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About Us

Medical Innovation Ventures Sdn. Bhd. (Mediven®) specialises in the
design, development and manufacturing of infectious disease in vitro
diagnostics products.

Company Medical Innovation Ventures Sdn. Bhd.
Founded in 2012
Address 1st Floor, Plot 88f, Lintang Bayan Lepas 10,

Bayan Lepas Industrial Park, 
Bayan Lepas Free Industrial Zone Phase 4,
11900 Bayan Lepas, Pulau Pinang, 
Malaysia.

Website www.mediven.com.my
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http://www.mediven.com.my/


¡ Key Milestones
• CE-IVD granted for 32 immunoassays (ProDetect®).

• CE-IVD marks obtained for 18 molecular diagnostics (GenoAmp®).

• Sole supplier of HIV rapid tests to Malaysia government hospitals

• Sole supplier of Dengue rapid tests to Brunei government hospitals

• One of the few fully integrated IVD specialists based in ASEAN.

• Our products are validated by independent International External 
Quality Assessment (EQA) from the UK and Australia. 

About Us
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Infectious Diseases
• Respiratory infection
• Tropical fever
• Sexually Transmitted Infection

Toxicology
• Workplace
• Government
• Reference Lab

Family Health
• Women’s Health
• Oncology

Our Products
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ProDetect® Rapid Test Platform

hCG Pregnancy (Strip/Cassette)

Flu A/B/RSV

Rota/Adenovirus

Drug of Abuse

Syphilis

HbsAg

Mycoplasma pneumoniae

Dengue

Zika

COVID-19 (Ag/Ab)
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GenoAmp® Platform

Real-Time PCR

• Multiplex detection of pathogens in a single tube
• Detection through real-time PCR
• Easy reaction setup
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Introduction of HIV1

Principle of RTK2

Specimen Collection3

Test Procedure and Results 
Interpretation4

IMR and WHO Report5
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Introduction to HIV

• HIV (human immunodeficiency virus) is a RNA
virus that attacks the body’s immune system.

• It is spread through a specific type of cell called
CD4 cells, also known as T-cells. These special
cells help the immune system fight off infections.

• If left untreated, HIV will reduces the number of
CD4 cells (T-cells) in the body, damaging the
immune system.

• Eventually, this will lead to AIDS (acquired
immunodeficiency syndrome), which also makes
it easier for infections or cancers to take
advantage of a very weak immune system and
cause death.
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HIV Types
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HIV Transmission
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Stages of HIV
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Statistic of HIV in Malaysia
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Overview of HIV & AIDS Epidemic in 
Malaysia (2021)



Private & Confidential

Current HIV Trend in Malaysia

Slight decrease in 
trend for new HIV 

cases from 2019 to 
2021



Impact of COVID-19 pandemic on 
HIV management in Malaysia

• In 2021, Malaysia did not meet the fast-track targets for Ending AIDS, 

despite previous successes.

• COVID-19 pandemic disrupted community-based HIV screening and 

prevention activities.

• COVID-19 pandemic also affected the distribution of health workers

in places they are needed the most.

• Prolonged movement control orders and various non-

pharmacological prevention strategies such as physical distancing, 

limitations in face-to-face consultations restricted PLHIVs’ access to 

health care and other social support.
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Statistic of HIV in Malaysia

New HIV infections 
are mainly contributed 
by patients in the age 

group of 20-29 and 
30-39. 
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Statistic of HIV in Malaysia

Most common 
mode of HIV 

transmission in 
Malaysia in 2021 is 

sexual transmission. 
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Changes in mode of transmission over 
the last 2 decades

� Mode of transmission for 
HIV changes from 
predominantly IDU to 
sexual transmission.

� The proportion of sexual 
transmission has increase 
to  96% in 2021 
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HIV Cases in Malaysian States

More than half of 
new HIV cases were 
notified from 
populous states 
such as Selangor, 
Federal Territory of 
Kuala Lumpur and 
Penang
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Window Period of HIV/AIDS

• After exposure to HIV, there will be biomarkers in the blood of the patients 
such as HIV RNA, HIV antibody, HIV antigen p24. 

• From the day of exposure to the day where these biomarkers are 
detectable, it is called window period. 



Private & Confidential

Window Period of HIV/AIDS



Private & Confidential

HIV Infection & Laboratory Markers

Source: Grant, Robert & Smith, Dawn. (2015). Integrating antiretroviral strategies for HIV prevention: post- and pre-exposure 
prophylaxis, and early treatment. Open Forum Infectious Diseases. 2. ofv126. 10.1093/ofid/ofv126. 

Acute Phase Chronic Phase
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HIV Detection Methods
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HIV Test
Pre-Test

Post-Test

HIV Diagnosis
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Pre-Test

Risk assessment 

Assessment of 
behavioral risk

Assessment of 
biologic risk

Five P’s approach

▪ Partner
▪ Practice
▪ Protection
▪ Past history 
▪ Pregnancy 

Test for the presence of 
anti-HIV antibody
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Product Specification
Product Name Mediven Wondfo One Step HIV1/2 

Test

Product Code W6-C

Technology Rapid Immunochromatographic 
Direct Binding 

Packing 20 individually packed tests/box

Target HIV antibody

Sample Whole Blood/Serum/Plasma

Incubation Time 15 mins

Result Qualitative: Positive/Negative

Sensitivity 99.10%

Specificity 99.20%

Storage Room temperature.
Do not freeze. 
Avoid sunlight, moisture and heat. 

