mTyphuldii?Iw Rapid Test is a lateral flow i deteclion and
differentiation of anli-Salmonella typhi (S. typhi) and pamlypm lgG and lnM in human smlm or
plasma. Itis intended to be used by p asa 0 lest and provides a p ¥
lest resull lo aid in the diagnosis of infection with S. fyphi and pumlypm

Any use or Prelation of this preliminary lest resull musl also rely on other clinical findings
~ and he professional judgment of health care provid lesl method(s) should be
‘cansidered lo confirm the tesl resull oblained by this device
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phoid fever and paratyphi fever are baclenal infections caused by Salmonella [yphi and
phi A, B and C respectively, which are transmitied through the ingestion of tainled food
Waler Worldwide an estimaled 17 million cases and 600,000 associaled deaths occur
ually'. Palients who are infecled with HIV are at significantly increased nsk of clinical
fection. 1-5% of patients become chronic carriers harboring S. fypht in the gallbladder.

clinical diagnosis of infeclions depends on isolalion of S. Iyphi and paralyphl from blood,

] or a lesion In facilities that can nol alford to perform this
mplicaled and lime-consuming procedure, Filix-Widal test is used lo facilitale diagnosis.
. many limitations lead to difficullies in the i lion of the VWidal les’*

, the Typhoid IaG/igM Rapid Test is a simple, (asl laboralory test thal simultaneously
lnr.l differentiates I9G and lgM antibodies 1o S. typhi and paralyphi antigen® thus aiding
@ delerminalion of current or previous exposure (o S, fyphi and paralyphi. 1gM posilive or
119G both positive suggest current infection, while 19G posilive suggasts lale stage of
n, prévious infection, or lalent infection

he Typhold IaG/ight Rapid Test is a lateral flow
alographic immunoassay. The lesl
consisls of: 1) a colored conjugale pad
Ing recombinant H anligen and O antigen
ugated wilh colloidal gold (HO conjugales)
| & conlrol anlibody conjugaled with colloidal
, 2) a nirocellulose membrane sinp
g Iwo test lines (G and M lines) and a control line (C line) The M line is pre-coaled with
nal anti-human IgM for the delection of anli-S typhi and paralyphi 1o, G line is pre-
‘with reagenis for the detection of anli-S. lyphi and paralyphi 19G, and the C line is pre-
‘wilh a conftrol line antbody.

an adequale volume of lest specimen is dispensed inlo the sample well of the casselle,
esl specimen migrales by capillary aclion across Lhe lest cassetie. lgM antibodies if present
& patient specimen will bind to the HO conjugales. The immunocomplex is then captured on
pmbrane by the pre-coated anli-human Ighl antibody. forming a colored M line, indicaling
n anti-S. fyphi or paratyphi Igh posilive test result.

AWB if present in the patient specimen will bind to the HO conjugales. The
is then caplured by ihe pre-coaled reagenis on ihe membrane, forming a
G,ﬂrll. indicaling an anb-S. fyphi or paratyph IgG positive test resull.

of any test lines (M and G) suggesls a negalive resull. The lest conlains an inlermnal
line) which should exhibil @ colored line of the immunocomplex of the control
ardless of the color development on any of the lest lines. Otherwise, the les! resull
the mlhfﬂl!hd!ﬂﬂ)mlherdwlﬁ
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All reagents are ready lo use as supplied Store unused lest device unopened al 2-30°C. If
slored al 2-8°C, ensure thal the lest device is brought lo room lemperature before opening. The
tesl device is slable through Ihe expiralion date prinied on the sealed pouch. Do not freeze the
kit or expase the kil lo lemperature above 30°C

. SPECIMEN COLLECTION AND HANDLING

Consider any malerials of human onigin as infeclious and handle them using standard bio-safety
procedures |

Plasma/Serum D,
Step 1©  Collect blood speci into jon lube inng EDTA, cilrate or heparn

plasma or colleclion ube containing no anticoagulants for serum by venipunclure
Step2: Tomake plasma sp centnfuge collected sp and carefully withdraw the

plasma inlo 3 new pre-labeled Wwbe
Step3 To make serum specimen, allow bloed (o clot, then centrifuge callecled specimens
and carefully withdraw the serum Inlo a new pre-labeled tube.

Tesl specimens as soon as p afier collecl Store sp al 2-8°C, if not tested
immedialely The specimens mn be slored at 2-8°C for up \o 5 days. The specimens should be
frozen at -20°C for longer slorage

Avoid multiple freeze-thaw cycles Prior to testing, bring frozen specimens Lo room lemperature
slowly and mix genlly Specimens conlaining visible paruculale matier should be clarified by
centnfugation before testing

Do not use samples demonstraling gross lipemia, gross hemolysis or turbidity In order Lo avoid
Interference vath resull inlerpretation.

