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WHAT IS A SHELF-LIFE EXTENSION?
Shelf-life is the period of time during which a product remains suitable for its

intended use. An expiration date is the termination of shelf life. A shelf-life extension

grants an additional period of time to a product that supersedes a previously listed

expiration date. The FDA grants applications for shelf-life extensions when

supported by appropriate stability studies. 

CareStart is a trademark of Access Bio, Inc.

WHAT OTHER COMPANIES AND CUSTOMERS ARE USERS OF
CARESTART?
CareStart is used by organizations around the world. Some notable partners include

the states of Michigan, Utah, and Maryland, the Los Angeles Lakers and

the Staples Center. 

WHY AREN’T THE CARESTART COVID-19 TESTS EXPIRED EVEN
IF IT MAY BE PAST THE LISTED DATE ON THE BOX? 
The original six-month shelf-life for CareStart tests was authorized by the FDA

based on real-time stability studies, and the original expiration date was printed on

the box when the tests were manufactured. Subsequently, Access Bio conducted

additional stability testing establishing that the shelf-life could be extended for an

additional three months. On March 15, 2021, the FDA granted Access Bio’s request

to extend the shelf-life of the tests for another three months; from six months to

nine months.  As of July 16, 2021, the FDA granted an additional shelf-life extension

for another three months; from nine months to twelve months. However, the FDA

does not require manufacturers to recall or relabel tests to reflect the new

expiration date. Rather, test manufacturers are permitted by FDA to reference the

published FDA shelf-life extension letter and issue an official statement to

customers identifying the new expiration date. While the CareStart test is one of the

top rapid antigen tests in the United States, this same customer expiration date

notification process was followed by the other top manufacturers, as noted below.  

ARE OTHER MANUFACTURERS SUBJECT TO THE SAME
EXPIRATION DATE EXTENSION POLICIES?
Yes. All manufacturers of FDA-authorized COVID-19 rapid antigen tests have

requested expiration extensions from FDA on three- to six-month intervals based on

real-time stability studies. For example, the shelf-life extension notification letters for

Access Bio and another manufacturer are posted on the following public websites:

the Massachusetts Department of Elementary and Secondary Education, the Texas

Division of Emergency Management (TDEM), McKesson Corporation, the Boston

University School of Medicine, and the Missouri Department of Health and Senior

Services, to name a few. 

WHY DO COVID-19 DIAGNOSTIC TESTS HAVE RELATIVELY
SHORT SHELF-LIVES? WHY ARE EXPIRATION DATE EXTENSIONS
GRANTED ON A ROLLING BASIS?
The FDA permits medical product manufacturers to predict shelf-life based on a

correlation to an existing FDA-approved product using mathematical

extrapolations. Because there were no COVID-19 diagnostic tests prior to the

pandemic, the FDA has determined that only real-time stability data is acceptable

for determining extensions to expiration dating for these tests. So, COVID-19

diagnostic test manufacturers, including Access Bio, were required to wait to

complete real-time stability testing and seek extensions of expiration dating every

three to six months. As noted above, in order to avoid delaying the supply of critical

COVID-19 tests to US consumers, FDA does not require test manufacturers to recall

and relabel tests with the new expiration date.

https://assets-global.website-files.com/60be1a26622a3aabb72751b8/60f6126c6e4ad5330a3fadf2_CareStart%20COVID-19%20Ag%20Exp%20Date%20Extension%20Notice_V3%20(12%20Months%2C%20Intrivo).pdf
https://www.doe.mass.edu/covid19/BinaxNOW/product-expiry-extension.pdf
https://tdem.texas.gov/wp-content/uploads/2019/08/COL-03031-BinaxNOW%E2%84%A2-COVID-19-Ag-Card-Product-Expiry-Update-EN-US.pdf
https://imgcdn.mckesson.com/CumulusWeb/Click_and_learn/CareStart_COVID-19_Ag_Exp_Date_Extension_Notice.pdf
http://www.bumc.bu.edu/cme/files/2021/05/COL-03031-BinaxNOW-COVID-19-Ag-Card-Product-Expiry-Update-EN-US.pdf
https://ltc.health.mo.gov/archives/14746

