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Deviee: CareStart COVID 19 Antigen Home Tost
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Indication: Qualitatis e detection of SARS-COV-2 nuclevcapsid protein

antigens from individuals with or without svmptoms ot other
epidemiological reasons 1o suspect a COVID- 19 infection when
tosted twice vver two of three days with af least 24 hours and not
more than 48 hours between tests. This tost i authorized for non-
prescription home use with self-collected direct anteriur nasal
{nores) swab samples from individuals aped 14 vears or older or
adult collected antertor nasal swab samples from individuals aped
2 years or older.

Excar Sang Jeon Han.

This etrer 1s i pospense (o veur' request that the Food and Druy Admimstration (FDAT issue
an kmergency Use Authansation (EL A} for emergency wse of vaur product,” pursHant o

Sectian Ad of the Federal Food, Prag, and Cosmetic Act ithe Act) (21 L1S 0. §3600bb. %),

On February 4 2020, punant 1o Section $64(bK 1) of the Act, the Seeretary of the
Breparmmwnt of Health and Human Services (HHS determined thar there is a public health
emergency that has a sigmiicant potential to affect national sceunty o the health and security of
United States citzens living abroad, and that invelves the virus that causes COVID- 19

Pursuant to Section 364 of the Act, and on the basts of such determination, the Sevretary of
HHS then declared that circumistances exist justifyiag the authorizabon of emergency use of in
vitro diagnostics for detection and or diagnosts of the virus that vauses COVID-19 subject o the
temns of any avthorization issued under Section 564 a) of the Act.”

T bor case of retorene, this Better will aee the temm vei” and rolsted tomie woreter to Ao Bhiv, fne.

Cbor case ob referenee. thes Better will wae the 1o Cyour product” o reter to the CareSant COVHER 19 Antigen
Home Tost that wal abse e otbered wades the authonized dobbotos brand nanw of vn 2o COVI-EY Antneen Seit-
Test™. used for the ndication Wenantiod ahove

TS epanment of Health and Homan Scroaces, Detvrsuagion of g Pubbic Healtk Emergency and Declaratan
Il Creamistances BXoT Jusiiong Aiathorazations Pt (0 Seoian Sedeng ot the Federal Focd, Dvug, andg
Ui Ave 280 N0 ¢ Sadhhh-2 K8 PR Taindbebraany T, Mt
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Page 2 Sang Joon Han, Aceess Hio. Inc.

FOA vonsidercd the totality of sutenufic mbormation avadable m authonizing the emergency Use
of yoor product for the indivation above. A summary of the performance information FDA
relied upon i included in the “CareStarr COVID-19 Antipen Home Test Healtheare Provider
Instrucnons far Lse™ wdentitied behow

Having concluded that the criteria for msuamee of this autherization sader Section 464} of the
Actare muet, { am authorizing the emorgency use of vour product, described in the Scope of
Authorization of this letter {Section ). subject to the temw of this authorization.

1. Criteria for lssuance of Authorization

Ihave vonciuded that the enierngency use of your product moevts the cnterse for isswance of an
authorization under Scetion $64(c) of the Act, because | have voneluded thar:

1. The SARS.CoV-2 can cause a senious or life-threatening disease or condition,
incliading severe respuatory iness. to humans mfected by this virus.

2. Based on the wtaliny of scientific evidence available 1o FEYAL it is reaconable 1 hekieve
that yeur product may be effective in dmgaosmg COVID- 19, and thuet the known and
potential benefits of vour product when used for dizgnosing COVID- 14, outworgh the
known and potential risks of vour procduct: and

3 There is no adeguate. approyved. and availabie altemative to the energency wse of vour
product.

Il. Seape af Anthorization

Fhave concluded. pursuant 1o Section Sndids 13 of the Act, that the scope of thes authonization is
Tmted wr the indication abose.

