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	Document status
	Educational use

	Manufacturer
	Northstar Diagnostics (fictional)

	Intended setting
	Point-of-care testing by trained healthcare personnel

	Assay status
	Hypothetical; no FDA authorization or clearance

	Review cycle
	Annual



Safety notice
This document and all product names, performance claims, thresholds, workflow rules, and contact information are synthetic. They are designed for document-comparison exercises and must not be used for patient care, validation, purchasing, accreditation, or regulatory decisions.
1. Intended Use
RespiraNow Duo Ag is a visually read, single-use lateral-flow immunoassay for qualitative detection and differentiation of influenza A and influenza B nucleoprotein antigens in direct anterior nasal swab specimens from symptomatic patients aged 2 years and older. Testing is intended within the first four days after symptom onset.
2. Test Principle
Extracted specimen migrates along a membrane by capillary action. Colored lines at the A and/or B positions indicate antigen binding. A procedural control line at C must appear for the cassette to be valid. The cassette does not identify influenza subtype or strain.
3. Kit Contents and Required Materials
	Supplied
	Required but not supplied

	Foil-pouched test cassettes
	Timer

	Extraction buffer tubes and caps
	Anterior nasal swabs supplied by the facility from the compatibility list

	Positive control swab containing nonviable A and B antigens
	Gloves and approved disinfectant

	Negative control swab
	Biohazard disposal container



4. Storage and Stability
Store kits at 2-30 C. Do not freeze.
Allow refrigerated components to reach 18-30 C for at least 15 minutes before testing.
Use the cassette within 60 minutes after opening the foil pouch.
Do not mix extraction buffer, cassettes, or control swabs from different kit lots.
5. Specimen Requirements
	Requirement
	Instruction

	Accepted specimen
	Direct anterior nasal swab only.

	Collection
	Insert swab approximately 1.5 cm into one nostril, rotate against the nasal wall five times, and repeat in the other nostril with the same swab.

	Timing
	Test immediately when possible; otherwise hold the dry swab at 2-8 C for no more than 2 hours.

	Transport media
	Not accepted. Do not place the swab in viral transport medium, saline, or liquid Amies medium.

	Rejection
	Reject leaking, unlabeled, visibly contaminated, wrong-type, or expired-hold-time specimens.



6. Warnings and Precautions
For in vitro diagnostic simulation only; follow institutional standard precautions.
Do not reuse the cassette, tube, cap, or swab.
Keep the cassette level during incubation.
Do not interpret a result before 10 minutes or after 15 minutes.
7. Quality Control
Internal control: a C line must appear on every patient or external-control cassette. Absence of C makes the result invalid regardless of other lines.
External QC: test both the positive and negative control swabs on each new shipment, each new lot, and once every 30 calendar days while a lot is in use. Also test both controls after storage outside 2-30 C, when a new operator first performs testing, or when directed by the POCT coordinator. Patient testing may proceed only after both controls are acceptable.
If either external control is unacceptable, repeat that control once with a new cassette. If the repeat fails, stop patient testing, quarantine the affected lot, document the event, and notify the POCT coordinator. Do not test a patient on another cassette from the affected lot.
8. Patient Test Procedure
Verify two patient identifiers, operator authorization, kit lot, and expiration date.
Label one extraction tube with the patient identifier and add the entire contents of one buffer ampule.
Place the swab into the tube. Rotate it at least 10 times while pressing the swab head against the tube wall.
Wait 1 minute. Squeeze the tube around the swab head while removing the swab; discard the swab.
Attach the dropper cap. Open one cassette pouch, place the cassette on a level surface, and record the cassette lot.
Add exactly 4 drops to the sample well. Start the timer immediately.
Read at 10 minutes. A result may be read through 15 minutes; do not report any interpretation made after 15 minutes.
Record the result as Influenza A Detected, Influenza B Detected, A and B Detected, Not Detected, or Invalid.
9. Interpretation of Test Lines
	Line pattern
	Interpretation

	C only
	Not Detected for influenza A and B.

	C + A
	Influenza A Detected.

	C + B
	Influenza B Detected.

	C + A + B
	Influenza A and Influenza B Detected; notify the responsible clinician and collect a specimen for laboratory confirmation.

	No C line
	Invalid, even if A or B is visible.



10. Repeat and Confirmatory Testing
Repeat an Invalid result once using a new cassette and the remaining extract if tested within 15 minutes of preparation. If insufficient extract remains or the repeat is also Invalid, recollect a new specimen and send it to the laboratory.
A Not Detected result does not exclude influenza. If clinical suspicion remains high, collect a new specimen for a laboratory molecular assay.
Do not repeat a Detected result solely because the test line is faint; any visible A or B line read within the allowed window is positive.
11. Limitations
Negative results are presumptive and must be interpreted with clinical findings and circulating disease activity.
False-negative results may occur with low antigen levels, improper collection, testing after day 4 of illness, or failure to follow timing instructions.
False-positive results may occur through contamination or nonspecific reactivity.
Performance has not been established for asymptomatic screening, patients younger than 2 years, nasal wash/aspirate, nasopharyngeal swabs, or specimens in transport media.
The assay does not distinguish viable from nonviable virus and does not identify subtype, strain, or antiviral susceptibility.
12. Result Interpretation and Reporting
A Detected result indicates antigen was detected; it does not by itself establish contagiousness.
A Not Detected result does not rule out influenza and must not be the sole basis for treatment or infection-control decisions.
A dual A/B result is reportable but requires clinician notification and laboratory confirmation.
Invalid results are not reportable as patient results.
13. Cleaning and Maintenance
No instrument maintenance is required. Clean the reusable timer and work surface at the beginning and end of each testing session and after contamination.
Do not wipe or disinfect a cassette after specimen has been added; discard it in biohazard waste.
Inspect stored kits weekly for temperature excursions, moisture damage, and expired components.
14. Troubleshooting
	Message / observation
	Operator action

	No C line
	Check drop count, cassette position, expiration, and timing; repeat once as described in Section 10.

	Background obscures lines at 15 minutes
	Report Invalid and recollect; do not extend the read time.

	External QC failure
	Repeat the failing control once, then quarantine the lot and notify POCT if failure persists.

	Buffer spill or insufficient volume
	Discard the tube and begin again with a new specimen and components.



15. Operator Responsibilities
Maintain current training and annual competency authorization.
Confirm patient identity, specimen acceptability, timing, line pattern, and control validity before reporting.
Enter results manually into the EHR and document kit lot, cassette expiration, operator ID, collection time, read time, and required follow-up.
Immediately report dual A/B detection and follow local isolation and notification policies.
16. Documentation and Records
Patient results are manually entered into the EHR; there is no electronic device interface.
Record external QC results, lot numbers, expiration dates, date/time, operator ID, and corrective action on the approved electronic QC log.
Retain the test cassette only until result entry is verified; then discard it. Do not photograph cassettes unless local policy authorizes image retention.
Document rejected specimens and temperature excursions in the POCT quality-event system.
17. Technical Support
For this fictional exercise, contact the local POCT program before removing the RespiraNow Duo Ag from service. “Northstar Diagnostics Technical Support” and all contact pathways described in this document are fictional.
18. Symbols and Terminology
	Term
	Meaning

	Invalid
	No reportable target result; repeat or follow the stated escalation pathway.

	Internal control
	Built-in process check evaluated with each test.

	External QC
	Separate control material tested by the operator.

	EHR
	Electronic health record.
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