[bookmark: _GoBack]                                 BinaxNOWTM Rapid Antigen Tests for Ohio’s ICF/IID 
The Ohio Department of Developmental Disabilities (DODD), in collaboration with our state partners, is currently able to secure 5,000 BinaxNOWTM Rapid Antigen Tests per week for distribution to Intermediate Care Facilities for Individuals with Intellectual Disabilities (ICF/IIDs) whose residents may be the most vulnerable to contacting COVID-19.  This is only committed through December 31, 2020. 
· Use of these tests is entirely voluntary
· This is not for surveillance testing
· The tests are for determining if symptomatic people are positive for COVID-19
· ICF/IIDs must have a Clinical Laboratory Improvement Amendments (CLIA) Waiver to use these tests
The current limited supplies for distribution to ICF/IID facilities is for using the BinaxNOWTM tests for people with symptoms of suspected COVID-19.  The BinaxNOWTM test is most accurate when used to determine if a person with symptoms is positive for COVID-19.  This mitigates the risk of false positive results with asymptomatic individuals.
The BinaxNOWTM test should be used for the detection of COVID-19 in individuals who are determined to be suspected of COVID-19 within the first seven days of onset of symptoms.  
· A healthcare provider needs to prescribe use of the test  
· These can be standing orders for facility personnel and residents

The test can easily be performed at the ICF and takes 15 minutes to process after the sample collected from both sides of the nose is inserted in the test card.  

Symptomatic people who test positive do not need confirmation with a PCR test (the molecular polymerase chain reaction test) unless indicated by their healthcare provider or the local health department.

Isolation and quarantine guidance are contained in the Long-Term Service and Support guidelines (LTSS) 
https://dodd.ohio.gov/wps/portal/gov/dodd/about-us/communication/news/news-guidance-ltss
Facilities must have a CLIA Waiver to be able to administer the test. The BinaxNOWTM has been authorized by the FDA under an Emergency Use Authorization for use at the Point of Care, i.e., in patient care settings operating under a CLIA Certificate of Waiver, Certificate of Compliance, or Certificate of Accreditation. (more information on CLIA Waiver can be found at https://www.cms.gov/Regulations-and-guidance/legislation/CLIA/downloads/howobtaincertificateofwaiver.pdf
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All tests must have results reported (positive and negative) daily.  See document below for more details. Facilities may start testing while they arrange for reporting.  All positive tests must still be reported to the Local Health Department. 


Distribution:
1. DODD will have a distribution list for all ICF/IIDs to receive an initial supply of test kits based on their size 
a. Each “kit” contains 40 test cards
b. Initial distribution will attempt to make sure every ICF has access to tests as soon as possible (if no CLIA Waiver please do not accept tests for agency/facility)
c. The Initial delivery of tests will be by agencies within counties; it will take at least 3 weeks to supply all ICFs in the state
2. Kits will be delivered to County Boards of DD for further distribution to the specific ICF as listed on the DODD distribution list
a. The county contact will be sent shipping tracking information once tests have shipped
b. The county board contact will notify each provider to arrange test pick-up after receiving the stock
3. After the original distribution waves each provider will contact their DODD Statewide Support Team representative to arrange for additional tests https://dodd.ohio.gov/wps/portal/gov/dodd/about-us/support-team/Support-Team

Manufacturer Information about the BinaxNOWTM COVID-19 Test and NAVICATM mobile app

· In data submitted to the FDA from a clinical study conducted by Abbott with several leading U.S. research universities, the BinaxNOW COVID-19 Ag Card demonstrated sensitivity of 97.1% (positive percent agreement) and specificity of 98.5% (negative percent agreement) in patients suspected of COVID-19 by their healthcare provider within the first seven days of symptom onset.

· [bookmark: _Hlk56073923]Testers must watch the training videos before initiating testing procedures. 
Training Link: https://www.globalpointofcare.abbott/en/support/product-installation-training/navica-brand/navica-binaxnow-ag-training.html
· Training videos
· Helpful documents for downloading including a fact sheet for patients in English or Spanish 
Abbott Technical Services at 1-800-257-9525 or e-mail ts.scr@abbott.com
Although use f the NAVICATM app for mobile devices is not mandatory it can be used to provide encrypted results to participants allowing them to obtain a digital NAVICA Pass with negative test results. NAVICATM Administrator app sign up is done on the Abbott training page listed above. Participants must download the participant version of the app to receive the results.
· Used test kit materials should be discarded as Biohazard waste. 
· [bookmark: _Hlk56074033]Storage: Tests should be stored at room temperature (between 35- and 86-degrees Fahrenheit).
· A Quality Control element is built into each test with a blue control line that turns pink if test was completed correctly. Each box includes a positive test swab to do a quality control test with each shipment.
· Specimen Collection: Wear appropriate personal protection equipment and gloves in accordance with CDC guidance when running each test and handling patient specimens 
https://www.cdc.gov/coronavirus/2019-ncov/hcp/broad-based-testing.html#:~:text=Gown%2C%20N95%20equivalent%20or%20higher,of%20the%20person%20being%20tested
· Change gloves between handling of specimens suspected of COVID-19 
· Use only the swab in the kit and process with test immediately – do not store or transport test swab; do not return the swab to the paper packaging
Questions:
About testing in ICF/IIDs can be sent to: DODD CR-ICF@DODD.OHIO.GOV
About use of the test: Abbott Technical Services at 1-800-257-9525 or e-mail ts.scr@abbott.com
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CLIA information may be viewed online by following these steps:

1) Click on the link http://publicapps.odh.ohio.gov/eid/default.aspx



2) Click on “Health Care Provider Real-Time Information”.



