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75 Pleasant Street, Malden, Massachusetts 02148-4906  Telephone: (781) 338-3000 

                                                                                                                 TTY: N.E.T. Relay 1-800-439-2370 
 

 
Jeffrey C. Riley 
Commissioner 

 

 
MEMORANDUM 

 
To: Superintendents, Charter School Leaders, Leaders of Educational Collaboratives, 

and Approved Special Education Schools Who Have Indicated Interest in 
Participating in the BinaxNOW Rapid Point of Care COVID-19 Testing for K-12 
Schools 

From:  Jeffrey C. Riley, Commissioner of Elementary and Secondary Education 
Date:  November 17, 2020 
Subject: Phase I – Abbott BinaxNOW Rapid Point of Care COVID-19 Testing for  

K-12 Schools Informational Memo and Readiness Checklist 
 
 
 
The U.S. Department of Health and Human Services (HHS) and the U.S. Department of Defense 
(DOD) recently announced an initiative to deliver 150 million Abbott BinaxNOW COVID-19 
Ag Card Point of Care (POC) SARS-CoV-2 rapid diagnostic tests to schools and other strategic 
environments. Massachusetts has been advised that it will receive approximately 2 million tests 
over the course of the school year for use in priority settings, including but not limited to public 
school districts, charter schools, educational collaboratives, and approved special education 
schools. The Massachusetts Department of Elementary and Secondary Education (DESE) in 
collaboration with the Massachusetts Department of Public Health (DPH) will introduce the first 
phase of these tests with an initial group of districts and schools (Phase 1). Participating districts 
and schools will receive the test kits at no cost, and in most cases, administer the test using 
existing staff resources. 
 
This memo provides those districts and schools selected for Phase 1 with an overview of the use 
of Abbott BinaxNOW test kits in Massachusetts schools and information regarding the 
documentation, reporting requirements, and protocols required prior to receiving test kits. 
Additionally, the last page of the memo includes a Readiness Review Checklist that must be 
completed by the selected schools and districts in order to request distribution of Abbott 
BinaxNOW test kits.  
 
Phase 1 is intended for districts and schools providing any type of in-person instruction, such as 
full-in person, hybrid instructional models, or in-person services for high needs students. 
Districts and schools participating in Phase 1 have already been selected. If your school or 
district was not selected to participate in Phase 1, please note that DESE will provide information 
regarding additional participation in future phases. 
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Use of Abbott BinaxNOW test in Massachusetts schools: 
The Abbott BinaxNOW test is a rapid antigen test. Rapid antigen tests perform best when the 
person is tested in the early stages of infection with SARS-CoV-2, which is when the viral load 
is generally highest. 
 
The Abbott BinaxNOW test should not be used for broad scale asymptomatic testing in the 
school.   
 
When a student or staff member presents to school health for any reason other than a clearly 
identifiable physical injury (e.g., broken finger), the following protocol should be followed: 
 

Students and staff with severe or life-threatening symptoms: activate EMS. 
 

Students and staff with symptoms: students1 or staff who have symptoms of an illness 
consistent with COVID-19 according to the following guidance (previously published by 
DESE) should be tested using the Abbott BinaxNOW test: 

 
• Fever (100.0° Fahrenheit or higher), chills, or shaking chills 

• Cough (not due to other known cause, such as chronic cough) 

• Difficulty breathing or shortness of breath 

• New loss of taste or smell 

• Sore throat 

• Headache when in combination with other symptoms 

• Muscle aches or body aches 

• Nausea, vomiting, or diarrhea 

• Fatigue, when in combination with other symptoms 

• Nasal congestion or runny nose (not due to other known causes, such as allergies) when 
in combination with other symptoms 

• Those who test positive should be treated as a positive COVID-19 case and 
managed accordingly (see DESE protocol for responding to COVID-19 scenarios 
here).  