ASSAY PROCEDURE " & NS Dt iyt
Step 1. Bnng lhe specimen and lest p 1S o room . I refngerated or

frozen. Once thawed, mix the specimen well prior to performing the assay.

Slep2  When ready lo tesl. open the pouch al the noich and remove device. Place the lest
device on a clean, flal surface.

Step 3.  Be sure lo label the device with specimen’s ID number
Step4:  Fill the plastic dropper with the specimen.

Holding the dropper vertically, dispense 1 drop {(about 3045 uL) of serumiplasma into
the cenler of the sample well, making sure thal there are no air bubbles.

Then immedialely add 1 drop {about 35-50 L) of sample diluent into the center of oyl
sample well with the bottle positionad vertically "b
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! 15 minutes
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1 drop of serum/plasma 1 drop of sample diluent
Slep5 Sel up timer

Step 6:  Resulls should be read al 15 minutes Positive resulls may be visible in as shart as 1
minute. Negalive resulls muslt be confirmed al the and of lha 15 mlnuln only. Ary
results interpreted outside of the 15 mir be 1d
Invalid and must be rep d. Discard used devices after interpreting the ruull
following lacal requirements governing the disposal of devices,

T T e O UALITY RONTROL A

1. Internal C I: This test contains a buill-in control fealure, the C line. The C line
develops after adding specimen and sample diluent Olherwise, review the whole
procedure and repeal test wilh a new device,

2, External Control: Good Lab y Praclice ds using external controls,
posilive and negalive, lo assure the proper performance of the assay, paricularly
under the following circumstances.

A A new operator uses Lhe kil, prior (o performing testing of specimens.

b. A new Iot of test kit is used

¢ Anew shipment of kils 15 used

d The lemperalure used dunng slorage of the kil falls oulside of 2-30°C.
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- The lemperature of the lest area falls oulside of 15-30°C.
. To venly a higher than expected Irequency of posilive o negalive resulls.
. To investigale the cause of repealed invalid resulls.




1. NEGATIVE OR NON-REACTIVE RESULT: If only ihe C line is present, the absence of
any color in the both test lines (M and G) indicales thal no anl-S. lyphi or paratyphi
anlibody Is detected in the specimen, The resull Is negative or non-reaclive

2 POSITIVE OR REACTIVE RESULT:
21 In addition lo the presence of C line if only M line develops, the lest indicales for the

presence of anli-S. fyphi or paratyphi lgM in the specimen. The result is IgM posilive or
reaclive.

22 In addition to the presence of C line, il only G line develops, the lesl indicales for the

pu::ua of an-5. typhi or paralyphl 19G in the specimen. The result is 1gG positive or
reactive

P 23 In addition lo the presence of C line. both M and G lines develop, the lest indicates for
the presence of anli-S. fyphi or paratyphi 1aG and |ghl in the specimen, The resull is both
IgG and IgM positive or reactive
g ith_posilive_or reacti wid be Hemalive lesli
e method(z) and clinical findings before o diagnosis ducision is made.
il INVALID: If no € line develops, the assay is invalid regardless of any color in the tes!

lines as indicated below Repeal the assay wilh a new device

CHARACTERISTICS

: - were collected from susceplible subjects and lesled by the
Test and by a commercial S fyphi Ight EIA. Comparisen for all

e following Lable
d Test
| Negative Total
TR 3 3
T 298 300
301 334

- 89 3%, Overall Agreement 98.5%
.
c1ed from susceplible subjects and lested by the
\m 5 iyphi 19G EIA kit Companson for all

Rt . f
¥ e |

314
all Agreement 99 D%
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The Typhoid IgG/igM Rapid Tesl is imiled to the qualilative delection of
typhi of paratyphi in human serum or plasma The intensily of the lest line
linear comrelalion with the antibody liter In the specimen,

3. A negalive or non rasull for an | subject i b ol
anti-S. typht or paratyphi H . @ neg test resull does nol p
the possibility of exposure to S typhi or paratyphi.

4 A negalive or non-reactive resull can occur if the quanlity of anti-S. fyphi or paralyphl
anlibodies present in the specimen is below the delection limil of the assay, or he
anlibodies hat are detected are nol present during the stage of disease in which a sample
1s collecled

§  Infection may grogress rapidly If the symplom parsists, while the result from Typhoid
19G/IgM Rapid Tesl is negalive or result, il is ded o Lest with an
allernalive lest method, such as bactenal cullure method.

6  Somasp g ¢ lly high liter of heterophik
factor may alfect expected resulls.

7. The resulls oblained with this lest should only be interpreted in conjunction wilh other
diagnostic procedures and clinical findings
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