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The New Jersey Department of Health (NJDOH), local health departments, long-term care 
facilities, emergency medical services, K–12 schools, institutions of higher education, and others 
have been working in concert to coordinate and implement COVID-19 prevention and mitigation 
strategies as New Jersey continues to responsibly open facilities. The federal government 
provided New Jersey with Abbot BinaxNOWTM COVID-19 Rapid Antigen Card testing kits 
(“Binax”). The Binax tests are a point-of-care test that rapidly detects the presence of antigens 
from SARS-CoV-2 in individuals suspected of COVID-19 within the first seven (7) days of 
symptom onsets. Binax test results are available for review from health care providers in 15 
minutes. Please note, the purpose of state-supplied Binax tests are to use as an early warning 
(screening) system to detect a potential outbreak of COVID-19. Binax testing is not meant to be 
used as a periodic or testing cadence nor as the sole testing technology. 

NJDOH will provide Binax testing kits to Local Education Agencies (LEAs) in an effort to 
actualize continued full reopening of New Jersey’s schools. NJDOH is conducting a survey to 
gauge interest from LEAs to integrate Binax testing as one part of the LEAs approach to 
mitigating and preventing the spread of COVID-19. LEAs that are interested in receiving Binax 
tests from the NJDOH are required to complete the above-mentioned survey including the 
submission of the LEAs testing plan, for NJDOH approval. This is step one (1) of the request to 
receive the Binax tests, while final approval will be based on the submission of the plan and 
current supply of Binax tests.  

All survey responses are due by 12:00 pm on Friday, May 14, 2021. 

Please access the COVID19 rapid antigen test request form survey at: 
https://healthsurveys.nj.gov/NoviSurvey/TakeSurveyPage.aspx?s=b42718c0adc347d3b2c9ca334
2ec17cc&tsid=1392e758faaa41f79dcc90311e2a6675&c=en-US 

For more information regarding this effort, please refer to the Frequently Asked Questions 
document and Binax fact sheet. Questions regarding the completion of the survey should be 
directed to Statewide COVID19 Testing Team (STT) at: Covid19.TestMaterials@doh.nj.gov. 
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BinaxNOW COVID19 Rapid Antigen Test 
Frequently Asked Questions 

1. What is a “CLIA Waiver” and does my facility need it to perform COVID19 tests? 

 A Clinical Laboratory Improvement Amendments (CLIA) Certificate of Waiver allows facilities, such as K–12 
schools, Institutes of Higher Education, and so forth, perform waived COVID19 tests, such as the BinaxNOW 
COVID19 Rapid Antigen test. 

 Any facility that wishes to perform COVID19 tests must have a CLIA Certificate of Waiver. 

2. How do I apply for a CLIA Certificate of Waiver? 

 If the facility does not have a CLIA Certificate of Waiver in place, they must complete and submit a CLIA 
application CMS-116 (See Resources Page), as well as a fee of $185. Submit mail or e-mail form to: 
 
New Jersey Department of Health 
Clinical Laboratory Improvement Service (CLIS) 
P.O. Box 361 
Trenton, NJ 08625-0361 
(609) 406-6824 
FAX: (609) 406-6827 
Email: CLIAlab@doh.nj.gov  

 A facility may also consider collaborating / partnering with CLIA-certified facilities (e.g., hospital, FQHC, 
urgent care) to administer BinaxNOW tests.  

 Please email COVID19.TestMaterials@doh.nj.gov if you need any assistance or further questions. 

3. How long is the turnaround time to process and receive a CLIA Certificate of Waiver? 

 At this time, CLIA approval turnaround varies and is based on current request. Time averages anywhere 
from one (1) day to one (1) week. However, once approved, the facility will receive an e-mail confirmation 
that allows for testing to begin immediately while the facility’s certificate is sent in the mail. 

4. Who can perform and analyze the BinaxNOW COVID19 Rapid Antigen test? 

 Facilities with a CLIA Certificate of Waiver may perform BinaxNOW COVID19 Rapid Antigen tests. 

 Any healthcare professional, including, medical technicians or patient care technicians, can perform the test. 
However, analysis of results must always be done by, minimally, a registered nurse (RN). 

5. I have not yet received training materials for the BinaxNOW COVID19 Rapid Antigen test. Who will send that 
to me or when will I be trained? 

 Abbott has created training modules and documents to make self-learning accessible and easy-to-follow. 
Please see the BinaxNOW COVID-19 Ag Card and NAVICA App training webpage for training videos and 
helpful documents: https://www.globalpointofcare.abbott/en/support/product-installation-training/navica-
brand/navica-binaxnow-ag-training.html. 
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 In-person training is not necessarily required, however technical assistance can be offered by Abbott and/or 
NJDOH.  

o For any questions pertaining to the BinaxNOW COVID-19 Ag Card or NAVICA, please contact the 
Abbott Technical Services Team at 1-800-257-9525 between 8 a.m. and 8 p.m. EST Monday-Friday or 
email ts.scr@abbott.com. 

o For NJDOH support, please contact the Statewide COVID19 Testing Team (STT) at: 
COVID19.TestMaterials@doh.nj.gov 

6. What kind of personal protective equipment (PPE) do we need to perform the test? 

 Testers are required to wear N95 masks if they are directly collecting the nasal specimen from a patient. N95 
face masks are not required to perform the test itself or if the tester is observing self-collection from six (6) 
feet away. NJDOH will supply the testing technology and training. 

7. Is the used test considered “biohazard waste”? How do we dispose of it?  

 Yes, the test is considered biohazard waste and thus must be disposed of in red biohazard bag. The facility 
administering the test must plan for the disposal of its own biohazard waste. 

