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WHO Emergency Use Assessment and Listing for EVD IVDs 

PUBLIC REPORT 
 

Product: STANDARD™ Q Ebola Zaire Ag 
EUAL Number: EAE 0444-117-00 

 
Abstract 

 
In order to respond to the urgent need for quality-assured in vitro diagnostics in the 
event of Ebola Virus Disease (EVD) outbreak, WHO has established a WHO Emergency 
Quality Assessment Mechanism of In Vitro Diagnostics (IVDs) for EVD. It consists of 
review of any existing evidence of safety and performance; desktop review of selected 
manufacturing and quality management systems documentation and limited laboratory 
evaluation of the product. 

 

STANDARD™ Q Ebola Zaire Ag with product code 05EZ10 (CE-marked version) 
manufactured by SD Biosensor Inc. 16, Deogyeong-daero 1556beon-gil, Yeongtong-gu, 
Suwon-si, Gyeonggi-do, 16690, Republic of Korea was listed as eligible for WHO 
procurement on 8 September 2015. This public report was amended on 20 February 2019 
to reflect the inclusion of the latest Instructions for Use and an update to the product 
name. 

 

Intended use: STANDARD Q Ebola Zaire Ag is a chromatographic immunoassay for the 
presumptive qualitative detection of Ebola Zaire virus disease in whole blood, plasma or 
serum from individuals with signs and symptoms of Ebola virus infection in affected 
areas in conjunction with relevant epidemiological risk factors. This assay is intended for 
professional use, only for an initial screening test. 

 

Intended user: Professional use only. 
 
Principle SD Q Line Ebola Zaire Ag test device has 4 pre-coated lines, “T1” (Test 
line 1), “T2” (Test line 2), “T3” (Test line 3) and “C” (Control line). Mouse monoclonal 
antibodies specific to Zaire Ebola virus glycoprotein (GP) and mouse monoclonal 
antibodies specific to Zaire Ebola virus nucleoprotein (NP) and mouse monoclonal 
antibodies specific to Zaire Ebola virus viral matrix protein(VP40) are on the test region 
(“T1”, “T2” and “T3”) separately. Mouse monoclonal antibodies specific to Zaire Ebola 
virus GP, NP and VP40 – colloid gold conjugate reacts with the Zaire Ebola virus in the 
specimen. They move along the membrane chromatographically to the test region 
(“T1”, “T2” and “T3”) and form a visible line as the antibody-antigen-antibody gold 
particle complex with high degree of sensitivity and specificity. Three test lines and 
control line in the result window are not visible before applying any specimen. The 
control line is used for procedural control and should always appear if the test 
procedure is performed correctly. 
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The STANDARD™ Q Ebola Zaire Ag kit contains sufficient reagents to process 25 
specimens or quality control samples. The kit contains the following: 

Components of STANDARD™ Q Ebola Zaire Ag kit  25 Tests/Kit   05EZ10 

Test Device 25 

Positive Control swab 1 
Negative Control swab 1 
Control swab extraction buffer (0.3ml/tube) 2 
Disposable dropper 25 
Disposal bag 25 
Instructions for use: 1 

 

Materials required but not provided: 
Name 

Timer or watch  

Materials required for venipuncture whole blood specimen collection 

Materials required to obtain a fingerstick whole blood specimen 

 
Storage: 
Store the test kit at 2 to 40°C. Do not freeze the kit components. 
*Note: When kit is stored at refrigerator, all kit components must be brought to room 
temperature (15 to 40°C) minimum 30 minutes prior to use. 

 
 

Background information 
 
SD Biosensor Inc. submitted an expression of interest for WHO emergency quality 
assessment of STANDARD™ Q Ebola Zaire Ag on 9 February 2015. 

 

1. Product dossier assessment 
 

SD Bionsensor Inc., submitted documentation in support of safety and performance for 
STANDARD™ Q Ebola Zaire Ag as per the “Invitation to Manufacturers of Ebola Virus In 
Vitro Diagnostics to Submit an Expression of Interest (EOI) for Emergency Assessment by 

WHO”.11 The information submitted in the product application was reviewed by WHO 
staff and external experts (reviewers) appointed by WHO. The findings of the reviews 
were reported in accordance with “Emergency Quality Assessment Mechanism of In 
Vitro Diagnostics for Ebola Virus Protocol for the Review of Documentary Evidence of 
Safety, Quality and Performance” (document number WHO PQDx_0188 v0.2). 

 

Safety and performance documentation assessment conclusion: acceptable. 

                                                 
1 Invitation to manufacturers of Ebola virus in vitro diagnostics to submit an Expression of 

Interest (EOI) for emergency assessment by WHO. Accessed on 24 November 2014 at 
http://www.who.int/diagnostics_laboratory/141002_revised_invitation_to_mx_of_ebola_virus_dia
gnostics_rc.pdf?ua=1 

 

http://www.who.int/diagnostics_laboratory/141002_revised_invitation_to_mx_of_ebola_virus_diagnostics_rc
http://www.who.int/diagnostics_laboratory/141002_revised_invitation_to_mx_of_ebola_virus_diagnostics_rc
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2. Review of quality management documentation 
 
To establish the eligibility for WHO procurement, SD Biosensor Inc. was asked to 
provide up-to-date information about the status of their quality management system. 

 

Based on the review of the submitted quality management system documentation, it 
was established that sufficient information was provided by SD Biosensor Inc. to fulfil 
the requirements described in the “Invitation to manufacturers of Ebola Virus In Vitro 
Diagnostics to submit an Expression of Interest (EOI) for Emergency Assessment by 
WHO”. 

 

Quality management documentation assessment conclusion: acceptable. 
 

3. Laboratory evaluation 
 

The STANDARD™ Q Ebola Zaire Ag kit was assessed in a blinded, cross-sectional study 
to aiming at determining the comparative performance of several antigen detection 
tests for EVD. The performance evaluation was conducted in two separate arms, one 
prospective, using fresh, whole blood specimens and a retrospective arm on a selected 
set of archived, de-identified plasma specimens. Results were compared to 
conventional molecular testing with RT-PCR using the RealStar Filovirus Screen RT-PCR 
Kit 1.0 (altona Diagnostics GmbH) as benchmark assay. The archived specimens were 
selected to reflect representative populations seen in 1) passive case-finding (i.e. EVD 
identified in symptomatic patients who have arrived at a treatment center) and 2) active 
case-finding (i.e. EVD identified in individuals actively sought by healthcare workers 
from among case contacts and other at-risk individuals in the field). There was no 
study-related follow-up and study results were not used for patient care. 
Retrospective specimens were obtained from: EU Mobile Lab (Hastings), Nigeria 
Mobile Laboratory (Kambia), PHE Laboratories (Kerrytown, Port Loko, Makeni). Whole 
blood specimens were collected from the Public Health England (PHE) laboratory in 
Makeni, Sierra Leone. 

 

A total of 446 initial patient specimens were selected, comprising 100 fresh whole 
blood specimens and 346 stored plasma specimens. 

 

Performance of the STANDARD™ Q Ebola Zaire Ag kit when compared with the 
RealStar Filovirus Screen RT-PCR Kit 1.0 (altona Diagnostics GmbH): 

 

 Number tested Performance (95% CI) 

Sensitivity on whole blood and plasma 126 84.9%  (78.6–91.2) 

Specificity on whole blood and plasma 289 99.7 %  (99.1–100.0) 

 

Laboratory evaluation conclusion: acceptable. 
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Scope and duration of procurement eligibility 
 
The STANDARD™ Q Ebola Zaire Ag kit with product code 05EZ10 manufactured by SD 
Biosensor Inc. is considered to be eligible for WHO procurement. The assay may be 
used to test symptomatic individuals for EVD. This listing does not infer that the 
product meets WHO prequalification requirements and does not mean that the 
product is listed as WHO prequalified. 

As part of the on-going requirements for listing as eligible for WHO procurement, SD 

Biosensor Inc. must engage in post-market surveillance activities to ensure that the 
product continues to meet safety, quality and performance requirements. SD Biosensor 

Inc. is required to notify WHO of any complaints, including adverse events related to 
the use of the product within 7 days. Furthermore, WHO will continue to monitor the 
performance of the assay in the field. 

WHO reserves the right to rescind eligibility for WHO procurement, if additional 
information on the safety, quality and performance comes to WHO’s attention during 
post-market surveillance activities. 

 

Commitment to WHO 

Participation in further WHO coordinated studies as requested. 
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Labelling 

1. Instructions for Use 



EXPLANATION OF THE TEST
[Principle] STANDARD Q Ebola Zaire Ag test device has 4 pre-coated lines, “T1”(Test line 1), “T2”(Test line 2), “T3”(Test line 3) 
and “C”(Control line). Mouse monoclonal antibodies specific to Zaire Ebola virus glycoprotein(GP) and mouse monoclonal 
antibodies specific to Zaire Ebola virus nucleoprotein(NP) and mouse monoclonal antibodies specific to Zaire Ebola virus 
viral matrix protein(VP40) are on the test region(“T1”, “T2” and “T3”) separately. Mouse monoclonal antibodies specific to 
Zaire Ebola virus GP, NP and VP40 – colloid gold conjugate react with the Zaire Ebola virus in the specimen. They move along 
the membrane chromatographically to the test region(“T1”, “T2” and “T3”) and form a visible line as the antibody- antigen-
antibody gold particle complex with high degree of sensitivity and specificity. Three test lines and control line in the result 
window are not visible before applying any specimen. The control line is used for procedural control and should always 
appear if the test procedure is performed correctly.
[Intended Use] STANDARD Q Ebola Zaire Ag is a chromatographic immunoassay for the presumptive qualitative detection of 
Ebola Zaire virus disease in whole blood, plasma or serum from individuals with signs and symptoms of Ebola virus infection 
in affected areas in conjunction with relevant epidemiological risk factors. This assay is intended for professional use, only 
for an initial screening test.

MATERIALS PROVIDED / ACTIVE INGREDIENTS OF MAIN 
COMPONENTS
[STANDARD Q Ebola Zaire Ag includes]

No. Materials 25 Tests/Kit 

① Test Device 25
② Positive Control Swab 1
③ Negative Control Swab 1
④ Control swab extraction buffer (0.3ml/tube) 2
⑤ Disposable dropper 25
⑥ Disposal bag 25
⑦ Instructions for use 1

[Active ingredients of main components]
• 1 test device included; Gold conjugate (as main component): Mouse monoclonal anti-Zaire Ebola virus GP-conjugated gold 

colloid (OD10±2, 540nm, 7±1.4μl), Mouse monoclonal anti-Zaire Ebola virus NP-conjugated gold colloid (OD10±2, 540nm, 
7±1.4μl), Mouse monoclonal anti-Zaire Ebola virus VP40-conjugated gold colloid (OD10±2, 540nm, 7±1.4μl) / Test Line “1” (as 
main component): Mouse monoclonal anti-Zaire Ebola virus GP (0.63± 0.13μg), Test Line “2” (as main component): Mouse 
monoclonal anti-Zaire Ebola virus NP (0.63±0.13μg), Test Line “3” (as main component): Mouse monoclonal anti-Zaire Ebola 
virus VP40 (0.63± 0.13μg) / Control Line (as main component): Mixture of Recombinant Zaire Ebola virus glycoprotein, 
nucleoprotein and matrix protein antigen (1.38±0.28μg), Nitrocellulose membrane (25±5 x 4.0±0.8mm), Conjugate pad (7±1.4 
x 4.0±0.8mm), Sample pad (13±2.6 x 4.0±0.8mm), Absorbent pad (18±3.6 x 4.0±0.8mm)

• Ebola Zaire Ag Positive Control Swab : Recombinant Zaire Ebola GP Ag (0.5±0.1μg), Recombinant Zaire Ebola NP Ag (0.5±0.1μg), 
Recombinant Zaire Ebola virus VP40 Ag (0.5±0.1μg)

• Ebola Zaire Ag Negative Control swab : 1% BSA (q.s), 100 mM Tris buffer (q.s)
• Control swab extraction buffer : 100 mM Tris Buffer (0.3ml), Proclin 300 (q.s)

MATERIALS REQUIRED, BUT NOT PROVIDED
• Timer

PRECAUTIONS/KIT STORAGE AND STABILITY
1. Store the test kit at 2 - 40°C. DO NOT FREEZE the kit components.

*Note: When kit is stored at refrigerator, all kit components must be brought to room temperature (15 - 40°C) minimum 30  
  min prior to use.

2. Perform the test immediately after removing the test device from the foil pouch. Do not use reagents beyond the stated 
expiration date marked on the label.

3. The shelf life of the kit is as indicated on the outer package.
4. Do not use the test kit if the pouch is damaged or the seal is broken.
5. Silica gel in foil pouch is to absorb moisture and keep humidity from affecting products. If the moisture indicating silica gel 

beads change from yellow to green, the pouch should be discarded.
6. Do not store the test kit in direct sunlight.

