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DECLARATION OF EMERGENCY OR THREAT 
JUSTIFYING EMERGENCY USE

Before FDA may issue an EUA, the HHS Secretary must declare that circumstances exist 
justifying the authorization (section 564(b)(1)). This declaration (referred to in this 
guidance as a “declaration of emergency or threat of emergency”), must be based on one 
of the following actions:

• A determination by the Secretary of Homeland Security that there is a domestic 
emergency, or a significant potential for a domestic emergency, involving a 
heightened risk of attack with a CBRN agent or agents10

• A determination by the Secretary of Defense that there is a military emergency, or a 
significant potential for a military emergency, involving a heightened risk to United 
States military forces of attack with a CBRN agent or agents11

• A determination by the Secretary of HHS that there is a public health emergency, or a 
significant potential for a public health emergency, that affects, or has a significant 
potential to affect, national security or the health and security of United States 
citizens living abroad, and that involves a CBRN agent or agents, or a disease or 
condition that may be attributable to such agent or agents12 or

• The identification of a material threat, by the Secretary of Homeland 
Security pursuant to section 319F-2 of the PHS Act, that is sufficient to affect 
national security or the health and security of United States citizens living abroad.13

http://www.fda.gov/RegulatoryInformation/Guidances/ucm125127.htm#footnote10
http://www.fda.gov/RegulatoryInformation/Guidances/ucm125127.htm#footnote11
http://www.fda.gov/RegulatoryInformation/Guidances/ucm125127.htm#footnote12
http://www.fda.gov/RegulatoryInformation/Guidances/ucm125127.htm#footnote13
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Historical CDC Assays Distributed 
Under EUA

Date of Authorization Assay

April 29, 2009 CDC Swine Influenza Virus Real-time RT-PCR Detection 
Panel

May 2, 2009 CDC Human Influenza Virus Real-time RT-PCR Detection 
and Characterization Panel with additional specimens 
and reagents

August 24, 2009 CDC rRT-PCR Swine Flu Panel on the Joint Biological 
Agent Identification and Diagnostic System (JBAIDS) 
Instrument

October 10, 2014 CDC Ebola Virus VP40 Real-time RT-PCR Assay

October 10, 2014 CDC Ebola Virus NP Real-time RT-PCR Assay



Assays Currently Available Under EUA
Date of Authorization Assay

April 22, 2013 CDC Human Influenza Virus Real-Time RT-PCR 
Diagnostic Panel-Influenza A/H7 (Eurasian Lineage) 
Assay 

June 5, 2013 CDC Novel Coronavirus 2012 Real-time RT-PCR Assay 

March 2, 2015 CDC Ebola Virus VP40 Real-time RT-PCR Assay 

March 2, 2015 CDC Ebola Virus NP Real-time RT-PCR Assay

May 12, 2015 CDC Enterovirus D68 2014 Real-time RT-PCR Assay *
February 26, 2016 CDC Zika Immunoglobulin M (IgM) Antibody Capture 

Enzyme-Linked Immunosorbent Assay 

March 17, 2016 CDC Trioplex Real-time RT-PCR Assay 

* Authorized for Emergency Use but not currently distributed by CDC



New CDC Laboratory Test for Zika Virus 
Authorized for Emergency Use by FDA
Emergency action expected to bolster US laboratory capacity for Zika testing

Media Statement
For Immediate Release: Friday, February 26, 2016
Contact: Media Relations,
(404) 639-3286

In response to a request from the Centers for Disease Control and Prevention, the U.S. Food and Drug Administration (FDA) today issued an Emergency 
Use Authorization (EUA) for a diagnostic tool for Zika virus that will be distributed to qualified laboratories and, in the United States, those that are 
certified to perform high-complexity tests.
The test, called the CDC Zika IgM Antibody Capture Enzyme-Linked Immunosorbent Assay (Zika MAC-ELISA), is intended for use in detecting antibodies 
that the body makes to fight a Zika virus infection. These antibodies (in this case, immunoglobulin M, or IgM) appear in the blood of a person infected 
with Zika virus beginning 4 to 5 days after the start of illness and last for about 12 weeks. The test is intended to be used on blood samples from people 
with a history of symptoms associated with Zika and/or people who have recently traveled to an area during a time of active Zika transmission.
The FDA can use the EUA to permit use, based on scientific data, of certain medical products in certain circumstances, including when there is a 
determination, by the Secretary of Health and Human Services, that there is a significant potential for a public health emergency that has a significant 
potential to affect national security or the health and security of United States citizens. As there are no commercially available diagnostic tests cleared or 
approved by the FDA for the detection of Zika virus infection, it was determined that an EUA is crucial to ensure timely access to a diagnostic tool. CDC’s 
Zika MAC-ELISA is the first diagnostic test authorized for use in the U.S. for the detection of Zika virus during this situation in which there has been a 
determination that there is a significant potential for a public health emergency that has a significant potential to affect national security or the health 
and security of United States citizens living abroad and that involves Zika virus.
Results of Zika MAC-ELISA tests require careful interpretation. A positive test result indicates that a person was likely infected recently with the Zika virus. 
However, the test can give an incorrect positive. These false-positive results can occur when someone has been infected with another closely related 
virus (such as dengue virus). When positive or inconclusive results occur, additional testing (plaque reduction neutralization test) to confirm the presence 
of antibodies to Zika virus will be performed by CDC or a CDC-authorized laboratory.
Moreover, a negative test result does not necessarily mean that a person has not been infected with Zika virus. If a sample is collected just after a person 
becomes ill, there may not be enough antibodies for the test to measure, resulting in a false negative. Similarly, if the sample was collected more than 12 
weeks after illness, it is possible that the body has successfully fought the virus and antibody levels have dropped below the detectable limit.
As with any test, it is important that health care providers consult with their patients about test results and the best approach to monitoring their health.
CDC will begin distributing the test during the next two weeks to qualified laboratories in the Laboratory Response Network, an integrated network of 
domestic and international laboratories that can respond to public health emergencies. The test will not be available in U.S. hospitals or other primary 
care settings. Public health officials anticipate that distribution of the tests will improve laboratory testing capacity for Zika virus in the United States.

