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Summary 

Mitigating the effects of the current COVID-19 pandemic relies heavily on the timely 

identification, isolation and treatment of the persons who have been infected with the 

SARS-CoV-2 virus. Considering the scale of the current pandemic, accurate and timely 

identification of infected individuals requires high-throughput testing capabilities. Although 

RT-qPCR remains a cornerstone in COVID-19 testing, the method is highly complex, has 

low throughput and exhibits accuracy issues that are traceable, among other things, to 

sample collection and processing.  

In response to this challenge, Diazyme Laboratories are deploying two high-throughput, 

fully-automated, antibody tests to SARS-CoV-2 (COVID-19). The tests, namely SARS-

CoV-2 IgM and IgG CLIA, specifically detect the presence of SARS-CoV-2 antibodies in 

the patient’s blood as evidence of infection with the virus. With the first results obtained 

within 35 min, these tests can provide healthcare professionals with a fast, independent 

and reliable information that can complement and improve the accuracy of RT-qPCR 

results. In addition, these tests could be used, in the longer term, to characterize the 

immune response to this new virus at both the patient and the community level. 

Serological tests cannot be used as the sole method for the diagnosis of COVID-19. 
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Introduction 

Severe Acute Respiratory Syndrome Coronavirus 2 (SARS-CoV-2) is the official name of 

the novel coronavirus that is currently causing a worldwide pandemic. The respiratory 

disease caused by SARS-CoV-2 is known as COVID-19. 

SARS-CoV-2 has genetic characteristics that differ significantly from those of previously 

known viruses (i.e. SARSr-CoV, MERSr-CoV and the like). Current research shows that 

SARS-CoV-2 has more than 85% sequence homology with the bat SARS-like coronavirus 

(bat-SL-CoVZC45) and is mainly transmitted through suspended respiratory droplets as 

well as contact with contaminated surfaces. 

Diagnosing SARS-CoV-2 viral infections currently relies on two major methodologies. The 

first methodology is known as Reverse Transcription Quantitative Polymerase Chain 

Reaction (RT-qPCR). This nucleic acid-based technique detects, typically in a 

nasopharyngeal sample, the presence of RNA sequences that are unique to the SARS-

CoV-2 virus. The second methodology relies on the detection SARS-CoV-2-specific 

antibodies or antigens in the blood of an infected patient. 

Although RT-qPCR is a highly sensitive test for SARS-CoV-2, it suffers from several 

limitations. Indeed, RT-qPCR requires high-quality nasopharyngeal swabs containing 

sufficient amounts of viral RNA. This can be a challenge because the amount of viral RNA 

not only varies tremendously between patients, it also varies within the same patient 

depending on the timing of the test, the start of the infection and/or the onset of symptoms. 

In addition, nasopharyngeal swabs sampling techniques, which vary significantly among 

healthcare workers, can result in the collection of insufficient viral RNA, prompting RT-

qPCR to return false negative test results. RT-qPCR also requires highly trained 

personnel to perform complex RNA extraction steps and PCR. Finally, despite progress 

in automation, RT-qPCR remains a low throughput technique reporting the first results 

after only 3.5 hours, in average. Normally, this would not be an issue when testing a 

limited number of samples. However, when dealing with a global pandemic with a 

potential backlog of millions of people to test, the core concept of the RT-qPCR 

methodology becomes heavily inadequate, leading to delays in testing as medical 

facilities become overwhelmed with requests. 

According to recent estimates, false negative results obtained with RT-qPCR are more 

common than initially thought. Some health care experts go as far as stating that, based 

on their own experience, one in three patients who has been infected with SARS-CoV-2 

tests negative with the RT-qPCR method. False negative results can have devastating 

impacts on the current efforts to contain the SARS-CoV-2 outbreak as infected patients 

are mistakenly given the green light to return home and return to work, possibly infecting 

others. Relying solely on nucleic acid tests to diagnose SARS-CoV-2 is a risky strategy. 
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As such, adding independent testing methodologies to complement RT-qPCR is 

necessary. 

