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Consent form (Thai)
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คณะผู้วิจัย: SM RU  (Shoklo M alaria Research U nit)

วัตถุประสงค์: เพ่ือประฌิณผลการศึกษาชุดตรวจวินิจฉัยมาลาเรียแบบใหม่
ข้าพเจ้าและบุตรของข้าพเจ้าเข้าใจและยินยอมเข้าร่วมเป็นอาสาสมัครในการวิจัยนิทังนิข้าพเจ้าหรือบุตรของข้าพเจ้า 
ป่วยเป็นไข้มาลาเรีย

ข้าพเจ้ายินยอมให้คณะผู้วิจัยของ SMRU เก็บตัวอย่างเลือดจากปลายน้ิวของข้าพเจ้าประมาณ 250 ไมโครลิตรหรือ 
ประมาณ 2-3 หยดเพ่ือใช้ในการวิจัยเร่ืองการตรวจวินิจฉัยไข้มาลาเรีย

ในกรณีท่ีได้มีการวินิจฉัยไข้มาลาเรียแล้วข้าพเจ้ายอมให้มีการเจาะเลือดปริมาณไม่เกิน 6 มิลลิลิตรเพ่ือนำไปใช้ใน 
การวิจัยข้ันต่อไปข้าพเจ้าเข้าใจว่าข้าพเจ้าจะได้รับแจ้งการเปล่ียนแปลงต่างๆ อันเก่ียวเน่ืองกับงานวิจัยตังกล่าวข้างด้น 
ในกรณีท่ีมีการเปล่ียนแปลงหากข้าพเจ้ามีข้อสงสัยประการใคผู้เช่ียวชาญจาก SMRU จะเป็นผู้ตอบคำถามต่างๆ แก่ 
ข้าพเจ้า

การศึกษานิ,มธุดบุ่งหมายเพ่ือนำมาซ่ึงข้อมูลใหม่ เๆกียวกับการตรวจวินิจฉัยไข้มาลาเรียแบแ,ใหม่และไม่มีผล 
ประโยชน์โดยตรงต่อข้าพเจ้า

ข้าพเจ้ายินยอมให้นำผลการวิจัยน้ิไปตีพิมพ์เผยแพร,เพ่ือวัตถุประสงค์ทางวิชาการโดยมิให้มีการเปิดเผยช่ือของ 
ข้าพเจ้าในส่ิงตีพิมพ์น้ัน

ข้าพเจ้าเข้าใจตีว่าคณะกรรมการด้านจริยธรรมในงานวิจัยทางวิทยาศาสตร์ได้ทำการกล่ันกรองและเห็นชอบในงาน 
วิจัยน้ีข้าพเจ้าเข้าใจตีว่าข้าพเจ้ามีสิทธิในการถอนตัวและส้ินสุดฐานะการเป็นอาสาสมัครในการวิจัยน้ิได้โดยตลอด 
เวลา

ข้าพเจ้าทราบตีว่าข้าพเจ้าจะไม่ได้รับผลตอบแทนใดๆ ในการร่วมเป็นส่วนหน่ึงของงานวิจัยนิ

_________________________________ /  เ
ลายเซ็นช่ือผู้ยินยอม วันท่ี

ชื่อผ ู้ย ินยอม (ต ัวพ ิมพ ์)
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The Investigators are: SMRU (Shoklo Malaria Research Unit)
Purpose: The purpose of the รณdy is to evaluate a new diagnostic

test for MALARIA
Permission
I understand that I was selected, or my child was selected as a volunteer for this study 
because he, she or I have MALARIA.

I hereby authorize a qualified person designated by the SMRU to withdraw 250 |JL (a 
few drops) from a finger prick for the purpose of medical research related to the 
diagnosis of MALARIA.
In case the diagnostic of MALARIA is established, no more than 6 mL will be 
removed. I understand that I will be informed of any change in the nature of the รณdy 
or the procedures, as described above, as they may occur. A qualified person from 
SMRU will answer any questions that I have.
I understand the purpose of these tests is to gain information about the potential of a 
new diagnostic test for malaria, and they are not intended as a direct benefit to me.
I consent to the use of the results of the studies performed with this sample of blood for 
publication for scientific purposes, excluding my identity.
I understand that a committee exists which has reviewed, and continues to review this 
study from a scientific and ethical standpoint. I further understand that I am free to 
withdraw my voluntary consent and discontinue my volunteer participation at any time 
without prejudice.
I understand that there is no compensation available for my participation in this 
research study.

