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The UnitedStates has at times reported some of the highestnumbers of cases and deaths
Coronavirus Disease 2019 (COVID) pandemic globally, and the disease has affected and aAmanda K. Sarata,
continues to affect communities nationwide. In response, federal, state, amlaraments Coordinator
have undertaken containmentand mitigation efforts to increase the efficacy ofisolationan gpecialist in Health Policy
guarantine policies, reduce the impact of CO\t®related hospitalizations, and support
targeted mitigation efforts while the vaccinerollout cordisl he highly transmissible Delta
variant is challenging progress made in containing the pandemic, and the public health
community is taking steps to respond to and attemptto limit the spread of this, variaht
currentlyaccounts for almost alewCOVID-19 cases in the United States

Elayne J. Heisler,
Coordinator
Specialist in Hath
Services

Diagnostic testing is a critical part of the clinical management of Ca¥Dwhich is caused by

the SARSCoV-2 virus. Testing for public health purposesis also an important factorin

responding to and managingthe pamit. Although demand for testing fgeenerally decreased

since vaccines became widely available, testing continues to be part of efforts to monitor the prevalence-2®CG3VID
well as communitylevel outbreaks; to identify and track the emergencewi®@®@VID-19 variants of concern; andto help
guide mitigation measures asapport a safeeturn to work and schoolas vaccine administration continues. The use of
testing for public health purposes rather than for the clinical diagnosis and managenuivithfals poses legal and policy
complications, because regulation and paymentpolicies can differ based on howthe testis used.

COVID-19 testing in the United States is provided in a number of health care and coraseiths ettings. Insurance

coverag and payment for a given COMD test can depend on a number of factors, including the entity administeringthe
test or processing test results, and the reason for which the test is administered. Congress, through several coronavirus
legislative packagebas enacted various insurance coverage requirements alongwith other funding mechanisms to help pay

for testing.

This CRS report provides answers to numerous questions related to-C@¥&Sting, including

types oftesting available and their reliakyili
testing capacity and infrastructure;
delivery oftesting, including the settings where testingis available;

= =4 =4 =4

payment for testing, including the provision by federally operated health systems and payment by federal
and private payors and payment s oussesilable for people who are uninsured,;

=

federalfunding for testing infrastructure and for the clinical provision of Ca&MDestingand

9 reporting oftest results.

This report concludes with several appendiéppendix A identifies acronyms used in this repdgppendix B lists CRS
experts on the various testing topics discussedippehdix C provides testingelated resources.
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T CRS Insightr6ISORRXDFHPHQW RQ )'$ 3UHPDUNHW 5HYLH?Z
/IDERUDWRHWORSHG 7HVWV /'7V

T CRS In Foc (RHUIHQFV &8\SH $XWKRWLFBIWDRHOG QG )'$
$XWKRULWLHYV

T CRS In Focg&29,1 FAIDULDDQWY 9DFFLQHV 'LDJQRVWLFV DQ(C
TKHUDSHXWLFV

T CRS Repor (DRANCBHYHORSPHQW DQG 5HIXODWLRQ RI 'LDJQ
IRU &29,' )UKKHQWO\ $VNHG 4XHVWLRQV

T CRS In Foc &29,1 FIHWWIL6QJ ;.HWa sV XHV

T CRS Repor tHYRUORISPHQW DQG 5SHIXODWLRIG\WRI|I OHGLFDO &F
IRU &29,"' 9DFFLQHYV 'LDIJQRVWLFV DQG 7UHDWPHQWYV )UHT
4AXHVWLRQV

Alt hough this report addresses public and priva
payment or other -l9sttesatmbtatediovmeOVmPBtabaut F
those 1ssues, s ee

T CRS Repor +HROWK I&D,UH 3URYLVLRQV LQ WKH )DPLOLHV )L
5HVSRQVH $FW; 3 /

T CRS Repor 6HBHBWHG +HDOWK 3URYLVLRQV LQ 7LWOH ,,, R
3/ ;

1 CRS Repor &2R46BDQG,3ULYDWH +HDOWK ,QVXUDQFH &RYH
JUHT X HQ\8ONX$HWNH. RQ V

T CRS Repor )HRHWDBG 6HVSRQVHHERUMZPHQW RI 9HWHUDQYV
$11DLUV

f CRS Insighi29]'NI1TRH %DVLFV RIHRRHVEMHIVSRQVH

f CRS Insigh29]'NIDI®®&BWKH ,QGLDQ +HDOWK 6HUYLFH

f CRS InsighHGHNDO3MHDOWK &HQWHUV DQG &29,'

f CRS ItnslihikH &29,'+HDOWK &DUH 3URYLGHU 5HOLHI )XQG

f CRS Insigh29]'NIODEBIOQH )LQDQFLQJ IRU ,WV $GPLQLVW!

f CRS Repor,)(OR46/VLYWDQFH IRU 9DFFLQH $GPLQLVWUDWLF
'LVWULEXWLRQ ,Q %ULHI

T CRS I ns ig h8tQDIXWIKIRAULTH G FAEMLVIM VRWSDFFELQH YV

1 CB Repor t8 B43FXEIOLF +HDOWK 66XYSGHPRERDWDO

$SSURSULDWLRQV LQ WKH WK &RQJUHVV

T CRS Repor $PRYULFDQ75HVFXH 3ABDQ $FWURIYDWH
+HDOWK ,QVXUDQFH OHGLFDLG &a#n3d DQG OHGLFDUH 3URYL

T CRS Repor $PRYULFDAUS5HVFXH 30DQ $FWXEIOLF 3/
+HDOWK OHGLFDO 6XSYQFEKDDQG+HBDOMKHEHBURYLVLRQYV

Ot her CRS prod@casecoavtpMi:]l/ewvaw.ommosc.ogmeaw/i r u s
dis@dslI
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COVI-D9 Testing Overview

COVEIIA e stiimmcgl uding its devel opmbhnant, breeegnu laa tcieonnt,r
and ongoing issue-l9Phpobbhouliedlhth COMEDgency. Ea
national test, led by the Centerosunftoerr eDd s ease C
chall®Aageens taken by the Food and Drug Admini s
of COMMI Dn vitro diagrdHadilist a(tleVdDsac acegultdiobas:t
an environment of uncecxtarmrtry faomd €¢dmmecel al ame
for health <c¢are?®Ipsrsoweisd elrav e nadr ipsaetn eanrtsund t he a
and the settings in whlchutheyemadanbgwas tidad of o
purpoﬁlesasssa:reenlng In addition, consideration
whet her a test i1is diagnostic, and s.pecifically
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t he DifferlehtTelsytpse?s of COVIL

Generally, c otriocnsa v(ilrVuDss )d inaagyn obse mo 1l e c®H 1 » m, ser ol
a technical perspective, tests are characterize
directly idenmtibPpdientagensne¢gleic aicci,d. Initiall:
development9ofeCOVI Was largely focused on molec
using a technique called Polymerase Chain React
those tests that identify-Co¥e vprasend®ds d&FMDAas thilf
prioritize thfeareviewtef whionh are usually anti
scale of testing and also to focus on screening
FDAThis typecefi ltyed tdedtifieGo-% haen tpirgeesne,n coer opfr oat e
through th€oWWs anafi b ARSEs which prCof¥ferentially b
antigen.