Research has shown that specific classes of antiviral antibodies can be detected in the 

blood of infected patients. After infection with a virus, such as SARS-CoV-2, viral antigens 

stimulate the human immune system to produce neutralizing antibodies that can be 

detected uniformly in the blood circulation. Chiefly among these antibodies are the class 

of IgM antibodies which appear as early as 7-10 days after infection (or as early as 3-5 

days after onset of symptoms). IgM antibodies gradually decrease thereafter and are 

slowly replaced with a new class of antibodies known as IgG antibodies. These antibodies 

can be detected in the blood as early as two weeks after infection and remain in circulation 

for several weeks or months thereafter.  

Detecting the presence of SARS-CoV-2-specific IgM and/or IgG antibodies can provide 

an important evidence of the infection of a patient with SARS-CoV-2. Such evidence can 

be used in conjunction with RT-qPCR to provide a more accurate diagnosis of COVID-

19. 

Diazyme Laboratories, a cGMP and ISO 13485 certified medical device manufacturer and 

affiliate of defense corporation General Atomics, has developed two fast and fully 

automated antibody tests that specifically detect IgM and IgG antibodies to SARS-CoV-

2. The tests trade names are Diazyme DZ-Lite SARS-CoV-2 IgM CLIA Kit and Diazyme

DZ-Lite SARS-CoV-2 IgG CLIA Kit.

The present white paper describes the technology behind these new tests, their 

performance, their limitation and their importance during the current worldwide fight 

against COVID-19. Serological tests cannot be used as the sole method for the diagnosis 

of COVID-19. 
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Technology 

Both Diazyme DZ-Lite SARS-CoV-2 IgM and IgG assays are based on the established 

chemiluminescence technology which triggers and measures the amount of light emitted 

by a patient’s blood sample and correlates it to the amount of a particular analyte. 

The Diazyme DZ-Lite SARS-CoV-2 IgM CLIA Kit (catalog #130219016M) is a capture 

chemiluminescence immunoassay. Prediluted patient sample, buffer and magnetic 

microbeads coated with anti-human IgM monoclonal antibodies are mixed thoroughly and 

incubated at 37°C, forming specific immune-complexes. After precipitation of the 

microbeads in a magnetic field and decanting of the supernatant, wash cycles are 

performed. SARS-CoV-2 recombinant antigens (N and S proteins) labelled with ABEI are 

then added and incubated to form additional complexes. After and additional precipitation 

in a magnetic field and two wash cycles, a so-called starter solution is added to initiate a 

de novo chemiluminescent reaction. The emitted light signal is measured by a 

photomultiplier as relative light units (RLUs), which are proportional to the concentration 

of SARS-CoV-2 IgM presented in the blood sample of a patient. 

The Diazyme DZ-Lite SARS-CoV-2 IgG CLIA Kit (catalog #130219015M) is an indirect 

chemiluminescence immunoassay. Prediluted patient sample, buffer and magnetic 

microbeads coated with a SARS-CoV-2 recombinant antigens (N and S proteins) are 

mixed thoroughly and incubated at 37°C, forming specific immune-complexes. After 

precipitation of the microbeads in a magnetic field and decanting of the supernatant, wash 

cycles are performed and an ABEI-labeled anti-human IgG antibody is added and 

incubated to form additional complexes. After and additional precipitation in a magnetic 

field and two wash cycles, a so-called starter solution is added to initiate a de novo 

chemiluminescent reaction. The emitted light signal is measured by a photomultiplier as 

relative light units (RLUs), which are proportional to the concentration of SARS-CoV-2 

IgG presented in the blood sample of a patient. Both Diazyme DZ-Lite SARS-CoV-2 IgM 

and IgG CLIA assays are fully automated and are run on the random access 

chemiluminescence analyzer DZ-lite 3000 Plus (Figure 1). 

