
INDICAIDTM Early Detection Pregnancy Test Strips

This product has been cleared by the U.S. Food and Drug Administration (FDA) under 510(k) for the detection of human chorionic gonadotropin (hCG) in urine, as an aid in the early detection of pregnancy. Results 
should be interpreted according to the instructions and followed up with a healthcare provider for confirmation and care guidance.
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PRODUCT CONFIGURATIONS

PERFORMANCE

REGULATORY STATUS

STORAGE CONDITIONS ORDERING INFORMATION
Catalog number: IND-DC-HCG-25PPK
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Provided upon request

Provided upon request

Provided upon request

144 kits / 3600 tests

10810113420469

00810113420462

25

810113420462

Pallet quantity

Pallet dimensions

Pallet weight

Case quantity

Case GTIN

Retail GTIN

Tests per kit

UPC

Contents

Case dimensions

Kit dimensions (in)

Urine

Provided upon request

.15 lb

25 Individually packaged test strips, 
instructions for use

Provided upon request

2.5” x 2.5” x 4.75”

Specimen type

Case weight

Kit weight

Validated for early pregnancy detection up to 6 days 
before missed period

3 minutesTime to result

Analytical Performance

>99% at 10 mIU/mLSensitivity

FDA 510(k) - cleared (K240643)

Non-prescription home testing

36 months

Eligible for HSA/FSA reimbursement 

35–86°F (2–30°C); do not freeze

HSA/FSA eligible

Storage

OTC use

Shelf life

FDA clearance

phasescientificamericas.com

INTENDED USE
Rapid chromatographic immunoassay    |   FDA 510(k) cleared (K240643)    |   Over-the-counter (OTC) use

The INDICAID™ hCG Early Result Pregnancy Test Strip is a rapid chromatographic immunoassay 

intended for the qualitative detection of human chorionic gonadotropin (hCG) in urine, as an aid in early 

detection of pregnancy.

Detects pregnancy up to 6 days 
before the missed period

Clear results in  
3 minutes

Early Detection Fast answers

Simple, affordable testing with 
no instrumentation required

At-home testing with no 
instruments required

Accessible Discreet

Intended for over-the-
counter (OTC) self-testing 

by lay users

Authorized population Setting

Clinical indication

Over-the-counter (OTC),  
non-prescription home use

For early detection of pregnancy, as early as six 6 days before 
the missed period. Results should be confirmed and followed 

up with a healthcare provider for clinical decision-making.

LIMITATIONS
	→ As with any diagnostic test, a confirmed pregnancy diagnosis 

should be made by a healthcare provider after evaluating all clinical 
and laboratory findings

	→ Negative results may occur if the test is taken too early or if urine 
is too diluted; repeat testing after a few days is recommended if 
pregnancy is still suspected

	→ Positive results should be confirmed by a healthcare provider

	→ Certain fertility treatments or medical conditions involving hCG 
may cause false results