From a c¢clinical perspective, tests madawhebe used
virus directly) or a prior infection (by detect
tests are used to diagnose current infection, W
inf e ®70bbGH ovides a summary of the types of test
3 SeeCRS ReporR46261 Early Development and Regulation of Diagnostic Testing for CoMDFrequently Asked

Questions

4 SeeCRS In Focus IF1151&0VID-19 TestingKey Issues

SMe di um, “Regulatory uncertainty ma dtépssimediumontge s ponses di f fi
benchmarkifegulatoryuncertaintymadecovid-responsesiifficult -c7e6e5e8f7c3

SFDA, “Cor onavir htyps/Mwewsfda.gonégnsiBerstansumerupdatestoronavirustestingbasics

"An antigen is defined by t he NAaAnysubsiance that sansesehe bodynte maket ut ¢ ( NC
an immune response against that substance. Antigensinclude toxins, chemicais, batss, or other substances
t hat c¢come f r o mhttps/imanicdneer.goblblicabiondligtioriariestancertermstieflantigen

8Anantibodyisdé i ned by NCI as follows: “A protein made by plasma
an antigen (a substance that causes the body to make a specific immune response). Each antibody can bind to only one
specific antigen. The purposeofthis ndi ng is t o h e htpps/dvemscances.goplblibtationsy nt i gen, ”
dictionariestancertermsgfieflantibody.

°Food and Drug Admi ntioDiagnastics EtAs Atifed Biagnostic Tests fat SARSOV-2 |, ”
https:/imwww.fda.gowhedicatdevicestoronavirusdisease?2019-covid-19-emergencyuseauthorizationamedical
devicesh-vitro-diagnosticseuasantigendiagnostictestssarscov-2. [An EUA is an emergency use authorization.]
WEDA, “Ser ol o stg:FAQaan Tésiingfor SARSoV-2 , Kttps://mww.fda.gowhedicatdevices/
coronaviruscovid-19-andmedicatdevicesgserologyantibodytestsfagstestingsarscov-2.
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Mol ecular Diagnostic Testing
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erology Testing

COVII9D s erology test idefoRfivdaiguangt ubmdildsy t a @
dividual blood sample. Antibesgs¢emarre pesoOpenas
antigen, or foreign substance, and their gen
tigen may be a pathogenic virus or bacteria,

the immune s yst emiuals. bSoetrho 1foeCye-%t gimsntdsin afachra rS AR S
posure to and recovery from prior infection Ww
e not authorized to be uls%Ho wae wenre, fsoerr o lhoeg yd itae
y be udd¢dg ttadideduals who c'ans da npactses icbolneval e s
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LEDA, “CoronavV9 yubWpde€OVLEDDaily Roun duhptps:Mew.fdalgowieddd 2 0, > May 7,
eventgpressannouncementsbronaviruscovid-19-updatedaily-roundupmay-7-2020 Also seeCRS Report R44824,
Advanced Gene Editing: CRISREasQ

12Food and Drug Administratioh FDA) , “ I n Vi t r -oAntigénDiggnestictT ésts for SARGAV:2 ,
https://mww.fda.gowhedicatdevicestoronavirusdisease?2019-covid-19-emergencyuseauthorizationamedicat
devicesh-vitro-diagnosticseuasantigendiagnostietestssarscov-2.

BEDA, “Serology/Antibody T-€2 s hittpF/mm@wfda.gomhedicaldevidesi g f or SARS
coronaviruscovid-19-andmedicatdevicesserologyantibodytestsfagstesting sarscov-2.

14 Convalescent plasmrafers to blood plasma that is collected from an individual who has recovered (i.e.,
“convalesced”) from a-19 and thenadministéredtota patient activalyesick@ith\CDIBD
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therapeutic, to help guide development of a vac
COVEFIDP in the general population, as well as the

scientists learn more about the extent and dura
natural infection, serology testsngmmbmddybe in
FDA issued a saifrethMawodiinumprichkhat bpn, s QRM ogy tes
recommended to assess immunity in individuals w
reasons 1includinnogt, afldr acuxtahmoprliez,¢ dtehsastpelkady ct es t s
antibodies thatnaecetgeatvadeidnani omes po
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OVEFIDP infections.

FUHHQLQXJypically <carried pouwtmaitni ci nadnidv ivdhuoa Ihsa vweh o
elieve that they are currently infected (e. ,
an identify individuals who are infected but h
ndividuals w h o ¢ dhsWhtoiwnifnege tseysnypbtpotnosma(tpirce) . Thi s t
esting 1is generally done in groups of individu
orkplace, as a way to preempt and prevent the
reatment for an individual.-18ltthoughest¢ragnsmg
orkplace or a school canfgmuidrxandplce,s iwhst b utt
tay home odnteel Dr—iat pdeoreiso dh gotfghCidgeledcDiésriio n s

bout ans igdrwid®Balreeni-og mataisgesda tneosltesc wloardi r e c
he presence of the virus, and this type of tes
esting were gaim itnod isvhiodw asl y mpot dbmes .
FinaQUDJQQRVIOM ves a molecular or antigen test to
either in the presence of signs or symptoms, orfr
actively i1inf@d¥2 e(de wgth &S ARScent exposure to a ¢
would guide c¢clinical decisions and disease mana
not currently used for c¢clinical diagnopetrc purp
relevant FDA guidance oh9ddugnog-tkbem€ENYERgy for
period.

for treatment. Se€ERS Report R46375he U.S. Blood Supply and the COVID Response: In Brief

BEFDA, “Antibody Testing Is Not Current [-}9VReinatonmhAn ded t o As s
Safety Communi c a thttpshwwfdavewheditaddevicestafetycommunicationsntibodytesting
not-currentlyrecommende@ssessmmunity-aftercovid-19-vaccinationfda-safety

®Forahighl e vel overview of these t hrlOdestUpgs:FAQsonTestingfot i ng, see FI
SARSCoV-2 , Rttps://mwww.fda.gowhedicatdevicestoronaviruscovid19-andmedicaldevicestovid-19-testuses

fagstestingsarscov-2.

YFEDA, “Policy f or-2009TesisDaringithe Pyblichléah e Esmer gency (Revised),” May
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When Is -COVIDsting Clinically Useful?

The answer to this question depends on the type
Ser ol onggy atte stthie current time is mnot generally ¢l
management-19fatCOVh DifiMdvédvuat, lecordlogy testing
reliable information about an actea vienf ccrumarteinotn i

about immunity to reinfection. The mechanism of
Co-¥Ywhet her antibodies provide immunity and, if
antibody might be—irse qluairrgead wnftam!ttnisivsteieafed. e tf a c t
specific cases, serology testing results may 1in
cases are not the mnor m.

Molecular diagnostic or 71 alpQ WKaHnS$ URWHQ FtHe RIt ¥V InJgQ Vi |
VIPSWRRWLQ WKH FRQWH[W RI D NQRZAZQ R Ut WXpVeS HF W HiGe H [tSR1V X L
of any reason to suspect infection, or in the a
not clinically wuseful. Indivhduatsswhmayebeiwret
DV\PSWRBMBWhFkng t heuya raer en oitn feexchtiedbd thng s ympt oms o
SUHV\PSWhrRERRBWLER g they are infected but have not
symptoms of the dis epatsoema.t ilcn ctalsee ,c ansoe colfi naw aas ¥

needed, so the test result 1is mnot c¢clinically us
presymptomatic case, once the tested individual
may become nesddngr woullwt likely be repeated at

At t his itsimnuet, h otrhiezreed t her apeutic optiotno faor indi
confirmed pd9itctanbatC@YleDasympt ompéesxtpoasru pr esymp
pr oph YOI aaxhiiss) ,ccosnete¢neitsntgsp oct oeutteli aulsleydt teo cgluiindiec a l
decisioann teox pgoisveed indivi dwarlCOtVkldht mme s mi ¢ ©1 pn etvet
others and/or severe health outcomes.