WARNINGS
1. For in vitro diagnostic use only. Do not reuse test device.
2. The instructions must be followed exactly to get accurate results. Anyone performing an assay with this product must be 

trained in its use and must be experienced in laboratory procedures.
3. Wear protective gloves while handling specimens. Wash hands thoroughly afterwards.
4. Avoid splashing or aerosol formation.
5. Clean up spills thoroughly using an appropriate disinfectant1.
6. Do not mix and interchange different specimens.
7. When used as directed, test kit reagents present no risk to the user.
8. Do not pipette by mouth.
9. Do not mix reagent of different lots.
10. Avoid contact with all specimens, used test device and potentially contaminated materials, because Ebola virus is highly 

contagious and spreads by direct contact with blood or other body fluids of an infected human.
11. Ebola Zaire Ag Positive Control swab is coated with mixture of recombinant Zaire Ebola virus protein. So it is not contagious.
12. Specimens should always be treated as infectious and/or biohazardous and sample and assay waste should be discarded 

according to local safety regulations.
13. Follow necessary precautions when handling specimens with this test. Use personal protective equipment (PPE) consistent 

with current guideline2.

COLLECTION, STORAGE AND PRECAUTION OF SPECIMEN
[Whole blood]
• Collect the venous whole blood into the anticoagulant (such as heparin, EDTA and sodium citrate) tube.
• The capillary whole blood sample must be tested within one minute immediately after collection.

[Serum or Plasma]
• [Serum] Collect the whole blood into the collection tube (NOT containing anticoagulants such as heparin, EDTA and sodium 

citrate) by venipuncture, leave to settle for 30 minutes for blood coagulation and then centrifuge blood at 1,000g for 10 
minutes to get serum specimen of supernatant. 

• [Plasma] Collect the whole blood into the collection tube (containing anticoagulants such as heparin, EDTA and sodium 
citrate) by venipuncture and then centrifuge (for 10 minutes at 1,000g) blood to get plasma specimen.

• If specimen is not tested immediately, it should be refrigerated at 2 - 8°C up to six days.
• For long term storage, store at -70°C. Avoid freeze-thaw cycles.
• If the serum or plasma specimens are kept in refrigerator or freezer, bring to room temperature (15 - 40°C) for 30 minutes 

prior to use.

[Precaution]
• Hemolyzed samples can lead to impair test results. If a specimen is found to be hemolyzed, do not use the specimen. 
• Use separate disposable dropper for each specimen in order to avoid cross-contamination of specimens which could cause 

erroneous results.
• Discard alcohol swab if package is pierced or damaged. 
• Serum or plasma specimens containing precipitate may yield inconsistent test results. Such specimens must be clarified by 

centrifugation at 1,000g for 10min at 4°C prior to assaying.
• There is a possible risk of false positive results when capillary whole blood is used as a specimen type instead of 

venous whole blood.
• Inappropriate collection and handling for venous and capillary whole blood can produce incorrect results.

PREPARATION OF CONTROL
Insert each control swab(Positive(②) or Negative(③)) into the control swab extraction buffer(④) and swirl the swab for at least 
ten seconds. Remove the swab.

PROCEDURE OF THE TEST (REFER TO FIGURE ON BACK PAGE)
1. Allow all kit components and specimen to come  to room temperature (15 - 40°C) before testing.
2. Remove the test device(①) from the foil pouch prior to use, and place it on a flat, dry surface.

[Using a disposable dropper(⑤)] Apply 3 drops (about 100μL) of prepared control or specimen into the sample port
vertically.
Or, [Using a micropipette] Apply 100μL of prepared control or specimen into the sample port.
*Caution: For specimen volume, the recommended volume (70 - 130µl) is needed to meet normal migration upon test run.

3. As the test begins to work, you will see purple color move across the result window in the center of the test device. Read the 
test result at 20-30 minutes. Do not read after 30 minutes.

4. After test is done, discard used test components into the disposal bag(⑥).

INTERPRETATION OF THE RESULTS (REFER TO FIGURE ON BACK 
PAGE)
[Negative result]
• A color appears on the control (“C”) line only.

IgG/IgM
Ebola

C
M
G

Ebola A
g (Zaire)

C
 3 2 1

Ebola A
g (Zaire)

C
 3 2 1 Blood

◀
 C

 E
b

ol
a 

A
g

 (Z
ai

re
) E

b
ol

a 
A

g
 

◀
 C

 E
b

ol
a 

A
g

 (Z
ai

re
) E

b
ol

a 
A

g
 

◀
 C

 E
b

ol
a 

A
g

 (Z
ai

re
) E

b
ol

a 
A

g
 

◀
 C

 E
b

ol
a 

A
g

 (Z
ai

re
) E

b
ol

a 
A

g
 

◀
 C

 E
b

ol
a 

A
g

 (Z
ai

re
) E

b
ol

a 
A

g
 

◀
 C

 E
b

ol
a 

A
g

 (Z
ai

re
) E

b
ol

a 
A

g
 

90o

35μl

Control line ▶

Test line 2 ▶

Test line 1 ▶

Eb
ol

a 
vi

ru
s A

g 
Eb

ol
a 

vi
ru

s A
g 

Eb
ol

a 
vi

ru
s A

g 
Eb

ol
a 

vi
ru

s A
g 

Eb
ol

a 
vi

ru
s A

g 
Eb

ol
a 

vi
ru

s A
g 

Eb
ol

a 
vi

ru
s A

g 
Eb

ol
a 

vi
ru

s A
g 

Eb
ol

a 
vi

ru
s A

g 
Eb

ol
a 

vi
ru

s A
g 

Eb
ol

a 
vi

ru
s A

g 
Eb

ol
a 

vi
ru

s A
g 

Eb
ol

a 
vi

ru
s A

g 
Eb

ol
a 

vi
ru

s A
g 

Eb
ol

a 
vi

ru
s A

g 
BN

IgG/IgM
Ebola

C
M
G

IgG/IgM
Ebola

C
M
G

4 drops

◀
 C

 E
b

ol
a 

A
g

 (Z
ai

re
) E

b
ol

a 
A

g
 

◀
 C

 E
b

ol
a 

A
g

 (Z
ai

re
) E

b
ol

a 
A

g
 

Negative

GP
Positive

NP&VP40
Positive

GP, NP&VP40
Positive

Invalid

90o

 Ebola Ag (Zaire) Ebola Ag

Blood

Eb
ol

a 
vi

ru
s A

g 
Eb

ol
a 

vi
ru

s A
g 

Eb
ol

a 
vi

ru
s A

g 
Eb

ol
a 

vi
ru

s A
g 

Eb
ol

a 
vi

ru
s A

g 
Eb

ol
a 

vi
ru

s A
g 

Eb
ol

a 
vi

ru
s A

g 
Eb

ol
a 

vi
ru

s A
g 

Eb
ol

a 
vi

ru
s A

g 
Eb

ol
a 

vi
ru

s A
g 

Eb
ol

a 
vi

ru
s A

g 
Eb

ol
a 

vi
ru

s A
g 

Eb
ol

a 
vi

ru
s A

g 
Eb

ol
a 

vi
ru

s A
g 

Eb
ol

a 
vi

ru
s A

g 
BN

Alcohol Prep Pad
DISPOSABLE ALCOHOL SWAB

FOR EXTERNAL USE ONLY

Saturated with 70%
Isopropyl for Disinfection

For professional Use
Do not re-use

IgG/IgM
Ebola

C
M
GC

 E
bo

la
 A

g 
(Z

ai
re

) E
bo

la
 A

g

3 drops

Positive

10 Seconds

Black lineBlood

25μl

50μl

Ebola A
g (Zaire)

C
 T T T

Ebola A
g (Zaire)

C
 3 2 1

1     2    3

[Positive result]
• Zaire Ebola virus Glycoprotein(GP) Positive

The presence of two color lines (“C” and “T1”) within the result window no matter which line appears first, indicates Zaire 
Ebola virus infection.

• Zaire Ebola virus Nucleoprotein(NP) Positive
The presence of two color lines (“C” and “T2”) within the result window no matter which line appears first, indicates Zaire 
Ebola virus infection.

• Zaire Ebola virus Viral matrix protein(VP40) Positive
The presence of two color lines (“C” and “T3”) within the result window no matter which line appears first, indicates Zaire 
Ebola virus infection.

• Zaire Ebola virus GP, NP and VP40 Positive
The presence of four color lines (“C”, “T1”, “T2” and “T3”) within the result window no matter which line appears first, 
indicates Zaire Ebola virus infection.
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LIMITATIONS OF THE TEST
1. The test procedure, precautions and interpretation of results for this test must be followed strictly when testing.
2. This test is limited to the detection of Zaire Ebola virus glycoprotein, nucleoprotein and viral matrix protein in the specimen. 

Detection of other species (Sudan, Bundibugyo, Taï Forest) of Ebola virus is not confirmed yet.
3. Incubation period of Zaire Ebola virus infection is 2 - 21 days after exposure to Zaire Ebola virus. For patients having shown 

symptoms for 3 days or less, or showing mild symptoms, the sample’s viral load could be below the limit of detection. If 
the test result is negative and clinical symptoms are persistent, additional follow-up test using other clinical methods is 
recommended after 3 days from the first test. A negative result does not necessarily mean that there is no possibility of Ebola 
Zaire virus infection.

4. Test is useful as an initial screening test of Zaire Ebola virus diagnosis, but it should not be used as the sole criterion for the 
diagnosis of Zaire Ebola virus infection. More specific alternative diagnosis methods should be performed in order to obtain 
the confirmation of Zaire Ebola virus infection.

INTERNAL QUALITY CONTROL
1. Internal Quality control : The test device has Test Lines and Control Line on the surface of the test device. All Test Lines and 

Control Line in the result window are not visible before applying any specimen. The Control Line is used for procedural 
control. Control line should always appear if the test procedure is performed properly and the test reagents of control line 
are working.

2. External Quality control :
(1) Control Procedures: Positive and Negative control swabs should be tested according to the [Preparation of 

Control] and [Procedure of the Test].
(2) Specification
 - Ebola Zaire Ag Positive control swab should be interpreted as test line “1”, “2” and  “3” positive.
 - Ebola Zaire Ag Negative control swab should be interpreted as negative.

PERFORMANCE CHARACTERISTICS
1. Internal evaluation (Table-1)

Limit of detection(LOD) of STANDARD Q Ebola Zaire Ag is 12.5 ng/ml for recombinant Zaire Ebola virus GP, 50ng/ml for 
recombinant Zaire Ebola virus NP and 50ng/ml for recombinant Zaire Ebola virus VP40.

2. Reproducibility has been demonstrated by studies (within-run, between-run and batch- to- batch) with in-house reference 
panels. All values were identical to reference panel acceptance criteria.
Table-1. Limit of detection(LOD) of STANDARD Q Ebola Zaire Ag

Concentration of In-house 
reference panel

STANDARD Q Ebola Zaire Ag
Zaire Ebola virus GP Zaire Ebola virus NP Zaire Ebola virus VP40

1,000 ng/ml Positive Positive Positive
500 ng/ml Positive Positive Positive
250 ng/ml Positive Positive Positive
125 ng/ml Positive Positive Positive
62.5 ng/ml Positive Positive Weak Positive
31.3 ng/ml Weak Positive Positive Negative

                                                                       Quality approved by SD BIOSENSOR / For In vitro diagnostic use only 

Ebola Zaire Ag
STANDARDTM Q Ebola Zaire Ag

STANDARD Q

PLEASE READ INSTRUCTIONS CAREFULLY BEFORE  YOU PERFORM THE TEST
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STANDARDTM Q Ebola Zaire Ag 

Reference number Do not re-use.

To indicate the temperature limitations in 
which the transport package has to be 
kept and handled.

Consult Instructions for Use Contains Sufficient 
for <n> Tests

ManufacturerBatch codeUse byCaution Date of manufacture Note

Fulfill the requirements of
Direc�ve 98/79/EC on in vitro diagnos�c
medical devices

15.6 ng/ml Negative Positive Negative
7.8 ng/ml Negative Weak Positive Negative
3.9 ng/ml Negative Weak Positive Negative
2.0 ng/ml Negative Negative Negative

* NOTE: The hook effect may be occurred at the concentration of 25ug/ml above.