Authorized Product Details

Y our product s a chromatographic. digital immunoassay intended for the quaiitative detecton of
nuclcocapsad protein antigen from SARS-CoV-2 from indeviduals with or without ssmptoms or
other epidemintogical reasons 1o suspect COVID- 19 when tosted twive over twe or thiee davs
with at least 24 hours and oo more than 45 hours berween tests. This test is interpreted by a
vompatible smarphone. This test i authonzed for pon-preseription. home use with self-collected
{unobsers ed) drrect antenor tasal swab specinens from individuals aged 14 vears or older, ur
with adult collected antersor nasal swabh specimens from individuals aged X vears or alder.

The SARS.CoV. 1 nucleccapsd protein antigen i generally detectable m anterior nasal swabs
during the acute phase of infection. Positive results indicate the presence of viral antigens, but
cliveal correlation with past medical lnstory and other diagnosie infurmaiion is necessary w
determune infection status. Posttive results do not rule out hacterial infection or co-infection with

*Ne ST CRLETIZ 9 s lidnae Ras e Been prescrstesd by revrilaton umder Soction Shdicpdr i the Act
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Page } Sany Joon Han Access Bio. Inc.

other virises. The agent detected may not be the definite cause of disease. Individuals whe test
positive with vow product should self-isolate and seek follow-up care with their physician or
healtheare provider as additional testing may be necessary.

heegativd results should be treated as presumptive, and confinmation with 3 mulecular ansay fur
patient marageriens, may be performoed i necessary. Negative results do not rule out SARS.
CoV-2 infection. and should not b used as the sole basis for wreatment or paticat manageinent
devisions, including infection control decisions. Negative results should be considered in the
context of an individual’s recent exposures. history. and the presence of clinical signs and
svmptoma consisiem with COVIDTY For serial tosting programs., additional confinmaseny testing
with 2 molecular test for negative results may be nocossary. of there ts 3 high likehhood of
COVID- 19, such as. an mdis sdual with 2 close contact with COVID- 19 or with suspected
exposure 1 COVID- 19 or in commanities with high prevalesce of infection. Addinonal
confirmatory testing with a molecular test for positive results may abso be pecessary. if there is a
tow hkelibood of COVID-EY. such as in individuals without known oxposures 10 COVHD-19 ar
respding in commanities with low prevalence of mfection.

Individuals wha test negative and comtioue to expenience COVID-like svmptones of fever, cough
and o shortness of breath may still have SARS-CoV-2 infection and should seck follow up care
from thew healthcare provider.

Individuals should provide all results obtained with this prouci to their healthcare provider for
public health reporting. Al healtheare providers will repont alt test results they receive from
ndinvdisls w ho use the authorized produnt w eclevant public hoalih authorities in accordanee
with local, state, and federal requirements using appropriate LOING and SNOMED codes, as
detined by the Laboratory In Vitro Diagnostics (LIVD) Test Code Mapping for SARS.CoV-2
Tests provided by CDC

Your product 5 performed usimg anterior nasal samples from indis wduals aged 14 vears or older
ot adult vollecied anterior nasal samples from mdividuals age 2 years or older. The mndividual
using your product has the opiion w follow the "CareSiurs COVID- 19 Antigen Home Test User
Enstructions” provided with the kit or follow step-by-step mobale apphecation-based instructions
by downloading the “on'go App™ onte a compatible smartphone * When using veur product the
individual unpacks the tray containing all the rest components. before removing the test device
from its pouch and placing it on z flat clean surtace. The extraction vial is then opened and
teserted snto the tray in an upeight posmion, The swab 13 then removed from its pouch and the
indivsdual collects an anterior nasal swab sample by 1nserting the swah into the nostn] and
rotating at least 5 tume for a wtal of 13 scocnds before repeating in the second nosail, The swab
1s then inserted into the extracton ©ial and rotaed vigorousiy 2t least § umes before being
removed amd the vial capped. The contents of the extraction vial s then mived before thres drops
are applicd w the sample well of the test device. When the antenor nasal swab specunen
nbgrates 1n the test sirip, SARS-CoV.D viral amtigens present in the sample bind 10 anti-SARS-
CoV.2 nucleocapsid protein antibodies conpgated to indicator and captare particies i the test