Do N&¥wri Ahf COVI-DDi agndetbi? ng

Currently, the Delta varia@o¢-Yivithe domcnonhating
c ouritTh iys v anmo itarnatn si mihspsniebvlieous variamdsesgumamidngs ¢
for almost -491 c@@®WLELIIPWOMIiRgnostic testing focuses
SUHVHQFH &UnDEeVHQFblean SWARS virus dettrrcltudigng he abs e

presemnmmfee otfm @mi avnttsh of the virus.

Diagnostimwgtgener all WSHBEDBULBDQW hicdavntrimfgy infiect io
such as thdhbe¢l tdarsetq@unicrdaaisto.ns equencing of the Vvir:;
part aefitmoGGOiVEEDE t embs is 1t relevant. to clinica

https://www.fda.gowegulatoryinformationsearchfda-guidancedocumentgiolicy-coronavirusdisease2019-tests
duringpublic-healthemergencyrevised

1BSe e for example, t he American Medi-€aVi2 Aasmtoich amdiieosn,,” “Maeyr oll4o.
2020,https:/immw.amaassn.orgleliveringcarepublic-healtherologicaltestingsarscov-2-antibodies
BEDA, “Ant ibody ( Ser o-19lgfgrmatidn éos Ratientgatto m s u G@tFd4/BwWi.fda.gov/

medicatdevicestoronaviruscovid-19-andmedicatdevicesantibody-serologytestingcovid-19-informationpatients
andconsumers

PFDA, “FDA aut OV maneclnaRaBtibadwtherapy for pestposure prophylaxis (prevention) for
COVID-1 9 https:/mww.fda.gowdrugstirugsafetyandavailability fda-authorizesregercov-monoclonalantibody
therapypostexposureprophylaxispreventioncovid-19, August 10, 2021.

2cpc, “Monitoring Mtps/icavidadc.gbwbvididatatrackestuasigntproportions
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Genomic s,urwhiidl amsceused to identify and type s
sequencing a specific s ubdJhet Food easntde dDrpuogs it i ve
Administr antoindet ©fr EWalputt h oGOV t ests to ensure t |
contonmper form accurately when??challenged with n

How Accurate Are Diagnostic and Serol

The accuracy of diagnostic testing is primarily
characteristics: (1) the ability of the test to
ability of the test t o hiodiegnttihfey dtiseasmd ga tTihwesse
VHQVLELWhLY¥LWYility to—adneltSHEEH . EFleWhbe | poyitdovdetect

nega?A vteeest with high sensitivity will have a 1o
high syewiilfli chiatve a 1 ow r'satree loifa bfiallistey pions ictliivneisc.
baf febcyt etdhe prevalence of the disease in the porj
lower prevalence settings, viesastandetinrhikghghepr
settings, tests return higher rates of false ne
and spé&FThé€itesy. is performing as expected in th
ot hers weidgdhr dthieam®s cwhesn interpreting results.

implications in the context of an infectious di
unknowing transmission of the dislktasien tionwdthre s
therapeutic treatment decisions or unnecessary
among other things

Accuracy concerns have arisen with-lIr%spect to b
t esP™Wntgh respect osot imoltecsutbtiadrg di asgtn COVE ® gener al
specific (i1.¢e., false positives are unlikely) b
false negatives Relevant research indicates th
on the timing of the test, with the most accura
the onset Afilthymghome. diagnostic test perfor ms

issues may resultbanedowestacamatawsyan PICYRi 11 gen.
reliably identi,ifyitwiralpnasétaicincarthounts above
given diagnostic However, problems can occur w
of the sampdlbébnfetgmpenactdlia mddntenancej)ral 1oa
during the course of an infection by site (e. g.
present in a collected sample, which can in tur
In termscypf smaercalrogy tests may have issues with
positive results This #mrmacdumvacty mayhoaati bbdc

22 For more information, se@RS In Focus IF1189,COVID-19 Variants: Vaccines, Diagnostics, and Therapeutics

2ZCochr anSe nUsKi,t i“vity and specificity ehttpsiukcochrahe.ongdws/Co c hr ane Ul
sensitivity-andspecificity-explainedcochraneuk-traineesblog

“Takashi Ashiaccurat€iiéfpradation diagnostictestsa st at i st i cdourngdodi nt of view,?”
AnesthesiaDecember 11, 202@¢tps:/link.springer.conatticle/L0.1007600540020028758.

g, Wo 1 o s hadlse Negative a éstsfor SAFEDV-2 Infection—Ch al l enges anNewEnglgndi cat i ons, ”
Journal of Medicing383(6), August 6, 202®ittps://mmww.nejm.orgloifull/10.1056NEIJMp2015897

LM Kucirka et a l-Negative Rate of Reveise Tiranscriptafe blymerase Chain Redtassu

SARSCoV-2 Tests by Ti mAnnSlsofilnternaliVedicineMayrld, 2020,
https:/mmw.acpjournals.orgpi/10.7326M20-1495

2’FDA, “Coronavirus Test ihitgs/\Bwida gowonguiersorsumeiupdates/T e st s ) ,
coronavirustestingbasics
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commonly circulating coronaviruses Driothetr vir
specific emol@gfhBetgo nhARS ienr oclaorglyy at2eDs@t@sg dveet roe b e

mar keted and used without apgwhmerhg emmy rUsbeu tAudt ht
uncertainty about how w¥Ilh thbspd ot dashtis parf gr me
t he FDA obrekgianng with ot her federal agencies (e. g.

to provide independedhatn dv ailti dnaotdiiofni efdon ttshguée daac
manufacturers ®©a focecicwemmewtchadilyzatmianufactured
t e $2t s
Table 1. Summary of COVID -19 Testing Types, Uses, and Accuracy
Appropriate for
Type of What it Approval ) ] ] ) Accuracy
test tests for status Diagnosis  Screening  Surveillance issues
Molecular Detects viral More than  Yes Yes (e.g., Yes (for False negatives
genetic material 250EUA workplace  outbreaks) may occur
authorized or school where samples
tests testing) have low
amounts of virus
Serological Detects serum More than  No No Yes (for False positives
antibodies 80 EUA prevalence may occur from
authorized estimates) crossreactivity
tests of antibodies
from non-SARS
CoV-2 common
coronaviruses
Antigen Detects viral About 30 Yes Yes(eg., Yes (for Rates of false
antigen EUA workplace  outbreaks) negatives tend
authorized or school to be higher
tests testing) than for
molecular
diagnostics

Sources: &56 $Q D O WhavAr® thé Different Types of COVIEL9 Tests?y DQG )'$ ~,Q 9LWUR 'LDJQRVWL
(8 $ Vhitps:/iwww.fda.gowiedicaldevicestoronavirusdisease2 019 covid-19-emergencyuseauthorizations
medicaldevices/itro-diagnosticsuas

Note : EUA = emergency use authorization.

