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Biolidics Ltd 

Q&A on their COVID-19 rapid test kit 
 
SINGAPORE | HEALTHCARE | UPDATE 

 Biolidics has received approvals to distribute its rapid test kit for COVID-19 in the U.S., 
Philippines and EU.  

 The rapid test can detect COVID-19 with more than 95% accuracy in 10 minutes* by the 
presence of antibodies. But it is not to be used for confirmatory testing or as the sole 
basis for diagnosis. 

 We arranged for a Q & A with Biolidics on their recent development with their test kit. 
 
Company Background 
Incorporated in 2009, Biolidics is a Singapore-based medical technology company.  The 
company has developed and commercialised the ClearCell® FX1 System, a fully automated 
CEIVD medical device which relies on a novel patented technology to separate and enrich 
cancer cells from blood. The ClearCell® FX1 System allows users to perform liquid biopsies to 
test for the presence of cancer cells (specifically circulating tumour cells, or CTCs) in blood 
samples or perform further analysis on cancer cells. The three virologists in the company are 
Dr Wang Qing-Yin (COO), Dr Dong Hongping and Dr Chassidy Johnson.   

* based on validation data obtained in studies conducted in China involving 570 samples from 5 hospitals. 

 

1. How is COVID-19 being tested globally? 

The causative agent of COVID-19 pandemic is a virus named SARS-CoV-2. There are generally 
4 methods to identify the causative agent:  

a. Antibodies test: Detection of a meaningful immune response to the virus by 
immunoassays (often called Serology test). The Lateral Flow Assay (LFA) used by Biolidics’ 
rapid test kit is one of these such assays.  

b. PCR: Detection of the viral genome via PCR (polymerase chain reaction) method. Reverse 
transcriptase-polymerase chain reaction (RT-PCR) is one such methodology. 

c.  Staining specimens: Identification of the virus by staining specimens and observe under 
a microscope (e.g. light and electron microscopy), which is a long and tedious process. 

d. Isolation and identification of the virus via cell culture and fertile eggs, which is also a long 
and tedious process. 

RT-PCR testing is generally adopted around the world to confirm cases of COVID-19 because 
it is very specific and sensitive. All types of testing have its limitations and here are the key 
issues generally associated with RT-PCR testing:  (i)  As it is a laboratory procedure and 
require specialised laboratory personnel, it is a low-throughput method; (ii) If the viral load 
within a COVID-19 patient diminishes and unable to be detected, the result will be negative. 
Hence, this test will not be suitable to tell if a patient had COVID-19 previously. 

2. How does Biolidics rapid test kit work?  
Biolidics rapid test kit is one of the few that combines both IgG/IgM antibody test for COVID-
19.  The IgM and IgG antibodies are produced by the human body in response to SARS-CoV-
2 (i.e the virus which causes COVID-19) infection. Biolidics’ rapid test kit serves as an added 
tool for detecting the presence of immune antibodies against COVID-19 during or post-
infection.  

 

 

 

. The volumes higher margin and priced brown spirits grew 6 to 7%. Selected brown 
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It may be used as a point-of-care test (POCT) in a wide range of healthcare settings by clinical 
personnel who are not trained in complex clinical laboratory procedures. The LFA technology 
used by Biolidics’ rapid test kit is not new and has been largely deployed in several past 
pandemics. Hence, the rapid test kit may be used as a screening tool as it has high 
throughput, quick turnaround time and at the same time, cost effective to deploy. 
 
The rapid test kit may also be used as a diagnostic support/ triage to false negatives by nuclei 
acid test (i.e. to tell if a patient has COVID-19 previously). Hence, it can serve as an additional 
tool to provide more information to health authorities to shape their policies and measures 
to combat COVID-19.  
 

The Company had supplied its COVID-19 Rapid Test Kits on the 3 April 2020, to conduct 
validation studies in conjunction with the National Public Health Laboratory/NCID. 
Additionally, the Company will begin a separate study with NUH commencing on 6 April 
2020. The clinical validation to be performed at National Public Health Laboratory/NCID and 
NUH is to : a) verify the clinical performance claim in the product insert (i.e. sensitivity and 
specificity) using local patient samples; b) evaluate the feasibility of using finger pricking 
instead of venepuncture sampling methodology to obtain whole blood samples 
 
3. What is the weakness of your test?  
Rapid test kit – that work like pregnancy tests (but detect antiviral antibodies instead of 
pregnancy hormones) – It generates results faster and is potentially cheaper, but is less 
accurate compared to the RT-PCR test.  
 