8. Do we have to report positive and negative results within 48 hours? 

 Any facility administering COVID19 test must report both positive and negative results back to the DOH via 
its designated reporting platform (i.e. CDRSS, COVID19 Point-of-Care (POC) Online Reporting Portal) within 
48 hours. 

9. How will we report COVID19 results? 

 Facilities have the option of reporting results into one (1) of the following: 

A. Utilize NJDOH’s COVID19 Point-of-Care (POC) Online Reporting Portal 
https://covidreporting.nj.gov/register  

B. Undergo CDRSS Quick-Start Training to have direct access into CDRSS. 
https://cdrs.doh.state.nj.us/cdrss/common/cdrssTrainingNotes  

10. Who will be responsible for the entering results into CDRSS? 

 A healthcare professional (i.e. RN) must be the one to analyze test results. However, organizations (i.e. K–12 
schools) may assign a non-clinical staff member to log the results into the NJDOH COVID19 POC Online 
Reporting Portal. Any person assigned by the organization to enter results into the POC Online Reporting 
Portal must register their own account.  

11. Who will be responsible for training on data entry for these positive cases into  the selected reporting vehicle? 

 Instructions on how to use the NJDOH COVID19 POC Online Reporting Portal will be given by NJDOH. 
Training for facilities approved to report through CDRSS can be found on the CDRSS Training Resources 
webpage: https://cdrs.doh.state.nj.us/cdrss/common/cdrssTrainingNotes (Also See Question #6). 
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12. What is the NAVICA app for? 

 The NAVICA app is meant to create a pass via a QR code, similar to an airline boarding pass. This allows 
organizations to verify negative test results for their employees. The app also allows for reporting and other 
data metrics.  

13. Does our organization need the NAVICA app to properly administer the test? 

 No, the NAVICA app is not required to administer the BinaxNOW COVID19 Rapid Antigen test.  

14. What kind of technology is required to use the NAVICA app? 

 The NAVICA Administrator app can use any tablet that has access to the App Store (Apple) or Google Play 
(Android/Google tablets). The NAVICA Administer app will only appear on tablets, not phones. When 
downloading to your facility’s tablet, please choose the orange NAVICA app.  

 Patients must download the NAVICA app on their smartphones prior to the test administration. The patient-
facing app is blue. This is also available at the App Store or Google Play. The patient’s use of the app will 
allow for them to receive their results directly to their phone. 

15. How does our facility gain administrative access to the NAVICA Administrator app? 

 Facilities must contact Abbott to gain administrative access to the NAVICA Administrator app. Abbott’s sign-
up form can be found on the BinaxNOW COVID-19 Ag card and NAVICA training webpage: 
https://www.globalpointofcare.abbott/en/support/product-installation-training/navica-brand/navica-
binaxnow-ag-training.html. 

16. What happens when a parent challenges a positive BinaxNOW™ performed at school with a negative PCR test 
performed at another facility?  

 Per CDS guidance, if an individual has a positive antigen test followed by a negative molecular test (collected 
within 48 hours of the collection of the antigen test), the antigen test may be considered false positive—this 
determination should be made in consultation with public health authorities. 

17. Are there recommendations on how/when to use the tests among the K–12 population? 

 It is strongly recommended that K–12 institutions encourage parents not to send symptomatic students to 
school. Tests should be used for targeted functions (contact sports, plays, school dance/proms, etc.). NJDOH 
is providing the test to the school district to be used as an early warning system. Per the training, it should 
be used in cases of developed symptomatic cases throughout the day and high risk/close contact cases (to a 
symptomatic person). The NJDOH is not recommending that the tests be used for mass testing or outbreak 
settings.  

COVID19 Testing Material inquiries can be sent to: COVID19.TestMaterials@doh.nj.gov 
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Instructions for submitting CLIA application for  
K–12 Schools: Form CMS-116 

Note: The CLIA application for certification (PDF) is available online at: 
https://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/Downloads/CMS116.pdf. 

Page 1 of Form 

1. In the "I. General Information" section, select "Initial Application." 

 

2. Fill in the public school district’s or private school’s name, e-mail, tax ID, phone number, and address. 

 

3. Select “Physical” for both “Fee coupon” and “Certificate” questions. 

 

https://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/Downloads/CMS116.pdf


 

4. For name of director and credentials, fill with a name of school district superintendent or private school 
principal. 

 

5. For "II. Type of Certificate Requested," select “Certificate of Waiver.” 

 

Page 2 of Form 

1. For "III. Type of Laboratory," select "26. School/Student Health Service." 



 

2. For "IV. Hours of Laboratory Testing," fill "7 am–5 pm" for Monday to Friday. 

 

3. For "V. Multiple Sites," if the application will cover multiple locations (i.e., by public board of education), fill 
“Yes” and select: 

• "No" for question #1 and #3 • "Yes" for question #2 

4. Provide names and addresses of schools (as multiple testing locations) on a separate sheet as an 
attachment. 

 



 

Page 3 of Form 

1. In "VI. Waived Testing," fill “Abbott BinaxNOW COVID-19 Test” and estimate total annual test based on a 
proportion of total number of students and staff. 

 
  



 

2. Section VII does not need to be completed. 

  



 

Page 4 of Form 

1. Section VIII does not need to be completed. 

 
  



 

Page 5 of Form 

1. For "IX. Type of Control," select appropriately. 

 

2. Print, sign, and date application by public school district’s superintendent or private school’s principal. 

 


