Corticosteroids 
· immunomodulators 

Information Collected
	Category
	Examples

	Medication type
	 Antiviral, corticosteroid

	Indication
	Treatment vs prophylaxis

	Dates
	Start date

	Drug details
	Specific medication name




11. Relationship Between daily and Medication Instrument
	Form
	Purpose

	daily
	Records daily supportive treatments and clinical management

	Medication 
	Captures full medication-level details



The daily form may indicate if some types of medications were received, but the detailed medication data should always be entered in the Medication instrument.


12. Outcomes and Final Disposition
The database also captures participant outcomes.

Possible Outcomes
	Tier
	Possible Outcome

	Tier 1
	PCR negative through Week 6 → discharge

	Tier 2
	Remains asymptomatic through Week 6 → discharge

	Tier 3
	Clinical resolution or death



Clinical Outcomes Captured
	Outcome Category
	Examples

	Hospitalization
	Admission status

	ICU
	Critical care

	Organ support
	Respiratory support

	Mortality
	Death

	Resolution
	Clinical recovery



13. Symptomatic Status (sympt_status / “Symptomatic Patient”)
The database contains a calculated field called:
Symptomatic Patient
This field is automatically activated when symptom, clinical sign, treatment, or critical care variables indicate symptomatic disease progression. 

Variables that Activate sympt_status
The field becomes positive when one or more of the following are recorded:
	Category
	Examples of Trigger Variables

	Symptoms
	Fever, weakness, myalgia, cough, shortness of breath

	Gastrointestinal symptoms
	Abdominal pain, diarrhoea, vomiting, nausea

	Urinary symptoms
	Low urine output, polyuria

	Neurological symptoms
	Confusion, seizures

	Haemorrhagic manifestations
	Haemorrhage

	Clinical signs
	Respiratory distress, tachypnoea, tachycardia

	Supportive care
	Oxygen support, proning

	Critical illness
	ICU / critical care indicators



Purpose of sympt_status
The purpose of this calculated status is to:
· Help identify symptomatic progression 
· Support correct Tier assignment 
· Assist operational monitoring 
· Provide data entry guidance 

Important Clarification
sympt_status does NOT automatically move the participant to Tier 3.
It functions only as:
· A calculated operational indicator 
· A quality-control tool 
· A guidance mechanism for study staff 
The final decision to transition a participant into Tier 3 remains with the study team based on clinical assessment and protocol definitions.

14. Patient Tier Status
The database includes a guidance field/message called:
“Patient Tier Status”
This field helps users determine whether data are being entered in the correct tier.

Important Clarification
The Patient Tier Status:
	Function
	Does it do this?

	Guides users
	 Yes

	Supports quality control
	 Yes

	Automatically changes tier
	 No

	Locks forms
	 No

	Forces event movement
	 No



Users remain responsible for confirming:
· PCR positivity (P0) 
· Symptom onset (S0) 
· Appropriate longitudinal event placement 

14. Overall Participant Flow
Enrolment (E0)
        ↓
Tier 1 — Exposure
        ↓ Trigger: P0 (PCR Positive)
Tier 2 — Presymptomatic Infection
        ↓ Trigger: S0 (Symptoms)
Tier 3 — Symptomatic Disease
        ↓
Clinical outcome