The results from our rapid test kit are not to be used for confirmatory testing or as sole basis 
for diagnosis. The results will have to be interpreted together with clinical presentation and 
are to be confirmed with supplementary testing.  
 
4. Where does Biolidics source their test kit and are they branded under Biolidics name? 
The manufacturing of the rapid test kit is outsourced to a diagnostic kit manufacturer which 
adheres to ISO13485 standards for medical devices manufacturing. The rapid test kit is 
branded under Biolidics’ name. 
 
5. Why should countries choose Biolidics’ rapid test kit rather over others? 
Biolidics works closely with the local health authorities of the respective countries to obtain 
the relevant authorisation/approval for use. We coordinated with local health authorities, 
collecting more data for the refinement of rapid test kits before introduction. 
 
Once test kits are approved for use, we can then deploy the rapid test kit, simultaneously 
collecting more clinical data and information, which is proprietary to Biolidics as no one else 
can use and lay claim to such information.  
 
6. What was required by EU and Philippine FDA to approve your rapid test kit? 
We submitted the relevant technical dossier/information of the rapid test kit and it was left 
to the EU and Philippine FDA to derive their conclusions.  
 
7. What is the status of Biolidics FDA application?  
As per the 20 April 20 announcement, Biolidics has completed the Listing of its COVID-19 
Rapid Test Kits under Policy D*.  With the completion of the Listing, the Company is now able 
to distribute, market and sell its COVID-19 Rapid Test Kits in the USA. The test has not been 
reviewed by the FDA.  
 

*More details about Policy D: https://www.fda.gov/media/135659/download 

Corporate announcements by Biolidics on 

their rapid test kit for the Novel 

Coronavirus 2019 (COVID-19): 

 
20Apr20: Biolidics completed the Listing 
with the FDA of its Rapid Test Kits under 
Policy D on 17 April 2020.  
 
15Apr20: CK Life Sciences International is 
appointed as a non-exclusive distributor of 
Biolidics’s rapid test kits in Hong Kong for 
three years. 
 
13Apr20: Biolidics completed the 
notification process with the FDA for the 
intended distribution of its rapid test kits. 
 
6Apr20: Received confirmation of CE 
Marking for Biolidics rapid test kit. Enables 
Biolidics to market and sell its rapid test kit 
in the EU. 
 
1Apr20: Biolidics rapid test kit has obtained 
the relevant authorisation from the Food 
and Drug Administration of the Philippines 
to be used in the country. 
 
30Mar20: Entered into a manufacturing 
agreement with a diagnostic kit 
manufacturer to customise and 
manufacture the rapid test kits. 
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Important Information  

This report is prepared and/or distributed by Phillip Securities Research Pte Ltd ("Phillip Securities Research"), which is a holder of a financial adviser’s license under the 
Financial Advisers Act, Chapter 110 in Singapore.  

By receiving or reading this report, you agree to be bound by the terms and limitations set out below. Any failure to comply with these terms and limitations may 
constitute a violation of law. This report has been provided to you for personal use only and shall not be reproduced, distributed or published by you in whole or in part, 
for any purpose. If you have received this report by mistake, please delete or destroy it, and notify the sender immediately.  

The information and any analysis, forecasts, projections, expectations and opinions (collectively, the “Research”) contained in this report has been obtained from public 
sources which Phillip Securities Research believes to be reliable. However, Phillip Securities Research does not make any representation or warranty, express or implied 
that such information or Research is accurate, complete or appropriate or should be relied upon as such. Any such information or Research contained in this report is 
subject to change, and Phillip Securities Research shall not have any responsibility to maintain or update the information or Research made available or to supply any 
corrections, updates or releases in connection therewith.  

Any opinions, forecasts, assumptions, estimates, valuations and prices contained in this report are as of the date indicated and are subject to change at any time without 
prior notice. Past performance of any product referred to in this report is not indicative of future results.  

This report does not constitute, and should not be used as a substitute for, tax, legal or investment advice. This report should not be relied upon exclusively or as 
authoritative, without further being subject to the recipient’s own independent verification and exercise of judgment. The fact that this report has been made available 
constitutes neither a recommendation to enter into a particular transaction, nor a representation that any product described in this report is suitable or appropriate for 
the recipient. Recipients should be aware that many of the products, which may be described in this report involve significant risks and may not be suitable for all 
investors, and that any decision to enter into transactions involving such products should not be made, unless all such risks are understood and an independent 
determination has been made that such transactions would be appropriate. Any discussion of the risks contained herein with respect to any product should not be 
considered to be a disclosure of all risks or a complete discussion of such risks.  

