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1. Introduction

Wondfo is a class C in-vitro diagnostic device belonging to the Infectious disease -
parasitology specialty category. It is approved in Tanzania as kit for use in adults, children,
elderly etc. by healthcare professionals.

1.1.  Administrative Information

Registration number TAN 25 MDR 0205

Brand Name (if relevant) | Wondfo

Common name Malaria P.F (HRP2/PLDH) Test

Class of the device and Class C as per Rule 3 for classification of In Vitro

rule applied Diagnostic Devices

GMDN code and term 52336, Plasmodium falciparum antigen IVD, kit, rapid
ICT, clinical

Name and complete Guangzhou Wondfo Biotech Co. Ltd.

address of the Market o o

Authorization Holder 510663 no. 8 Lizhihishan Road, Luagang district

Guangzhou China

Name and address(es) of | Qualtrust Company Limited,

local responsible person
(LRP). Trust House, 4th Floor, Plot No. 58, Block 29B,

Mwananyamala, Komakoma, Mwinyijuma Road,

Dar es Salaam

1.2. Assessment Procedure

The application for registration of Wondfo was submitted on 03.01.2025. The product
underwent abridged assessment. Assessment was completed in 2 rounds of evaluation.
Wondfo was registered on 18.12.2025

2. Technical information
2.1. Intended use

The intended use of Wondfo as declared by the manufacturer and approved by TMDA is
an immunochromatographic, rapid diagnostic assay intended for the qualitative detection
of P. falciparum specific histidine rich protein-2 (P.f HRP2) and P. falciparum specific pLDH
(P.f pLDH) in human fingerstick whole blood and venous whole blood. Wondfo is approved
for use in healthcare settings, point of care by trained professionals only.



2.2. Device details and features

Wondfo is a single device with no additional components or accessories. Wondfo has
been registered as a kit which consists of Cassette, Instruction for use, Alcohol prep pad,
the invented cup Sterile lancet, and Blood lancet for single use

Wondfo is a manually operated device. It is used for diagnosis of malaria. Wondfo
operates by immunochromatographic, rapid diagnostic assay. The test out-put is
qualitative.

The type of specimen used is whole blood and is collected by human fingerstick and
venous collection

QUALITY CONTROL

1. Internal control: This kit contains a built-in control

feature as a procedural control, the control region

4 drops (C). A colored line develops in the control region
.
:

(C) after addition of the specimen and buffer. If a

gfx;; 2z O e colored line does not-develop in the C region, the
test is invalid. Review the procedure and repeat
2. Test procedure for venous whole blood the test with a new device.
A. Please gently mix the venous blood specimen by 2. External control: The test kit does not provide
inverting the blood collection tube to make it external control.
homogenous. Take SpulL venous whole blood
specimen with a pipette and drop it into the INTERPRETATION OF RESULTS

center of the sample well vertically.

Lines that - Read and Interpretation
Picture
you see of Results
c < Result: Invalid.
— T2 — T2 L
SuL No line at f— - Action: Take a new cassette
C" (control) and repeat the test.Please
_— - . contact the local distributor or
Tt — e (e

¥z T2 manufacturer if invalid results
continuously appear.

B. Add 4 drops (about 100uL) of buffer into the
buffer well vertically, and start timing.

Line at 'C” — ‘;—y Result: Negative.
and No other line oy Action: No
4 drops
3
:

== Lines that Read and Interpretation
T T .
3:*‘5? sz O (=] = you see Picture of Results
3. Interpretation ~ Result: Positive.
A. Read the results after 15 minutes but no more 1 | — T2 1. Line at'C” .'T1" and "T2
than 30 minutes — ¥ indicates positive for P.f
- HRP2 and Pf pLDH._
2. Line at 'C" and "T1" indicates
B. To avoid confusion, discard the test device after Line at°"C — e positive for P.f HRP2.
reading the result and at T1” = T2 3. Line at 'C’" and T2 indicates
- - —
— and/or T2 positive for P.f pLDH.

~N Note: Line intensity may vary
from faint to strong intensity.
. = Consider a faint test line as a
T positive result.
Action: No

15-30 mins

2.3. Commercial presentation

There are three (3) approved commercial presentations as follows: One test cassette and
desiccant in the foil pouch. 25, 40 and 100 pouches are placed in a box



Additional contents include quick guide, sterile lancet or blood lancet, test cassette
desiccant, inverted cup and alcohol prep pad

2.4. Items required but not submitted
e Timer
e Protective gloves
e Specimen and test waste container
e Sterile cotton swab/ball
3. Storage instructions
3.1.1. Shelf-life
24 months.
3.1.2. Storage conditions
The recommended storage conditions are Store the kit at 1°C-40°C.
3.1.3. Shipping conditions

The recommended shipping conditions is 1-40°C

4. Manufacturing site audit

The manufacturer of the device is Guangzhou Wondfo Biotech Co., Ltd. No.8, Lizhi Shan
Road, Science City, Huangpu District, 510663, Guangzhou, P.R. China.
sales@wondfo.com.cn

Quality audit of the manufacturing facility was conducted through site visit, on 12t — 13t
June, 2019.The site was found to be compliant to ISO 13485 requirements.

5. Performance Evaluation
5.1. Analytical Performance
The analytical performance characteristics of the device was established through the
following test parameters: precision (repeatability and reproducibility), analytical

sensitivity and analytical specificity.

5.2. Clinical Performance



Clinical performance was conducted at Centers for Disease Control and Prevention on
behalf of WHO in the fourth quarter of 2022, according to protocol PQDx_317, version
3.1. The following parameters were tested; precision (repeatability and reproducibility),
clinical sensitivity and clinical specificity.

Based on results of the performance studies, it was concluded that the test sensitivity and
specificity is 100% and 100% respectively. The studies further concluded that Wondfo is
capable of consistently producing accurate and reliable test output.

6. Product label and instructions for use

The content of the primary and secondary labels is in line with TMDA labeling
requirements in terms of content, layout and design. The label contains sufficient
information for proper identification of the device and post marketing follow up of the
product in the market.

The package insert includes all the relevant information to ensure correct and safe use of
the device by intended user.

6.1. Primary pack
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6.2. Secondary pack

Wondfo Malaria WZS
P.f (HRP2/pLDH) Test

CONTENTS:

25 Individual pouches, each containing:
Test cassette

Desiccant pouch

. 25 Vials of P.f buffer (0.3mL/vial)

. 1 Instruction for use

1l

NOUAWN

. 25 Alcohol prep pads
. 25 Sterile lancets
. 25 Inverted cups

25 Quick guides

o}puAN

Wondfo —

..........

6.3 Instructions for use/Package insert
View the product insert at the last page

7. Risk -

Benefit Analysis

On basis of the data submitted, the current state of knowledge and compliance of the
manufacturer to ISO 13485, the benefit of the product outweighs the risks associated with
its use when used in accordance to the manufacturer instruction. Wondfo is
recommended for registration.



8. Post-approval updates

8.1. Variation applications

Reference | Date Change requested Recommendation | Granting
number submitted date
NA NA NA NA NA

8.2. Feedback from pharmacovigilance, post marketing surveillance and

enforcement activities

Type of feedback Impact Response
No any recorded Adverse | NA NA
Event

8.3. Re-registration applications
NA

CHANGE HISTORY

Version | Date Description of update
number

Section(s) Modified

Approval date
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