"Compatshle sman phoae tchades Apple :Phone runnime Operation System (08 13 or Later v erous of the (15,
and Androwd Phores rupaing Artroad 1 or Leser s orstons, Addmonal »mant pheote Models as way be roguested, and
foe wiich you recenn s appropeate authurwranwn, i soostdarmce w i Comdioen Bobehow,
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Page 4 Rany Joon Han, Access Bio. Inc.

strip formung an immune complex. The smmune complex is then caprured by the test line on the
nrtroceliutose membrance as i migrates throogh the strip. Test results are interproted visually afier
10 minutes based on the presence or absence of visually detectable parple and blue volored Hnes,
Upon vomplction of the tost and result imterpretasion the user should share thewr results with ther
healtheare provider.

The CareStars COVID- 19 Antigen Home Tost kit inciudes the following materials or other
authorized materials packed and sealed in a ray: Test Device ipouched with desccant,
extraction vial and vap. Nasal Swab, Quick Reference Instructions, and Fact Sheet for
Individuals.

Your product includes an intemal conerol rost ing that must generate the cxpeeted result for a test
10 he comsidered vahd, as sutlined in the "CareMarr COVID- 19 Antugen Home Test Healtheare
Provider Instnactions tor Lse™

The labeling entitled “CureStarr COVID- 19 Antigen Home Test Healtheare Provider
Enstructtons for Lse™ the “Curedtars COVHD- 19 Antigen Home Test User Instructions™ { Quick
Ruference Enstructaons) and the *( rm'\mrrtll\ 1D. 14 \m:gm Hunu ch boy f&bdu
tavalable at b e JIY e nf 1M

AENCTUCTICS (LS

o fuds e RN T

: c ot 1 dy e i L Ihn. ‘on g App”
software apphcation, and the !u]lu\\ ey Fact »hu.ls portang to the emergency use, is required to
be made available a3 ~ot forth in the Conditions of Authonsmtion (Section 1V 1L amd are

collectvely referred o as “authorized labeling™*

BRI

& Fact sheet for Healtheare Professionals: Acecss Bro, Ine s £ aredtart COVIDE 1Y
Antigen Home Test

¢ Fact Sheet for Individuals: Aceess Bio. Ine. - Carediert COVID- 19 Antigen Home
Test

The above desertbed prodoct. with she authusised labeling ax sev firth in the Conditions of
Authorization ( Secton V) s authorized Lo be distnibuted and used under this EUA. despite the
fact that 5t dovs not ieet certain requirements otherwise required by applicable federal law.

P have concluded. pursuant to Section S64(dH.1) of the Act, that it is reasonable to beliove that
the known and potential benefits of vour product when used consistent with the Scope of
Authonzaten of this letter { Sectron 11 outweigh the known and potential risks of vour product.

| have concluded. pursuant 1o Section S564(di 3 of the Act. based on the wialiny of scicntific
evidence avadable to FDAL that it 15 reasonable to believe that yvour product may be effective m
diggnosing COVIDL 9. when ased consptent wath the Scope of Authonzatzon of this letter
FSevtien Ty, punaant te Sectacn Shdc k2R A o e A

* The “authorrzed laheling™ fisted in this parapgraph (and elsewheres spaviialls reless b the labeling tor the
CapreXtot COVHEY Astigen Home e, how oy or, atthenired labeling” under thas Jetter aloe snlusdes thuse
spovifes peeves of Libefing w hen votithed woth the authorerod distrrbutor drasd neme of “on go COVHRI Anugen
Scbt-Test” as wotld be the cane with other sstorzed disernsbaor brand names added g secondanwe » ith Condiion
L. bhew
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Page 5 Sane Jeon Han, Access Bio. Inc.