Table-2. Hook effect of STANDARD Q Ebola Zaire Ag
Concentration 

of antigen 
Rec. GP

100µg/ml
Rec. GP
50µg/ml

Rec. GP
25µg/ml

Rec. GP
10µg/ml

Rec. GP
5µg/ml

Rec. GP
1µg/ml

Rec. GP
0.5µg/ml

Rec. GP
250µg/ml

Rec. GP
125µg/ml

Rec. GP
62.5µg/ml

Zaire Ebola virus 
GP 2+ 2+ 3+ 3+ 3+ 3+ 2+ 2+ 1+ 1+

Concentration 
of antigen 

Rec. NP
100µg/ml

Rec. NP
50µg/ml

Rec. NP
25µg/ml

Rec. NP
10µg/ml

Rec. NP
5µg/ml

Rec. NP
1µg/ml

Rec. NP
0.5µg/ml

Rec. NP
250µg/ml

Rec. NP
125µg/ml

Rec. NP
62.5µg/ml

Zaire Ebola virus 
NP 2+ 2+ 3+ 3+ 3+ 3+ 2+ 2+ 1+ 1+

Concentration 
of antigen 

Rec. VP40
100µg/ml

Rec. VP40
50µg/ml

Rec. VP40
25µg/ml

Rec. VP40
10µg/ml

Rec. VP40
5µg/ml

Rec. VP40
1µg/ml

Rec. VP40
0.5µg/ml

Rec. VP40
250µg/ml

Rec. VP40
125µg/ml

Rec. VP40
62.5µg/ml

Zaire Ebola virus 
VP40 2+ 2+ 3+ 3+ 3+ 3+ 2+ 2+ 1+ 1+

REFERENCES
Laboratory guidance for the diagnosis of Ebola Virus Disease in WHO 19/09/14

INTRODUCTION
1. Now, open the package and look for the following: 

(1) Test Device
(2) Positive Control Swab
(3) Negative Control Swab 
(4) Control swab extraction buffer (0.3ml/tube)
(5) Disposable dropper
(6) Disposal bag
(7) Instructions for use

1 2 3 4

STANDARD Q

Rapid Test 
Global standard test for rapid diagnostic test

TM
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BIOSENSOR Ebola Zaire IgG/IgM

2) [Plasma] Collect the whole blood into the collection tube (containing anticoagulants such as heparin, 
EDTA and sodium citrate) by venipuncture and then centrifuge (for 10 minutes at 3,000 rpm) blood to 
get plasma specimen.

3) For long term storage, store at -70°C. Avoid freeze-thaw cycles.
4) The serum or plasma specimens kept in refrigerator or freezer leave at room temperatur

minutes prior to use.

[Precaution]
1) As known relevant interference, haemolytic samples, rheumatoid factors-contained samples and 

lipaemic, icteric samples can lead to impair the test results.
2) Use separate disposable capillary pipette(5 ㎕) or pipette tip for each sample in order to avoid cross- 

contamination of samples which could cause erroneous results.
3) Discard the lancet or alcohol swab if package is pierced or damaged. The use of damaged lancet may 

cause any infection at the punctured skin due to loss to existing its sterility.
4) Serum or plasma specimens containing precipitate may yield inconsistent test results. Such specimens 

must be clarified (3,000 rpm, 10 min.) prior to assaying

 ■ Control Swab Test
1) Insert each control swab(2 Positive and 1 Negative) into the control swab extraction buffer and swirl 

the swab at least five times. 
2) Remove the swab and close the cap tightly. 
3) After discarding initial 2 drops, apply 4 drops (about 100 ㎕) of mixed solution into the round shaped 

assay diluents well of device and read the result at 15~20minutes.

 ■
1) Allow all kit components and specimen to room temperature before testing.
2) Remove the test device from the foil pouch, place it on a flat, dry surface.
3) [Using a capillary pipette ] With a 5μl capillary pipette, add 5μl of specimen drawn to black line into 

the square sample well marked “S”.
OR, [Using a micropipette] Add 5㎕ of specimen into the square sample well marked “S”.

4) Add 4 drops (about 90~120 ㎕) of assay diluents to the round assay diluents well.
5) Interpret test results at 15~20 minutes.

* Caution : Do not read test results after 20 minutes. Reading too late may give false results.
6) After test is done, discard used test components into the disposal bag.

 ■
1) Negative 

A color appears on the control(“C”) line only.
2) IgM Positive 

Color development on control(“C”) line and IgM(“M”) line indicates positive for IgM to Zaire 
ebolavirus. This is indicative of a acute phase of  Ebola infection.

3) IgG Positive 
Color development on control(“C”) line and IgG(“G”) line indicates positive for IgG to Zaire ebolavirus. 
This is indicative of a convalescent or past Ebola infection.

4) IgM and IgG Positive
Color development on control(“C”) line, IgM(“M”) and IgG(“G”) line indicates positive for both IgM 
and IgG to Zaire ebolavirus. This is indicative of a late acute or early convalescent Ebola infection.

5) Invalid Result 
If the control(“C”) line color fails to appear, the result might be considered invalid. Insufficient 
specimen volume or incorrect procedural techniques are the likeliest reasons for control line failure. 
Repeat the test using a new test device.

 ■ Limitations and Interferences
1) This test detects the presence of antibodies to Zaire ebolavirus in the specimen and should not be 

used as the sole criterion for the diagnosis of Zaire ebolavirus infection.
2) In early infections detectable levels of IgM antibodies may be low. Some patients may not produce 

detectable levels of antibody within the first seven to ten days after infection. If clinical symptoms are 
persistent, patients should be re-tested in 3-4 days after the first test.

3) As other diagnostic tests, all results must be considered with other clinical information available.
4) If the test result is negative and clinical symptoms are persistent, additional follow-up testing using 

other clinical methods is recommended. A negative result does not represent no possibility of an 
early infection of Zaire ebolavirus.

5) The test procedure, precautions and interpretation of results for this test must be followed strictly 
when testing.

 ■ Internal Quality Control
1. Internal Quality control : The test device has Test Lines(“G” and “M”) and Control Line("C") on the 

surface of the test device. All Test Lines and Control Line in the result window are not visible before 
applying any samples. The Control Line is used for procedural control .  Control  l ine  sh o
appear if the test procedure is performed properly and the test reagents of control line are working.

2. External Quality control :
5) Control Procedures: Positive and Negative control swabs should be tested according to the [Control 

Swab Test] procedure.
6) Specification

 · Ebola Zaire IgG Positive control swab should be interpreted as test line “G” Positive.
 · Ebola Zaire IgM Positive control swab should be interpreted as test line “M” positive.
 · Ebola Zaire IgG/IgM Negative control swab should be interpreted as negative.

 ■ Expected valuses
Zaire ebolavirus is characterized by the presence of detectable both IgG and IgM 8~10 days after the 
onset of infection.1

 ■ Performance Characteristics
1. Reproducibility has been demonstrated by studies(within-run, between-run and batch- to-batch) 

with in-house reference panels. All values were identical to reference panel acceptance criteria.
2. To evaluate the interference of BIOSENSOR Ebola Zaire IgG/IgM with known relevant interfering 

specimens, the hemolytic samples, rheumatoid factors contained samples and lipemic, icteric 
samples were investigated. In these studies, those specimens did not interfere with this test kit.

 ■ References
1. [Clinical Virologhy of Ebola Hemorrhagic Fever (EHF) : Virus, Virus Antigen, and IgG and IgM Antibody 

Findings among EHF Patients in Kikwit, Democratic Republic of the Congo, 1995]
2. Laboratory guidance for the diagnosis of Ebola Virus Disease in WHO 19/09/14

Product. Disclaimer: 
Whilst every precaution has been taken to ensure the diagnostic ability and accuracy of this 
product, the product is used out of control of the Manufacturer and Distributor and the result may 
accordingly be affected by environmental factors and / or user error. A person who is the subject of 
the diagnosis should consult a doctor for further confirmation of the result.
Warning: 
The Manufacturers and Distributors of this product shall not be liable for any losses, liability, 
claims, costs or damages whether direct or indirect or consequential arising out of or related to an 
incorrect diagnosis, whether positive or negative, in the use of this product.

ONE STEP IgG and IgM against Zaire Ebolavirus Test

 ■ Explanation of the Test
[Principle] BIOSENSOR Ebola Zaire IgG/IgM is designed to simultaneously detect and differentiate IgG
and IgM against Zaire ebolavirus in human serum, plasma or whole blood. Both the mouse monoclonal
anti-human IgG & IgM on the membrane and the Recombinant Zaire ebolavirus Ag gold colloid will react 
specifically with IgG & IgM to Zaire ebolavirus in the specimen. BIOSENSOR Ebola Zaire IgG / IgM test 
device has 3 pre-coated lines, “G” (Ebola  Zaire IgG Test Line), “M” (Ebola IgM Test Line) and “C” (Control 
Line) on the surface of the device. All three lines in result window are not visible before applying any 
samples. The control line (C) is a reference line which indicates the test is performing properly. A purple 
“G” and “M” lines will be visible in the result window if IgG and/or IgM to Zaire ebolavirus is(are) present 
in the specimen. When a specimen is added to the sample well, anti- Zaire ebolavirus IgG and IgM in the 
specimen will be captured by the relevant anti-human IgG and/or anti-human IgM immobilized in two 
test lines across the test device. Mouse monoclonal anti- Zaire ebolavirus -colloidal gold conjugates will 
react with Recombinant  Zaire ebolavirus Ag in antigen pad and forms a complex of antibody-antigen. As 
this complex migrates along the length of the test device by capillary action, it will react with anti- Zaire 
ebolavirus IgG and IgM in test lines and generate a colored line. 
[Intended Use] BIOSENSOR Ebola Zaire IgG/IgM is a chromatographic immunoassay for the rapid, 
qualitative and differential detection of IgG and IgM antibodies against Zaire ebolavirus in human serum, 
plasma or whole blood. This assay is intended for professional use as aid in the presumptive diagnosis 
between acute and convalescent phase. This test provides only preliminary test result.

 ■ Materials provided / Active ingredients of main components
BIOSENSOR Ebola Zaire IgG/IgM Test includes

Materials 25 Tests/Kit 
Cat No. RB29-12DG

Ebola Zaire IgG/IgM Test Device 25
Control swabs; 1 Ebola Zaire IgG Positive Control swab, 1 Ebola Zaire IgM 
Positive Control swab, 1 Ebola Zaire IgG/IgM Negative Control swab 3

Control swab extraction buffer 3
Assay diluents bottle (1x5ml/bottle) 1
Disposable capillary pipette (5㎕) 25
Lancet 25
Alcohol swab 25
Disposal bag 25
Instructions for use 1

Active ingredients of main components
 • 1 test strip included; Gold conjugate(as main component): Mouse monoclonal anti- Zaire ebolavirus 
-conjugated gold colloid (0.019±0.004μg), Mouse IgG gold colloid(for control line) (0.00075±0.00015 
μg), Test Line “G” (as main component) : Mouse monoclonal anti-human IgG (0.34 ±0.067 μg),  Test 
Line “M” (as main component) : Mouse monoclonal anti-human IgM (0.39 ±0.08 μg), Control Line 
(as main component) : Goat anti-mouse IgG(0.79±0.16 μg), Antigen pad(as main component) : 
Recombinant Zaire ebolavirus Ag (68.49±13.70 μg), Nitrocellulose membrane(25±5 x 4.0±0.9 mm), 
Conjugate pad(7.0±1.4 x4.0±0.9 mm), Sample pad (13±2.6 x 4.0±0.9 mm), Absorbent pad(18±3.6 x 
4.0±0.9 mm), Antigen pad(7.0±4.0 x 4.0±0.9 mm)

 • Assay diluents ; 100 mM Tris Buffer (1ml), Tween 20(0.2%), Sodium Chloride(150mM), Proclin 
300(0.05%), Sodium azide(0.05w/v%)

 • Control Swabs ; Ebola Zaire IgG Positive Control Swab : Human IgG-mouse monoclonal anti- Zaire 
Ebola IgG conjugate (1ug/ml), Ebola Zaire IgM Positive Control Swab: Human IgG-mouse monoclonal 
anti-Zaire Ebola IgG conjugate (1ug/ml), Ebola Zaire IgG/IgM Negative Control swab : Tris buffer(q.s), 
Sodium azide(q.s), Tween20(q.s)  

 • Control swab extraction buffer; 100 mM Tris Buffer (1ml), Tween 20(0.2%), Sodium Chloride(150mM), 
Proclin 300(0.05%), Sodium azide(0.05w/v%)

 ■ Materials required, but not provided
Timer

 ■ Precautions/Kit storage and stability
1) Store the test kit at 1~40°C. DO NOT FREEZE the kit components.

*Note: When kit is stored at refrigerator, all kit components must be brought to room 
temperature(15~40°C) minimum 30 min prior to use.

2) The test device is sensitive to humidity as well as heat.
3) Perform the test immediately after removing the test device from the foil pouch. Do not use reagents 

beyond the stated expiration date marked on the label.
4) The shelf life of the kit is as indicated on the outer package.
5) Do not use the test kit if the pouch is damaged or the seal is broken.
6) The assay diluents contains low concentration of sodium azide as a preservative. Sodium azide is toxic 

and should be handled carefully to avoid ingestion and skin contact.
7) Do not store the test kit in direct sunlight.
8) When transporting or storing the packages, avoid exposure to high temperature (over 45°C) for a 

period longer than 1week.