Nothing in this report shall be construed to be an offer or solicitation for the purchase or sale of any product. Any decision to purchase any product mentioned in this 
report should take into account existing public information, including any registered prospectus in respect of such product.  

Phillip Securities Research, or persons associated with or connected to Phillip Securities Research, including but not limited to its officers, directors, employees or persons 
involved in the issuance of this report, may provide an array of financial services to a large number of corporations in Singapore and worldwide, including but not limited 
to commercial / investment banking activities (including sponsorship, financial advisory or underwriting activities), brokerage or securities trading activities. Phillip 
Securities Research, or persons associated with or connected to Phillip Securities Research, including but not limited to its officers, directors, employees or persons 
involved in the issuance of this report, may have participated in or invested in transactions with the issuer(s) of the securities mentioned in this report, and may have 
performed services for or solicited business from such issuers. Additionally, Phillip Securities Research, or persons associated with or connected to Phillip Securities 
Research, including but not limited to its officers, directors, employees or persons involved in the issuance of this report, may have provided advice or investment services 
to such companies and investments or related investments, as may be mentioned in this report.  

Phillip Securities Research or persons associated with or connected to Phillip Securities Research, including but not limited to its officers, directors, employees or persons 
involved in the issuance of this report may, from time to time maintain a long or short position in securities referred to herein, or in related futures or options, purchase 
or sell, make a market in, or engage in any other transaction involving such securities, and earn brokerage or other compensation in respect of the foregoing. Investments 
will be denominated in various currencies including US dollars and Euro and thus will be subject to any fluctuation in exchange rates between US dollars and Euro or 
foreign currencies and the currency of your own jurisdiction. Such fluctuations may have an adverse effect on the value, price or income return of the investment.  

To the extent permitted by law, Phillip Securities Research, or persons associated with or connected to Phillip Securities Research, including but not limited to its officers, 
directors, employees or persons involved in the issuance of this report, may at any time engage in any of the above activities as set out above or otherwise hold an 
interest, whether material or not, in respect of companies and investments or related investments, which may be mentioned in this report. Accordingly, information may 
be available to Phillip Securities Research, or persons associated with or connected to Phillip Securities Research, including but not limited to its officers, directors, 
employees or persons involved in the issuance of this report, which is not reflected in this report, and Phillip Securities Research, or persons associated with or connected 
to Phillip Securities Research, including but not limited to its officers, directors, employees or persons involved in the issuance of this report, may, to the extent permitted 
by law, have acted upon or used the information prior to or immediately following its publication. Phillip Securities Research, or persons associated with or connected to 
Phillip Securities Research, including but not limited its officers, directors, employees or persons involved in the issuance of this report, may have issued other material 
that is inconsistent with, or reach different conclusions from, the contents of this report.  

The information, tools and material presented herein are not directed, intended for distribution to or use by, any person or entity in any jurisdiction or country where 
such distribution, publication, availability or use would be contrary to the applicable law or regulation or which would subject Phillip Securities Research to any registration 
or licensing or other requirement, or penalty for contravention of such requirements within such jurisdiction.  

This report is intended for general circulation only and does not take into account the specific investment objectives, financial situation or particular needs of any 
particular person. The products mentioned in this report may not be suitable for all investors and a person receiving or reading this report should seek advice from a 
professional and financial adviser regarding the legal, business, financial, tax and other aspects including the suitability of such products, taking into account the 
specific investment objectives, financial situation or particular needs of that person, before making a commitment to invest in any of such products.  

This report is not intended for distribution, publication to or use by any person in any jurisdiction outside of Singapore or any other jurisdiction as Phillip Securities 
Research may determine in its absolute discretion. 
 
IMPORTANT DISCLOSURES FOR INCLUDED RESEARCH ANALYSES OR REPORTS OF FOREIGN RESEARCH HOUSES 
Where the report contains research analyses or reports from a foreign research house, please note: 

(i) recipients of the analyses or reports are to contact Phillip Securities Research (and not the relevant foreign research house) in Singapore at 250 North Bridge 
Road, #06-00 Raffles City Tower, Singapore 179101, telephone number +65 6533 6001, in respect of any matters arising from, or in connection with, the 
analyses or reports; and 

(ii) to the extent that the analyses or reports are delivered to and intended to be received by any person in Singapore who is not an accredited investor, expert 
investor or institutional investor, Phillip Securities Research accepts legal responsibility for the contents of the analyses or reports. 

 
 