FDA has reviewed the sciemific information avaitable to FDA, ineluding the information
supponting the conclusions described in Section | above. and concludes that your product (as
described in the Scope uf Authorization of this ketter (Section Hy) meets the ontenia set torth in
Section M6d(¢) of the Act concerning safety and potential effectiveness.

The caergeney use of vour product under this FLIA must e conststent with, and may net
exvced. the terms of thes letter. including the Scope of Awhorization (Section IE and the
Conditions of Authorzation (Scetion IV Subgect to the terms of this EUA and under the
cireumstances st forth m the Secretary of HHS s deternuination under Section S64bY 1C ) of
the Act deceribed abose and the Sacetary of HHS s carresponding doclamtion uader Scction
Sokbr 1y of the Act. vour product 1s authorized tor the indication above.

1H. Waiver of Cenain Requirements
Pam wiving the following requircments for your product during the duration of this FUAC

+  LCument pood manufacturing practice requirements. including the quality system
requirensenss under 21 CFR Part 220 with respoct 1o the design, manufacture.
packaging. labeling. storage. and distribution of your product, but excluding Subpan
H (Acceptanee Activities, 11 CFR 82080 and 21 CFR X20.86), Svbpan |
(Nonvonfornung Product, 21 CFR $20.9%5, and Subpart O ¢Staustical Technigues.
2L OFR 8202500

IV, Conditions sf Authorization

Purstant to Scection S6diey of the Act. | am establishing the following conditions on this
authorizaton:

Access Bio, Inc. (You) and Authorized Distributorts)”

Ao Your product must comply with the follow g labeling requirements: the intended use
statement i 21 CFR 809, 100a) 2. (b 25 adequate dircctrons for use in 21 U.S.C. 3820
and 21 CER ROS_80cb ) S1. 4 7). and (N3 appropriate Emitations on the use of the device
ncluding information required under 21 CFR 889, Hia i $). and any available
information regarding performance of the device, including requirements under 21 CFR
RO HHDH D),

B You and authonzed distributonts ) muast make ay aulable the “CareStarr COVIL 1Y
Antigen Home Test Dser Instructions” amd the “Fact Sheet for Indiy iduals™ for vour
product i the shipped kit using the ~CureStar: COVID- 19 Antigon Home Tost” box
labels and make these ta o dovuments chectronically avatlable on your websiie

C. You and autherized distributon s must mantaio records of castomer complaint files and
report to FDIA any signtficant complaints about usability or deviations from the

CrAuthorrad Dialzbetord =7 are sadentiliod by v Acvoss Bee b i vour BL A sobmiswon a3 s entiny alivwed
sttt vour product.

16




3

Sang Joon Han. Access Bio, Inc,

established purfonmance chamacterislics of which vou and authorized distributorfs)
become aware,

You amd authorized distrihutonisi must infons relevant public health autharitics of this
LA including the wrms and conditions herein, and any updates made 1o vour product
and or the authorized labeling

Through a provess of inventory comrol. vou and authorized distributor{s) must maintain
records of the locations (e g, pharmacics. dovtor's offices. ete.) to which vour product is
destributed and the number of tests distributed 10 cach lovation

You ard autherized distribueord 3} must voliect inbermdtion on the porformance of vour
product and have o process in place to track adverse events, inclading any occurrence
of [atse positive or false negative results and significant deviations from the ostablished
performance characteristies of the product of which vou becoms aware and repon any
such events o FIA i accerdance with 21 CFR Par 303, Serious adh erse events.
axpectatly unexpected biosafery concerns. should immediatels be reported 1o the
Duwision of Micrebiclogy 1 DMD Office of Health Technology T {OHT 7)-Ovfice of In
Vitro Diagnostics and Radiological Health ¢O1R) Office of Product Evaluation and
Cuality (OPEQy Caenter For Dievices and Radiological Hesbth (CDRHY (via email:

LR Al

st Ll 2

Yot and arthorized distributort sy are authorized o make available additiona
information refating to the cmergeny use of vour product that is consistent with, and
dees et oxceed. the temms of this letter of authorization,

- You and suthortzed distributor < using your product must ensuye that any records

assoviated wiih thes ELUA ane mainaised until othersose sotifiod v FDA - Sach records
will be made available 1o FDA for inspection upon request.