_________________ / /
DONOR’S Signature Date:

Donor name (printed)
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Consent form (Karen)
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O p t i M A L  I T  S t u d y

Microscopy Form I (MKT)

Code OPT_____________  □  OPD
□  TMI
□  HP

A p p e n d ix  4

Microscopy form I

Date______________________
Name_____________________  Sex ______M______F
Age_____________ years

Microscopy results

Hematocrit________%
Number of asexual parasites/pL of blood_______________ /)JL

Sample taken
□  PCR spots
□  EDTA blood 1 ml

Lab tech name _______
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Microscopy form II
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O p t i M A L  I T  S t u d y

Microscopy Form 11 (MS)

Code OPT_____________ □  OPD
□  TMI
□  HP

Date_
Name

Microscopy results ( 2nd level)

Lab tech name
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O p t i M A L  I T  S t u d y

Microscopy Form I I I  (3rd Level)

Code OPT_____________  □  OPD_____
□  TMI______
□  HP

A p p e n d ix  6

Microscopy form III

Date_
Name

Request for the 3rd level 

Microscopy results

Lab tech name
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OptiMAL Result form

O p t i M A L  I T  S t u d y

OptiMAL Result Form

Code OPT_____________ □  OPD______
□  TMI______
□  HP

Date_
Name

OptiMAL Result

Negative
Positive p. falciparum, Intensity

□  Slightly positive □  Positive □  Strongly positive
Positive p. non-falciparum, Intensity

Invalid
□  Slightly positive □  Positive □  Strongly positive

Rem ark

Lab tech name
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Paracheck result form

Q p t i M A L  I T  S t u d y

Paracheck-Pf Form

Code OPT_____________ □  OPD
□  TMI
□  HP

Date_
Name

Paracheck -Pf

Negative
Positive □ Slightly positive

□ Positive
□ Strongly positive

Invalid

Rem ark

Lab tech name
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E D T A  L ist

O p t i M A L  I T  S t u d y

E D T A  L is t

NO. CODE D a te  o f  c o lle c t io n

1 OPT
2 . OPT•' *'■ -̂  sy OPT

•- 4 OPT
5 OPT
6 OPT
7. OPT
๐
8 OPT
9 OPT
10 OPT
11 OPT
12 OPT
13 OPT
14 OPT
15 OPT
16' OPT
17 OPT
18 OPT
19 OPT
20 OPT

Total sam ples
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PCR List

O p t i M A L  I T  S t u d y

P C R  L is t

NO. l i l l g p f D a te  o f  c o lle c t io n
1 OPT
2 . . OPT

r 3 5 OPT
4 V OPT

■ 5 . OPT
6 OPT
^ OPT
8 OPT
9 OPT
10 OPT

OPT
1 9 OPT
13 OPT
14 . OPT
15 OPT
16 OPT
17 OPT
18 : ; OPT
19 OPT
20 OPT

Total sam ples



OptiMAL-IT Time Record Date______

A p p e n d ix  11

OptiMAL Time Record

1. OPT 11. OPT

2. OPT 12. OPT

3. OPT 13. OPT

4. OPT 14. OPT

5. OPT 15. OPT

6. OPT 16. OPT

7. OPT 17. OPT

8. OPT 18. OPT

9. OPT 19. OPT

10.OPT 20. OPT
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Microscopic Examination Procedure
A p p e n d ix  12

Blood sample will be collected by finger prick from clinically suspected malaria 
cases presenting at the OPD.

Thick and thin blood film will be prepared on the same slide and stained with 
fresh 10% Giemsa solution at pH 7.2 for 20 minutes. (Two slides will be taken from 
each patient; one slide will be examined at the first level (on site) and second level 
(Mae Sod) the other will be kept for the third level at HTD for further examination).

Thick blood film will be examined by using 1000 X magnification by expert 
microscopist as the standard practice. Parasitaemia will be measured by counting the 
number of asexual parasites against a number of 500 leukocytes in the thick blood film 
by hand two-tally counter; if parasite count > 500/500 WBC the count will be done 
against 1000 RBC in the area where RBC are normally distributed in thin smear. 
Parasites stage and species identification will be done on the thin films.

Thick films with no parasite found in 200 fields, will be considered to be 
negative.

