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r ‘ALL ™ Malaria P.f. Rapid Test Cassette

TEST {Whole Blood)
Package Insert
A rapid test far fhe detechion of [ (B4} in humas
whoie blood.
For professicnal in vitro disgnostic usa only.
[INTENDED USE]

The Malaria P f Rapid Test Cassafia (Whale Blood] is a rapid chromatographic immunaassay
for the g datection of i human whok blocd
[SUMMARY]
Malaria is causad by a peotozaan which invades himan red blood cefs ' Malaria is ana of fhe
warld's mosl prevalent dizesses According lo the WHD, the worldwide prevalence of e
disease iz astimated o be 300-500 million cases and over 1 million deaths aach year, Mast of
these victires ane infants, young chidien. Ower half of the world's population lives in malaious
arsas. Microscopic analysis of appropeately s1ained thick and thin blood smears has been ha
slandard disgnostc techvique for identifying malaria infections for more Bwan 3 cantury.” The
technique iz capable of accwsle and iefiable diagnosis when performed by skilled
microscopésts using defined profocols. The skill of the micrmscopiat and use of proven and
defined procedwes, requently present the grestest obatades to fully achieving B polential
accuracy of migustopic dimnosis. Ahough Bese B a logstical burden sssodaled with
perfcrming a time-intensive, labor-intansie, and equipment-inensive procedure such as

diagnostic microscogy, 1 B Ihe lraining eguired lo estabish and sustain competent
pericemance of micoscopy thal poses the greatest @fcully in employing s diagrostic
technology.
The Malaria P.f, Rapid Tast Caseetis (Whale Blood) is 3 rapid fest to qualitativaly detect e
presence of the PI. antigen. The teal ulilzes coliod gold conjugas io salactively datect P I
antigen inwhola biood

[PRINCIPLE]
Tha Mdadia P Rapid Test Cazsetie (Whole Blood) is & quelitative, membrane based
immunasssay for the detection of P, snligan in whole blood. The mambrane is precoated with P
ansbody, Dunng testing. the whole blood specimen reacts wilh (he dye conjgste, which has been
pre-coated in the test casseMe. The midure then migrstes wpward on $he membrans
chromalographically by capikary acsion and resdts with P4 anibody on the memérans on e test
lirig. if the specsmen contains P 1. anbgen, 3 colored kne will Bppearn in e test region. The abssnce
of ®e colored line in tesl region indicatis that the speciman does nol contain P.T anbigen. To serve
as @ provedue cordrol, @ colored ine will ahways appear in the control Wun incicatiog that proper
wodume of been added

[REAGENTS]

The test cesselts containg anil-HRP-I of gold
and anli-HR P anibodies comed on the membrans
[PRECAUTIONS]

For professional in wiro disgrostc uss onfy. Do not use after the expiration date

Far whole blood specimen use anly. Do nol use other spedmens

D ot ea, dnk or smake in the area whese the specimens of kis are handled.

Handie &l specimens as if ey conlain infectious agenls. Dbserve establisted precauions

aginet jcal hazasnds  hroughout 8l and follow the standard

procedures for proper dlsposal of specimens.
« Wear profective cloling such as laboratory coals, disposaible gioves and eye prolection

when specimens are assayed.

= The used test should be discarded rding to local
= Hurredity and y aff
[STORAGE AND STABILITY ]

The kit can be stored af room lempersture o refrigerated (2-30°C). The test Casselle is stable
throwgh the expiration date printed on the saaled pouch, The lesf Caszelte musl remain in the
sealed pouch ungl use. DO NOT FREEZE. Do nof use bayond fhe axpiration data.
[SPECIMEN COLLECTION AND PREPARATION]
= Tha Malaria P-f. Rapid Test Cazsette (Whola Blood) can be performed using whole Bloed.
Both Fingemstick Whole Blood and Venipunciure Whole Blood can be ysed.
Ta eoliect Fingerslick Whoke Bood spesmens:
Waeh the patiant's hand with soap and warm water or dean with an aleohol swalh. Allow
e ol
Msgage the hand without touching the puncture sile by rubbing down the hand
fowards the fingestip of e middls or ring finger
Puncture the skin with & stenie lancat. Wipe away the first sign of blood.
ey rub the hand from weist to palm to Snger to form & rounded drop of blood over e

puncture site
» Testing should b= performed immedalely after speomen coliecion. Do not leave e
ai room far periods. Whole blood collected by

venipuncture shoud be stored al 2-8°C T e lesl s to be ron within 2 days of collestion. For
long ferm storage, specimens shoud be kept below -20°C. Whole biood collected by
be tested o
Bring spedmens lo raom bemperalure pador o lesfing. Frozen specimens musl be complelaly
thawed and mixed well prior to lesting. Specimens should not be frozen and Hawed
rapeatedy for more than thrae Smes
If specimens are to be shipped, they shouid be packed in compllance with fedesal
avaring the P f eticiogic agants