• Those who test negative should be sent home. The student’s parent/guardian, or 
the staff member, should be informed that the negative test is presumptive and 
they should follow up with their healthcare provider and consider PCR testing for 
COVID. The individual may return to school after they: 1) have obtained a 

                                                 
1 Please see below for additional information relating to obtaining consent for student testing. 

http://www.doe.mass.edu/covid19/on-desktop/protocols/
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subsequent negative PCR test for COVID-19, have an improvement in 
symptoms, and have been without fever for at least 24 hours without the use of 
fever reducing medications; or 2) have been removed from school for 10 days 
from the start of symptoms, as long as their symptoms have improved and they 
have been without fever for at least 24 hours prior to their return to school 
without the use of fever reducing medication.  
 

Students and staff with minimal symptoms (e.g., isolated runny nose / nasal congestion, 
isolated headache, isolated fatigue, not meeting COVID-19 criteria listed above) may be 
considered for testing with the BinaxNOW test. 
 

• Those who test positive should be treated as a positive COVID-19 case and 
managed accordingly (see DESE protocol for responding to COVID-19 scenarios 
here). 

• Those who test negative may return to school.  The school should notify the 
student’s parent/guardian informing them of the result and that antigen test 
results are presumptive (not diagnostic) and that a PCR test would be required to 
definitively confirm that the child does not have COVID-19. The parent/guardian 
should be instructed to monitor the child carefully for fever and other symptoms 
and if these develop, to contact the child’s healthcare provider. 

PCR test confirmation: Given the superior accuracy of PCR testing versus antigen testing, the 
result of a PCR test taken within 2 days of an antigen test will “override” the result of the antigen 
test. Consequently, a PCR test result (rather than an antigen test result) should be used to 
determine the proper protocol for the student or staff member when taken within 2 days of an 
antigen test result. 
 
Phase 1 Requirements: 
All schools and districts selected to participate in Phase 1 must complete all six of the following 
requirements in order to receive approval from DESE for their distribution of Abbott BinaxNOW 
test kits.  
 

1. Obtain an approved CLIA certificate of waiver 

2. Secure a signed physician order for testing 

3. Confirm ability to maintain an adequate supply of PPE 

4. Ensure all testing staff meet training requirements 

5. Review parental consent and notification forms 

6. Verify ability to complete DPH reporting requirements 

http://www.doe.mass.edu/covid19/on-desktop/protocols/
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Additional information about each requirement and how that requirement may be met is 
provided below.  
 
Schools and districts should expect a supplementary memo within the coming weeks that will 
include more detailed information regarding training, consent and notification forms, and DPH 
reporting requirements. 
 
Distribution process: Each school and district selected for Phase 1 must complete the Readiness 
Review Checklist which certifies that they have completed all the requirements. The completed 
checklist must be sent to Kristin Castner (Kristin.Castner@mass.gov) at DESE in order for the 
school or district to request approval for a shipment of Abbott BinaxNOW test kits. If all 
requirements have been completed, the school or district will then be directed to coordinate with 
DPH to schedule a delivery of test kits. 
 

1. Obtaining a CLIA certificate 

The application for a CLIA Certificate (CMS Form 116) can be found here:  
https://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/Downloads/CMS116.pdf 
 
If applicable, a school district may apply for one CLIA Certificate of Waiver that would include 
all schools in the district.   
 
For your convenience, we are sharing some information that may help you fill out your CLIA 
application if your facility does not already have a CLIA Certificate of Waiver or other 
appropriate CLIA certificate: 
 

• In section I, please select “Initial Application” and under “Other Changes (Specify)” fill 
in “COVID 19” to alert the Clinical Laboratory Program that your application is a part of 
this distribution effort. The Facility Address must be the physical address of a location 
that is performing testing even if you are applying for multiple site designation. 

• In section II, please select “Certificate of Waiver” if you will be performing only the 
Abbott BinaxNOW COVID-19 Ag Card test or other CLIA-waived tests. 

• In section III, please select “26-School/Student Health Service.” 

• In section V, please select “Yes” if you are applying as a school district and have more 
than one school in your district.   

o In #1 in section V, please select “No” (unless there are plans to test at temporary 
locations). 

o In #2 in section V, please select “Yes” if criteria are met and provide requested  
information for each location/school. 

mailto:Kristin.Castner@mass.gov
https://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/Downloads/CMS116.pdf
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o In #3 in section V, please select “No.” 

o Please note that only one of the multiple site criteria may be selected.   