http://www.cdc.gov/media
http://emergency.cdc.gov/lrn/


ZIKA DIAGNOSTIC TESTING 



Creation of Assays

• Initial development of assays by SMEs in many 
different CDC labs

• Adaptation to clinical use includes extensive 
validation and standardization
o Often still learning about the disease itself, operating with 

limited knowledge about the pathogen, clinical utility of 
specimen types at various times post infection, etc.

o Initial decisions can be based on experience with closely 
related pathogens (e.g. SARS/MERS).



Creation of Assays

• Rare and emerging diseases present special 
challenges
o Limited specimen availability
o Specimen type and collection methods often not 

standardized (especially at first)
o Approach is stepwise:  Assays can be deployed 

before they have been validated with every 
instrument system with the intent to add and 
improve with subsequent amendments.



Criteria for consideration

• Clear need
o Agent has been shown to, or is considered likely 

to, spread to multiple jurisdictions
o Proven (or likely) significant public health impact
o No readily available alternative assay

• Assay Utility
o Could be used in Public Health Labs

• Readily available equipment and techniques
• Validation methods and materials available

o Manufacture and distribution systems in place for 
special reagents and supplies



Centers for Disease Control and Prevention’s 
formal request for Emergency Use Authorization 
(EUA) regarding the distribution and use of the 
Zika MAC-ELISA

“At this time, there are no adequate, approved (cleared), and available alternative 
diagnostic tools that can detect evidence of Zika virus infection in the United States. 
Therefore, this EUA is designed to utilize the CDC Zika MAC-ELISA to expand testing 
capabilities within the U.S. public health system by providing a diagnostic tool to qualified 
laboratories for the detection of Zika virus-specific IgM antibodies in clinical specimens 
during the public health emergency. 

The CDC Zika MAC-ELISA is a presumptive assay intended for use in conjunction with 
clinical and epidemiological information in specimens from persons meeting the CDC Zika
clinical and epidemiological criteria for testing. The assay will be used for the qualitative 
detection of Zika virus-specific IgM antibodies only by qualified laboratories.”
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Assay Support

• Training and protocol review sessions
o Teleconference 
o Webinar
o Helpdesk support

• Biosafety Guidance
o Specimen collection, handling and transport
o Laboratory manipulations

• Testing Algorithm



Assay Support

• Validation and proficiency panels
o Starting with Zika assays, CDC has begun working 

with CMS to ensure that the panels are recognized 
by CLIA inspectors as sufficient to stand up an 
emergency assay in the participating laboratories.

• Performance monitoring
o Data is reported to CDC on assay performance for 

situational awareness and response.
o May result in assay or algorithm modification 

and/or amendment of EUA



Assay Support

• Results Interpretation
o Fact Sheet for Health Care Providers
o Fact Sheet for Patients
o Other Fact Sheets as needed for special situations

• Case contacts (MERS, Ebola)
• Pregnant women (Zika)



Key Points

• These are EMERGENCY assays 
• EUA Assays and their documentation are likely to 

change as knowledge increases and situation 
changes
o Algorithms may be revised to optimize process 

and ensure most consistent and accurate results
o Additional platforms may be added if needed
o Biosafety guidelines may be revised based on 

further characterization of pathogen
o Results interpretation may be modified based on 

experience as case numbers increase



Key Points

• EUAs are temporary
o The Public Health Emergency may pass
o The pathogen may establish continued 

circulation in the population (e.g., pandemic 
influenza)

• Assays authorized under normal, non-emergency 
regulatory authority will become available if the 
demand is present.
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