
The LabReady® GBS device is a sample 
collection, transport, and culture device 
that employs Lim broth as the culture 
medium.  The medium is Todd Hewitt 
Base made up of beef heart infusion, 
peptone, and yeast extract.  The basal 
medium is formulated to provide the 
necessary nutrients for the development 
of streptococci. Carbon and energy 
are supplied by glucose.  Disodium 
phosphate and sodium carbonate serve 
as buffers which ultimately protect the 
hemolysin from the acids produced during 
the fermentation of the carbohydrate. 
Colistin and nalidixic acid are added as 
inhibitory agents toward gram-negative 
microorganisms.  

After collection, the sample is inserted 
into the LabReady® GBS device.  The 
device senses the insertion of the sample, 
and begins an 18-20 hour incubation 
period with an enrichment temperature of 
36 +/-  1°C.  The device has light indicators 
for incubation start (solid green light), 
incubation complete (flashing green light), 
and temperature out of target range or 
battery low power (red light).  The sample 
is ready for analysis at the end of this 
period, eliminating the need for a primary 
enrichment in the laboratory.

COMPONENTS
The LabReady® GBS device is composed 
of the following parts:

The Lim broth is sterilized by autoclave. 
The vial, swab, and related components 
containing or potentially in contact with 
sample are sterilized through gamma-
irradiation.  The sterile vial is filled with 
Lim broth and combined with the swab 
and related components under aseptic 
conditions.
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VAX-IMMUNE™ DIAGNOSTICS 
LABREADY® GBS

  Cat No.  XXX   
  Vax-Immune LabReady® GBS Device 
  24 devices per box

INDICATION FOR USE
Vax-Immune Diagnostics LabReady® 
GBS device is intended for the collection, 
transport, and selective enrichment of 
group B streptococci (Streptococcus 
agalactiae) from vaginal-anorectal swab 
specimens collected from antepartum 
women at 35-37 weeks gestation via 
incubation of the specimen in Lim broth at 
35-37°C for 18 hours.

SUMMARY
Approximately 10-35% of women are 
asymptomatic carriers of group B 
streptococci (GBS) in the genital and 
gastrointestinal tracts.  (1) GBS remains 
a leading cause of serious illness and 
death in newborn populations, and 
therefore, the detection of GBS in the 
vaginal-anorectal area is critical to the 
prevention of neonatal GBS disease. 
Several surveys have been conducted that 
show the incidence of neonatal sepsis 
and meningitis due to GBS is currently 
0.5-3 cases per 1,000 live births, although 
there are substantial geographical and 
racial differences.  (2) The case-fatality 
ratios are now declining due to prompt 
recognition and proper treatment.  (3) 
Because group B streptococci produce 
asymptomatic disease in adult women, it 
is important to identify the carrier state so 
that effective therapeutic intervention can 
be implemented.

The Center of Disease Control (CDC) 
recommends the screening of all pregnant 
women for vaginal and rectal GBS 
colonization between 35 and 37 weeks 
of gestation using an enrichment broth 
followed by a detection method. 
 
Szilagy, Lim, and Jones, et al., in 
1978, 1982, and 1983-84, respectively, 
conducted studies using Todd Hewitt 
broth with various supplements for use 
in the rapid identification of maternal 
carriers and infants colonized with group 
B streptococci. (6-9) Szilagy, et al., 
supplemented the broth with 5% sheep 
blood, gentamicin and nalidixic acid. 
(6) Lim, et al., added colistin instead of 
gentamicin (7), and Jones, et al., further 
added yeast extract (8-9).

FORMULA
The device contains Lim broth.  Lim broth 
contains the following ingredients per liter 
of deionized water:

  Todd Hewitt Broth 30.0g

  Yeast Extract 10.0g

  Nalidixic Acid 15.0mg

  Colistin Sulfate 10.0mg

Final pH 7.6 +/- 0.2 at 25°C.

STORAGE AND SHELF LIFE
n The expiration date on the product  
 label applies to the product in its intact  
 packaging when stored at 2-25°C.
n It is recommended that the device be  
 stored at room temperature.
n If stored in a refrigerator, allow the  
 device to warm up to room temperature  
 for at least an hour before inoculating.  
 This minimizes thermal shock to the  
 bacteria.
n Storage temperature must be carefully  
 monitored on a daily basis.  Do not  
 store device adjacent to the freezer  
 compartment of the refrigerator.  Device  
 that has been frozen even for brief  
 periods of time must be discarded.
n Do not use the device beyond the  
 expiration date stated on each package.
n For healthcare provider: do not use the  
 device if shrink wrap seals on cap or  
 body of device are missing, unsealed,  
 or broken.
n For laboratory technician: do not use if  
 shrink wrap seals on body or vial of  
 device are missing, unsealed, or broken.