Access Bio, Inc, (You)

You must sotify FIIA of any authenized distributon's) of vour product, invluding the
name, address, and pirone number of any authorized distributon( <y,

You mast provide authorized distributeres) with a copy of this EUA and communicate 1o
authonzed distributor(s) anv subsequent res iskons that might be made to this EUA and its
authorized accompanving materials. including the autherized labeling.

You must make the authonized "Caredtart COVID-19 Antipen Home Test Healtheare
Provider Instructions for Use™ and the “Fact Sheet for Healthoare Profossionalb™
clectranically avaslable on your website. Additionally. you must provide the opportunin
to reguest a copy of the "CareStarr COVID- 19 Antigen Home Test Healtheare Provider
Instructions for Use™ and “Fact Sheet for Healtheare Professionals™ in paper form. and
after such request. promptly provide the requested fabeling ar se additonal cost.
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You may request changes to this EUA for vour product. mcluding 1o the Scope of
Authorization (Section H m this ketter) or 1o the suthorized labeling, including requests w
make avaifahiv addimional authorized Iabeling specific w0 an authorized distributor Such
addstional labehing may vae anather name for the product but otherwise must be
consistent with the autherized fabeling, and shall not execed twe terms of authorirzation of
this felicr. Any request for changes to this EUA should be submitted to DMD-OHT?-
CHR GPEQ CDRH and require appropriate authorization from FDA prior to
implementaton.

You must vomphy with the follow ing requircments pursuant fo FDIA regulations. X CFR
K20 Subpart H { Acecptance Activites. 21 CEFR 82050 and 21 CFR 820861, Subpart |
Noncontiming Product, 21 CFR 820,940, and Subpart O { Ssatistical Techimgues. 21
CFR X200 25

You ot have tot release procedures and the lot release provedures, including the study
design and statistrcal power. must ensure that the product released for distribution meet
the clinwal and analytical perfonmance clatnwd i the sutherised labchng.

W requested by FDAL you must submit vour Lot release provedures w FDAL including
sampling protocols, testing protocols. and acceptance eritoria, that vou use fo release fots
of your product for distabution in the U S H such Jot release provedures ane requested by
FIXA vou must provide them within 48 hours of the foquest.

You must vabuate the anabvtical ot of detection and assess raceabiiin” of vour
product with any FDA-recommended reference materialis). After submission w and
concitrrence with the dats by FIXYAL vou will apdate vour Tabeling o reflect the
additional testing . Such fabehing updates will be made in consultation with, and reguire
concurrence of, DMD-OHTT.OIR OPEQ CDRH.

. You must further develop vour mobile phone application or website to Further facilitate

results reporting by the individual using vour preduct. and submat to FDA such
applcation or website withm 4 months, of the date of this fetter {unloss otherwise agreed
to with DMD OHTT-GER OPEQ CDRH L Afier submibssion of the mobie phone
application vs website o, and review of and concurrence with the developed mohile
phene application or website by FDAL yvou must update the sutherized labehng. Such
labeling wpdates will be made i consultation with, and require concurrence of, FDA

You must craluate the clinreal performance of vour product to suppott the serial
screetsng ol m an FDA agreod upon post authorization clinival evaluation study
Wit & months of the date of this Jotter tundess othera s agroed to with DMD OHT T
OIR OPLQ CDRH)Y. After submussion o atd concurrence with the data i FDAL vou
mist update the authonized labeling to reflect the additional testing. Such labeling
updates will be made i consultation with. and require concurrence of. DMD OHT?.-
OIR OPEQCDRH.