Assuming that the average WBC count is 8000 per microliter of blood, the 
parasitaemia will be calculated by using the formula:

Parasitaemia/pL = Number of parasites per 500 WBC * 8000
500

For parasitaemia done on thin smear (against RBC), the following formula will be used: 
Parasitaemia/|iL = Number of infected RBC per 1000 RBC * Hct * 125.6 
e.g. 15 per 1000 RBC with Hct = 36 %
Parasitaemia/ pL = 15 * 36 * 125.6

= 67,824 parasites/pL
Slides will be reexamined in the same way by a second microscopist at the secondary 
level (Mae Sod) without knowing the result of the first level.
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OptiMAL-IT® Assay Procedure

The OptiMAL-IT test were kept in room temperature and just opened before 
performing to avoid exposing to humidity. The patient's code and date was labeled on 
the device. The same finger-prick blood wound from which malaria smear were made 
was used for the blood collection by the pipette supplied with the kit. The entire volume 
of blood (approx. 10 pL) was added to the Conjugate well. After mixed gently, the test 
was stood for 1 minute. The test device was pulled out and the dipstick vertical was 
inserted into the conjugate well and stood for 10 minutes or until the blood or 
conjugated mixture completely soaked up. After the blood migrated toward the filter 
pad, transferred the dipstick to the wash well and waited for 10 minutes until the filter 
pad is completely cleared of blood. The time had to be 10 minutes if less than that there 
could be a back flow of blood though the pad is completely cleared. Then removed the 
dipstick from the wash well and clicked it back into the device. Cleared strip was read 
under natural daylight and the result was recorded in the form and on the device.

A p p e n d ix  13
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Paracheck Pf® Assay Procedure

Paracheck test were kept in room temperature and just opened before testing. 
The patient’s code, date and exact time of testing were recorded on the device. From 
the same fmger-prick, the adequate quantity of blood (approx. 5 pL) was collected by 
pipette provided in the kit. Applied the blood to the sample well ”A” immediately then 
dispensed 6 drop of clearing buffer into well “B”. The result was read at the end of 15 
minutes under natural daylight and was recorded in the form and on the device.

A p p e n d ix  14



100

A p p e n d ix  15

OptiMAL IT® Leaflet

ร ๊ร -ิ - - - - - - - D Î a M e d
O p tiM A L -IT

Temporary - Boxe Insert (0 2 0 1b) 
Only for evaluation use

Mort than BOO million catat ๙  Malaria occur 3๗1 ytar, ol which 3 million prova fatal, particularly เท children.
DtaMad OptiMAL 1T la a dipatlck Mat tor tha detaction of an Infection by Ptaamodlum app ta human blood aamplaa 
with differentiation between: ft fMefpanawtreepontlbie agent of moat fetal caaaa) and PI MM faW panwt (ft vfvex, p. oval* or P. mtltrioti.
SpedHdty; OptfMAUT detects the pretenca of pU)H (perealte lactate dehydrogenase), an entyme produced by both 
sexual and nVtuif forme of tha oarealta. There la no croaa-reaction with the human LOR
SeoeitMtr OptiMALTT detect* peripberelparesiuemis levait of 0.001-0t o o »  (60-100 I pare**** per pL of Wood). 
The sensitivity can be compered with microecopie observation of a thin blood ameer, uaing a X100 immeraion objective, for a period ๙  approx 30 minutes, by a well-treined technician.
Feet and Eaey : The result la obtained เท 20 rrvlnutea. OptiMALTT providea all neceetary matariale to perform a teat. 
Ideal tor a non-iaboratory emrionment เท endemic areas.
Monitoring of treatment with OptiMAL-fT: the Mat ta only potitfve when Dye Parashas are preeent ๒ the blood. A 
repeat test become* negative generally ttathin 2-4 daya following the beginning of successful treatment Thua Opat- 
MAL1T la aultable to verify the effectiveneea ๙  therapy, underlining possible reeiattnt atraina of Pistmodlum app.
Reagents OptatAlTT ะ Individual rapid Malaria teat

Btch linglA tASt ptcfctflf cor*V*iy?
1 device with dipstick, conjugate well, waah well
I ^ w eram p o u le of buffer

I ร เ ร ะ ร ฺ* . . . »
1 achemadc Met procedure
เท boxes of 12 Individual Tact package*
Stability; tee expiry date on aluminium foil
Important When transporting or storing the packages, avoid expoeure ผ ุ high temperature 
lover 38*0 for a period longer than 1 day. Avoid any expoeure to 60*c end hog her (the 
reegenta may be damaged).
Ceettetc When ueed ae directed, OptiMAL-ir reegenta preeent no riak to the uaec after contact with patient"! blood temple dtacard the potential Infected material Into aultabie w atu container. 
Do not pipette by mouth.

t emple Materiel • Capilary blood cdtacMd from fingertip or from ear. See teat procedure below.
• Freeh whole Wood, collected by venipuncture uaing EDTA or Heparin sample tubes.