2BFDA, “Corona-V9yubWpde&€OVEDSerological Test Validation and Ed
https://mwww.fda.gowiewseventgpressannouncementspronaviruscovid-19-updateserologicaltestvalidation-and

educationefforts

29 An EUA is an authorization granted by the FDA when certain conditions are met (e.g., a pubtlicenesigency)

that allows an unapproved medical product to be marketed and used clinically. For more information about the EUA

mechanism, se€ERS In Focus IF10745,PHUJHQF\ 8VH $XWKRUL ] ARQIitBY G )'$TV 5HO
OFDAIn$ight into FDA’s Revised Policy on Antibody Tests: Pr
https://mww.fda.gowiewseventsida-voicesinsight-fdasrevisedpolicy-antibodytestsprioritizing-accessand

accuracy

SIFDA, “Serology/ Antibody T-€e s hittpF/mm@wida.gomhedicaldevidest g f or SARS
coronaviruscovid-19-andmedicatdevicesgerologyantibodytestsfagstestingsarscov-2.
2F DA, “Immediately in Effect Guidance for Clinical Laborato

Administration Shitpsfiiw. da.gdithedial33659¢amilcad |
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Testing Capacity and Infrastr

For much ofptherpatodemaclability of vaccines an
COVEFIDP tests, demand-lPoncledinggfbord COYyhbdstic,
surveill anplea cpand psoisgensi f i cant strain on both the
the United States an3iT hoins tshter etsess tci mmgt ismuupepd ya sc hlae
2021 4md r ecentalsy trheece nDeerlgead variant sPreads and <
During the pandemic, clinigadhdabowasosiesessedo
every point, and that -acecwmd ttiomet evsatriinegd aancdr ot sess
excess capacity in some %®reas and excess demand

Clinical diagnostic testamng asmdcpubled babobgtae
as at the point of care by health care provider
large commercial reference laboratories (e. g.,
UniversshyngtfotwWaMedicin® ;Viawd olggys fiatbaolr aatnodr yot he
laboratories. Testing 1is also carr.i out by CD
net work of state and local publi h lth labora
( DOD) an inter Wd¢svomabhuthboraedrfos.use at the
in healt care or other settings thhtashave appr
hel pasde train on the c¢clinical laboratory infra

In April 2020, the Tr u7thp/ WARQWi% © XH S ULLQW n2 StHQIL&al s8S
$IDLQt his report outline denahbrlece Sctoartee aarneda sl owhailc

r d
c a
r

d
h
s

quickly isolate cases, r1espamrcd ttoh alto ccailt iozuetnbsr eaar
engage 1in social”ianncdl ubduisnign eDsisa ganootsitviict iTeess,t i ng P1
Systems and Rapid®lRedpobasMaPrd@2@msand again in
of 2020, the DepamtmeBteroficdeal(tHHSgdnd elleased a
report compilinalgatted tianfnrotmattiomEg pursuant to a
Protection Program and HealR.hlc.d 3)@ Bhnehsaen creempeomrtt sA
were not required to be, n®ThweMay th@¥) HHS cpk a
deferred to states to develop tseatt!Stagt ps oxmd ms
BAmeri can Association for C1inali9c aSlur GheeyhitiRsévemy.datqoighlieance) , < COVI D
andresearchdovid-19-resourcestacecovid-19-testingsurveyfull-surveyresults

MAACC, “New Coronavirus Testing Protocol Could Help Labs Ke

Variant Spr e a ddtps?/wwv.aaccyorgiediapresdréleasearchive202107-jul/newcoronavirus
testingprotocotcouldhelp-labskeep up-with-spreadof-deltavariant

¥See for example, Associat i-GovW2 Mofeculstorlesting, Slmmary & Recelnto 1 o gy, “ SARS
SARSCoV-2 Mol ecul ar Tigps:wimmagp.SralfMR/assetAMP_SARSCoV-
2_Survey_Report_FINAL.pdffass28.

®¥University of Washington -M2 dDa s hhtp:/idéepts Washvhigtoroetiabbnes) CO VI D
covidl9/

See CDC, “Introduction bttps/Rwwledc.gosgubtichealthiOdAbdratasiesthtmk or i e s , ”

%Homeland Security Digital Libr alpy,Aghtipa/mimihadgorgBl ueprint : Ope
testingblueprintopeningamericaup-again/

¥pL.116-139, Division B “Additional Emergency Appropriations fooi

Health and Human Sei#28i ces , ” 134 STAT. 627
“OGAO, “ €10 ¥irti@al Vaccine Distribution, Supply Chain, Program Integrity, and Other Challenges Require
Focused Federal Attention(GARL-2 6 5 ) , ” J a n thtps:Hvwwi.gaqg.go\8sSedgdo;21-265.pdf p. 88.

“Depart ment of Health and Humdmr Seerswiicnegs P(HHAS)E, MoGOLYD Rthr al
Federal government isto enable innovation, help scale supplies, and provide strategic guidance. States, territories, and
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jurisdictions
and amount of
diagnosis, con
employment set

veloped strategies to test thei
sts needed, as well as their <c¢a
ct trmgrienga t-rsiusrkv elhial g latnhc ec,a rtee satnic
ngs, anbda sgeed es*tarl e ewmoirnkgp.l ace and

What IsofPoriemtvs. Centralized Testing?

Clinical t EHQWUWUROMH®hbeh a sample is coyll ected
for teSCHFHQWUD®OLMIGi ch the testing occurs entire
care (POC), commomlfya rree fteersrteidn gt.oplahsen pFOd M tncoatrees t
includes patienthocsapriet aslasm t opfhfysscisecs ¢ humgent car e,
pharmacies, and temporary patient care settings
perform the test and are operating under a CLI A
Comp |l aInnc ea.d d iatgiennc,y tnhhe es“ptohat “"ddasgawerapply t ¢
home t e shtoimneg soarmpalt¢T hceo IHR A thiaosn .aut horized a numb

diagnosafeterpoinsts (e.g., Abbot todd DNe wt)eatnd tad o
date (the majority of authorized antigen tests
majoritWaoaf hoaltli zEd tests are -adbareautlotingd for

POC tests are particularly important 1in cases W
is meeded quickly to care for tahcee si ntdh ati damd faa:
away from centsmarntziedul abby atwradalksand remote ar
noted for being faster, less expensive, less te
manuf dHowreoer, these tesausratre add,o of tpar tlies vl
sensitive, meaning they returnP@@rmolfeaduekamegat
diagnostlia wddldion, while most antigen tests a
also generailtliyveartehdm® smo Iseecnws] ar  dbiaasgendo sotri cP OtCe s t
molecular tests).

There were accuracy -asishosiwetd hPOHC medsestudbae HD
led the FDA to require confir magthi oms nptfi mietgyat i ve

tribes are responsible for formulating and implementing testing plans; and the private sector will continue to develop
and produce technologies, supplies, htipsi/delasre.house.gses/t o meet t h
delauro.house.gofiles/HHS_COVID_Testing_Report.pdf

“2HHS, “ HHS ReDecembeeGOVIPIud ySt at e T htips:/fpublig3.padefserzer,condwse/
HHS%20%E2%80%93%C2%A0About%20Ne8/01-2021T 12:B/https:/mww.hhs.govabouthews202008/10/
hhsreleaseguly -decembetcovid-19-statetestingplans.html

43 CLIA refersto the Clinical Laboratory Improvement Amendments of 1$8B.(100578), a lawthat regulates all

clinical laboratories in the United States. For more informationh&ges://www.cms.goRegulationsand Guidance/
Legidation/CLIA.