Figure 1: Fully Automated DZ-lite 3000 Plus chemiluminescence analyzer. 
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Benefits 

The Diazyme DZ-Lite SARS-CoV-2 IgG/IgM CLIA-based antibody (i.e. serological) tests 

offer several advantages over RT-qPCR. Firstly, in-lieu of detecting labile RNA, the new 

tests detect human antibodies (proteins belonging to the immunoglobulin class) which are 

known to more stable than viral RNA. RNA is inherently a short-lived molecular, 

susceptible to thermal, chemical and enzymatic degradation. As a results, RT-qPCR raw 

specimens (which consist of SARS-CoV-2 RNA) are very sensitive to spoilage during 

collection, transport, storage and testing. IgM/IgG serological specimens, by contrast, are 

highly stable immunoglobulin proteins with documented resistance to many chemical and 

physical alterations.  

Secondly, because antibodies are typically uniformly distributed in the blood, serological 

specimens have much less variations than nasopharyngeal viral RNA specimens and can 

be easily collected with a simple blood draw and minor discomfort to the patient 

(phlebotomy). In addition, unlike nasopharyngeal swabs, blood specimen volumes are 

usually non-limiting allowing for repeated testing and cross-checking with other 

serological methods. 

Thirdly, unlike RT-qPCR, serological tests can detect past SARS-CoV-2 infections 

because virus-specific antibodies (but not viral RNA) can persist in the blood for several 

weeks/months after onset of symptoms.  

Additional benefits of the Diazyme DZ-Lite SARS-CoV-2 IgG/IgM CLIA-based tests 

include: 

 Higher throughput and lesser complexity which can help ease the burden currently

put on nucleic acids-based assays (NAT).

 Providing a complementary evidence to SARS-CoV-2 infection that is independent

from RT-qPCR.

 Help investigate some of the false negative results observed with RT-qPCR and

which can be inconsistent with the patient’s symptoms.

 Less preanalytical requirements and absence complex extraction procedures.

The Diazyme CLIA serological tests are similar to those routinely used in the

diagnosis of influenza and, unlike RT-qPCR, do not required highly skilled

personnel.

Furthermore, the Diazyme DZ-Lite SARS-CoV-2 IgG/IgM CLIA-based antibody tests are 

largely superior to lateral flow-based rapid tests in terms of assay sensitivity and 

reproducibility. It is well established that the CLIA technology provides 100 to 1000 times 

higher detection sensitivity than the gold colloidal particles detection technique used in 

lateral flow rapid tests. Indeed, lateral flow rapid tests can only achieve low μg/mL IgG  
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detection limits1 whereas CLIA assays routinely detect analytes in the nanogram or 

picogram per milliliter concentrations. The higher detection sensitivity of CLIA-based 

assays allows for not only earlier detection of the presence of antibodies in patients after 

symptoms onset but also for more accurate test result reporting.  

Controlling the spread of the SARS-CoV-2 virus relies heavily on the fast and accurate 

identification of infected persons and their isolation from the general population. With the 

exponential increase in the number of people showing COVID-19 symptoms, large-scale 

testing of both asymptomatic and symptomatic populations is now inevitable. In 

conjunction with other tests, the Diazyme DZ-Lite SARS-CoV-2 CLIA IgM/IgG CLIA tests 

can help decision makers at the local, state and federal levels take the appropriate 

measures to slow the propagation of the SARS-CoV-2 virus and mitigate its effects on 

the general population. 

Reference 

1. Bienek DR, Biagini RE, Charlton DG, Smith JP, Sammons DL, Robertson SA. Rapid point-of-care test to

detect broad ranges of protective antigen-specific immunoglobulin G concentrations in recipients of

the U.S.-licensed anthrax vaccine. Clin Vaccine Immunol. 2008 Apr;15(4):644-9.
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Content - Installation - Operation 

Running the Diazyme DZ-Lite SARS-CoV-2 CLIA IgM/IgG CLIA tests requires the pre-

installation at the testing site of the DZ-lite 3000 Plus chemiluminescence analyzer, which 

is a closed system and does not require any external connection to a water source. 