 ■ Warnings
1) For in vitro diagnostic use only. Do not re-use test device.
2) The instructions must be followed exactly to get accurate results. Anyone performing an assay with 

this product must be trained in its use and must be experienced in laboratory procedures.
3) Do not eat or smoke while performing test.
4) Wear protective gloves while handling specimens. Wash hands thoroughly afterwards.
5) Avoid splashing or aerosol formation.
6) Clean up spills thoroughly using an appropriate disinfectant. 
7) Decontaminate and dispose of all specimens, reaction kits and potentially contaminated materials, 

as if they were infectious waste, in accordance with your biohazard waste disposal regulation.
8) Do not mix and interchange different specimens.
9) When used as directed, test kit reagents present no risk to the user.

10) Do not pipette by mouth.
11) Do not mix reagent of different lots.

 ■ Collection, Storage and Precaution of Specimen
[Whole blood]
1) [by venipuncture]   Collect whole blood into the EDTA tube.
2) [by lancet] Clean the area to be lanced with an alcohol swab. Squeeze the end of the fingertip and 

pierce with a sterile lancet provided. Wipe away the first drop of blood with sterile gauze or cotton. 

[Serum or Plasma]
1) [Serum] Collect the whole blood into the collection tube (NOT containing anticoagulants such 

as heparin, EDTA and sodium citrate) by venipuncture, leave to settle for 30 minutes for blood 
coagulation and then centrifuge blood at 3,000 rpm for 10 minutes to get serum specimen of 
supernatant. 

For in vitro diagnostic use only
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DISPOSABLE ALCOHOL SWAB

FOR EXTERNAL USE ONLY

Saturated with 70%
Isopropyl Alcohol

For professional Use
Do not re-use

Positive
C

ontents : O
ne(1) Ebola Zaire A

g Positive C
ontrol Sw

ab
in vitro D

iagnostic, N
ot for internal Use

L52EZ1EN
R0

D
ate Revised

 : 2014.12

SD
 Q

 Line

Ebola Zaire Ag 

Lot N
o.    :

Exp. D
ate :

1

40
Σ

1

Positive
C

ontents : O
ne(1) Ebola Zaire A

g Positive C
ontrol Sw

ab
in vitro D

iagnostic, N
ot for internal Use

L52EZ1EN
R0

D
ate Revised

 : 2014.12

SD
 Q

 Line

Ebola Zaire Ag 

Lot N
o.    :

Exp. D
ate :

1

40
Σ

1

SD
 Q

 Line

Ebola Zaire Ag 

Lot N
o.    :

Exp. D
ate :

1

40
Σ

1

C
ontents : O

ne(1) Ebola Zaire A
g N

egative C
ontrol Sw

ab
in vitro D

iagnostic, N
ot for internal Use

Negative
L53EZ1EN

R0
D

ate Revised
 : 2014.12

SD
 Q

 Line

Ebola Zaire Ag 

Lot N
o.    :

Exp. D
ate :

1

40
Σ

1

C
ontents : O

ne(1) Ebola Zaire A
g N

egative C
ontrol Sw

ab
in vitro D

iagnostic, N
ot for internal Use

Negative
L53EZ1EN

R0
D

ate Revised
 : 2014.12

5 6 7

C

C
2

1

T

S

C

C
2

1

T

S

E
bola A

g (Zaire) E
bola A

g (Zai

BI
O

SE
N

SO
R 

Eb
ol

a 
Za

ir
e 

Ig
G

/Ig
M

2)
 [

Pl
as

m
a]

 C
ol

le
ct

 th
e 

w
ho

le
 b

lo
od

 in
to

 th
e 

co
lle

cti
on

 tu
be

 (c
on

ta
in

in
g a

nti
co

ag
ula

nt
s s

uc
h a

s h
ep

ar
in,

 
ED

TA
 a

nd
 so

di
um

 ci
tr

at
e)

 b
y 

ve
ni

pu
nc

tu
re

 a
nd

 th
en

 ce
nt

rif
ug

e 
(fo

r 1
0 

m
in

ut
es

 at
 3

,0
00

 rp
m

) b
lo

od
 to

 
ge

t p
la

sm
a 

sp
ec

im
en

.
3)

 F
or

 lo
ng

 te
rm

 st
or

ag
e,

 st
or

e 
at

 -7
0°

C.
 A

vo
id

 fr
ee

ze
-th

aw
 cy

cle
s.

4)
 T

he
 s

er
um

 o
r 

pl
as

m
a 

sp
ec

im
en

s 
ke

pt
 in

 r
ef

ri
ge

ra
to

r 
or

 f
re

ez
er

 l
ea

ve
 a

t 
ro

om
 t

em
pe

ra
tu

r
m

in
ut

es
 p

rio
r t

o 
us

e.

[P
re

ca
uti

on
]

1)
 A

s 
kn

ow
n 

re
le

va
nt

 in
te

rfe
re

nc
e,

 h
ae

m
ol

yti
c 

sa
m

pl
es

, r
he

um
at

oi
d 

fa
ct

or
s-

co
nt

ai
ne

d 
sa

m
pl

es
 a

nd
 

lip
ae

m
ic

, i
ct

er
ic

 sa
m

pl
es

 ca
n 

le
ad

 to
 im

pa
ir 

th
e 

te
st

 re
su

lts
.

2)
 U

se
 s

ep
ar

at
e 

di
sp

os
ab

le
 c

ap
illa

ry
 p

ip
ett

e(
5
㎕

) o
r p

ip
ett

e 
tip

 fo
r e

ac
h 

sa
m

pl
e 

in
 o

rd
er

 to
 av

oid
 cr

os
s- 

co
nt

am
in

ati
on

 o
f s

am
pl

es
 w

hi
ch

 co
ul

d 
ca

us
e 

er
ro

ne
ou

s r
es

ul
ts

.
3)

 D
isc

ar
d 

th
e 

la
nc

et
 o

r a
lco

ho
l s

w
ab

 if
 p

ac
ka

ge
 is

 p
ier

ce
d o

r d
am

ag
ed

. T
he

 us
e o

f d
am

ag
ed

 lan
ce

t m
ay

 
ca

us
e 

an
y 

in
fe

cti
on

 a
t t

he
 p

un
ct

ur
ed

 sk
in

 d
ue

 to
 lo

ss
 to

 e
xis

tin
g i

ts
 st

er
ilit

y.
4)

 S
er

um
 o

r p
la

sm
a 

sp
ec

im
en

s c
on

ta
in

in
g 

pr
ec

ip
ita

te
 m

ay
 yi

el
d 

in
co

ns
ist

en
t t

es
t r

es
ult

s. 
Su

ch
 sp

ec
im

en
s 

m
us

t b
e 

cl
ar

ifi
ed

 (3
,0

00
 rp

m
, 1

0 
m

in
.) 

pr
io

r t
o 

as
sa

yi
ng

 ■
Co

nt
ro

l S
w

ab
 T

es
t

1)
 In

se
rt

 e
ac

h 
co

nt
ro

l s
w

ab
(2

 P
os

iti
ve

 a
nd

 1
 N

eg
ati

ve
) in

to
 th

e c
on

tro
l sw

ab
 ex

tra
cti

on
 bu

ffe
r a

nd
 sw

irl 
th

e 
sw

ab
 a

t l
ea

st
 fi

ve
 ti

m
es

. 
2)

 R
em

ov
e 

th
e 

sw
ab

 a
nd

 cl
os

e 
th

e 
ca

p 
tig

ht
ly.

 
3)

 A
fte

r d
isc

ar
di

ng
 in

iti
al

 2
 d

ro
ps

, a
pp

ly 
4 

dr
op

s (
ab

ou
t 1

00
㎕

) o
f m

ixe
d 

so
lu

tio
n 

in
to

 th
e 

ro
un

d 
sh

ap
ed

 
as

sa
y 

di
lu

en
ts

 w
el

l o
f d

ev
ice

 a
nd

 re
ad

 th
e 

re
su

lt 
at

 1
5~

20
m

in
ut

es
.

 ■
1)

 A
llo

w
 a

ll 
ki

t c
om

po
ne

nt
s a

nd
 sp

ec
im

en
 to

 ro
om

 te
m

pe
ra

tu
re

 b
ef

or
e 

te
sti

ng
.

2)
 R

em
ov

e 
th

e 
te

st
 d

ev
ice

 fr
om

 th
e 

fo
il 

po
uc

h,
 p

la
ce

 it
 o

n 
a 

fla
t, 

dr
y 

su
rfa

ce
.

3)
 [

U
si

ng
 a

 c
ap

ill
ar

y 
pi

pe
tt

e]
 W

ith
 a

 5
μl

 c
ap

illa
ry

 p
ip

ett
e,

 a
dd

 5
μl

 o
f s

pe
cim

en
 d

ra
w

n 
to

 b
lac

k l
ine

 in
to

 
th

e 
sq

ua
re

 sa
m

pl
e 

w
el

l m
ar

ke
d 

“S
”.

O
R,

 [U
si

ng
 a

 m
ic

ro
pi

pe
tt

e]
 A

dd
 5
㎕

 o
f s

pe
ci

m
en

 in
to

 th
e 

sq
ua

re
 sa

m
pl

e 
w

el
l m

ar
ke

d 
“S

”.
4)

 A
dd

 4
 d

ro
ps

 (a
bo

ut
 9

0~
12

0
㎕

) o
f a

ss
ay

 d
ilu

en
ts

 to
 th

e 
ro

un
d 

as
sa

y 
di

lu
en

ts
 w

el
l.

5)
 In

te
rp

re
t t

es
t r

es
ul

ts
 a

t 1
5~

20
 m

in
ut

es
.

* 
Ca

uti
on

 : 
Do

 n
ot

 re
ad

 te
st

 re
su

lts
 a

fte
r 2

0 
m

in
ut

es
. R

ea
di

ng
 to

o 
la

te
 m

ay
 gi

ve
 fa

lse
 re

su
lts

.
6)

 A
fte

r t
es

t i
s d

on
e,

 d
isc

ar
d 

us
ed

 te
s t

 co
m

po
ne

nt
s i

nt
o 

th
e 

di
sp

os
al 

ba
g.

 ■
1)

 N
eg

ati
ve

 
A 

co
lo

r a
pp

ea
rs

 o
n 

th
e 

co
nt

ro
l(“

C”
) l

in
e 

on
ly.

2)
 Ig

M
 P

os
iti

ve
 

Co
lo

r 
de

ve
lo

pm
en

t 
on

 c
on

tr
ol

(“
C”

) 
lin

e 
an

d 
Ig

M
(“

M
”)

 li
ne

 in
di

ca
te

s 
po

si
tiv

e 
fo

r 
Ig

M
 t

o 
Za

ire
 

eb
ol

av
iru

s.
 T

hi
s i

s i
nd

ic
ati

ve
 o

f a
 a

cu
te

 p
ha

se
 o

f  
Eb

ol
a 

in
fe

cti
on

.
3)

 Ig
G

 P
os

iti
ve

 
Co

lo
r d

ev
el

op
m

en
t o

n 
co

nt
ro

l(“
C”

) l
in

e 
an

d 
Ig

G(
“G

”)
 li

ne
 in

di
ca

te
s p

os
iti

ve
 fo

r I
gG

 to
 

Za
ire

 e
bo

la
vi

ru
s.

 
Th

is 
is 

in
di

ca
tiv

e 
of

 a
 co

nv
al

es
ce

nt
 o

r p
as

t E
bo

la
 in

fe
cti

on
.

4)
 Ig

M
 a

nd
 Ig

G
 P

os
iti

ve
Co

lo
r 

de
ve

lo
pm

en
t o

n 
co

nt
ro

l(“
C”

) l
in

e,
 Ig

M
(“

M
”)

 a
nd

 Ig
G(

“G
”)

 li
ne

 in
di

ca
te

s p
os

iti
ve

 fo
r b

ot
h 

Ig
M

 
an

d 
Ig

G 
to

 Z
ai

re
 e

bo
la

vi
ru

s.
 T

hi
s i

s i
nd

ic
ati

ve
 o

f a
 la

te
 a

cu
te

 o
r e

ar
ly

 co
nv

al
es

ce
nt

 E
bo

la
 in

fe
cti

on
.

5)
 In

va
lid

 R
es

ul
t 

If 
th

e 
co

nt
ro

l(“
C”

) 
lin

e 
co

lo
r 

fa
ils

 t
o 

ap
pe

ar
, t

he
 r

es
ul

t 
m

ig
ht

 b
e 

co
ns

id
er

ed
 in

va
lid

. I
ns

uffi
ci

en
t 

sp
ec

im
en

 v
ol

um
e 

or
 in

co
rr

ec
t p

ro
ce

du
ra

l t
ec

hn
iq

ue
s a

re
 th

e 
lik

eli
es

t r
ea

so
ns

 fo
r c

on
tro

l lin
e f

ailu
re.

