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This fact sheet Informs you of the significant known 
and potential risks and benefits of the emergency 
use of the PathogenDx DetectX-Rv COVID-19 test. 
 
The PathogenDx DetectX-Rv COVID-19 test Is 
pending FDA EUA authorization for use on 
respiratory specimens collected from Individuals 
who are suspected of COVID-19 by their healthcare 
provider. 
 

All pa�ents whose specimens are te�ed with this 
assay will receive the FAQ for pa�ents. 

What are the symptoms od COVID-19?  
Fever and or symptoms of acute respiratory illness 
su� as cough and difficulty breathing are the main 
symptoms, however, limited informa�on is available 
to �ara�erize the full spe�rum of illness. Based on 
what is currently known, signs and symptoms may 
appear any �me from 2 to 14 days a�er exposure to 
the SARS-CoV-2 virus. It is believed that the median 
incuba�on period is approximately 5 days but may 
range from 2 to 14. 
 
What do I need to know about COVID-19 tes�ng? 
The CDC has the mo� up to date informa�on 
regarding COVID-19 tes�ng and is con�antly 
upda�ng this Informa�on at their website. Please 
see links below. 
 

• The PathogenDx Dete�X-Rv COVID-19 te� 
should only be used with Nasopharengeal 
swabs. 

• The PthogenDx Dete�X-Rv COVID-19 te� 
should be ordered for the detec�on of 
COVID-19 in individuals who are suspe�ed 
of COVID-19 by their healthcare providers. 

• The PathogenDX Dete�X-Rv COVID-19 te� 
Is authorized for use in laboratories 
cer�fied under the CLinical Laboratory 
Improvement Amendments of 1988 (CLIA), 
42 U.S.C. §263a, to perform high and 
moderate complexity te�s. 

 

This te� is to be performed only using 
respiratory specimens colle�ed from 
individuals who are suspe�ed of COVID-19 
by their healthcare provider. 

Specimens should be colle�ed with 
appropriate infec�on control precau�ons. 
Current guidance for COVID-19 infec�on 
control precau�ons are available at the 
CDC's website. 
 
Use appropriate personal protec�ve 
equipment when collec�ng and handling 
specimens from individuals suspe�ed of 
having COVID-19 as outlined In the CDC's 
guidelines. For addi�onal Informa�on 
please visit the CDC's website.  
 
What does it mean if the specimen te�s 
posi�ve for the virus that causes COVID-
19? 
A posi�ve result for COVID-19 indicates that 
RNA from the SARA-CoV-2 virus was 
dete�ed and the patents is infe�ed and 
presumed to be contagious. Laboratory 
results should always be considered in 
context with the clinical observa�ons and 
other data in making a final diagnosis and 
pa�ent treatment decisions. Pa�ents 
management should follow the current 
guidelines set forth by the CDC. 
 
The PathogenDx Dete�X-Rv pla�orm has 
been designed to minimize the likelihood of 
false te� results. However, if a false 
posi�ve should occur the risks to the 
pa�ent could Includee the following: a 
recommenda�on for isola�on, monitoring 
of household or other close conta�s for 
symptoms, limits in the ability to work, 
delayed diagnosis and treatment for the 
true infec�on causing the symptoms and 
other unintended affe�s. 
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All laboratories and healthcare providers 
using this te� mu� follow the �andard 
tes�ng and repor�ng guidelines according 
to their appropriate public health 
authori�es. 
 
What does it mean is the specimen te�s 
nega�ve for the virus that causes COVID-
19? 
A nega�ve result means that SARS-CoV-2 
RNA was not dete�ed in the specimen 
above the limit of detec�on. Please know 
that a nega�ve result does not rule out 
COVID-19 and should not be used as the 
only basis for treatment or other pa�ent 
management decisions.  
 
The possibility of a false nega�ve result 
should be considered in the context of a 
pa�ent’s exposure hi�ory and the presence 
of clinical symptoms consi�ent with COVID-
19. Although the occurrence is very low, a 
possibility should especially be considered If 
addi�onal diagnos�c te�s Indicate that 
other causes su� as other respiratory 
illnesses are nega�ve and the pa�ent’s 
exposure hi�ory and clinical symptoms 
indicate that COVID-19 is likely.  
 
Risks of a false nega�ve to a pa�ent include 
the la� of monitoring infe�ed individuals, 
delayed or la� of treatment, increased risk 
to spread infec�on or other unintended 
adverse events. 
 
What is an EUA? 
The United States FDA has made this te� 
available using their emergency access 
authority and has named it an Emergency 
use Authoriza�on (EUA) and is supported by 
the Secretary of Health and Human Services 
(HHS's) declara�on that circum�ances exi� 
to jus�fy the emergency use of in vitro 
diagnos�cs (IVD's) for the detec�on and/or 
diagnosis of the virus that causes COVID-19. 

 
Whe re  can  I g o  fo r up d a te s and  m o re  
in fo rm a tio n?  
 
CDC w e b p ag e s: 
Ge ne ra l: http s:/ /www.cd c.g ov/CO VID19 
He a lthca re  Pro fe ssio na ls: 
http s:/ /www.cd c.g ov/coronavirus/2019-
nCoV/g uid ance -hcp .html  
In fo rm a tio n  fo r Lab o ra to rie s: 
http s:/ /www.cd c.g ov/coronavirus/2019-
nCoV/g uid ance -lab orato rie s.html  
Lab o ra to ry Bio sa fe ty: 
http s:/ /www.cd c.g ov/coronavirus/2019-
nCoV/lab -b iosafe ty-g uid e lines.html  
Iso la t io n  Pre cau tio ns in  He a lthca re  
Se tt ing s: 
http s:/ /www.cd c.g ov/coronavirus/2019-
ncov/infection-contro l/contro l-
recommend atio ns.html  
Sp e cim e n  Co lle ct io n : 
http s:/ /www.cd c.g ov/coronavirus/2019-
nCoV/g uid e lines-clinical-sp ecime ns.html  
In fe ct io n  Co ntro l: 
http s:/ /www.cd c.g ov/coronavirus/2019-
ncov/infection-contro l/ ind ex.html  
 
FDA w e b p a g e s: 
Gene ral: www.fd a.g ov/nove lcoronavirus 
EUAs:(includ es links to  p atient fact she e t 
and  manufacture r’s instructions) 
http s:/ /www.fd a.g ov/med ical-
d evices/e merg ency-situations-med ical-
d evices/e merg ency-use -authorizations  
Pa tho g e nDx 
9375 E. She a Blvd ., Suite  – 100 
Sco ttsd ale , AZ 85260 
+1 800 641 5751 
info@p athog end x.com 
Te chnica l Sup p o rt : 
+1 800 641 2102 
techsup p ort@p athog e nd x.com  
We b site : 
www.Patho g e nDx.com  
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