[MATERIALS]
Materials Provided
« Test cassaties » Disposable specimen droppers
« Buffer + Package insart
Materials Required But Not Provided
+ Fipetts and dispesabla tipe (optional) + Speciman collaciion containers
+ Lancsts (for fingersick whole biood only)  + Timer
[DIRECTIONS FOR USE]
Allow the test, specimen, buffer andior controls to reach room temperature (15-30°C)
prior 1o testing,
1. Bring the pouch to room temperature before opening 1. Remove the test Cassette from the
segied poudh and use il a3 so0on as possibie
2. Place the Casselie on a clean and level surface.
F or'Whole Blood specimen:
Use a pipette: To transfer 10 b of whole blood teo the specmen well, then add 3 drops
of buffer {approsimately 180 uL), and starl the timer.
= Use a disposal specimen dropper: Hold the dropper verically; draw the specimen up to
the Fill Line as shown in ilussration below {approximately 10 uL) Transfer he spegmen
1o e specimen well, then add 3 drops of buffer (approxdmately 180 pL), and start the

timar.
3. Wit for the colored Fneis) to appear. Read results at 10 minutes. Do nol nderpred the
result ater 20 minutes.
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[INTERPRETATION OF RESULTS]
{Please refer to e illustration above)
POSITIVE " Two colored lines sp| . Ona colared ling should be in the control ine region ()
and snother colored bne should be in the 1est line region | T).
“NOTE: The intensity of the color in the lest Bne region (T} wil vary on fhe

clinical methods |s recommended. A negatve result dees nol at any time precude the

peasbiiity of malaria infaction
[PERFORMANCE CHARACTERISTICS]

Sansitivity and Specificity

The Malaria Pf. Rapid Test Cassette (Whale Biood) uses an ansbody that is highy spaciic o
Malaria F.f. anbigen in whole blood. The Malaria Pf. Hapid Test Caassette (Whole Blood) has
been tested with thin or thick blood smears on clinicsl samples. The resulls show that the
sensilivily of the Malaria P . Rapid Test Cassetbe (Whole Blood) is over 99.0% refative 1o blaod
smears. And the resulls show thal te speaficty of the Malaria P f. Rapid Test Cassette (Whole
Blood) is =00% relative 1 blood smears

Blood Smears
Mathod Total
Microscopy
Resulls | Possve Hegaive R
Walaia P Rapid Tost l___eﬂ_
Cassette (Whole Blood) Fusivg w g 8
Negative o 267 @57
Total Results an 6T 557

Relabve sersibuly. >50.0% (95901 B6.7%~100 0%);
Relatve specitaly: »00.0% [O5%C1 00 4%-~100.0%);
Acourscy: >00.9% (05%CH": 09, 5%-100.0%)

Precizion

intra-A

Within-un pracision has been determined by wsing 15 replicates of Free specmens: negaive,
low titer positive and high titer posisve specimens. The specimens were comsctly dentifled >39%
of the lime.

“Confidance infarvals

Inter-Assay
Betwaan-run precision has been desermined by 15 independent assays on the same threa
epacimens: negative. low titer posisive and high titer positve specimens. Three diferent lots of
the Madaria P.I. Rapid Tes! Casselte (Whole Blood) have been lested using these specimens

The specimens were comectly identified >09% of the time.

Cross-reactivity

The Malaria Pf. Rapid Tesl Cassetle (Whole Blood) has been lested by HAMA, RF,

HBsAb, HBaAg, HBeAb, HBoAb, Syphiis, HV, HCV, HPylori MOND, CMV, Ruballa and
TOXO positive specimens. The results showed no cross-reactivity

Inorfering Substances

The kllowing potentially interlering substances were added to Malaria negative and posiive
Epadimens
Acelaminophen: 20

MgAIL. Caffaine: 20 moédL
Acetylsalicyic Add 20 maidlL

Genfisic Acid: 20 mgidlL

Ascorbic Add: 2gidl Akxerin: 2 gl

Craatin: 200 mgidL Bifinubin: 1 g/dL

Cwalic Add: 60 mg/dL

Nane of the althe i interfered in e assay,
[BIBLIOGRAPHY ]

1. Bill MaConedl, Malaria Laboratory Dagnosis. January 2001

2 Cooke AH, Chiodinl FL, Doherty T, et al, Comparisan of a parasie lactete dehydrogenase-
base immunechromatographic ansigen detection assay wilth micros for the deteciion of
emalaria parssite in human blood samples. Am J Trop Med Hyp, 1000, Feb: 60(21173-2

Index af
(Congult irsthctisns for use of Contains =
E]m comsull siectronic insimickons W s ffcient for <n> t Tempecms
for use tests

Catalogue
raambar

concenyation of antigen, uis., HRP-Il prezent in the specimen Thesetore, Bny shace of color In

the fest line region (T) should be considered positlive.

NEGATIVE: Ona colored line appears in the control fina region (C). No ine appears in fhe

Resst v region (T)

INVALID: Control ine 1ails to appear. Insufficient specimen valume or Inoomect procedura

techniques are the most kely reasons for control line falure, Revew the procedure and repeat

e test with & new lest. IF the problem persists. discontinue using the test kit immedately and

contact your local diswibasor
QUALITY CONTROL]

Intemal procedural controls are included in the test A coloed line appeanng n e control

region () is an inlemal valid procedural control. It confoms sufficient specimen volume and

corfed procedural echnigue,

Contral standards are not supplied with this kit; hawever, it s recommended that posiive and

megative controls be lested as @ good laboratory practios 1o confirm e lest pocedure and 1o

werily proper test perarmance.

[LIMITATIONS ]

. The Malaria P.I. Rapid Tes! Casselle (Whole Bicod) & for in wiro disgnostic use only, This
test should be used for e detection of P.f. antigen in whole biood specimens only. Neither
e guenfitalive vakee mor the wle of increase in P.L anligen concenlralion can be
determined by this qualtatve sl

2. The Malania P.f. Rapid Test Cassette (Whole Blood) will only indicate the presence of P.F.

ansgen the specimen and should not be used as the sole enlera lor e diagnosis of
malaria infeetion.

3. As with all diagnostic tesis. af resulls must be interprated fogether with ofher clinical

Infremation evalabis to the physicsn.
4. If the 128t resull 15 negative and dircal symptoms persisl. eodsonal lesing using other
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