 
Re

pe
at

 th
e 

te
st

 u
sin

g 
a 

ne
w

 te
st

 d
ev

ice
.

 ■
Li

m
it

at
io

ns
 a

nd
 In

te
rf

er
en

ce
s

1)
 T

hi
s 

te
st

 d
et

ec
ts

 th
e 

pr
es

en
ce

 o
f a

nti
bo

di
es

 to
 

Za
ire

 e
bo

la
vi

ru
s 

in
 th

e 
sp

ec
im

en
 a

nd
 s

ho
ul

d 
no

t b
e 

us
ed

 a
s t

he
 so

le
 c

rit
er

io
n 

fo
r t

he
 d

ia
gn

os
is 

of
 Z

ai
re

 e
bo

la
vi

ru
s i

nf
ec

tio
n.

2)
 In

 e
ar

ly
 in

fe
cti

on
s 

de
te

ct
ab

le
 le

ve
ls 

of
 Ig

M
 a

nti
bo

di
es

 m
ay

 b
e 

lo
w.

 S
om

e 
pa

tie
nt

s m
ay

 n
ot

 p
ro

du
ce

 
de

te
ct

ab
le

 le
ve

ls 
of

 a
nti

bo
dy

 w
ith

in
 th

e 
fir

st
 se

ve
n 

to
 te

n 
da

ys
 a

fte
r i

nf
ec

tio
n.

 If
 cl

in
ica

l s
ym

pt
om

s a
re

 
pe

rs
ist

en
t, 

pa
tie

nt
s s

ho
ul

d 
be

 re
-te

st
ed

 in
 3

-4
 d

ay
s a

fte
r t

he
 fi

rst
 te

st.
3)

 A
s o

th
er

 d
ia

gn
os

tic
 te

st
s, 

al
l r

es
ul

ts
 m

us
t b

e 
co

ns
id

er
ed

 w
ith

 o
th

er
 cl

in
ica

l in
fo

rm
ati

on
 av

ail
ab

le.
4)

 If
 th

e 
te

st
 re

su
lt 

is 
ne

ga
tiv

e 
an

d 
cli

ni
ca

l s
ym

pt
om

s a
re

 p
er

sis
te

nt
, a

dd
iti

on
al 

fo
llo

w
-u

p 
te

sti
ng

 u
sin

g 
ot

he
r 

cl
in

ic
al

 m
et

ho
ds

 is
 r

ec
om

m
en

de
d.

 A
 n

eg
ati

ve
 r

es
ul

t 
do

es
 n

ot
 r

ep
re

se
nt

 n
o 

po
ss

ib
ili

ty
 o

f 
an

 
ea

rly
 in

fe
cti

on
 o

f Z
ai

re
 e

bo
la

vi
ru

s.
5)

 T
he

 te
st

 p
ro

ce
du

re
, p

re
ca

uti
on

s 
an

d 
in

te
rp

re
ta

tio
n 

of
 re

su
lts

 fo
r t

hi
s 

te
st

 m
us

t b
e 

fo
llo

w
ed

 s
tr

ict
ly

 
w

he
n 

te
sti

ng
.

 ■
In

te
rn

al
 Q

ua
lit

y 
Co

nt
ro

l
1.

 In
te

rn
al

 Q
ua

lit
y 

co
nt

ro
l :

 T
he

 te
st

 d
ev

ic
e 

ha
s 

Te
st

 L
in

es
(“

G”
 a

nd
 “

M
”)

 a
nd

 C
on

tr
ol

 L
in

e(
"C

")
 o

n 
th

e 
su

rf
ac

e 
of

 th
e 

te
st

 d
ev

ic
e.

 A
ll 

Te
st

 L
in

es
 a

nd
 C

on
tr

ol
 L

in
e 

in
 th

e 
re

su
lt 

w
in

do
w

 a
re

 n
ot

 v
isi

bl
e 

be
fo

re
 

ap
pl

yi
ng

 a
ny

 s
am

pl
es

. T
he

 C
on

tr
ol

 L
in

e 
is

 u
se

d 
fo

r 
pr

oc
ed

ur
al

 c
on

tr
ol

. 
Co

nt
ro

l 
li

ne
 s

h
o

ap
pe

ar
 if

 th
e 

te
st

 p
ro

ce
du

re
 is

 p
er

fo
rm

ed
 p

ro
pe

rly
 a

nd
 th

e 
te

st
 re

ag
en

ts
 o

f c
on

tr
ol

 li
ne

 a
re

 w
or

ki
ng

.
2.

 E
xt

er
na

l Q
ua

lit
y 

co
nt

ro
l :

5)
 C

on
tr

ol
 P

ro
ce

du
re

s: 
Po

siti
ve

 a
nd

 N
eg

ati
ve

 co
nt

ro
l s

w
ab

s s
ho

uld
 b

e t
es

te
d a

cc
or

din
g t

o t
he

 [C
on

tro
l 

Sw
ab

 Te
st

] p
ro

ce
du

re
.

6)
 S

pe
ci

fic
ati

on
 ·

Eb
ol

a 
Za

ire
 Ig

G 
Po

siti
ve

 c
on

tr
ol

 sw
ab

 sh
ou

ld
 b

e 
in

te
rp

re
te

d 
as

 te
st

 li
ne

 “G
” P

os
iti

ve
.

 ·
Eb

ol
a 

Za
ire

 Ig
M

 P
os

iti
ve

 c
on

tr
ol

 sw
ab

 sh
ou

ld
 b

e 
in

te
rp

re
te

d 
as

 te
st

 li
ne

 “M
” p

os
iti

ve
.

 ·
Eb

ol
a 

Za
ire

 Ig
G/

Ig
M

 N
eg

ati
ve

 c
on

tr
ol

 sw
ab

 sh
ou

ld
 b

e 
in

te
rp

re
te

d 
as

 n
eg

ati
ve

.

 ■
Ex

pe
ct

ed
 v

al
us

es
Za

ire
 e

bo
la

vi
ru

s 
is 

ch
ar

ac
te

riz
ed

 b
y 

th
e 

pr
es

en
ce

 o
f d

et
ec

ta
bl

e 
bo

th
 Ig

G 
an

d 
Ig

M
 8

~1
0 

da
ys

 a
fte

r t
he

 
on

se
t o

f i
nf

ec
tio

n.
1

 ■
Pe

rf
or

m
an

ce
 C

ha
ra

ct
er

is
ti

cs
1.

 R
ep

ro
du

ci
bi

lit
y 

ha
s 

be
en

 d
em

on
st

ra
te

d 
by

 s
tu

di
es

(w
ith

in
-r

un
, b

et
w

ee
n-

ru
n 

an
d 

ba
tc

h-
 t

o-
ba

tc
h)

 
w

ith
 in

-h
ou

se
 re

fe
re

nc
e 

pa
ne

ls.
 A

ll 
va

lu
es

 w
er

e 
id

en
tic

al
 to

 re
fe

re
nc

e 
pa

ne
l a

cc
ep

ta
nc

e 
cr

ite
ria

.
2.

 T
o 

ev
al

ua
te

 t
he

 in
te

rf
er

en
ce

 o
f 

BI
O

SE
N

SO
R 

Eb
ol

a Z
ai

re
 Ig

G
/I

gM
 w

ith
 k

no
w

n 
re

le
va

nt
 in

te
rf

er
in

g 
sp

ec
im

en
s,

 t
he

 h
em

ol
yti

c 
sa

m
pl

es
, r

he
um

at
oi

d 
fa

ct
or

s 
co

nt
ai

ne
d 

sa
m

pl
es

 a
nd

 li
pe

m
ic

, i
ct

er
ic

 
sa

m
pl

es
 w

er
e 

in
ve

sti
ga

te
d.

 In
 th

es
e 

st
ud

ie
s,

 th
os

e 
sp

ec
im

en
s d

id
 n

ot
 in

te
rfe

re
 w

it h
 th

is 
te

st
 k

it.

 ■
Re

fe
re

nc
es

1.
 [

Cl
in

ic
al

 V
iro

lo
gh

y 
of

 E
bo

la
 H

em
or

rh
ag

ic
 F

ev
er

 (E
HF

) :
 V

iru
s, 

Vi
ru

s A
nti

ge
n,

 a
nd

 Ig
G 

an
d 

Ig
M

 A
nti

bo
dy

 
Fi

nd
in

gs
 a

m
on

g 
EH

F 
Pa

tie
nt

s i
n 

Ki
kw

it,
 D

em
oc

ra
tic

 R
ep

ub
lic

 o
f t

he
 C

on
go

, 1
99

5]
2.

 L
ab

or
at

or
y 

gu
id

an
ce

 fo
r t

he
 d

ia
gn

os
is 

of
 E

bo
la

 V
iru

s D
ise

as
e 

in
 W

HO
 1

9/
09

/1
4

Pr
od

uc
t. 

Di
sc

la
im

er
:  

W
hi

ls
t 

ev
er

y 
pr

ec
au

tio
n 

ha
s 

be
en

 t
ak

en
 t

o 
en

su
re

 t
he

 d
ia

gn
os
tic

 a
bi

lit
y 

an
d 

ac
cu

ra
cy

 o
f 

th
is

 
pr

od
uc

t, 
th

e 
pr

od
uc

t i
s u

se
d 

ou
t o

f c
on

tro
l o

f t
he

 M
an

uf
ac

tu
re

r a
nd

 D
ist

rib
ut

or
 an

d t
he

 re
su

lt m
ay

 
ac

co
rd

in
gl

y 
be

 a
ffe

ct
ed

 b
y 

en
vi

ro
nm

en
ta

l f
ac

to
rs

 a
nd

 / 
or

 u
se

r e
rro

r. 
A 

pe
rs

on
 w

ho
 is

 th
e 

su
bj

ec
t o

f 
th

e 
di

ag
no

sis
 sh

ou
ld

 co
ns

ul
t a

 d
oc

to
r f

or
 fu

rt
he

r c
on

fir
m

ati
on

 o
f t

he
 re

su
lt.

W
ar

ni
ng

: 
Th

e 
M

an
uf

ac
tu

re
rs

 a
nd

 D
ist

rib
ut

or
s 

of
 t

hi
s 

pr
od

uc
t 

sh
al

l n
ot

 b
e 

lia
bl

e 
fo

r 
an

y 
lo

ss
es

, l
ia

bi
lit

y,
 

cl
ai

m
s,

 c
os

ts
 o

r d
am

ag
es

 w
he

th
er

 d
ire

ct
 o

r i
nd

ire
ct

 o
r c

on
se

qu
en
tia

l a
ris

ing
 ou

t o
f o

r r
ela

te
d t

o a
n 

in
co

rr
ec

t d
ia

gn
os

is,
 w

he
th

er
 p

os
iti

ve
 o

r n
eg

ati
ve

, i
n 

th
e 

us
e 

of
 th

is 
pr

od
uc

t.

O
N

E 
ST

EP
 Ig

G
 a

nd
 Ig

M
 a

ga
in

st
 Z

ai
re

 E
bo

la
vi

ru
s T

es
t

 ■
Ex

pl
an

at
io

n 
of

 th
e 

Te
st

[P
rin

ci
pl

e]
 B

IO
SE

N
SO

R 
Eb

ol
a Z

ai
re

 Ig
G

/I
gM

 is
 d

es
ig

ne
d 

to
 si

m
ul

ta
ne

ou
sly

 d
et

ec
t a

nd
 d

iff
er

en
tia

te
 Ig

G
an

d 
Ig

M
 a

ga
in

st
 Z

ai
re

 e
bo

la
vi

ru
s i

n 
hu

m
an

 se
ru

m
, p

la
sm

a 
or

 w
ho

le
 b

lo
od

. B
ot

h 
th

e 
m

ou
se

 m
on

oc
lo

na
l

an
ti-

hu
m

an
 Ig

G 
&

 Ig
M

 o
n 

th
e 

m
em

br
an

e 
an

d 
th

e 
Re

co
m

bi
na

nt
 Z

ai
re

 e
bo

la
vi

ru
s A

g 
go

ld
 co

llo
id

 w
ill

 re
ac

t 
sp

ec
ifi

ca
lly

 w
ith

 Ig
G 

&
 Ig

M
 to

 Z
ai

re
 e

bo
la

vi
ru

s 
in

 th
e 

sp
ec

im
en

. B
IO

SE
N

SO
R 

Eb
ol

a 
Za

ire
 Ig

G 
/ 

Ig
M

 te
st

 
de

vi
ce

 h
as

 3
 p

re
-c

oa
te

d 
lin

es
, “

G”
 (E

bo
la

 Z
ai

re
 Ig

G 
Te

st
 Li

ne
), 

“M
” (

Eb
ol

a 
Ig

M
 Te

st
 Li

ne
) a

nd
 “C

” (
Co

nt
ro

l 
Li

ne
) o

n 
th

e 
su

rfa
ce

 o
f t

he
 d

ev
ice

. A
ll 

th
re

e 
lin

es
 in

 re
su

lt 
w

in
do

w
 a

re
 n

ot
 v

isi
bl

e 
be

fo
re

 a
pp

lyi
ng

 a
ny

 
sa

m
pl

es
. T

he
 c

on
tro

l l
in

e 
(C

) i
s a

 re
fe

re
nc

e 
lin

e w
hi

ch
 in

dic
at

es
 th

e t
es

t is
 pe

rfo
rm

ing
 pr

op
erl

y. A
 pu

rp
le 

“G
” 