“EDA, “ €lOVdstDettings: FAQs on Testing for SARSV-2 , Https:/iww.fda.gowhedicatdevices/
coronaviruscovid-19-andmedicatdevicestovid-19-testsettingsfagstestingsarscov-2.
BFDA, “In Vitro Bipa/gwwwida.gomhedicalfieUicestqrdhavirusdisease2019-covid-19-

emergencyuseauthorizationsmedicatdevicesyitro-diagnosticseuas

“®National Academy of Sciences, -CoV-RhaporatoryEestgéortheCOMDIS ul t at i on o
Pande mi ¢ ( Aphttps:i/mwi.nap.@déatalogps775fapidexpertconsultatio-on-sarscov2-laboratory
testingfor-the-covid-19-pandemieapril-8-2020,

7See for example Office of t he -AsopdsediUsenfPoirfifecCare@®G ry for Heal
Testing Platforms for SARSoV-2 (COVID-1 9 )httgs://mww.cdc.govdoronavirus2019-ncovidownloadsDASH-
COVID-19-guidancetestingplatforms.pdf
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mol e c ul ar*Tdhiiasg nhoisgthilci.ght ed t hee fffaccctt itvleante stsh e ssspoc
with POC tests may potentially be offset 1f add
issues Howeves,enRO€Cbdiwgnghtmdcagainst their tu
frequency, particularly in the context of scree
suggests that frequent testing with a faster tu
t o ef f ercotli voef cvoimrtus s pread“fResevagtfregueanch wa
be the primary-léwvieverpafdepmopulatnitornol , with only
improvement provided bB%A ulJsuimeg 20u2mld eNd dédesn dt yot i v e
t hikmowl edgef ibnadsieng t hat antigen tests perform on
frequently (specifical By, every three days, in

s There a NaX49 oheaslt iCtOgvVIPMl an or Strat

ce early in atthoepan domgioci,n gt e s e usk sion about
anizd 9COVEPDPing efforts in the United States
icine have weighed in on this 1issue, with se
ommendomg wpproaches to’Manmyoaxpant cdhaad¢ i oa
ational strategy coor di ®htoevd vemrd Itehd byt atthees

erally carried out their own tamced nfgr omotghrea m
deral gover nment

n Apr il 2020, the Tr vHYWAQHiYmAXHSULQWo 2SHQLQd $P
$IDwQ i‘dkescribes the roles and responsibilities,
State testingspdane pmdgrami dneed®DttherStates t

5 B3 0 A B

*—"—h(TQSD"*EOC/JH
o o o o = =

“FDA notes that “negative riveandlifinconsisientwithdinidalsignsand at ed as pr
sympt oms or necessary for patient management, should be tes
See Abbott IDNow Letter of Authorization, updated September 17, 2G280s://www.fda.gowhedial 36522/

download

[¢]
7]

“Daniel B. Larremore et al., “Test sensitivi9% y is secondary
sur v e i médRxivelang 27, 2020ttps://mww.medrxiv.orglontent10.11012020.06.22.20136309v2.full. pdf
ONT H, -fundédHcreening study builds case forfrequentCGVID ant i gen t 2021 ing, ” June 30,

https://mww.nih.gowiewseventshewsreleaseslih-fundedscreeningstudy-builds casefrequentcovid-19-antigen
testing

59e¢e for example: (1 NatRnalCavidf ¢ 1 Test Fogn&aTioaing Action Plan
https://mmww.rockefellerfoundationrghationatcovid-19-testingandtracingactionplanf (2) Harvard Center for

Et hics, “ROADMAP TO PANDEMIC RESILI ENCE: Massive Scale Test
as the Path to Pandemic Res i Dhteps/lethicstharvard.ediés/oenterforsethicst et y, » Apr
filesroadmaptopandemicresilience_updated 4.20.20(yfAmerican Enterpris I nst i t ut e, “National <cor
response: A road map t dttps/éverpaeiorgesearciroddcistepohthatiogat 2 02 0,
coronavirusresponsea-roadmagpto-reopeningg and (4) AAMC, “ AAMC Rel9destingndat i ons f
The Current State and The Way Forward Oc¢ t o b ehttps2ZMwv.aan®.argbvidroadmaptesting

52Se e, for example, STAT Ne ws-19testihgsrategy, dtastédgctdat a mat ¢ bwoarlk ,Co
October 1, 202Mttps://mww.statnews.co@02040/01hationalcovid-19-testingstrategynot-stateby-state

patchworki Fami l i es USA, “CALLI NG FOR A TRUE NATAHAONALJDRSTI NG S°
11, 2020 https://familiesusa.orgésourceslallingfor-a-true-nationattestingstrategyfor-covid- 19/, and American

Society for Clinical Pathology, “ Thl®Didgnostic Tastinandt es Must Dev

Support Str at e ditps/wwhgsap.orgbnterdthewsarohehewsdetail202004/14the-american
societyfor-clinical-pathologycallson-the-federalgovernmento-developa-nationatcovid-19-diagnostictestingand
supportstrategy

SB3Trunp White House, “President Donald J. Trump Is Ensuring St
Open Up America Again, April 27, 202Bttps://trumpwhitehouse.archives.gburéfingsstatementgresidentdonald
j-trump-ensuringstatestestingcapacityneedeesafely-openamerica/
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efforts were started in response to the perceiyv
exampl d,ubiyy RHS2 announced the laW¥ncllkesdfi ntghe Nat i
I mplement ateisacmr ifboerdeerw,s pd ogram to capture feedbac
of ficials and™ltrhfeorpmatviade askacuto.rSt ae¢ eidn igtoiaa tsi ve v
included gathering tp@andageppleyx tcolra iim piusts wens eandd
national sur Yaeai bhldan ¢ e omnt r aat ®bgiypaalr tsitsaatne sp ufrocrhmaesd r
i August 2020 to procure 1 anminds faancttiugreenr st, e sbtysp ads
federal government and wsiumg tmeenisrf acfotmbeimmaendd Ifeovr
their Sproduct
PHCEA, enacted in late April 2020, required H
VEIDP strategic testing plan not later than 30
updateadysevemtyi 9 0f Wn®dlsh ewerl @ ne wwmpesn deduired to
derstand the types 09, tpsovndecagaildeblacdfofocfl
timates of testing production, and outline ho
ptayc iand testing supplies. This strategic test:]
ngressional committees on May 24, 2020. That
VEIDP test s, as well as an overvidgwsdfintghd¢ tthepe
s teicmog y9atneoom g ot her things, but it did not pr o
rategy. Additional reports were sent to Congr

the PPPHCEA statutbey wegainemeneleadetopmghl

PPPHCEA also requiredeisvtiantge sf uannddi negtt hpdur sj war nit
testing plans that includedsd st heefdeldl owin
mat es of ilnagb ocraaptaocriyt ya n d ntcelsutdi ng related to
1es, and available tests; and a descriptio
ization wil!l use i1its resourcesnyor testing
community nP¥Acicgartdiomg ptool itchle9sMatyr 202 i COV
plan submitfStad eby alHRES rteqquC@oentgrde «t o, det ai
ceng wdpulat Samtwill bemmediatdebypyr hamowe
o increascl20R¥THWauvmbaetre byl athe Watd ¢t obDdit i
ed to -HdHScB8Mmedaysbptosgtates were given ai
g May andl 3 ufnoer, palnadn sunctoivle rJiunmnge t he r e mair
e,pr es &mtaamki,Plmalilromaen of t he House Committee o
mesert a letter to HHSs e cogqfuctshtei npAl 4 the utgpdrsbtl i © ¢

©g8 ~Tes -y
—_ e o - =5 — —
DS -
=

coog—go0oQRever mHt0oQovLB0O QT SO0 B

ANO g + =+ N0 o ® 4 O A0 TN
BN T® 0o LT OO

S4HHS, “ HHS Announ c <9 TebdtinglmpiementatinC GF\ol rDu m, ”  httpst//wwmwhhis.go¥/0 2 0 ,
abouthews202007/21hhsannouncesationatcovid-19-testingimplementatiofforum.html
SSWashingtonPost “ There’'s no national testing strategy for coromnay

August 4, 2020https://mmww.washingtonpost.cordronavirustoronavirusstatetestingcompact202008/04/
8b73bed8d66f-11ea9c3bdfc394c03988 story.html

5%6p.L. 116139, Division B, “Additional Emergency Appropriations f
Health and Human Seices, 134 STAT. 62-628.

