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Reference (clinical background): FDA. FDA Clears First Blood Test Used in Diagnosing Alzheimer’s Disease (2025). EDA publication. The FDA reference describes a different
assay.
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https://www.fda.gov/news-events/press-announcements/fda-clears-first-blood-test-used-diagnosing-alzheimers-disease
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AB42 Rapid Test

For professional in vitro use | Human serum / EDTA plasma

Intended Use

For qualitative detection of elevated amyloid-beta 42
(AB42) in human EDTA-anticoagulated plasma or serum
as an aid to assessment. Interpret the result with the
medical history, clinical findings and other appropriate
tests. This test alone cannot diagnose or exclude
Alzheimer's disease.

Summary

AB42 is a biomarker associated with amyloid pathology
research. Results depend on the analytical method,
specimen type and pre-analytical handling; values from
different methods or matrices are not automatically
interchangeable. This single-analyte test is qualitative
and does not provide an exact AB42 concentration.

Test Principle

The test uses a colloidal gold immunochromatographic
double-antibody sandwich method. AB42 in the specimen
binds gold-labeled anti-AB42 antibody, migrates along the
membrane and is captured by a second anti-Ap42
antibody coated at T to form a visible band. C is an
internal procedural control. With a valid C line, Cand T
together indicate elevated AB42.

Reagents and Materials

Pack sizes: 1, 5, 10, 20 or 25 tests/box; see the box label
and packing list for the actual configuration. Each test
uses a test device, 1 drop of specimen and 3 drops of
matching buffer. Also required: timer, specimen labels
and personal protective equipment.

Specimen Collection and Test Procedure

Pack sizes: 1, 5, 10, 20 or 25 tests/box; see box label | Specimens: EDTA plasma or serum

Specimen Collection and Handling

Use EDTA-anticoagulated plasma or serum. Trained
personnel should collect venous blood using standard
procedures: use an EDTA collection tube for plasma and
a serum tube for serum. Separate specimens according
to the tube manufacturer's instructions and laboratory
procedures; test the separated plasma or serum. ldentify
each specimen and prevent cross-contamination. Follow
product-validated specimen stability, storage and
transport requirements. Do not substitute whole blood or
plasma collected with another anticoagulant for the
confirmed specimen types.

Storage and Stability

Follow the storage conditions and expiry date on the
product label. Keep sealed, dry and away from direct
sunlight. Do not use expired, damp or damaged products.
Open immediately before use and test promptly; do not
mix reagents from different lots or products.

Warnings and Precautions

For trained personnel for in vitro testing. Handle human
specimens as potentially infectious, use suitable personal
protective equipment and prevent cross-contamination.
Do not reuse test devices or single-use materials. Use
the supplied matching buffer and do not mix reagents
from different lots or products. Follow the application
procedure and reading time; dispose of waste according
to applicable requirements.

01 Collect and separate

Trained personnel collect venous blood and separate per tube and
lab instructions. Use only separated EDTA plasma or serum.

03 Add buffer

Add 3 drops of supplied buffer to the same S well. Avoid bubbles
and start timing immediately.
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02 Add specimen

A

| 1 drop

— n S
Lay the cassette flat. Add 1 drop of separated EDTA plasma or
serum to the single S well.

04 Read and record

Read and record at 10 minutes.
Do not interpret at 15 minutes or later.
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AB42 Rapid Test

For professional in vitro use | Human serum / EDTA plasma

Pack sizes: 1, 5, 10, 20 or 25 tests/box; see box label | Specimens: EDTA plasma or serum

Test Procedure Interpretation of Results

1. Check package integrity and expiry. Prepare reagents C +T: elevated C only: elevated not No C: invalid
and specimen according to product instructions, indicated indicated R .
identify the device and specimen, and place the . , . : l ‘
cassette level. B . . N

2. Add 1 drop of EDTA-anticoagulated plasma or serum S
to the only S well, followed by 3 drops of the supplied
buffer. Avoid bubbles and start timing immediately C and T present: elevated AB42 is indicated under this
after adding the buffer. test's reading rule; read any visible T line, including a faint

3. Observe and record the result at 10 minutes after line. C only, with no T: elevated AB42 was not indicated
application. Results at 15 minutes or later are invalid by this test. C absent: invalid regardless of T; repeat
and must not be interpreted. If C is absent, repeat using a new cassette. None of these results alone
using a new cassette. diagnoses or excludes Alzheimer's disease. Do not infer

. an unvalidated quantitative concentration from band
Quality Control . .
intensity.
C must appear in every valid test; absence of C makes —— . .
the result invalid. C monitors migration but does not Limitations and Testing Recommendations

establish adequate specimen collection or correct AB42 This test cannot alone diagnose or exclude Alzheimer's
concentration. Use appropriate external controls disease or independently establish cerebral amyloid
according to laboratory quality procedures. pathology. The concentration cutoff for a positive result is

not specified; a result cannot establish whether the
clinical reference range is exceeded. Interpret with
quantitative testing and clinical information. Results may
be affected by sampling, pre-analytical handling, methods
and patient clinical status; investigate discordant, invalid
or difficult-to-read results.

Comparison with a Chemiluminescence Assay

A total of 160 specimens were compared with a chemiluminescence method: 60 comparator-positive and 100
comparator-negative; the comparator's classification threshold remains to be confirmed. The following figures describe
agreement for the supplied groups, not diagnostic sensitivity, specificity or accuracy for Alzheimer's disease.

‘ Test result Comparator positive Comparator negative
59 2 61

Positive
Negative 1 98 99
Total 60 100 160
Positive percent agreement: 98.33% Negative percent agreement: 98.00% Overall percent agreement: 98.13% (95%
(95% CI 91.14%-99.71%) (95% CI 93.00%-99.45%) Cl1 94.63%-99.36%)

Two-sided 95% Wilson confidence intervals; overall percent agreement rounded half-up.
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Reference (clinical background): FDA. FDA Clears First Blood Test Used in Diagnosing Alzheimer’s Disease (2025). EDA publication. The FDA reference describes a different
assay.
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