an
d 

“M
” 

lin
es

 w
ill

 b
e 

vi
sib

le
 in

 th
e 

re
su

lt 
w

in
do

w
 if

 Ig
G 

an
d/

or
 Ig

M
 to

 Z
ai

re
 e

bo
la

vi
ru

s i
s(

ar
e)

 p
re

se
nt

 
in

 th
e 

sp
ec

im
en

. W
he

n 
a 

sp
ec

im
en

 is
 a

dd
ed

 to
 th

e 
sa

m
pl

e 
w

el
l, 

an
ti-

 Za
ire

 e
bo

la
vi

ru
s I

gG
 a

nd
 Ig

M
 in

 th
e 

sp
ec

im
en

 w
ill

 b
e 

ca
pt

ur
ed

 b
y 

th
e 

re
le

va
nt

 a
nti

-h
um

an
 Ig

G 
an

d/
or

 a
nti

-h
um

an
 Ig

M
 im

m
ob

iliz
ed

 in
 tw

o 
te

st
 li

ne
s a

cr
os

s t
he

 te
st

 d
ev

ice
. M

ou
se

 m
on

oc
lo

na
l a

nti
- 

Za
ire

 e
bo

la
vi

ru
s 

-c
ol

lo
id

al
 g

ol
d 

co
nj

ug
at

es
 w

ill 
re

ac
t w

ith
 R

ec
om

bi
na

nt
 Z

ai
re

 e
bo

la
vi

ru
s A

g 
in

 a
nti

ge
n 

pa
d 

an
d 

fo
rm

s a
 co

m
pl

ex
 o

f a
nti

bo
dy

-a
nti

ge
n. 

As
 

th
is 

co
m

pl
ex

 m
ig

ra
te

s a
lo

ng
 th

e 
le

ng
th

 o
f t

he
 te

st 
de

vic
e b

y c
ap

illa
ry

 ac
tio

n,
 it 

w
ill r

ea
ct 

wi
th

 an
ti-

 
Za

ire
 

eb
ol

av
iru

s I
gG

 a
nd

 Ig
M

 in
 te

st
 li

ne
s a

nd
 g

en
er

at
e 

a 
co

lo
re

d 
lin

e.
 

[In
te

nd
ed

 U
se

] 
BI

O
SE

N
SO

R 
Eb

ol
a 

Za
ire

 Ig
G

/I
gM

 is
 a

 c
hr

om
at

og
ra

ph
ic

 im
m

un
oa

ss
ay

 fo
r 

th
e 

ra
pi

d,
 

qu
al

ita
tiv

e 
an

d 
di

ffe
re

nti
al

 d
et

ec
tio

n 
of

 Ig
G 

an
d 

Ig
M

 an
tib

od
ie

s a
ga

in
st

 
Za

ire
 e

bo
la

vi
ru

s i
n 

hu
m

an
 se

ru
m

, 
pl

as
m

a 
or

 w
ho

le
 b

lo
od

. T
hi

s a
ss

ay
 is

 in
te

nd
ed

 fo
r p

ro
fe

ss
ion

al 
us

e 
as

 ai
d 

in 
th

e p
res

um
pti

ve
 di

ag
no

sis
 

be
tw

ee
n 

ac
ut

e 
an

d 
co

nv
al

es
ce

nt
 p

ha
se

. T
hi

s t
es

t p
ro

vid
es

 o
nl

y p
re

lim
in

ar
y t

es
t r

es
ul

t.

 ■
M

at
er

ia
ls

 p
ro

vi
de

d 
/ A

ct
iv

e 
in

gr
ed

ie
nt

s 
of

 m
ai

n 
co

m
po

ne
nt

s
BI

O
SE

N
SO

R 
Eb

ol
a 

Za
ire

 Ig
G

/I
gM

 Te
st

 in
cl

ud
es

M
at

er
ia

ls
25

 Te
st

s/
Ki

t 
Ca

t N
o.

 R
B2

9-
12

DG
Eb

ol
a 

Za
ire

 Ig
G/

Ig
M

 Te
st

 D
ev

ice
25

Co
nt

ro
l s

w
ab

s; 
1 

Eb
ol

a 
Za

ire
 Ig

G 
Po

siti
ve

 C
on

tro
l s

w
ab

, 1
 E

bo
la

 
Za

ire
 Ig

M
 

Po
siti

ve
 C

on
tr

ol
 sw

ab
, 1

 E
bo

la
 Z

ai
re

 Ig
G/

Ig
M

 N
eg

ati
ve

 C
on

tro
l s

w
ab

3

Co
nt

ro
l s

w
ab

 e
xt

ra
cti

on
 b

uff
er

3
As

sa
y 

di
lu

en
ts

 b
ott

le
 (1

x5
m

l/b
ott

le
)

1
Di

sp
os

ab
le

 c
ap

ill
ar

y 
pi

pe
tte

 (5
㎕

)
25

La
nc

et
25

Al
co

ho
l s

w
ab

25
Di

sp
os

al
 b

ag
25

In
st

ru
cti

on
s f

or
 u

se
1

Ac
tiv

e 
in

gr
ed

ie
nt

s o
f m

ai
n 

co
m

po
ne

nt
s

 •
1 

te
st

 s
tr

ip
 in

cl
ud

ed
; G

ol
d 

co
nj

ug
at

e(
as

 m
ai

n 
co

m
po

ne
nt

): 
M

ou
se

 m
on

oc
lo

na
l a

nti
- 

Za
ire

 e
bo

la
vi

ru
s 

-c
on

ju
ga

te
d 

go
ld

 c
ol

lo
id

 (0
.0

19
±0

.0
04

μg
), 

M
ou

se
 Ig

G 
go

ld
 c

ol
lo

id
(fo

r 
co

nt
ro

l l
in

e)
 (0

.0
00

75
±0

.0
00

15
 

μg
), 

Te
st

 L
in

e 
“G

” 
(a

s 
m

ai
n 

co
m

po
ne

nt
) 

: 
M

ou
se

 m
on

oc
lo

na
l 

an
ti-

hu
m

an
 I

gG
 (

0.
34

 ±
0.

06
7 

μg
),

 T
es

t 
Li

ne
 “

M
” 

(a
s 

m
ai

n 
co

m
po

ne
nt

) 
: M

ou
se

 m
on

oc
lo

na
l a

nti
-h

um
an

 Ig
M

 (
0.

39
 ±

0.
08

 μ
g)

, C
on

tr
ol

 L
in

e 
(a

s 
m

ai
n 

co
m

po
ne

nt
) 

: G
oa

t 
an

ti-
m

ou
se

 Ig
G

(0
.7

9±
0.

16
 μ

g)
, A

nti
ge

n 
pa

d(
as

 m
ai

n 
co

m
po

ne
nt

) 
: 

Re
co

m
bi

na
nt

 Z
ai

re
 e

bo
la

vi
ru

s 
Ag

 (6
8.

49
±1

3.
70

 μ
g)

, N
itr

oc
el

lu
lo

se
 m

em
br

an
e(

25
±5

 x
 4

.0
±0

.9
 m

m
), 

Co
nj

ug
at

e 
pa

d(
7.

0±
1.

4 
x4

.0
±0

.9
 m

m
), 

Sa
m

pl
e 

pa
d 

(1
3±

2.
6 

x 
4.

0±
0.

9 
m

m
), 

Ab
so

rb
en

t 
pa

d(
18

±3
.6

 x
 

4.
0±

0.
9 

m
m

), 
An

tig
en

 p
ad

(7
.0

±4
.0

 x
 4

.0
±0

.9
 m

m
)

 •
As

sa
y 

di
lu

en
ts

 ; 
10

0 
m

M
 T

ri
s 

Bu
ffe

r 
(1

m
l),

 T
w

ee
n 

20
(0

.2
%

), 
So

di
um

 C
hl

or
id

e(
15

0m
M

), 
Pr

oc
lin

 
30

0(
0.

05
%

), 
So

di
um

 a
zid

e(
0.

05
w

/v
%

)
 •
Co

nt
ro

l S
w

ab
s 

; E
bo

la
 Z

ai
re

 Ig
G

 P
os

iti
ve

 C
on

tr
ol

 S
w

ab
 : 

H
um

an
 Ig

G
-m

ou
se

 m
on

oc
lo

na
l a

nti
- Z

ai
re

 
Eb

ol
a 

Ig
G 

co
nj

ug
at

e 
(1

ug
/m

l),
 E

bo
la

 Z
ai

re
 Ig

M
 P

os
iti

ve
 C

on
tr

ol
 S

w
ab

: H
um

an
 Ig

G-
m

ou
se

 m
on

oc
lo

na
l 

an
ti-

Za
ire

 E
bo

la
 Ig

G 
co

nj
ug

at
e 

(1
ug

/m
l),

 E
bo

la
 Z

ai
re

 Ig
G/

Ig
M

 N
eg

ati
ve

 C
on

tr
ol

 s
w

ab
 : 

Tr
is 

bu
ffe

r(
q.

s)
, 

So
di

um
 a

zid
e(

q.
s)

, T
w

ee
n2

0(
q.

s)
  

 •
Co

nt
ro

l s
w

ab
 e

xt
ra

cti
on

 b
uff

er
; 1

00
 m

M
 T

ris
 B

uff
er

 (1
m

l),
 T

w
ee

n 
20

(0
.2

%
), 

So
di

um
 C

hl
or

id
e(

15
0m

M
), 

Pr
oc

lin
 3

00
(0

.0
5%

), 
So

di
um

 a
zid

e(
0.

05
w

/v
%

)

 ■
M

at
er

ia
ls

 re
qu

ir
ed

, b
ut

 n
ot

 p
ro

vi
de

d
Ti

m
er

 ■
Pr

ec
au

ti
on

s/
Ki

t s
to

ra
ge

 a
nd

 s
ta

bi
lit

y
1)

 S
to

re
 th

e 
te

st
 ki

t a
t 1

~4
0°

C.
 

DO
 N

O
T 

FR
EE

ZE
 th

e 
ki

t c
om

po
ne

nt
s.

*N
ot

e:
 W

he
n 

ki
t 

is
 s

to
re

d 
at

 r
ef

ri
ge

ra
to

r, 
al

l 
ki

t 
co

m
po

ne
nt

s 
m

us
t 

be
 b

ro
ug

ht
 t

o 
ro

om
 

te
m

pe
r a

tu
re

(1
5~

40
°C

) m
in

im
um

 3
0 

m
in

 p
rio

r t
o 

us
e.

2)
 T

he
 te

st
 d

ev
ice

 is
 se

ns
iti

ve
 to

 h
um

id
ity

 a
s w

el
l a

s h
ea

t.
3)

 P
er

fo
rm

 th
e 

te
st

 im
m

ed
ia

te
ly

 a
fte

r r
em

ov
in

g 
th

e 
te

st
 d

ev
ice

 fr
om

 th
e 

fo
il p

ou
ch

. D
o 

no
t u

se
 re

ag
en

ts 
be

yo
nd

 th
e 

st
at

ed
 e

xp
ira

tio
n 

da
te

 m
ar

ke
d 

on
 th

e 
la

be
l.

4)
 T

he
 sh

el
f l

ife
 o

f t
he

 k
it 

is 
as

 in
di

ca
te

d 
on

 th
e 

ou
te

r p
ac

ka
ge

.
5)

 D
o 

no
t u

se
 th

e 
te

st
 k

it 
if 

th
e 

po
uc

h 
is 

da
m

ag
ed

 o
r t

he
 se

al
 is

 b
ro

ke
n.

6)
 T

he
 a

ss
ay

 d
ilu

en
ts

 co
nt

ai
ns

 lo
w

 co
nc

en
tra

tio
n 

of
 so

di
um

 a
zid

e 
as

 a
 p

re
se

rv
ati

ve
. S

od
iu

m
 az

id
e 

is 
to

xic
 

an
d 

sh
ou

ld
 b

e 
ha

nd
le

d 
ca

re
fu

lly
 to

 a
vo

id
 in

ge
sti

on
 a

nd
 sk

in
 co

nt
ac

t.
7)

 D
o 

no
t s

to
re

 th
e 

te
st

 k
it 

in
 d

ire
ct

 su
nl

ig
ht

.
8)

 W
he

n 
tr

an
sp

or
tin

g 
or

 s
to

rin
g 

th
e 

pa
ck

ag
es

,  a
vo

id
 e

xp
os

ur
e 

to
 h

ig
h 

te
m

pe
ra

tu
re

 (
ov

er
 4

5°
C)

 f
or

 a
 

pe
rio

d 
lo

ng
er

 th
an

 1
w

ee
k.