Poeh hre Control DtaMad optfeu u . f oe Itivo control nreoared. from เท vitro culturee of Pteemodbm Wdperum, 
conitint pl-DH specific for Ptaamodlum falciparum {taparataty eveilabla).
jt la recommended to verify the performance of OptMAL-fT เท a regular manner, and eapedaf- ly after transportation and storage under tropical conditions.

P riedple o f  the  
teat

DiaMed-OpdMAL-fT is a rapid detection teat using a dipstick coated with monooional 
antibodtaa against the metabolic eiuyme parasite lactate dehydrogenase (pLDH).
เท case of presence pf Plasmodium เท่ the blood sample, the plOHcaptured by the con- iuoatè rêACti with the tûAcîfic AfttibodiAi AGaifttt P.faldDArum And/or Ptssmodium SOD. 
The reactions are demonstrsted by the appearance of dark purple bende on the dipstick. 
Tbs band of ths procedure control I goat anti-mouse) muet always be preeent to vatlde- 
M e result เท casa of absence of the control band, the teat le not valid.

ไ) Goat end-mouse (procedure control)
2) Monoclonal anti-pLDH specific to ell 4 species of Plasmodium Ift falciparum, vfvax, materies, ovate) •
3) Monoclonal ênli-çiûH specific to ft falciparum
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Teel procedure
Tsar open the ฝนทาinium package and taka out ฝเ the malariaLImpartant  Don not leave the malarial exposed to humidity and high temperatureoval ไ hour. Avoid exposure to sunlight.
*. Take the device, piece It horltontally on a flat surface, write tha pabeirti name or number on the label.

2. Tear open tha buffer-ampoule and add:
• 1 drop af better (approximately 2d pL) เก the first well |Con)ugats, msr ked with a red line)
• 4 drop 0< buffer (approximately 80 pi) to the second well (Wash well) 
Allow ts atasd far 1 minute.

3. Mood coKacdon: collect blood umpie from finger prick. Use the Lencet and the Pipette supplied with the Wt or use fresh blood from tubes containing anticoagulant (EDTA, heparin).
finger prick: Asepdcally dean the fingertip with the disinfectant เพ*b, ๒4 dry, remove the lancet from rti srrvalope, prick the later») pert of the fingertip.
Take the Pipette, equeeie it, place the open tip into the blood drop, reieese pree- รนre end drew up blood 10 the black แทุ่a.Discard the used tweb end the Lancet Into a suitable waste container.When using tseaeua blood, draw blood from the tuba into tha Pipette เก the tame manner.

Add die entire volume of blood (approx 10 pU by eqoetdng tha Pipette partly, to the 1 first■ พ»แ (Conjugate Wen with the mark around).
Mix gently with tha Plpatta (upper and) and allow to stand 
Discard th# Pipatta into a suitable wsste container.

6ft. Open tha IT-devicc hold tha device with the Welle between thumb end forefinger and, with the other hand, pull out the flat piece (with the label). Place the walla back on the table, and ine art the dfoeticfc vertical Into the Conjugate Well (with red line). Allow to (tend tor 10 sdmrtae, SO that tha btooddonjugate mixture la complatfy soaked up.
6b. The blood migritee toward» the fitter pad end the control bend wil appear progressively.

7ft. Transfer toe Dipstick to tha second wall (Wash wall) and allow to «and for MO aaianaa, until tha reaction field Lt completely cleared ๙ blood.
7 b. The control bend (marked 0 must now be clearly visible.

a Remove tha dipstick from tha wash well and dick it back into tha deer plastic piece.Close the wells with the well cover, break It oW, and break tha two lags off from the deer plastic piece. Discard tham into a suitable waste container.
9. Read tha reaction:first vdidata the test end then interprète the results (see: Interpretation of Ihe results).The Dipstick slide should be kept for future reference end for comparison ๒ case of further tests for monitoring the efficiency of treatment
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iMMpntttkm 1) Validation of the obtaiaodteautta ฟ tin résulta Tbetestbuotvelidinthteaeasas:
• whan the Dipadck il not เฬฺพุantly clears (reaction รฬฺ remalni ndj. tha volume of buffw may hav« been ๒รนfActont or tha พ»เพกร tim# too short
• whan tha control band doss not appaar• . .M« whM thê Cûfttrd bâfid dûM ftûl iûûéâf êven if ûnê. Of both ๙ tha diagnostic banda becomes poîttv*.
Repeat the tart, following pndielyth* tea procédural

$â :M

Nagetiw teectiorç” no pl^ b detected In the simple.Na reaction OGCOT with thaplDH antibodies and only the control band will b* vbibl*.
tha pLDH ornant เก tha tampia raacti with tha •ntt- ptDH conjugate and riaa» up tha Dipstick wher« K b capturad by one or both ๙ tha specific pLDH antibodies, causing tha appearance of a colourad band.