• In section V, please select “No. If no, go to section VI” if you are applying as a school at 
a single site. 

• In section VI, please enter “Abbott BinaxNOW COVID-19 Ag Card Test” and provide 
the Estimated Total Annual Test Volume. If additional CLIA-waived tests will be 
performed, the test and specific test system information should be included in this 
section. 

Please completely fill out the other sections, as applicable, including the laboratory director 
signature section. If you are only performing testing for students and staff, then you do not need 
to obtain a state clinical laboratory license in addition to a CLIA Certificate.  
 
Please send the completed application to The Clinical Laboratory Program at 
CLIALab@mass.gov. If you have any questions you may contact the Clinical Laboratory 
Program at (617) 660-5385. 
 
A resource you may find helpful is this Quick Start Guide from CMS: 
https://www.cms.gov/files/document/cms-clia-laboratory-quick-start-guide-remediated.pdf 
 

2. Securing a signed physician order 

The Abbott BinaxNOW test must be ordered by a physician. The district or school must have a 
standing physician order in place prior to requesting test kits from DPH. Districts and schools 
may obtain a standing order from a school physician or local board of health medical director. 

DPH has drafted a model standing order which can be used by districts or schools to request a 
standing order from a school physician or local board of health medical director. The model 
standing order can be found attached and at the following webpage: 
https://www.doe.mass.edu/covid19/BinaxNOW/  

 
3. Maintaining an adequate supply of PPE 

All staff administering Abbott BinaxNOW test kits must wear appropriate personal protective 
equipment (PPE) when running each test and handling patient specimens. For healthcare 
personnel collecting specimens or within 6 feet of individuals suspected to have COVID-19, the 
following PPE is required: 

• N95 mask or higher-level respirator (a surgical mask can be used only if an N95 
is not available) 

• Eye protection 

• Gloves 

mailto:CLIALab@mass.gov
https://www.cms.gov/files/document/cms-clia-laboratory-quick-start-guide-remediated.pdf
https://www.doe.mass.edu/covid19/BinaxNOW/
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• Gown, when collecting specimens  

Staff administering tests must change gloves between handling of specimens suspected of 
COVID-19. Refer to DPH Comprehensive PPE Guidance or contact your local board of health 
for further information regarding the proper use of PPE. 

Schools and districts must be able to maintain an adequate supply of PPE as is required to 
administer tests as needed. 
 

4. Ensuring all staff complete training requirements 

All staff administering Abbott BinaxNOW test kits within a school or district must complete all 
Abbott BinaxNOW training modules. The Abbott BinaxNOW training modules can be found 
here. 

The Abbott BinaxNOW training modules include: 

Module 1: Getting Started 
Module 2: Quality Control  
Module 3: Specimen Collection and Handling 
Module 4: Patient (Individual) Test 
Module 5: Navica Admin App 
 

These modules provide a detailed step-by-step guide to the test process. All the modules should 
be completed in their entirety prior to staff performing test on individuals. 

It is the responsibility of the school or district to ensure that all the staff administering tests have 
completed the necessary training requirements. Staff administering tests must watch the Abbott 
BinaxNOW video training modules as part of their attestation prior to ordering tests. To support 
training of school nurses, DPH will provide train-the-trainer educational activities to school 
nurse leaders participating in Phase 1. Further information regarding the availability of DPH-
provided or organized training will be provided in a supplemental memo in the coming weeks. 

Additionally, further information about the proper use of the Abbott BinaxNOW test kits can be 
found on the package insert and here. This includes information regarding specimen collection, 
handling, transportation, and storage. 

