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Information Notice 
Medical Devices 

 

Falsified diagnostic tests for Covid-19 

(SARS-CoV-2) 
 

 

 

 

HPRA Information Notice: IN2020(02)         Issue Date: 27th March 2020 

 

ISSUE 

 

As the regulator for medical devices and in vitro diagnostic medical devices (IVDs) in Ireland, 

the HPRA is a member of the National Public Health Emergency Team (NPHET), which is 

coordinating the management of, and response to Covid-19 (SARS-CoV-2) in Ireland. Tests for 

COVID-19 (SARS-CoV-2) are IVDs. 

  

The HPRA, through liaison with our equivalent agencies across Europe, is continuously 

monitoring the market for any falsified health products, and in the current pandemic specifically 

for any health products offered for the diagnosis and management of patients with COVID-19 

(SARS-CoV-2).  

The HPRA is aware of falsified tests for the diagnosis of Covid-19 (SARS-CoV-2) circulating 

in Europe but has no evidence to date of their availability in Ireland.  Falsified tests are fake or 

counterfeit tests that vendors pass off as real and/or certified.  

 

Current HPRA advice, in line with the NPHET strategy is that members of the public 

should not purchase tests for Covid-19 (SARS-CoV-2) online or from any other retailer. 

These tests may provide incorrect results.  

 

The HPRA wishes to advise that currently all testing for Covid-19 (SARS-CoV-2) in Ireland is 

under the direction of the NPHET and conducted in the National Virus Reference Laboratory 

(NVRL), in a number of hospital diagnostic laboratories and other designated laboratories.  All 

samples are currently taken by healthcare professionals in a community test centre or in the 
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patient’s home.  The HPRA would like to reiterate the importance that all testing in Ireland is 

aligned with this national approach and transparent to ensure that; 

 test results are reported to the relevant stakeholders (for monitoring and surveillance 

purposes),  

 contact tracing activities are initiated (where appropriate) and  

 an incorrect test result does not lead to false reassurance resulting in individuals failing 

to seek the necessary medical help. During this time, the individual may also 

unknowingly spread the virus. 

 

The HPRA appreciates the cooperation and support of all stakeholders, healthcare professionals 

and members of the public at this time. As this is a rapidly evolving situation, we are happy to 

assist with any queries regarding testing for Covid-19 (SARS-CoV-2) in Ireland. 

 

Any future changes to the national testing strategy as directed by NPHET will also be 

communicated to healthcare professionals, members of the public and industry stakeholders. 

 

 

RECOMMENDATIONS 

 

The HPRA has the following advice for; 

 

Stakeholders (e.g. manufacturers, distributors, wholesalers): 

 If you are considering supplying IVD tests for Covid-19 (SARS-CoV-2) to the 

market in Ireland, please contact the HPRA. We can advise if the test is supported 

by the national testing strategy at a point in time. 

 The HPRA can also advise if the test has regulatory approval for its intended purpose. 

 Forward a copy of this information notice to all relevant personnel within your 

organisation. 

 Report any concerns/queries regarding this issue to the HPRA.  

 

Healthcare professionals (e.g. pharmacists, GPs): 

 If you are approached in relation to IVD tests for Covid-19 (SARS-CoV-2), we would 

recommend to decline such approaches.  Please contact the HPRA and we can advise 

if the test is supported by the national testing strategy at a point in time.  

 

Members of the public: 

 Always rely on your healthcare professional for guidance on testing for Covid-19 

(SARS-CoV-2) - do not purchase tests for Covid-19 (SARS-CoV-2) online or from 

any other retailer. 

 If you have any concerns regarding your health, please visit the HSE website for advice. 

 

 

 

 

 

 

 

https://www2.hse.ie/conditions/coronavirus/coronavirus.html
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HPRA CONTACT INFORMATION 

 

Health Products Regulatory Authority                Telephone: +353-1-6764971 

Kevin O’Malley House Fax:  +353-1-6344033 

Earlsfort Centre E-mail: devices@hpra.ie 

Earlsfort Terrace  Website: www.hpra.ie 

Dublin 2 
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