 ■
W

ar
ni

ng
s

1)
 F

or
 in

 v
itr

o 
di

ag
no

sti
c 

us
e 

on
ly.

 D
o 

no
t r

e-
us

e 
te

st
 d

ev
ice

.
2)

 T
he

 in
st

ru
cti

on
s 

m
us

t b
e 

fo
llo

w
ed

 e
xa

ct
ly 

to
 g

et
 a

cc
ur

at
e 

re
su

lts
. A

ny
on

e 
pe

rfo
rm

ing
 a

n 
as

sa
y w

ith
 

th
is 

pr
od

uc
t m

us
t b

e 
tr

ai
ne

d 
in

 it
s u

se
 a

nd
 m

us
t b

e 
ex

pe
rie

nc
ed

 in
 la

bo
ra

to
ry

 p
ro

ce
du

re
s.

3)
 D

o 
no

t e
at

 o
r s

m
ok

e 
w

hi
le

 p
er

fo
rm

in
g 

te
st

.
4)

 W
ea

r p
ro

te
cti

ve
 g

lo
ve

s w
hi

le
 h

an
dl

in
g 

sp
ec

im
en

s. 
W

as
h 

ha
nd

s t
ho

ro
ug

hl
y a

fte
rw

ar
ds

.
5)

 A
vo

id
 sp

la
sh

in
g 

or
 a

er
os

ol
 fo

rm
ati

on
.

6)
 C

le
an

 u
p 

sp
ill

s t
ho

ro
ug

hl
y 

us
in

g 
an

 a
pp

ro
pr

ia
te

 d
isi

nf
ec

ta
nt

. 
7)

 D
ec

on
ta

m
in

at
e 

an
d 

di
sp

os
e 

of
 a

ll 
sp

ec
im

en
s, 

re
ac

tio
n 

ki
ts

 a
nd

 p
ot

en
tia

lly
 co

nt
am

in
at

ed
 m

at
er

ial
s, 

as
 if

 th
ey

 w
er

e 
in

fe
cti

ou
s w

as
te

, i
n 

ac
co

rd
an

ce
 w

ith
 yo

ur
 b

io
ha

za
rd

 w
as

te
 d

isp
os

al 
re

gu
lati

on
.

8)
 D

o 
no

t m
ix

 a
nd

 in
te

rc
ha

ng
e 

di
ffe

re
nt

 sp
ec

im
en

s.
9)

 W
he

n 
us

ed
 a

s d
ire

ct
ed

, t
es

t k
it 

re
ag

en
ts

 p
re

se
nt

 n
o 

ris
k t

o 
th

e u
se

r.
10

) D
o 

no
t p

ip
ett

e 
by

 m
ou

th
.

11
) D

o 
no

t m
ix

 re
ag

en
t o

f d
iff

er
en

t l
ot

s.

 ■
Co

lle
ct

io
n,

 S
to

ra
ge

 a
nd

 P
re

ca
ut

io
n 

of
 S

pe
ci

m
en

[W
ho

le
 b

lo
od

]
1)

 [
by

 v
en

ip
un

ct
ur

e]
  C

ol
le

ct
 w

ho
le

 b
lo

od
 in

to
 th

e 
ED

TA
 tu

be
.

2)
 [

by
 la

nc
et

] 
Cl

ea
n 

th
e 

ar
ea

 to
 b

e 
la

nc
ed

 w
ith

 a
n 

alc
oh

ol
 sw

ab
. S

qu
ee

ze
 th

e 
en

d 
of

 th
e 

fin
ge

rti
p 

an
d 

pi
er

ce
 w

ith
 a

 st
er

ile
 la

nc
et

 p
ro

vi
de

d.
 W

ip
e 

aw
ay

 th
e 

fir
st

 d
ro

p 
of

 b
lo

od
 w

ith
 st

er
ile

 ga
uz

e 
or

 co
tto

n.
 

[S
er

um
 o

r P
la

sm
a]

1)
 [

Se
ru

m
] 

Co
lle

ct
 t

he
 w

ho
le

 b
lo

od
 in

to
 t

he
 c

ol
le

cti
on

 t
ub

e 
(N

O
T 

co
nt

ai
ni

ng
 a

nti
co

ag
ul

an
ts

 s
uc

h 
as

 h
ep

ar
in

, E
DT

A 
an

d 
so

di
um

 c
itr

at
e)

 b
y 

ve
ni

pu
nc

tu
re

, l
ea

ve
 t

o 
se

tt
le

 f
or

 3
0 

m
in

ut
es

 f
or

 b
lo

od
 

co
ag

ul
ati

on
 a

nd
 t

he
n 

ce
nt

rif
ug

e 
bl

oo
d 

at
 3

,0
00

 r
pm

 fo
r 

10
 m

in
ut

es
 t

o 
ge

t 
se

ru
m

 s
pe

ci
m

en
 o

f 
su

pe
rn

at
an

t. 

Fo
r i

n 
vi

tr
o 

di
ag

no
sti

c 
us

e 
on

ly

C

C
2

1

T

S

C

C
2

1

T

S

4 
dr

op
s

C

C
2

1

T

S

4 
dr

op
s

3 
dr

op
s

Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag 
Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag 

Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag BN

Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag 
Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag 

Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag BN

Immunochromatographic Assay

· For in vitro diagnostic use only. 

· Store at 1~40oC (36~104oF) sealed.

SD Q Line Ebola Zaire Ag

P1914D
G

-0E

1

40
Σ

1

Developed and Manufactured by

Im
m

unochrom
atographic A

ssay

·
For in vitro diagnostic use only.

·
Store at 1~40

oC (36~104
oF) sealed.

1

40
Σ

1

SD
 Q

 Line Ebola Zaire Ag (Strip type)

Developed and M
anufactured by

P1914SG-0E

Ig
G

/Ig
M

Eb
ol

a

C M G

Ebola Ag (Zaire)

C 3 2 1

Ig
G

/Ig
M

Eb
ol

a

C M G

Ebola Ag (Zaire)

C 3 2 1

Immunochromatographic Assay

· For in vitro diagnostic use only. 

· Store at 1~40oC (36~104oF) sealed.

SD Q Line Ebola Zaire IgG/IgM

P2912D
G

-0E

1

40
Σ

1

Developed and Manufactured by

Immunochromatographic Assay

· For in vitro diagnostic use only. 

· Store at 1~40oC (36~104oF) sealed.

SD Q Line Ebola Zaire Combo
 (Ag and IgG/IgM)

P1916D
G

-0E

1

40
Σ

1

Developed and Manufactured by AIM
 Al

co
ho

l P
rep

 Pa
d

DI
SP

OS
AB

LE
 AL

CO
HO

L S
WA

B

FO
R 

EX
TE

RN
AL

 U
SE

 O
NL

Y

Sa
tu

ra
te

d 
w

ith
 7

0%
Iso

pr
op

yl
 A

lc
oh

ol

Fo
r p

rof
es

sio
na

l U
se

Do
 no

t re
-us

e

Positive Contents : One(1) Ebola Zaire Ag Positive Control Swab
in vitro Diagnostic, Not for internal Use

L52EZ1ENR0
Date Revised : 2014.12

SD Q Line

Ebola Zaire Ag 

Lot No.    :

Exp. Date :

1

40
Σ

1

Positive Contents : One(1) Ebola Zaire Ag Positive Control Swab
in vitro Diagnostic, Not for internal Use

L52EZ1ENR0
Date Revised : 2014.12

SD Q Line

Ebola Zaire Ag 

Lot No.    :

Exp. Date :

1

40
Σ

1

SD Q Line

Ebola Zaire Ag 

Lot No.    :

Exp. Date :

1

40
Σ

1

Contents : One(1) Ebola Zaire Ag Negative Control Swab
in vitro Diagnostic, Not for internal Use

Negative
L53EZ1ENR0

Date Revised : 2014.12

SD Q Line

Ebola Zaire Ag 

Lot No.    :

Exp. Date :

1

40
Σ

1

Contents : One(1) Ebola Zaire Ag Negative Control Swab
in vitro Diagnostic, Not for internal Use

Negative
L53EZ1ENR0

Date Revised : 2014.12

C

C
2 1

T

S

C

C
2 1

T

S

Ebola Ag (Zaire) Ebola Ag (Zai

BIOSENSOR Ebola Zaire IgG/IgM

2) [Plasma] Collect the whole blood into the collection tube (containing anticoagulants such as heparin, 
EDTA and sodium citrate) by venipuncture and then centrifuge (for 10 minutes at 3,000 rpm) blood to 
get plasma specimen.

3) For long term storage, store at -70°C. Avoid freeze-thaw cycles.
4) The serum or plasma specimens kept in refrigerator or freezer leave at room temperatur

minutes prior to use.

[Precaution]
1) As known relevant interference, haemolytic samples, rheumatoid factors-contained samples and 

lipaemic, icteric samples can lead to impair the test results.
2) Use separate disposable capillary pipette(5 ㎕) or pipette tip for each sample in order to avoid cross- 

contamination of samples which could cause erroneous results.
3) Discard the lancet or alcohol swab if package is pierced or damaged. The use of damaged lancet may 

cause any infection at the punctured skin due to loss to existing its sterility.
4) Serum or plasma specimens containing precipitate may yield inconsistent test results. Such specimens 

must be clarified (3,000 rpm, 10 min.) prior to assaying

 ■ Control Swab Test
1) Insert each control swab(2 Positive and 1 Negative) into the control swab extraction buffer and swirl 

the swab at least five times. 
2) Remove the swab and close the cap tightly. 
3) After discarding initial 2 drops, apply 4 drops (about 100 ㎕) of mixed solution into the round shaped 

assay diluents well of device and read the result at 15~20minutes.

 ■
1) Allow all kit components and specimen to room temperature before testing.
2) Remove the test device from the foil pouch, place it on a flat, dry surface.
3) [Using a capillary pipette ] With a 5μl capillary pipette, add 5μl of specimen drawn to black line into 

the square sample well marked “S”.
OR, [Using a micropipette] Add 5㎕ of specimen into the square sample well marked “S”.

4) Add 4 drops (about 90~120 ㎕) of assay diluents to the round assay diluents well.
5) Interpret test results at 15~20 minutes.

* Caution : Do not read test results after 20 minutes. Reading too late may give false results.
6) After test is done, discard used test components into the disposal bag.

 ■
1) Negative 

A color appears on the control(“C”) line only.
2) IgM Positive 

Color development on control(“C”) line and IgM(“M”) line indicates positive for IgM to Zaire 
ebolavirus. This is indicative of a acute phase of  Ebola infection.

3) IgG Positive 
Color development on control(“C”) line and IgG(“G”) line indicates positive for IgG to Zaire ebolavirus. 
This is indicative of a convalescent or past Ebola infection.

4) IgM and IgG Positive
Color development on control(“C”) line, IgM(“M”) and IgG(“G”) line indicates positive for both IgM 
and IgG to Zaire ebolavirus. This is indicative of a late acute or early convalescent Ebola infection.

5) Invalid Result 
If the control(“C”) line color fails to appear, the result might be considered invalid. Insufficient 
specimen volume or incorrect procedural techniques are the likeliest reasons for control line failure. 
Repeat the test using a new test device.

 ■ Limitations and Interferences
1) This test detects the presence of antibodies to Zaire ebolavirus in the specimen and should not be 

used as the sole criterion for the diagnosis of Zaire ebolavirus infection.
2) In early infections detectable levels of IgM antibodies may be low. Some patients may not produce 

detectable levels of antibody within the first seven to ten days after infection. If clinical symptoms are 
persistent, patients should be re-tested in 3-4 days after the first test.

3) As other diagnostic tests, all results must be considered with other clinical information available.
4) If the test result is negative and clinical symptoms are persistent, additional follow-up testing using 

other clinical methods is recommended. A negative result does not represent no possibility of an 
early infection of Zaire ebolavirus.

5) The test procedure, precautions and interpretation of results for this test must be followed strictly 
when testing.

 ■ Internal Quality Control
1. Internal Quality control : The test device has Test Lines(“G” and “M”) and Control Line("C") on the 

surface of the test device. All Test Lines and Control Line in the result window are not visible before 
applying any samples. The Control Line is used for procedural control .  Control  l ine  sh o
appear if the test procedure is performed properly and the test reagents of control line are working.

2. External Quality control :
5) Control Procedures: Positive and Negative control swabs should be tested according to the [Control 

Swab Test] procedure.
6) Specification

 · Ebola Zaire IgG Positive control swab should be interpreted as test line “G” Positive.
 · Ebola Zaire IgM Positive control swab should be interpreted as test line “M” positive.
 · Ebola Zaire IgG/IgM Negative control swab should be interpreted as negative.