Ili te ‘
m f f i  k as______ 1

S i t e y BSST* {
i » 9 £ M -.... i 9and ttte possibility ๙ a mixed infection with: fi vfvtx,R cnk or P. mtliritê, can not ba excluded.

* Pœltiva tor non PJbowottene ftMptmt Ipedet:P vh»M Ot P. mtk or P. mtltritt,This tampia b negative for R kidptrm.
NB: Monitoring of treatment Repeat the test 2 deys (48 hours) after start of the traatmant *ฟฺ again 2-3 days later, repeat tasdng and compara tha reactions with tha raauha obtainod before traatmantIf tha ruction remain! pœitfv* after 7-10 days, tha posaibifty ๙ a raaiitant strain should ba const- __________ dated.__________________________________________________limitation* OptUIAL'fTdttacU tha praaaoca ๙ plOH from living pamitas only ihanca tha possibility to moni-tor tha efficiency ๙ traatmant). Comperbon testa with PCR may therefore not ba eondualva. Any modifications to tha dascribad test procadura or usa ๙ othar rsagsnts may modify tha raacdon pal- ____tamsndlnvalidatathatast

ReoMrif The unused dipsticks prasant taint lints at tha position of tha 3 artdbodias.Thasa faint lines arapra-sant for in procats control and quality control during tha manufacturing procsss. Thay disappear completely aa aoonai the reaction liaid of the (fipstick bln contact with ih* Mood sample and con- __________ Jugata._____________________________________
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A p p e n d ix  16

Paracheck PF® Leaflet

p a r a c h e c h
RAPID TEST FOR p FALCIPARUM MALARIA 

INTRODUCTION (Device)
Paracheck PI is a rapid self performing, qualitative, two site sandwich immunoassay for the determination of p falciparum specific histidine rich protein - 2 (Pf HRP-2) in whole blood samples.
SUMMARY
Four species of the Plasmodium parasites are responsible (or malaria infections เท human viz. p. falciparum, p. vivax, p ovale and p  malariae. Of these p falciparum เร่ the most prevalent and severe species that is responsible for most of the morbidity and mortality worldwide. Early detection of p  falciparum malaria is of paramount importance due to incidence of cerebral malaria and drug resistance associated with it. Pf HRP-2 is a water soluble protein that IS released from 
parasitised erythrocytes of infected individuals and is specific to the p  falciparum species.
Paracheck PI detects the presence of Pf HRP-2 in whole blood specimen and is a sensitive and specific test for the 
detection of p. falciparum malaria.
PRINCIPLE
Paracheck PI Is a rapid test for the detection ๙  p. falciparum malaria that utilizes the principle of immunochromatOyraphy. 
As the test sample flows through the membrane assembly of the device after addition of the clearing buffer, the colored anti 
Pf HRP-2 colloidal gold conjugate (monoclonal) antisera complexes the Pf HRP-2 เท the lysed sample This complex moves 
further on the membrane to the test region where it is immobilised by the anti Pf HRP-2 (monoclonal) antisera coated on the membrane leading to formation of a pink colored band which confirms a positive test result. Absence of this colored band in 
the test region indicates a negative test result. The unreacted conjugate and unbound complex if any. move further on the membrane and are subsequently immobilised by antimouse antibodies coated on the membrane at the control region, forming a pink band. This control band serves to validate the test performance.
REAGENTS AND MATERIALS SUPPLIED
Paracheck PI kit contains : c
1 . Individually pouched devices : Membrane assembly predispensed with anti Vf HRP-2 colloidal gold conjugated antisera, anti Pf HRP;2 antisera and anti mouse antisera at the respective regions anff sample applicator pipette!2. Clearing buffer เท a dropper bottle.
OPTIONAL MATERIAL REQUIRED
Calibrated micro pipette capable of delivering 5 pi sample dtcuratelÿe 
STORAGE AND STABILITY
The test kit may be stored between 4-3(fC till the duration of the shelf life as indicated on the pouch /  carton DO NOT 
FREEZE. - .
NOTE
Read the instructions carefully before performing the test.
For in vitro diagnostic use only. NOT FOR MEDICINAL USE.
Do not use beyond expiry daté.
Do not inter mix reagenü from different tots.
Handle all specimens as potentially infectious.Follow standard biosafety guidelines for handling and disposal of potentially infective material.
SPECIMEN COLLECTION ANO PREPARATION
Fresh anti coagulated whole blood should be used as test sample and EDTA or Heparin or Oxalate can be used as suitable 
anticoagulanL The specimen should be collected เก a clean glass or plastic container. If immediate testing is not possible then 
specimen may be stored at 2 - 8*c forupto 72 hours before testing. Clotted or contaminated blood samples should not be used for performing the tesL Fresh biood from finger prick /  puncture may also be used as a test specimen.
TEST PROCEDURE
1. Bring the Paracheck Pf kit components to room temperature before testing.
2. เท case the pouch has been stored at 2 - 8 °c  allow atleast 30 minutes for die device to come to room temperature. Check the colour of the desiccanL It should be blue. If it has turned colourless or faint blue, discard the device and 