Installation is performed by highly trained Diazyme engineers and typically takes from a 

few hours to one day. Diazyme engineers are available to install DZ-lite 3000 Plus 

chemiluminescence analyzers throughout the US and are also available to provide 

training to medical personnel on how to perform testing and maintain the analyzer. 

Upon successful installation of the analyzer, running the Diazyme IgM/IgG assays is 

relatively straightforward. Medical personnel uses the manufacturer-provided test kits 

which include all required reagents, calibrators and controls. The RFID-readable reagent 

cartridge included with the kit allows for the automated transfer of required assay 

information and parameters into the analyzer without any manual intervention. This 

feature not only streamlines the work flow, it also eliminates human errors during the 

transfer of information from parameter sheets and certificate of analysis into the machine. 

The provided analyzer’s instruction manual contains step-by-step instructions on how to 

load reagents and samples, perform testing, process and report results.  

Both Diazyme DZ-Lite SARS-CoV-2 CLIA IgM and IgG CLIA Kits contain the following 

components (enough for 100 tests) 

Component 
Catalog # 130219015M or 

#130219016M 

Magnetic Microbeads 2.5 mL 

ABEI Label 23.5 mL 

Diluent 23.5 mL 

Buffer 23.5 mL 

Negative Control 1.0 mL 

Positive Control 1.0 mL 

Calibrator Low 1.0 mL 

Calibrator High 1.0 mL 

A high and a low calibrator are included with the kit and are used to trace the results 

obtained in the field to those of the manufacturer’s master calibrator. Internal quality 

controls to check for sensitivity (positive control) and specificity (negative control) are 

included in the kit (see Figure 2).  
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Consumable solutions that are needed to run the test but are not included in the kits are 

listed below: 

Solution Catalog Number 

Reaction Modules 630003 

Starter 1 + 2 130299004M 

Wash Concentrate 130299005M 

Light Check 130299006M 

Human serum or plasma (K2-EDTA, K3-EDTA and Na2-EDTA ) may be used with both 
the DZ-Lite SARS-CoV-2 IgM and IgG CLIA kits. Please refer to the kits’ package inserts 
for detailed about sample handling and storage. Both assays use as little as 10 L sample 
per test. 

Figure 2: The Diazyme DZ-Lite SARS-CoV-2 IgG CLIA Kit content. The kit includes a reagents and calibrators cartridge 

(left) as well as quality controls vials (positive in red, negative in white). The Diazyme DZ-Lite SARS-CoV-2 IgM CLIA 
Kit content is similar. 
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Results and Clinical Significance 

The Diazyme SARS-CoV-2 IgM/IgG tests are designed to complement RT-qPCR in the 
diagnosis of SARS-CoV-2 infections. Results are expressed in AU/mL (antibody 
arbitrary unit per milliliter). A negative result corresponds to a result strictly less than 1.0 
AU/mL. A positive results corresponds to a result greater than or equal to 1.0 AU/mL. 
Samples having results near the 1.0 AU/mL cutoff (0.9-1.1 AU/mL) should have follow 
up testing and the patient should be assessed in conjunction with other tests (including 
RT-qPCR and computed tomography). 

Table 1 shows the clinical interpretation of all possible scenarios that can be 
encountered when testing a patient for viral RNA (using RT-qPCR) and for IgM/IgG 
antibodies (using the Diazyme serological tests): 

Table 1: Clinical Significance of the IgM/IgG Serological Test Result 

This table is based on the current knowledge about the rise and fall of SARS-CoV-2 RNA 
and antigens, IgM antibody and IgG antibody (see Figure 3) and the correlation of these 
levels with the initial time of infection, onset of symptoms and recovery phase. As shown 
in Figure 2, serological tests are recommended to be used on patients at least 3 days 
after onset of symptoms or 7-10 days after infection with the virus. 