S"GAO, “ €109 ¥ritiéal Vaccine Distribution, Supply Chain, Program Integrity, and Other Challenges Require

Focused Federal Attention(GARL-2 6 5 ) , ” J a n thtips:Hiwwi g&a.go\aseelyao;21-265.pdf p. 82.

8p..116139, Division B, “Additional Emergency Appropriations f
Health aad Human Services, 134 STAT. 6B528.

HHS, “Report tol LoShtgmratsagi COVEBt i n g -8R, httpsy/delaurdvhouse.gdd , 2020, p

sitestlelauro.house.gofiles/HHS_COVID_Testing_Report.pdf h e r ¢ i na f t e 19 StFatédic TestitgO VI D
Pl an”) .

03 60dx. com, “US CongresslnPanT eRsetque g t B1 aSit sa tFer ocCO VHIDS, > JTune 26
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these swearte mpdtansequired to be released publicly
July 1%, 2020.

In late January 2021, the Government Accountabi
recommen‘@dHbBg dtelvaetl op and make publatciloynaalvail able
COVEFIDP testing strategy that incorporatfs all ¢t
PresidésPta nBliedieinc RenloiteefsviSdthraaptreegayd, accessible te:
better publiéHbhefihrhhantaeomaedve ordiensknngdganua
the coordifratawdr dghpmpth o @OYWEFIPo testing to a newly
position within®Tthe HBddecmitsitveaOfdnclas not rele
testinglahtvbughe gtye2ndb2elr, t he Administ-t2tAomni amrleas
Plavhich ismoluddsoaechcomwase and i anmpsdpoevcei faicccael sl sy tt
ahome and POC testing

How Have SupbdlyatChdilnssues Affected
COVI-DX etsi ng?

Ear li epra nidne tilce wae hespgread reports of supply chai
COVEIDD diagnostict Ase svtaionegiamhamst n omtad t yd across t he
case counts declined, the ,whmehdeanddnmadyfof t
hain stressors experiend® d irne stphoen sbee,g isnonmen gmaonft
ecreased prodHeowseerofthbkeemer gence of the hig
ariants uonaeerro mthiwn ¢ d e as ed mit irgeaotpieonni nnge aosfu rsecsh oao
nd wordhmdsgaimx r eas ed de plaancdi nfgo rnacivees @ph g, o f

ome $£8pecifical GQVHIRe osmep p IPOModse s at m dis¢osm e

©n o< 00

https://mmww.360dx.conirifectiousdiseasealscongressmaiequestsstatecovid-19-testingplanshhs#.XxY7EJ5Kg4k

SIHHS, “ HHS R eDeeembee GOVIDLY State Testin P 1 attps//public3.pagefreezer.cobndwse/
HHS%20%E2%80%93%C2%A0About%20Ne8/01-2021T 12:29ttps:mwmw.hhs.govabouthews202008/10/
hhsreleaseguly -decembetcovid-19-statetestingplans.html

2GA O, “ €10 ¥rtiéal Vaccine Distribution, Supply Chain, Program Integrity, antteDChallenges Require
Focused Federal Attention (GABL-2 6 5 ) , ” J a n whttps:Hwwwa.ghq.go@ssedydo,21-265.pdf
3White House, “Natiomnla9l Retsrpaotnesgey aFmod R ahned eCmivd dPreparedness”

athttps:/mww.whitehouse.gowp-contentliploads202101/National Strategyfor-the-COVID-19-Responsand
PandemiePreparedness.pdf

4Execut i ve OQrghrizingan@MoliliZing the United States Government To Provide a Unified and
Effective Respnse To Combat COVIEL9 and To Provide United States Leadership on Global Health and Seturity,
86 Federal Registe7019-7021, January 20, 2021.

BRol11 Call, “Lack of national COVI D thitpst/vm.kplicalltcamd t e gy dr i ves
202104/20/ack-of-nationatcovid-testingstrategydrivesconfusion/
6The White House, “ P ad shi deuntt oHi-tk 8hneA sPtaGn@Vel ni® Ica n P %

https:/mmww.whitehouse.goedvidplan#testingmasking%C2%A0

67See for example McKi nk9eQverdomidysupplyashogga: s “ €OV Bi agnostic testin
2020,https:/mww.mckinsey.conmdustrieghharmaceutialsandmedicalproductsbur-insightstovid-19-overcoming
supply-shortagedor-diagnostietesting#

Bpew, “U.-89 ad@VItDng Has Dropped Dhitpshvaw.peateudtslosghiéseash r ch 22, 2 (
andanalysishlogsstateline202103/22/us-covid-19-testinghasdroppeddramatically
®Reut er s, “10testsagah@n'shon supply asinfecsions oar, schools reopen,” August

https://mwmww.reuters.combrld/ustis-covid 19-testsagainshortsupply-infectionssoarschoolsreopen202108-27/.
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Andrew Slavitt, “Here’s How The UB9CinM&BSyast A®3A.ing More
https:/toronavirus.medium.coéreshowtheuscanstarttestingmorepeoplefor-covid-19-ed3f10bb9952
TAACC, “QCOVISD r v e yhttgs:dvemy.daccorgtienceandresearctdovid-19-resourceslacecovid-19-

testingsurveyfull-surveyresults

RNA (ribonucleic campiexdcpmpoundfkighmdlecutarweighthatfunctionsin cellular
proteinsynthesis and replacBNA (deoxyribonucleic acid) as a carrierggnetic codeén someviruses ”
https://www.britannica.constienceRNA.

73 For more information, seBRS In Focus IF117740VID-19 Testing Supply Chain

American Society for Microbiol ol®andNO-SO¥pDyTS8hoihgg8s)Jdmparc
19, 2021 https:/lasm.ordirticles/20205eptembefZlinical-Microbiology-Supply-ShortageCollecti-1.