tjse another device.3. Open the pouch and remove the device. Once opened, the device must be used immediately.
4 ! Evenly mix the anti coagulated biood sample by gentle swirdng. Touch the sample applicator pipette to the surface of the blood in the sample container. Blot the blood so collected on to the sample pad in the sample well 'A' (This delivers -approximately 5pl of the whole blood specimen). ^

เท case Finger prick blood is being used, touch the sample applicator pipette to the blood on the finger prick and immediately blot the specimen on to the sample pad in the sample wel ‘A’ (Care should be taken that the blood sample has not clotted and the transfer to the sample pad Is immediate).
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OR
Alternatively, 5 pi of the anti coagulated or the finger prick specimen mav be delivered to the sample pad in the 
sample well 'A' using a micro pipette.
NOTE: Ensure the blood from the sample applicator pipette has been completely taken up by the sample pad.

5. Dispense six drops (300pl) of the clearing buffer into well 'B' by holding the plastic dropper bottle vertically.
6. At the end of 15 minutes read the results as follows:

NEGATIVE for p. falciparum malaria : Only one pink colored band 
appears in the control window 'C.

POSITIVE for p falciparum malaria : เท addition to the control band, 
a distinct pink coiored band also appears in the test window T .

7. The test results should not be interpreted after 15 minutes.
8 The test should be considered invalid if no bands appear on the device. Repeat the tesl with a new device 

ensuring that the test procedure has been followed accurately.
LIMITATION OF THE TEST
1. Since the Pf HRP-2 persists for upto a fortnight even after successful therapy, a positive test result does not 

indicate a failed therapeutic response.
2. In case the test needs to be used to monitor success of therapy, testing is advised only from 15 days after the 

completion of therapy.
3. As with all diagnostic tests, the results must always be correlated with clinical findings.
PERFORMANCE CHARACTERISTICS
1. In an independent Study, a panel of 167 samples whose results were earlier confirmed with expert microscopy 

were tested with Paracheck PI and the results obtained are as follows:

Sample type Total no. of samples tested Paracheck PI Sensitivity
%

Specificity
%Positive Negative

p. falciparum positive 74 73 1 98.6 -
p vivax positive 8 t 0 8 - 100
Malaria negative 85 1 84 - 98.8

2. เท an another independent study, 125 patient samples from a p falciparum endemic area were tested with Paracheck PI
and microscopy (thick and thinI smear). Paracheck PI was found to be 100% sensitive and 100% specific to p. falciparum 
against microscopy. All the 31 samples that tested positive for p falciparum under microscopy showed positive results 
with Paracheck PI. The four p max positive samples and the 90 malaria negative samples tested negative with 
P aracheck PI. * *

3. In a third independent study, 100 patient samples were tested with Paracheck PI, with another immunochromalographic 
tesl for p. falciparum and with microscopy. Paracheck PI showed a 99% correlation with mjcroscopy and a 98% 
correlation with the other immunochromalographic test

4. From the above results and the results ๙  in house data Paracheck PI is a highly sensitive and specific test for the 
diagnosis of falciparum malaria.
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5. Data on file ะ Orchid Biomedical Systems.

c n rา— IT A □  0  B

c c rTTl T A □  Q  B

Manufactured by ะ 
Orchid Biomedical Systems

Plot No. 88/89, Phase II c, Verna Industrial Estate, Verna, Goa - 403 722, INDIA.
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