RT-qPCR and IgM/IgG serological tests do not necessarily need to agree. A 
disagreement between the two tests, if any, can often be traced to the after-infection time 
points at which the tests were performed. Overall, while RT-qPCR testing may be 
appropriate for the detection of the SARS-CoV-2 virus during the acute phase, IgM/IgG 
is an appropriate test during the chronic phase. Since the exact time of infection is often 
unknown, combining RT-qPCR and IgM/IgG testing can improve the accuracy of the 
COVID-19 diagnosis.  
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Figure 3: Variation of the Levels of SARS-CoV-2 RNA and Antigen, IgM and IgG after infection. 
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Performance Validation 

The performance of the Diazyme SARS-CoV-2 IgM/IgG CLIA kits has been validated in 

terms of precision, high-dose effect, matrix comparison, interference, cross-reaction, 

clinical sensitivity and clinical specificity. 

The following results were obtained for both assays: 

[1] Precision: For positive samples, Repeatability CV≤10%; Reproducibility

CV<15%.

[2] No High-dose effect up-to 1000 AU/mL.

[3] The following types of specimens can be used with Diazyme DZ-Lite SARS-

CoV-2 IgM/IgG CLIA Kit: Serum: standard sampling tubes, procoagulant inert

separation tubes containing separating gel (SST). Plasma: EDTA-K2 anticoagulant

tube, EDTA-K3 anticoagulant tube and EDTA-Na2 anticoagulant tube.

[4] There is no interference with assay with the following substances at the

following concentrations: Bilirubin ≤40 mg/dL, Triglycerides≤1000 mg/dL,

Hemoglobin≤2000 mg/dL, Rheumatoid Factor≤1500 IU/mL, Anti-Mitochondrial

≤1:64(titer), HAMA≤30 ng/mL, Total IgG≤1600 mg/dL, Total IgM≤280 mg/dL,

Interferon α≤1500 U/mL, Ribavirin≤90 mg/dL, Oseltamivir≤1.0 mg/dL,

Levofloxacin≤1.776 mg/dL, Azithromycin≤1.201 mg/dL, Ceftriaxone sodium≤81.03

mg/dL, Meropenem≤80.15 mg/dL, Tobramycin≤2.4 mg/dL, Diphenhydramine

Hydrochloride≤4.5 mg/dL, Oxymetazoline≤2.5 mg/dL, Sodium chloride≤45 mg/dL,

Beclomethasone≤2.5 mg/dL, Dexamethasone≤18 mg/dL, Triamcinolone

acetonide≤5.5 mg/dL, Budesonide≤3.2 mg/dL, Mometasone≤2.5 mg/dL,

Fluticasone propionate≤2.5 mg/dL.

[5] No false positive results were observed when testing the following clinical

interference samples: Influenza virus type A antibody, Influenza virus type B

antibody, parainfluenza virus antibody, respiratory syncytial virus antibody,

adenovirus antibody, EBV NA IgG, EBV VCA IgM/IgG, Measles virus, CMV

IgM/IgG, Varicella zoster virus antibodies, M. Pneumoniae IgM/IgG, chlamydia

pneumoniae IgM/IgG, Candida albicans, ANA, HCoV-HKU1, HCoV- OC43, HCoV-

NL63 and HCoV-229E.
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Clinical Sensitivity 

The clinical sensitivity of the Diazyme SARS-CoV-2 IgM CLIA assay was determined 

using confirmed novel coronavirus infected specimens from three hospitals in China 

(n=89). The clinical sensitivity for the SARS-CoV-2 IgM assay was found to be 78.7%. 

When used in combination with the Diazyme SARS-CoV-2 IgG CLIA assay, the clinical 

sensitivity increased to 89.9%. 

The clinical sensitivity of the Diazyme SARS-CoV-2 IgG CLIA assay was determined 

using confirmed novel coronavirus infected specimens from two hospitals in China 

(n=91). The clinical sensitivity for the SARS-CoV-2 IgM assay was found to be 91.2%. 

When used in combination with the Diazyme SARS-CoV-2 IgG CLIA assay, the clinical 

sensitivity increased to 95.6%. 