’5Biden WhiteHouse? Nat i onal Stratl9gReffipontske a@@VIPndemic Preparedne
https:/mmww.whitehous.govivp-contentiploads202101/MNationat Strategyfor-theCOVID-19-Responseand
PandemiePreparedness.pdf
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Which Federad é¢Mvgelnwed in the Testing Supply

The FDA has worked with industry to identify an
allow for the use of alternate supplies when ¢ a
manuf actluarbeorrsa taonrdi es relating to"Hewe¢vag, supply
throughout much of the pandemic, shortages pers
unprecedented level of testing, as well as a 1la
adtation of supplies. The FDA does not have the
By virtue of the mnational emergency, Federal Em
played a key federal role in ptr b'Whati nig§ssalhEdMA i st
Role in Distributtirmogy i"Heesctsi?nogn Maft etrhiiasl sr etpoor t ) , a
Production Act (DPA) is an available méchanism
For e xParmepslied,e noh vdk eaanpt he DPA for the production
Department of DBDI&BemitlaoamoumcPBPRA investments to
pr odu’TthieconAs sistfadkt epacednesy and Response ( ASPI
significant role in supply chain issues for med
incl fdbirng,xample, through the managlement of the
What Is'sFRMAe in Distribut iPwrgovliiededrisn?g Mat er i

During the early pandemic response, FEMA procur
statest,ertrriitboersi,e s , local government s, and nonpr ¢
c apa®lint yy.he first half of 2020, FEMA and HHS als
Force, which supports testing ef hemil s huecadertake
providers, an@lpubbmne RO20t h thabs task force was
over 8i ght

Generally, FEMA may provide personnel, supplies
work to states, terimmesnt s,erand oeliiegsi,b lleo cparli vgaotve
(Applicants) authorized to receive Public Assis
assistance 1is referre®BWhenawabDianate¢dFeBEMAILIt As k
persowtnbkrofederal agencies, such as HHS and CD
FDA, “ €1OVdstidgSupplies: FAQs on Testingfor SARSV-2 , https://www.fda.gouwhedicatdevices/

coronaviruscovid-19-andmedicatdevicestovid-19-testingsuppliesfagstestingsarscov-2.

"7 For more information about the Defense Production 8e¢CRS Insight IN11387GOVID-19: Defense Production

Act (DPA) Developments and Issues for Congress

“Department of Defense (DOD), “DOD Details $46t Mi lApoinl
29, 2020 https:/mww.defense.goMewsroomReleasefleleaserticle/2170355dod detals-75-million -defense
productionact-title-3-puritan-contract/

De f e

®See “HHS Office of the Assist an thttSsd/eww.phe.gosyouthsprPagds/r e par e dn e s

default.aspx

8OFederal Emergency Management Agency (FEMA), “Feder al Suppo

5, 2020 https://mww.fema.gofact-sheetfederalsupportexpandnationattestingcapabilitieghereinafter FEMA,

“Feder al Support to Expand National Testing Capabilities?”).

81 bid.

82 FEMA, Pandemic Response to Coronavirus Disease 2019 (CQ9)Dinitial Assessnret Report FEMA Operations
January through September 2020, January 2021 hpts://www.fema.gositesiefaultfiles/documentdeéma_ovid-
19-initial-assessmenteport_2021.pdf

83 Authorized in Stafford Act Sections 402, 403, 418, 419, and 502; 42 U.S.C. §85170a, 5170b, 5185, 5186, and5192.
See also 44 C.F.R. 8206.208.
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Someonfederal stakeholdetrsnpgprsaup pBHoFWEIMMAd r,i bution
some Members of Congress and nonfedesal stakeho
procurement @fndt alsisitorg bsutpphi es, bHoltdwsnpgptepso:

84 Email from FEMA Office of Congressional and Legislative AffairsaRS, June 19, 2020.

85FEMA, “Federal Support to Expand Nat9i ShahtResdti g sqaipnagb iPlliz
20-21.

86 T estimony of FEMA Administrator Peter Gaynor and Rear Admiral John Polowczyk, in U.S. Congress, Senate

Homeland 8curity and Governmental Affairs CommitteeY DOXDWLQJ WKH J)HGHUDO *RYHUQPHQWTTV 3UF
Distribution Strategies in Response to the CONII® Pandemichearing, 118 Cong., 29sess., June 9, 2020, p. 11, at
https://mmw.hsgac.senate.gimb/mediadoc/T estimonyGaynor%20&620Polowczyk202606-09.pdf

87 FEMA Office of Congressional and Legislative Affairs email to CRS, June 23, 2020.
88 FEMA Office of Congressional and Legislative Affairs email to CRS, April 16, 2021.

8YFEMA and HHS, “Memorandum of Understanding Bet ween the Fe
Depart ment of Health and Human Services, Of fice of Assista
5,2020, providedto CRS by FEMA Office@fo n gr e s si on al and Legislative Affairs,;
Response: Summary of Cost Share bhttps$wailindis.gBvema/ ur ces, ” Sept
LocalEMA/Documentd? AformsCCOVID-19-CostShare.pdf

OF E MA, “Federal Support to Expand National Testing Capabili

o M5 a

91F E MA, “Coronavirus Pandemic Response: Summary of Cost Shar
available ahttps://mww2.illinois.goviemalLocalEMA/Documentd? AformsiCOVID-19-Cost Share.pdf

2FEMA, “FEMA Statement on 10 0Rtpomwifema. goywessreldasef0219208/ary 3, 202
femastatementl00-costshare

BSe e, for example, Director, Office of Emiuccigwhatesifie®er vices,
t h athisis & huge oneime increase in rapid poirdf-care testing for the Staand will be immensely helpfil. U. S.

Congress, House Subcommittee on Oversight, Management, and Accountability and House Subcommittee on

Emergency Pregredness, Response, and RecovReyiewing Federal and State Pandemic Supply Preparedness and
Responsel 16" Cong,. 29sess., July 14, 2020, No. 1-7&, p. 18.
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individual level, testing recoWhendat appsy oma hers
may ddiefpfeentrding on their respectivelQesting capac
transmission iMThlkeifrdeommugoveesnnment, particul

% |bid. See also, for example Chairman James E. Clyburn, Chairman, Select Subcommiti@€omttavirus Crisis,

et al., Letter to Department of Homeland Security Secretary Mayorkas and FEMA Acting Administrator Robert Fenton,

March 30, 2021, pp. 1, 201, https://coronavirus.house.gaitestliemocrats.coronavirus.house.giles/202 1-03-
30.Select%20Sub%20t0%20Mayorkas%20Fenton%20re%20DHS%20FEMA%28epdtors Elizabeth Warren,

Tina Smith, et al., Letter to Vice President Pence, April 10, 268ps://mww.warren.senate.gowo/mediatioc/

LT 0.20-04-09.Diagnostic%20Testing%20Inventory.pdf and Ryan Gabrielson and 7T. David M
Ordered $10.2 MilioninCOVIBI 9 Test ing Kits It~ s Nd&®PwPublieagduné 262020t at es Not t
https://mmww.propublica.orgftticlefemaorderedl10-2-million-in-covid-19-testingkits-its-nowwarningstatesnot-to-

use

9 This recommendation, first issued in GAOQVID-19: Federal Efforts Could Be Strengthened by Timely and
Concerted Action$3A0-20-701, September 2020 (hereinafter GAAMVID-19: Federal Efforts)p. 1,
https://Ammw.gao.govgroductsgao-20-701, was reiterated in GAOCOVID-19: Sustained Federal Action is Crucial as
Pandemic Enters Its Second Ye@AO-21-387, pp. 80, 88, 17178, 45556 (hereinafter GAOCCOVID-19: Sustained
Federal Action) https://www.gao.godssetgao-21-387.pdf

%This recommendation, first i ssued ila:FedetddEffortsB &, pase mbe r 2020
reiterated in GAOCOVID-19: Sustained Federaction, pp. 80, 177178, and 455%6.