Staff who have questions or concerns about the administration of the test can utilize these direct 
links to Abbott support: 800-257-9525 8:00 am – 8:00 pm Monday through Friday or 
ts.scr@abbott.com.  

https://www.mass.gov/doc/updated-comprehensive-personal-protective-equipment/download
https://www.globalpointofcare.abbott/en/support/product-installation-training/navica-brand/navica-binaxnow-ag-training.html
https://www.fda.gov/media/141570/download
mailto:ts.scr@abbott.com
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5. Obtaining consent from students’ parents/guardians 

DESE will work with DPH and will provide further information on the consent and authorization 
that must be obtained by schools and districts administering Abbott BinaxNOW test kits. This 
consent process, which will include options for electronic or paper consent forms, will include 
obtaining signature from students’ parents/guardians prior to administering the tests to students.  

Additionally, DESE will work with DPH to provide sample notification forms that may be used 
to inform parents/guardians when a student has received an Abbott BinaxNOW test while at 
school. The notification form will also serve to inform parents/guardians on what next steps they 
should take, depending on the child’s rapid test results.  

Schools should watch for additional information from DESE and DPH regarding consent and 
notification. Once this process has been finalized, schools should review the guidance and ensure 
they are able to obtain consent from students’ parents/guardians prior to beginning testing. 

 
6. Verifying ability to complete all reporting requirements 

Massachusetts districts and schools participating in this initiative must report all test results to 
the Department of Public Health’s Bureau of Infectious Diseases and Laboratory Sciences 
(BIDLS) and report positive test results to DESE’s Rapid Response Help Unit at 781-338-3500.  
 
Additional information about how districts and schools will report test results to the Department 
of Public Health’s Bureau of Infectious Diseases and Laboratory Sciences will be provided in a 
supplementary memo prior to the distribution of test kits.  
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Massachusetts Department of 
Elementary and Secondary Education 
 
75 Pleasant Street, Malden, Massachusetts 02148-4906  Telephone: (781) 338-3000 

                                                                                                                 TTY: N.E.T. Relay 1-800-439-2370 
 

 
Jeffrey C. Riley 
Commissioner 

 

Abbott BinaxNOW Readiness Review Checklist: 

All schools and districts selected to participate in Phase 1 must complete all the below 
requirements prior to DESE approving the distribution of their Abbott BinaxNOW test kit(s). 

Complete the below attestations and email this form, along with the notification of an approved 
CLIA certificate to Kristin Castner at Kristin.Castner@mass.gov.  

Name: ______________________________________ 

Signature: ___________________________________ 

Position: _____________________________________ 

Email: _______________________________________ 

Phone: _______________________________________ 

School / District Name: _________________________ 

School / District Code: __________________________ 

Date: ________________________________________ 

How many total students and staff report in-person and might be eligible for this testing 
opportunity?  (Your response will help determine the amount and cadence of testing kits 
distributed to your school/district.) _____________________________________________ 
 

Please initial below next to each statement: 

_______ CLIA certificate: I attest that the School / District listed above has received approval 
from the Massachusetts Department of Public Health for a CLIA Certificate of Waiver.  
  

_______ Provider order: I attest that the School / District listed above has acquired a signed 
standing order from a physician for COVID-19 testing with the Abbott BinaxNOW.  
 

_______   PPE: I attest that the School / District listed above has acquired an adequate supply of 
PPE and will be able to procure additional PPE as is needed. Additionally, I attest that the 
appropriate staff that will be administering the Abbott BinaxNOW test have been provided with 
the PPE protocols from DPH and have reviewed the requirements. 
 

mailto:Kristin.Castner@mass.gov
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________ Training requirements: I attest that the School / District listed above has ensured 
that all staff members who will be administering Abbott BinaxNOW test kits have completed all 
necessary training. 
 

________ Consent and notification forms: I attest that the School / District listed above has 
read and reviewed consent and notification forms and commits to sending the consent forms to 
all parents/guardians for review and signature prior to beginning testing with any students. 

_______ Reporting requirements: I attest that the School / District listed above has trained all 
necessary staff on how to properly report test results to DPH and DESE and understand that the 
results of all Abbott BinaxNOW tests completed on-site must be appropriately reported. 

 
_______ Phase I participation requirements: I attest that the School / District listed above is 
currently serving students in-person or the use of the Abbott BinaxNOW tests will support 
bringing students in-person. I also understand that participation of the School / District listed 
above in future phases of this testing opportunity is not guaranteed.  
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