Clinical Specificity 

The clinical specificity of the Diazyme SARS-CoV-2 IgM CLIA was determined in China 

(n=200) using non-novel coronavirus infected specimens (including normal samples and 

interference samples). The clinical specificity for the SARS-CoV-2 IgM assay was found 

to be 97.5%. When used in combination with the SARS-CoV-2 IgG assay, the clinical 

specificity was found to be 96.5%. 

The clinical specificity of the Diazyme SARS-CoV-2 IgM CLIA was determined in China 

(n=750) using non-novel coronavirus infected specimens (including normal samples and 

interference samples). The clinical specificity for the SARS-CoV-2 IgM assay was found 

to be 97.3%. When used in combination with the SARS-CoV-2 IgG assay, the clinical 

specificity was found to be 96.0%. 
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Performance on the Field 

The Diazyme SARS-CoV-2 IgM/IgG CLIA kits are currently used worldwide (including 

China, Europe and the United States) to help diagnose SARS-CoV-2 infections. 

Italy Study 

A recent article titled “Assessment of immune response to SARS-CoV-2 with fully-

automated MAGLUMI 2019-nCoV IgG and IgM chemiluminescence immunoassays” by 

scientists of the university of Verona Italy compared the performance of the assay to 

that of RT-qpCR and a CE-marked Anti-SARS-CoV-2 IgA and IgG enzyme-linked 

immunosorbent assays (ELISAs; Euroimmun AG, Luebeck, Germany)1. 

Overall concordance with the Anti-SARS-CoV-2 IgA and IgG enzyme-linked 

immunosorbent assay was found to be 90%, despite both assays testing for different 

classes of immunoglobulins (IgM versus IgA). 

Although the overall agreement with the results of RT-PCR on upper respiratory 

specimens was limited, the authors of the study stated that such findings are not 

surprising since results of the two methods depend on the time passed between the 

onset of symptoms and blood and swab collection. 

Reference 

1. Giuseppe Lippi, Gian Luca Salvagno, Manuela Pegoraro, Valentina Militello, Cecilia Caloi, Angelo Peretti,

Stefania Gaino, Antonella Bassi, Chiara Bovo and Giuliana Lo Cascio. Assessment of immune response

to SARS-CoV-2 with fully-automated MAGLUMI 2019-nCoV IgG and IgM chemiluminescence

immunoassays. Clinical Chemistry and Laboratory Medicine, April, 2020. Ahead of print. 

USA Study (Boston, MA) 

A recent study of the performance of the Diazyme SARS-CoV-2 IgM/IgG at a clinical 

laboratory in Boston, MA has yielded the following results: 

 Results obtained with 100 Random Subjects: Median IgM and IgG values were

0.21 AU/mL and 0.04 AU/mL, respectively, with 3.0% having IgG values > 1.0,

and 1.0% having IgM values > 1.0 AU/mL, indicating some degree of SARS-

CoV-2 population exposure.
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 Results obtained with Negative or Positive Hospitalized Patients Based on RT-

qPCR Nasal Swabs: In 26 negative patients, median IgM and IgG values were

0.27 AU/mL and 0.05 AU/mL, respectively, and all patients had IgG values < 1.0

AU/mL, and 25/26 (96%) had IgM values < 1.0 AU/mL. In 10 positive patients,

median IgM and IgG values were 3.39 AU/mL and 44.98 IU/mL, respectively. All

patients had IgG values > 1.0 AU/mL and 9/10 (90.0%) subjects had IgM values

> 1.0 AU/mL (range: 3.23 – > 100.00 AU/mL.

 Results with RT-qPCR Negative or Positive Outpatients: In 5 negative subjects,

median IgM and IgG values were 0.35 AU/mL and 0.06 AU/mL, with all values

being < 1.0 AU/mL. In 5 positive subjects, median IgM and IgG values were 6.01

AU/mL and 5.85 AU/mL, respectively, with all values being > 1.0 AU/mL.

