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Test-it Range of Products

Test-it Lateral Flow Rapid Tests (RDTs) for typhoid fever in humans

Produce by : Life Assay Diagnostics (Pty) Ltd, Cape Town, South Africa

Typhoid fever is caused by the Gram-negative bacterium known as Salmonella enterica
serotype Typhi. The clinical presentation of typhoid fever varies from a mild illness with
low-grade fever, malaise, and slight dry cough to a severe clinical picture with abdominal
discomfort and multiple complications. Laboratory testing is essential because signs and
symptoms may resemble those of other major infectious diseases. The Test-it™ Typhoid
IgM lateral flow assay provides an indirect measure for infection through the detection of
pathogen specific antibodies. Specific IgM antibodies usually develop early in the
diseases. The assay is a relatively simple and rapid assay that may be used as a point-of-
care test in the field or at the bed-side. It does not require special training, equipment,
electricity or refrigeration. Results are obtained in 15 minutes. The assay devices and the
running fluid may be stored at +4°C to +28°C.

Product code: TYP001

The Test-it™ Typhoid lateral flow device detects disease specific IgM antibodies in
human serum or whole blood samples antibodies in humans against Typoid in whole
blood or serum.

Pack size 25 tests per kit.
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Email: info@lifeassav.com
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Capricorn Business and Technology Park
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Postal Address:
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WHO Malaria RDT Web Reviews

Review Coordinator Summary: Final

Paper code: 1/09

Origin: Indonesia
Title:
POINT - OF - CARE TESTING FOR Authors: Ratnawati, Mochammad Hatta, Henk L Smits

MALARIA OUTBREAK MANAGEMENT ) ) ) o
Transactions of the Royal Society Tropical Medicine and

Hygiene (2008) 102, 699-704

RDT product(s): Rapid One Step Malaria test. Arista Biologicals Inc.Allentown, PA.USA
Target antigens: HRP2, pLDH

Comparative standard(s): Microscopy

Trial type: Accuracy / Cost-benefits/ Accuracy of One Step Malaria test to diagnose Pf and Pv during a

public health impact /ease of use / malaria outbreak emergency, No cost benefits noted, PHL effect and ease
behavioral: of use was discussed

*Usefulness of paper (rated by reviewers): 3

Major findings/implications: = Compared to microscopy the One Step Malaria test was easy to
perform without significant training

= The one Step Malaria test gave results in a shorter time than
examination of blood films.

= The ability of the RDT to cope with large numbers of samples is
advantageous

Trial type

The accuracy of the One Step Malaria test was evaluated against expert microscopic diagnosis during an outbreak
of malaria during 2006 on a remote Island of Sapuka Betar in the Pankep District of Southern Sulawesi Province.
There were 2 Primary Health centres (Puskesmas) manned by nurses only and the Research team presence was
incidental.

89 febrile patients presented diagnosed as malaria and all patients with > 2 days of fever and/or flu like symptoms
were entered into the study (4.3% of population). Average length of fever was 3.6days, m/f ratio was 0.9 and
average age 25.7 yrs.

Blood samples were collected from all patients and Giemsa stained thick and thin films were prepared. A heparin
anti-coagulated sample from each case was frozen and later used for the Rapid One Step test.

An experienced technician from the research team examined the slides and the slides were rechecked by a
parasitologist in Makassar. No comment on blinded reading of slides is made.

Parasite densities were calculated against the assumption of 8000 wbe/Imm® of blood.

The Rapid One step Malaria test consists of 2 detection antibody capture lines, HRP2 and pan pLDH and was
conducted following the instructions from the manufacturer on the samples | year after collection. Storage at 2-

30°C was considered as there may be a problem in tropical climates. No comment on prior training or experience
with the RDT is given.

Permission for the study was given by the Island leader and verbal consent obtained from all patients.

Results and analysis:

78 Giemsa stained films were positive for malaria parasites.
49 (62.8%) were P falciparum, 7 were P vivax and 22 having mixed Pf/Pv infections




11additional healthy patients were diagnosed with malaria due to signs and symptoms and response to treatment.
Sensitivity for microscopy was estimated as 87.6% ((95% CI) confirmed by the second reader.

Parasite density: Median parasite density was 346 parasites/ul and was similar for P falciparum mono-infections,
P vivax mono-infections and mixed infections.

Rapid One Step Malaria test results were positive with 43 (87.8%) patients with P falciparum, 7 with P vivax and
22 with mixed infections.

The RDT also diagnosed 9 of the 1 1microscopically negative clinically positive patients as P falciparum and one as
a non-falciparum malaria.

Overall the Rapid One Step Malaria test diagnosed 81 (sensitivity 91%, 95%CI) of the Giemsa slide positive and
negative patients.39 were P falciparum mono-infections, 3 other slide positive P falciparum mono-infections were
considered to be mixed infections by the RDT, and in one case a mono-infection with a non-P falciparum was
noted.

All mono infection P falciparum cases negative with the RDT had parasite densities <50parasites/ul

*Usefulness of paper (rated by reviewers): 3

* 1. No direct relevance. 2. Very unlikely to influence current practice. 3. Likely to influence current practice in some settings. 4. Likely to influence current
practice in many areas. 5. Highly likely to influence current practice in many areas.

Disclaimer:

The views expressed in this report are those of the independent reviewers and do not necessarily reflect the views or policies of the World Health Organization.