PRECAUTIONS
n Federal law restricts this device  
 to sale by or on the order of a licensed  
 practitioner.
n Do not reuse.  
n Always swab the vagina before  
 swabbing the anus.  To prevent fecal  
 matter introduction into the vagina,  
 never swab the vagina after swabbing  
 the anus.
n This product contains non-rechargeable,  
 lithium batteries.  Keep batteries away   
 from direct sunlight, high temperature,  
 and high humidity.
n This Lim broth may contain components  
 of animal origin. Certified knowledge  
 of the origin and/or sanitary state of the  
 animals does not guarantee the  
 absence of transmissible pathogenic  
 agents.  Therefore, it is recommended  
 that the Lim broth be treated as  
 potentially infectious, and handled  
 observing the usual universal blood  
 precautions. Do not ingest, inhale, or  

 allow the Lim broth to come into contact  
 with skin.
n This product is for in vitro diagnostic  
 use only.
n The collection of the clinical sample  
 should only be performed by adequately  
 trained and qualified healthcare   
 providers.
n The laboratory testing should only be  
 performed by adequately trained and  
 qualified laboratory personnel.
n Observe approved biohazard
 precautions and aseptic techniques.
n All laboratory specimens should  
 be considered infectious and handled  
 according to standard precautions (see  
 the “Guidelines for Isolation  
 Precautions” available on the CDC  
 website).
n For additional information regarding  
 specific precautions for the prevention  
 of the transmission of all infectious  
 agents from laboratory instruments  
 and materials, and for recommendations   
  for the management of exposure to  
 infectious disease, refer to CLSI  
 document M-29: Protection of  
 Laboratory Workers from  
 Occupationally Acquired Infections:  
 Approved Guideline.
n Sterilize all biohazard waste before  
 disposal. After use, the swab, media,  
 vial, and any components, in contact  
 with patient sample must be sterilized  
 by incineration or in an autoclave  
 before disposal (121°C for 30 minutes is  
 recommended as a minimum).
n Care should be taken to avoid contact  
 with skin, eyes, or mucous membranes  
 when handling culture media or any  
 laboratory reagent or chemical. If  
 contact occurs, flush immediately with  
 running water. Contact a physician or  
 hospital if irritation exists.
n To maintain organism viability, extreme  
 temperatures outside of 2-37°C should  
 be avoided during device transportation  
 after collection.

SDS
The Lim broth does not require a Safety 
Data Sheet under the Occupational Health 
and Safety Administration standard 
entitled “Hazardous Communication” 29 
CFR 1910.1200 for the United States, and 
Regulation (EC) No 1272/2008 for Europe.
Additionally, the product does not meet 
the criteria for W.H.M.I.S. classification as a 
controlled product.  As a result, a W.H.M.I.S. 
Safety Data Sheet is not required (in 
Canada) for this product.

HEALTHCARE PROVIDER INSTRUCTIONS 
Before using, read entire Instructions for Use
Instructions are also available at www.vaximmune.com.

Cap with Swab Attached

Tube with
Swab Inside

Vial Cap

Battery

Circuit Board

Light 
Indicators

Vial

Green
(Left)

Red
(Right)

PULL TAB 
FROM TOP

Pull shrink wrap tab 
from the top of cap. 
NOTE: Do not pull 
tab with red strip at 
the bottom.

1 Unscrew cap 
counterclockwise. 
Two-piece neck 
ring will disengage. 

2

Remove swab from 
device. 3

VAGINA

 Swab vagina.4

ANUS

Insert same swab 
into the ano-rectum 
through anal  
sphincter.

5
Reinsert swab into 
device and screw 
cap until tight. 

6

SOLID GREEN 
(LEFT)

LIGHT MEANS
READY

Solid green light 
(left) indicates 
process has 
begun.

7

FLASHING 
RED (RIGHT)
LIGHT MEANS

ERROR

Flashing red light (right) 
indicates an error has 
occurred. If flashing red, 
discard unit and recollect 
sample from patient.

Transport device 
at 2-37°C to the 
laboratory for 
testing within five 
days.

Place patient label 
around cap of  
device.
 

PATIENT 
LABEL

AROUND 
CAP

8 9

WARNING: Neck ring 
pieces will fall away; 
be prepared to collect.

TURN OVER TO VIEW LABORATORY  
TECHNICIAN INSTRUCTIONS



INTERPRETATION OF RESULTS
Consult the manufacturer’s package insert for interpretation of the test method employed for 
GBS antigen detection.

LIMITATIONS
1. This is not a diagnostic device.  The media in this device is a selective enrichment broth.  It is  
 recommended that biochemical, immunological, or molecular testing be performed to  
 identify the presence of Streptococcus agalactiae. 
2 Subculturing to an appropriate agar media may need to be performed (latex agglutination  
 assay) for complete identification.  For more information, consult appropriate references.