USA Study (California) 

A recent study of the performance of the Diazyme SARS-CoV-2 IgM/IgG at a clinical 

laboratory in California has yielded the following results: 

 Sensitivity

30 of PCR confirmed COVID-19 patient samples were tested with Diazyme SARS-CoV-2 

IgG/IgM CLIA kits and the results are shown below: 

Diazyme SARS-CoV-2 IgG 
CLIA 

Diazyme SARS-CoV-2 IgM 
CLIA 

Number of Positive Results 28 24 

Number of Negative Results 2 6 

Sensitivity% 93.3% 80.0% 

 Specificity (75 Healthy Patients)

Diazyme SARS-CoV-2 IgG 
CLIA 

Diazyme SARS-CoV-2 IgM 
CLIA 

Number of Negative 
Results  

75 74 

Number of Positive Results 0 1 
Specificity (%) 100.0% 98.7% 
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 Specificity (100 Patients Samples collected before COVID-19 outbreak, -20°C

storage)

Diazyme SARS-CoV-2 IgG 
CLIA 

Diazyme SARS-CoV-2 IgM 
CLIA 

Number of Negative Results 98 100 

Number of Positive Results 2 0 

Specificity (%) 98.0% 100.0% 

Regulatory Considerations 

Under the FDA’s policy for Public Health Emergency for COVID-19, Diazyme utilized 
the notification process as outlined in Section IV D of the policy (March 16 update) and 
is now listed on the FDA’s FAQ site dedicated to serological (Antibody) testing: 
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/faqs-
diagnostic-testing-sars-cov-2 

An Emergency Use Authorization for both assays has also been submitted to the FDA 
on 04/07/2020. For details and status update, please refer to 
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-
policy-framework/emergency-use-authorization 

Serological tests cannot be used as the sole method for the diagnosis of COVID-19. 

https://www.fda.gov/medical-devices/emergency-situations-medical-devices/faqs-diagnostic-testing-sars-cov-2
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/faqs-diagnostic-testing-sars-cov-2
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
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Ordering – Technical Support - Additional Information 

Diazyme Laboratories, Inc. 

 12889 Gregg Ct. 

 Poway, CA 92064 USA 

http://www.diazyme.com/ 

Sales 

 Tel: +1-888–DIAZYME (Toll Free U.S. only) 

 Fax: +1-858-455-3701 

 Email: sales@diazyme.com  

Technical Support 

 Tel: +1-858-455-4768 

 Fax: +1-858-455-3701 

E-mail: support@diazyme.com

Additional Information 

 Frequently Asked Questions: http://www.diazyme.com/dz-lite-sars-cov-2

 Why Do We Need Antibody Tests for COVID-19 and How to Interpret Test Results?

http://www.diazyme.com/covid-19-antibody-tests

 CPT Codes for SARS-CoV-2 Serologic Laboratory Testing: Please refer to the

American Medical Association Special Edition, April Update: https://www.ama-

assn.org/system/files/2020-04/cpt-assistant-guide-coronavirus-april-2020.pdf

About Diazyme Laboratories, Inc. 

Diazyme Laboratories, Inc. (Diazyme) is a cGMP and ISO 13485 certified medical device 
manufacturer located in Poway, California. The company is an affiliate of San Diego-based 
General Atomics and has been in business for 20 years. With subsidiaries in Germany and in 
China and over 150 employees, Diazyme develops user-friendly and high-throughput diagnostic 
reagents which can be used on automated chemistry analyzers. Diazyme's line of products 
include test kits for diagnosis of cardiovascular disease, liver disease, cancer markers, renal 
disease, diabetes, electrolytes and infectious diseases. 

http://www.diazyme.com/
mailto:sales@diazyme.com
mailto:support@diazyme.com
http://www.diazyme.com/dz-lite-sars-cov-2
http://www.diazyme.com/covid-19-antibody-tests
https://www.ama-assn.org/system/files/2020-04/cpt-assistant-guide-coronavirus-april-2020.pdf
https://www.ama-assn.org/system/files/2020-04/cpt-assistant-guide-coronavirus-april-2020.pdf
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