 ■ Expected valuses
Zaire ebolavirus is characterized by the presence of detectable both IgG and IgM 8~10 days after the 
onset of infection.1

 ■ Performance Characteristics
1. Reproducibility has been demonstrated by studies(within-run, between-run and batch- to-batch) 

with in-house reference panels. All values were identical to reference panel acceptance criteria.
2. To evaluate the interference of BIOSENSOR Ebola Zaire IgG/IgM with known relevant interfering 

specimens, the hemolytic samples, rheumatoid factors contained samples and lipemic, icteric 
samples were investigated. In these studies, those specimens did not interfere with this test kit.

 ■ References
1. [Clinical Virologhy of Ebola Hemorrhagic Fever (EHF) : Virus, Virus Antigen, and IgG and IgM Antibody 

Findings among EHF Patients in Kikwit, Democratic Republic of the Congo, 1995]
2. Laboratory guidance for the diagnosis of Ebola Virus Disease in WHO 19/09/14

Product. Disclaimer: 
Whilst every precaution has been taken to ensure the diagnostic ability and accuracy of this 
product, the product is used out of control of the Manufacturer and Distributor and the result may 
accordingly be affected by environmental factors and / or user error. A person who is the subject of 
the diagnosis should consult a doctor for further confirmation of the result.
Warning: 
The Manufacturers and Distributors of this product shall not be liable for any losses, liability, 
claims, costs or damages whether direct or indirect or consequential arising out of or related to an 
incorrect diagnosis, whether positive or negative, in the use of this product.

ONE STEP IgG and IgM against Zaire Ebolavirus Test

 ■ Explanation of the Test
[Principle] BIOSENSOR Ebola Zaire IgG/IgM is designed to simultaneously detect and differentiate IgG
and IgM against Zaire ebolavirus in human serum, plasma or whole blood. Both the mouse monoclonal
anti-human IgG & IgM on the membrane and the Recombinant Zaire ebolavirus Ag gold colloid will react 
specifically with IgG & IgM to Zaire ebolavirus in the specimen. BIOSENSOR Ebola Zaire IgG / IgM test 
device has 3 pre-coated lines, “G” (Ebola  Zaire IgG Test Line), “M” (Ebola IgM Test Line) and “C” (Control 
Line) on the surface of the device. All three lines in result window are not visible before applying any 
samples. The control line (C) is a reference line which indicates the test is performing properly. A purple 
“G” and “M” lines will be visible in the result window if IgG and/or IgM to Zaire ebolavirus is(are) present 
in the specimen. When a specimen is added to the sample well, anti- Zaire ebolavirus IgG and IgM in the 
specimen will be captured by the relevant anti-human IgG and/or anti-human IgM immobilized in two 
test lines across the test device. Mouse monoclonal anti- Zaire ebolavirus -colloidal gold conjugates will 
react with Recombinant  Zaire ebolavirus Ag in antigen pad and forms a complex of antibody-antigen. As 
this complex migrates along the length of the test device by capillary action, it will react with anti- Zaire 
ebolavirus IgG and IgM in test lines and generate a colored line. 
[Intended Use] BIOSENSOR Ebola Zaire IgG/IgM is a chromatographic immunoassay for the rapid, 
qualitative and differential detection of IgG and IgM antibodies against Zaire ebolavirus in human serum, 
plasma or whole blood. This assay is intended for professional use as aid in the presumptive diagnosis 
between acute and convalescent phase. This test provides only preliminary test result.

 ■ Materials provided / Active ingredients of main components
BIOSENSOR Ebola Zaire IgG/IgM Test includes

Materials 25 Tests/Kit 
Cat No. RB29-12DG

Ebola Zaire IgG/IgM Test Device 25
Control swabs; 1 Ebola Zaire IgG Positive Control swab, 1 Ebola Zaire IgM 
Positive Control swab, 1 Ebola Zaire IgG/IgM Negative Control swab 3

Control swab extraction buffer 3
Assay diluents bottle (1x5ml/bottle) 1
Disposable capillary pipette (5㎕) 25
Lancet 25
Alcohol swab 25
Disposal bag 25
Instructions for use 1

Active ingredients of main components
 • 1 test strip included; Gold conjugate(as main component): Mouse monoclonal anti- Zaire ebolavirus 
-conjugated gold colloid (0.019±0.004μg), Mouse IgG gold colloid(for control line) (0.00075±0.00015 
μg), Test Line “G” (as main component) : Mouse monoclonal anti-human IgG (0.34 ±0.067 μg),  Test 
Line “M” (as main component) : Mouse monoclonal anti-human IgM (0.39 ±0.08 μg), Control Line 
(as main component) : Goat anti-mouse IgG(0.79±0.16 μg), Antigen pad(as main component) : 
Recombinant Zaire ebolavirus Ag (68.49±13.70 μg), Nitrocellulose membrane(25±5 x 4.0±0.9 mm), 
Conjugate pad(7.0±1.4 x4.0±0.9 mm), Sample pad (13±2.6 x 4.0±0.9 mm), Absorbent pad(18±3.6 x 
4.0±0.9 mm), Antigen pad(7.0±4.0 x 4.0±0.9 mm)

 • Assay diluents ; 100 mM Tris Buffer (1ml), Tween 20(0.2%), Sodium Chloride(150mM), Proclin 
300(0.05%), Sodium azide(0.05w/v%)

 • Control Swabs ; Ebola Zaire IgG Positive Control Swab : Human IgG-mouse monoclonal anti- Zaire 
Ebola IgG conjugate (1ug/ml), Ebola Zaire IgM Positive Control Swab: Human IgG-mouse monoclonal 
anti-Zaire Ebola IgG conjugate (1ug/ml), Ebola Zaire IgG/IgM Negative Control swab : Tris buffer(q.s), 
Sodium azide(q.s), Tween20(q.s)  

 • Control swab extraction buffer; 100 mM Tris Buffer (1ml), Tween 20(0.2%), Sodium Chloride(150mM), 
Proclin 300(0.05%), Sodium azide(0.05w/v%)

 ■ Materials required, but not provided
Timer

 ■ Precautions/Kit storage and stability
1) Store the test kit at 1~40°C. DO NOT FREEZE the kit components.

*Note: When kit is stored at refrigerator, all kit components must be brought to room 
temperature(15~40°C) minimum 30 min prior to use.

2) The test device is sensitive to humidity as well as heat.
3) Perform the test immediately after removing the test device from the foil pouch. Do not use reagents 

beyond the stated expiration date marked on the label.
4) The shelf life of the kit is as indicated on the outer package.
5) Do not use the test kit if the pouch is damaged or the seal is broken.
6) The assay diluents contains low concentration of sodium azide as a preservative. Sodium azide is toxic 

and should be handled carefully to avoid ingestion and skin contact.
7) Do not store the test kit in direct sunlight.
8) When transporting or storing the packages, avoid exposure to high temperature (over 45°C) for a 

period longer than 1week.

 ■ Warnings
1) For in vitro diagnostic use only. Do not re-use test device.
2) The instructions must be followed exactly to get accurate results. Anyone performing an assay with 

this product must be trained in its use and must be experienced in laboratory procedures.
3) Do not eat or smoke while performing test.
4) Wear protective gloves while handling specimens. Wash hands thoroughly afterwards.
5) Avoid splashing or aerosol formation.
6) Clean up spills thoroughly using an appropriate disinfectant. 
7) Decontaminate and dispose of all specimens, reaction kits and potentially contaminated materials, 

as if they were infectious waste, in accordance with your biohazard waste disposal regulation.
8) Do not mix and interchange different specimens.
9) When used as directed, test kit reagents present no risk to the user.

10) Do not pipette by mouth.
11) Do not mix reagent of different lots.

 ■ Collection, Storage and Precaution of Specimen
[Whole blood]
1) [by venipuncture]   Collect whole blood into the EDTA tube.
2) [by lancet] Clean the area to be lanced with an alcohol swab. Squeeze the end of the fingertip and 

pierce with a sterile lancet provided. Wipe away the first drop of blood with sterile gauze or cotton. 

[Serum or Plasma]
1) [Serum] Collect the whole blood into the collection tube (NOT containing anticoagulants such 

as heparin, EDTA and sodium citrate) by venipuncture, leave to settle for 30 minutes for blood 
coagulation and then centrifuge blood at 3,000 rpm for 10 minutes to get serum specimen of 
supernatant. 

For in vitro diagnostic use only
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AIM Alcohol Prep Pad

DISPOSABLE ALCOHOL SWAB
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Saturated with 70%
Isopropyl Alcohol

For professional Use
Do not re-use

Positive
C

ontents : O
ne(1) Ebola Zaire A

g Positive C
ontrol Sw

ab
in vitro D

iagnostic, N
ot for internal Use

L52EZ1EN
R0

D
ate Revised

 : 2014.12

SD
 Q

 Line

Ebola Zaire Ag 

Lot N
o.    :

Exp. D
ate :

1

40
Σ

1

Positive
C

ontents : O
ne(1) Ebola Zaire A

g Positive C
ontrol Sw

ab
in vitro D

iagnostic, N
ot for internal Use

L52EZ1EN
R0

D
ate Revised

 : 2014.12

SD
 Q

 Line

Ebola Zaire Ag 

Lot N
o.    :

Exp. D
ate :

1

40
Σ

1

SD
 Q

 Line

Ebola Zaire Ag 

Lot N
o.    :

Exp. D
ate :

1

40
Σ

1

C
ontents : O

ne(1) Ebola Zaire A
g N

egative C
ontrol Sw

ab
in vitro D

iagnostic, N
ot for internal Use

Negative
L53EZ1EN

R0
D

ate Revised
 : 2014.12

SD
 Q

 Line

Ebola Zaire Ag 

Lot N
o.    :

Exp. D
ate :

1

40
Σ

1

C
ontents : O

ne(1) Ebola Zaire A
g N

egative C
ontrol Sw

ab
in vitro D

iagnostic, N
ot for internal Use

Negative
L53EZ1EN

R0
D

ate Revised
 : 2014.12

2. First, read carefully the instruction on how to use the STANDARD Q Ebola Zaire Ag.
3. Next, look at the expiry date at the back of the foil pouch. Use another kit, if expiry date has passed.

/ Exp. Date : YYYY.MM.DD.

4. Open the foil pouch and look for the following: 
  
          Result window        Sample port
 Ig

G
/Ig

M
Eb

ol
a

C M G

Ebola Ag (Zaire)

C 3 2 1

Ebola Ag (Zaire)

C 3 2 1

Bl
oo

d

◀ C Ebola Ag (Zaire) Ebola Ag 

◀ C Ebola Ag (Zaire) Ebola Ag 

◀ C Ebola Ag (Zaire) Ebola Ag 

◀ C Ebola Ag (Zaire) Ebola Ag 

◀ C Ebola Ag (Zaire) Ebola Ag 

◀ C Ebola Ag (Zaire) Ebola Ag 

90
o

35
μl

Co
nt

ro
l l

in
e 
▶

Te
st

 li
ne

 2
 ▶

Te
st

 li
ne

 1
 ▶

Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag 
Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag 

Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag BN

Ig
G

/Ig
M

Eb
ol

a

C M G

Ig
G

/Ig
M

Eb
ol

a

C M G

4 
dr

op
s

◀ C Ebola Ag (Zaire) Ebola Ag 

◀ C Ebola Ag (Zaire) Ebola Ag 

N
eg

at
iv

e

G
P

Po
si

tiv
e

N
P&

VP
40

Po
si

tiv
e

G
P,

 N
P&

VP
40

Po
si

tiv
e

In
va

lid

90
o

 Ebola Ag (Zaire) Ebola Ag

Bl
oo

d

Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag 
Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag 

Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag Ebola virus Ag BN

A
lc

oh
ol

 P
re

p 
Pa

d
D

IS
PO

SA
BL

E 
AL

CO
H

O
L 

SW
AB

FO
R 

EX
TE

RN
AL

 U
SE

 O
N

LY

Sa
tu

ra
te

d 
w

ith
 7

0%
Is

op
ro

py
l f

or
 D

is
in

fe
ct

io
n

Fo
r p

ro
fe

ss
io

na
l U

se
D

o 
no

t r
e-

us
e

Ig
G

/Ig
M

Eb
ol

a

C M G

C Ebola Ag (Zaire) Ebola Ag

3 
dr

op
s

Po
si

tiv
e

10
 S

ec
on

ds

Bl
ac

k 
lin

e
Bl

oo
d

2
5μ

l

50
μl

Ebola Ag (Zaire)

C T T T

Ebola Ag (Zaire)

C 3 2 1

1     2    3

              

PREPARATION OF CONTROL
Insert each control swab (Positive or Negative) into the control swab extraction buffer and swirl the swab for at least ten 
seconds. Remove the swab.
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