MATERIALS REQUIRED BUT NOT PROVIDED
Standard microbiological supplies such as a pipette for removal of cultured sample and 
materials for performing a diagnostic assay are not provided. 

QUALITY CONTROL AT LIM BROTH MANUFACTURER
Each lot of commercially manufactured media is tested using appropriate quality control 
microorganisms and quality specifications.  The following organisms are routinely used 
for testing:
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SHELF-LIFE 
Devices are stable up to 18 months after manufacturing based on testing, using appropriate 
quality control microorganisms and quality specifications similar as outlined above.

USER QUALITY CONTROL
If dictated by laboratory quality control procedures or regulation, perform quality control 
testing to demonstrate growth (positive reaction) and/or to demonstrate inhibition (negative 
reaction) as listed in the table above.  For more information on QC see references 4-5.

Streptococcus agalactiae  24hr 35°C Aerobic 
ATCC ® 12386   

Proteus mirabilis  24hr 35°C Aerobic 
ATCC ® 12453  

Escherichia coli  24hr 35°C Aerobic
ATCC ® 25922  

Pseudomonas aeruginosa  24hr 35°C Aerobic 
ATCC ® 27853  

 TEST ORGANISMS RESULTS

      

TIME               TEMPERATURE        ATMOSPHERE

Growth; beta-hemolytic 
colonies upon subculture 
to Blood Agar

Partial to complete 
inhibition

Partial to complete 
inhibition

Partial to complete 
inhibition

Catalog Number 

In Vitro Diagnostic Use

Manufacturer

Batch Code (Lot)

Consult Instructions for Use

Do Not Reuse

Temperature Limitation

Use By (YYYY-MM-DD)

Do Not Use if Open or Damaged

Proper waste disposal

Sterile assembly

INCUBATION

LABORATORY TECHNICIAN INSTRUCTIONS
Before using, read entire Instructions for Use
Instructions are also available at www.vaximmune.com.
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FLASHING 
GREEN (LEFT)
LIGHT MEANS

READY

     Upon receiving 
device, ensure indicator 
is flashing green (left) 
signaling incubation is 
complete.

1

SOLID GREEN 
(LEFT)

LIGHT MEANS
WAIT

If solid green light (left), 
wait until light starts 
flashing green. NOTE: 
This could take up to 
18-20 hours after sample 
collection.

FLASHING 
RED (RIGHT)
LIGHT MEANS

ERROR

Flashing red light (right) 
means error has occurred. 
This indicates sample 
may not be adequately 
prepared. 
ACTION REQUIRED: 
• Immediately contact 
 clinic to recollect sample
• Laboratory may elect  
 to run test and report  
 only GBS positive results

        Pull red strip tab from 
bottom and unzip shrink 
wrap from body of device.

2    Gently open two white 
foam halves of device. 

WARNING: Vial cap may 
fall out as it is located in 
foam below the batteries.

Discard empty foam half.

3

         Set vial cap  
(beneath batteries) aside 
for use in step 11. 

4          Remove swab 
with vial in circuit board 
from white foam half. 
Then discard remaining 
foam half.

5

       Using cap, pull 
swab with vial out of 
circuit board.

Place circuit board 
aside for use in step 15.

6         Pull gold strip tab 
down and unzip shrink 
wrap from swab with vial.

7 

         Place patient 
label on vial.

8

LABEL
VIAL IM

P
O

R
T
A

N
T

!

         Using gloves and 
holding cap upright, 
unscrew cap and 
PARTIALLY REMOVE 
swab by pulling upwards 
out of tube until pressure 
is released. DO NOT 
remove swab completely. 

9

WARNING: Complete step 9 prior to moving to 
step 10 to eliminate any liquid splatter.

             Unscrew 
vial from tube. 
Place tube (with 
swab still inside) 
aside. 

10          Close vial 
by screwing on vial 
cap (from step 4). 
Proceed to either 12a 
or 12b. 

11

                   
To use vial as 
sample source 
(recommended): 
Obtain sample from 
vial. Refer to step 14 for 
disposal of all materials. 

12a                      
To use swab as sample 
source: Pull out 
swab from tube and 
use swab as sample 
source. Refer to step 
14 for disposal of all 
materials.  

12b

           Test sample using standard GBS identification 
methods (e.g., Latex Agglutination, Nucleic Acid 
Amplification/ PCR, Chromogenic Media, etc.)

13

             Dispose 
of contaminated 
component(s) 
(swab, tube, vial) in 
hazardous waste. 
NOTE: Capped sample 
vial may be stored 
for later testing or 
retesting. 

14  

            Place circuit 
board with batteries 
and foam ring in 
box provided by 
manufacturer and return 
full box to manufacturer.

END OF INSTRUCTIONS

15