3) For Provider Type, select “CLIA Lab” from the dropdown menu.



4) Fill in your CLIA ID Number.



5) Click on your facility name.  



6) Changes will appear in several business days.



7) Please note that this is a read-only program, as only CMS or the State Agencies may make changes to CLIA data.  You cannot print actual CLIA certificates – only CMS can do that.



8) New CLIA certificates are only issued at the end of a certification period or for changes in CLIA certificate type (i.e. upgrades or downgrades).  For other types of changes, a printout from the Ohio Department of Health Provider Search link will serve as proof of the changes you submitted.



9) You will be able to tell that the CLIA certificate has been mailed when the expiration date on the last page of this record flips to the expiration date of your new CLIA certificate, two years from the current expiration date.  This will occur 3 to 4 weeks before the effective date of the next CLIA certificate cycle.



Ohio Department of Health
Office of Health Assurance and Licensing, CLIA Program
246 North High Street
Columbus, OH 43215

Telephone: (614) 644-1845
Fax: (614) 564-2478

E-mail: CLIA@odh.ohio.gov
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Guidance for Electronic Submission of COVID-19 Testing Results



Ohio Public Health Rule

Persons in charge of any laboratory that examines specimens of human origin for evidence of COVID-19 infection shall electronically report within twenty-four (24) hours the results of all such examination, including, but not limited to: positive, negative, invalid, and inconclusive results.



Laboratory results should be electronically reported according to the protocols outlined below.



Laboratory or Facility Registration

Any entity performing any type of COVID-19 testing of human origin must register the name of their laboratory or facility at http://coronavirus.ohio.gov/registerlab.  Once approved by the Ohio Department of Health (ODH), your facility will be included in the lab reporting web portal for aggregate count submissions. The web portal link will be provided after registration.



Aggregate Count Submission

Any entity performing any type of COVID-19 testing of human origin must report the total number of tests performed daily by 11 AM ET.  The specific reporting requirements will be provided after the registration step above. 



Case or Line Level Results Reporting

Persons in charge of any laboratory that examines specimens of human origin for evidence of COVID-19 infection shall electronically report within twenty-four (24) hours the results of all such examination, including, but not limited to: positive, negative, invalid, and inconclusive results.



Establishing Secure Connection to ODH and File Validation

ODH offers two connection methods for the submission of COVID-19 testing results, including a secure, authenticated web portal electronic laboratory reporting (ELR) file upload tool and secure file transfer protocol (SFTP). 



1) Authenticated Web Portal

· Authenticated web portal was built for any entity (e.g. long-term care facility, private and hospital laboratories) performing laboratory testing, specifically for COVID-19, to securely and safely transmit electronic files containing protected health information, using Ohio’s custom CSV template.

· Any person may create a user account at https://ohid.ohio.gov and request access to the ELR File Upload application to securely submit electronic laboratory reporting (ELR) files. 

· Step-by-step instructions for account creation can be accessed here.

· After account creation, the user must request access to the application, ELR File Upload.  Step-by-step instructions on this process can be accessed here.

· Application requests are reviewed and approved by ODH personnel who will provide additional details on file submissions.  The ODH representative will verify the file structure and complete a brief file validation. 





2) SFTP Connection

· SFTP connection is generally reserved for larger volume laboratories and hospitals capable of setting up an automated HL7 ELR interface. This process involves whitelisting of lab server IP accounts and the submitting entity must provide a static IP address. The SFTP request form will be provided after the registration step above. 

· Upon successful, secure connection to ODH’s SFTP server, ODH personnel will verify the file structure and complete a brief file validation.



Line Level Reporting Instructions

· Each entity must report positive laboratory findings for ALL COVID-19 testing to the local health department (LHD) where the patient resides until ODH personnel successfully completes the file validation for your laboratory or facility to submit electronically. This may be completed by faxing the confidential case report form or the Human Infection with 2019 Novel Coronavirus Case Report Form to the LHD.  To identify the LHD where the patient resides, you may use the LHD address tool.  If the patient resides out of state, you must report those results to the appropriate state health department where that person resides.  

· Negative COVID-19 test results should NOT be reported to the LHD; however, the reporting entity must maintain and prepare to send ODH an electronic file of all negative COVID-19 testing results, as of October 15, 2020. This file must be reported to ODH using the selected electronic submission method once ODH personnel completes the file validation for your laboratory or facility.

· Long-term care (LTC) facilities (i.e. skilled nursing facilities (SNF)) have the option to report line level results as described above or they may report these results using an alternative method by manually entering patient results in the COVID-19 module on the National Healthcare Safety Network (NHSN) portal.  NSHN will submit all COVID-19 line level results to ODH. This option does require the SNF to upgrade security clearances. Requests for information for this method of reporting should be sent to the NSHN contact used by the facility.



Technical Specifications

CSV Technical Specifications and Formatting Guide for Long-Term Care Facilities  

CSV Technical Specifications and Formatting Guide for Laboratories

Blank CSV File Template for all Reporting Entities

HL7 Technical Specifications
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