T Traveabslity rezers b tracing by ecad sensanane reactivay back foan FDA-recommendad reterencs matenal
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3. You must evaluate the usababity of the “Carc$tant COVID- [9 Antigen Home Test User
Instructions™ with indisiduals using only the paper instructions of your product in an
FDA agreed upon post authorization study within 2 months of the date of this lester
iunkess otherwise agread to with DMD OHT7-OIR OPEQ CDRH). After submission to
and concurrence with the data by FDA, vou must update the authorized labeling, as
applicable. 1w reflect the additional testing. Such labeling updates wilt be made in
comsultation with, and requise concurrence of, DMD OHTT-OIR OPEQ CDRH.

T. You must cemplete the agreed upon teab-time sabiiny stidy for vour prostuct amd
actify DMB OHT™-OIR OPEQ CDREL of the testing rosulis as they bevoms st atlable
st completion of the study, Adter submission of the udy daia, and revwew and
concurrence with the data by FDA, vou must update vour product labebing accordingly.
Such labeling updates must be made in consultation with. and require eoncurrence of.
DMEDYOHTT. GIR OPEQ CDRH.

L You must evaluate the impact of SARS-CoV.2 viral mutatrons on your product’s
performance. $uch o atualions must Gocur on an ongoing basis and must include any
additional data anabysas thint s requested by FDA 0 response to any perfornuaice
veowerns you of FDA sdentify during routine evaluation. Addittonally, if requested by
FDAL vou must submit records of these evaluations for FDA review within 48 hours of
the reguest. I vour evaluation identifics viral mutations that attfect the stated expevted
performance of vour device, vou must notify FDA immediarely.

V. If requested by FDA. vou must update vour labehing within 7 calendar days to include
any addinonal labeling risk mitigavons dentifted by FDAL such as those related to the
unpact of siral mutations on test performance. Such updates will be made 1n
comtitativn with, and require concurrenes of. DMD OHTT OIR OPEQ CDRH.

Conditions Related to Printed Materials, Advertising and Prometion

W. Alldescriptive printed matter, advertising. and prometional materials refating te the use
of vour product shall be corsistent with the authorzed labeling. 25 well 2 the terms set
forth m thts EUA and mwet the requaenents set forth i section 302¢a). ¢qi Er and ey of
the Aut, as applicable, and FDA implementing regulations

A, No doscriptive printed matter. advertising. or promenosal mateniads relatmy to the
use of vour product may represent or sugpest that this wst is sate or effeckive for the
detection of SARS-CoV- 2.

Y. All desenptive printed matter, advernseng, and promotional materials relsting to the
use of vour product shall clearly and conspicuously state that:

* This product has not been FDA Cleared or approved: but has been authorized by
FDA underan EU AL
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¢ This product has been authartzed only For the detection of proteins from
SARS- CoV-2. not for any other viruses or pathogens. and.

*  This product 1s only authonized for the Juration of the deelaration that
CHCUMstances cXist pustify mg the authorization of emergeney use of i vitro
diagnostaes For detectron and or diagnosis of COVID- 19 uader Section
S6debi 1y ol the Federal Fued. Brug and Cosmetic Act. 21 L.S.C. § 3atbbb-
HbH B unbess the devlaration is terminated or authonization is revoeked sooner.

The emergency use of your product as doscribed in this Tetter of authorization must
comphy with the conditions and all other terms of this authorization.

V. Daration of Authorization
Thes EL A will be vffoctive until the declaration that circunmstances gxist justifving the
authorization of the emoergency use of in vitro disgnostics for detection and or diagnosis of

COVID- 19 s terminated under Section 5640025 of the Act ar the EUA is revoked under
Section e of the Act

Sincerely.

RADM Denise M. Hinton
Chiel Screntiat
Food and Drug Adminsstration

Enclosure
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