Shelf Life 24 months from manufacturing date
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Alcohol swab

Test cassette

Individual packaging

Lancet Pipette

Buffer

IFU

Wondfo HIV1/2 Rapid Test



Private & Confidential

How Rapid Immunochromatographic Direct 
Binding Work?

Source: Hurt CB, Nelson JAE, Hightow-Weidman LB, Miller WC. Selecting an HIV Test: A Narrative Review for Clinicians and Researchers. Sexually Transmitted Diseases. 2017 
Dec;44(12):739-746. DOI: 10.1097/olq.0000000000000719. PMID: 29140890; PMCID: PMC5718364.

Process: 
1. The test strip contains antigen conjugated to 

colloidal gold, synthetic HIV antigens and 
immobilized anti-human antibody. 

2. When sample containing HIV antibody is drop 
onto the test strip, it binds to antigen conjugated 
with colloidal gold forming antigen-HIV antibody  
complex. 

3. The flow continues, antigen-HIV antibody  
complex will bind to the synthetic HIV antigens. 

4. The flow continues, immobilized anti-human 
antibody will capture the non specific human 
antibody.

5. Accumulation of colloidal gold at the control and 
test lines creates a reddish-purple stripe.

Antigen conjugated to 
colloidal gold

Immobolized anti-
human antibody

HIV antibody
(from specimen)

Synthetic HIV antigen
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• Recommended: specimen 
should be used immediately 
after collection

• If not tested immediately: 
May be stored at 2-8oC for 
not more than 7 days

• Separate the serum/plasma from 
blood as soon as possible to avoid 
hemolysis

• Recommended: specimen should be 
used immediately after collection

• If not tested immediately: May be 
stored at 2-8oC up to 3 days

• Long term storage: 
• Below -20oC

Bring specimens to room temperature before testing

Whole blood Serum & Plasma

Specimen Collection

Heparin tube
EDTA tube
Sodium citrate tube
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• Select the finger for puncture
• Clean the area to be lanced with an alcohol

pad and allow finger to dry.
• Using a sterile lancet, puncture skin just off

centre of finger
• Apply gentle pressure to finger
• Wipe away 1st drop of blood
• Allow a new drop of blood to form
• Take the dropper provided, while gently

squeezing the tube, immerse the open end in
the blood drop and gently release the
pressure.

• Whole blood samples collected by fingerstick
should be used immediately

Fingerstick

Specimen Collection
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1. Remove a test cassette from the foil pouch by tearing at the notch and
place it on a level surface.

2. Squeeze the pipette gently before placing the tip of pipette to the blood
drop.

3. Slowly release the pressure on the pipette and draw the blood slowly into
the pipette until it reaches the second mark line.

10ul

Test Procedure and Results Interpretation
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Test Procedure and Results Interpretation

4. Slowly add 10 µl of specimen to the sample well (A) and then add 2 drops
of dilution buffer to the buffer well (B).

5. Wait for 15 mins and read the results.

6. Discard the results after 30 mins.

A B A B

2nd Tick 
Mark Line
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Positive (+) / Reactive
• Rose-pink bands are visible in both the C and T regions.
• Indicates presence of HIV1/2 is equal to/ higher than

the detection limit of the test

Negative (-) / Non-Reactive
• Rose-pink band is visible in C region.
• No colour band appears in T region.
• Indicates that concentration of HIV1/2 Ab is zero/below

the detection limit of the test.

Invalid
• No visible band at all, or there is a visible band only in

the T region (not in C region)
• Repeat with a new test device.
• If test still fails, please contact the distributor/store

with the lot number

Test Line
Control  Line

Test Procedure and Results Interpretation
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Negative Positive

Proceed with 
validation/confirmation 

test 
• ELISA, Western blot or 

PCR

High risk patient
• Retest after eclipse 
period/window period

Post-Test
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IMR Performance Report

• The evaluation was performed on 200 well characterized samples; 100
positive known HIV individuals and 100 HIV negative individuals.

• Test kit has correctly identified all the 100 HIV-1 Ab positive sera and 100
HIV-1 Ab negative sera.

• Sensitivity 100.0%, specificity 100.0%
• Results obtained also indicate that the kit produces an estimated value of

100.0% for PPV (probability that the serum does contain HIV Ab when test is
positive) and 100.0% NPV (probability that the serum does not contain HIV
Ab when the test is negative).
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WHO Report
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Certifications

ISO 9001:2008 ISO 13485:2003 CEFDA 21 CFR 820 
MDA 
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Product Video



Contact us
Email (for Malaysia 
Market)
sales@mediven.com.co

Email (for Export 
Market)
export@mediven.com.co

Phone

+604-6562824

Technical Supports
Carol Leong
Application Specialist
carol@mediven.com.co

THANK YOU

Scan Me for Attendance:

mailto:shiyan@mediven.com.co


How to get your E-certificate?

WHO is MyDocLab™
A one stop digital lifestyle 
healthcare app to manage 
your everyday healthcare 
needs. 

A digital healthcare platform where users can 
manage their self health-status on-the-go.

CONVENIENT SAVE TIME AFFORDABLE



How to get your E-certificate?

2. On the main page, 
proceed on Activity tab. 



How to get your E-certificate?

Select Education 
Certifcation Tab.

Select the training 
appointment to 
view details.

To view/download
the E-certificate on 
event joined.