97 | hid.
%8 GAO, COVID-19: Sustained Federal Actippp. 177178.
99 GAO, COVID-19: Sustained Federal Actiopp. 455456.

10ecpc, “Testidg,Pod a€@®VIul d ahttps:dwwi.adn gowdoforayirus? 01 2nboy/
symptomstestingtesting.html

101 Bjll McBride, Memorandum: Capacity for COVHR9 Testing Current StatusNational Governors Association,
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inform these criteria by 1is ssuilnega dg upiadbadmccey.h efasl tth
CDC develops and maintains expertise on the sci
public health response’? and ongoing disease mit
These guidance documents are generally advisory
regulation o¥C®OKCebasigenerdbtly opted to inform
guidance, rather than regulation. While these a
to establish besti“"Phascd ikesstcigur adhoagviasde n mfpild lcdh.t i o
a variet,yneofudnngtiecal jurisdictions and medic
jurisdiction bmanyd icnogn sCiDdCe ri sas uneodn gui dance a new t
for achieving baesmegdrael ikiccsegnswihreg eaagency may ¢
as evidence for the standard of practice agains
CDC has issued a number of guild% npaen dleomiucmernetlsa tte
testing prhevecesolthad with testing supply, ava
priorities, and levels of disease transmission
factors. Early testing guidanceefdotastdngnshopwl
next question). As the pandemic has evolved, va
standards and technical assistance for state an
for example, testsngerwdicwi puaolvsi det kaeamekbke or ho
providers, laboratories, and PCOCibabealsh stat
updated testing gui,dandc s t-1a2 fe d o Hte'l§€ B C s bt desaicnhgesr.s
addiattllgn i ssued further guidance onseapadnded ava
informationcen na¢ e H9Tohgedsiev i gduiadlasnnc e documents ar
replaced as mnew information 1is fhoaunngde, ivwnh isctha ntdhaer
of practice mentioned previously.

At times, changes 1in CDC guidelines have caused
raised concerns ab¥im @wkdditioaiedticffiuc nta lcihdaintgye
guidances ec aann iamlpdoi t i on al burden on state and 1oc
meet the mnew standar dA eNsotvalmbiesktre2d dbOyt tehvea 1guuaitdeadn

May 14, 2020https://mww.nga.orgip-contentlploads202004/T estingMemo-Update5-13-20.pdf

12cpc, “CDC in Action: Workingl@47 7F ¢ bor Sutpsypwwwh.cilcegp hlr e at o f C(
budgetdocumentglovid-19/CDC-247-Responsdo-COVID-19-fact-sheet.pdf

103 For a further detailed discussion on how guidanaeuthents magffectpolicy, seeCRS Report R4446&eneral
Policy Statements: Legal Overvigly Jared P. Cole and Todd Garvey

045 ¢ e, for example, CDC, “About t he CDC Gu-2003 Ipdated s for Infec
November 26, 201Rttps://mww.cdc.gowdralheath/infectioncontrolfagsaboutthe-cdc-guidelines.htm(stating that

“CDC develops guidelines and recommendations to improve the
and inform key audiences, such as clinicians, public hgakictitbners, andthe public) .

15¢pC, “ Gui da n-4%” htfps:AwwCodcgbvironavirus2019ncoveommunicatiorguidancelist.html?
Sort=Date%3A%3Aasc& opic=Disease%20Information%20%3E%20Testing

6cpCc, “ Gui da n-d%” htips:wmwCodcigbuibronavirus2019-ncoveommunicationguidancelist.html?
Sort=Date%3A%3Aasc& opic=Disease%20Information%20%3E%20Testing

W7cDC, “ Te st i”htppsOwwecdevgivdonenaviru2019ncovhceptestingoverview.html#previous

18gee, fo example, Apo®G.rB.aC Mahadstviidg iGui“dance Was Published Aga
New York TimesNovember 19, 2020; Carl O'Donnell, VishwadhaaGh d e r , and Man &Xclosve: Ma ddi patla,
MostUS. Staes Reject Tr usNewCOVIRH A1 Ftes &t n gReulersiAdgash 28¢2020; and

National Academy of Sciences aNdtional Academy of Mé i ¢ i NAS and NAM Presidents Alarmed By Political

Interference in Science Amid Pandertiipress release, September 24, 202€s://mww.nationalacademies.ongivs/
202009Mhasandnampresidentsalarmedby-political-interferencen-scienceamid pandemic
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How Has Testing Been Prioritized?

As the pandemic has evolved, CDC has issued gui
vaious types of tests. In the early stages of t
COVEIDP diagnostic testing mostly to individuals

means of conser vi A'®Asl ionfi tMadr cthe sit7i,n g2 0s2ulp,p IGDC gu i

considerations for the uses of diagnostic and s

asympt omat jantdhned it vevsatawianigs aotfe d individuals. In pr
t €

had recommendetdi¢cthtaesdsape pfopoptulazedofieor h

T individuals with signs o-1 95 ymptoms consisten

T asymptomatic individuals with r-ecent known o
Co-Y¥Y to control transmission;

T asymptomatiadcthwditvikdwavins ow s usCpe¥cted exposurt
for early identification in special settings

T individuals being tested for puwrposes of pub

Co-yitt
As testing supplhwashdsgiumcneassudd,g 6PGad- guidance
19 testiggoifnpopwudnt ¢e-bbaascla then cwlourdki pnlga cneosn, s chool
congregatXdThscetlategs. iterati¢mns cof OGIBECctheslt7Ting 0g
guidamdid ac greater focus on equity consideratior
testing accel¥CDELnlhasvailkaobidleivtey.oped more specif
testing certain populations™or testing programs

Wher e I@Qadn vi duals -G8t Tas €COVI D

Testing availability may vary by state and by t
ambulatory KHDOWHK pBRH V/HWWELDIVYr s ( &o.fgf.i,celsos pit al
ur gent care tceesntienrgs ) amrdo wiodiee congregate living
provide testing to their residents. In addition

109y.s. Government Accountability Offic€0OVID-19: Urgent Actions Needed to Better Ensure an Effeétaderal
ResponseGAO-21-191, November 2020, p. 835, https://mmw.gao.godssetgfao-21-191.pdf

110 CRS Report R4621@verview of U.S. DomestResponse to Coronavirus Disease 2019 (COVH).

Wepec, “Coronavirus -D9eafesDdDin g QCOVY Dhttpsiwwiiqdadgow e d July 2,
coronavirus2019-ncovhcptestingoverview.html€DC_AA_refVal=
https%3A%2F%2 Fwww.cdc.gov%2Fcoronavirus%2 F20k®v%2Fhcp%2Fclinicatriteria.html

2c¢pc, “ GuiGOVMP-4%” htfps:Aww.cde.goworonavirus2019-ncoveommunicatiorguidancelist.html?
Sort=Date%3A%3Aasc&l opic=Disease%20Information%20%3E%20Testing
WepC, “ Test i htppsiwwecdevgivdonenatiru2019ncovheptestingoverview.html#pevious

114 For example, CDC has issued testing guidelines for nursing hdps://www.cdc.gowdoronavirus2019-ncov/
hcphursinghomestesting.html and for highdensity critical infrastructure workplacéstps://mww.cdc.gov/
coronavirus2019-ncovcommunityivorkersafetysupporthd-testing.html
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Generally, state law governs who may order a te
testing is availablmper nfiotr neuxrasmep lper, a ecntoitt iad d e rsst att ¢
states a person would need S osnee sa appheyss thaivaen t
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I mome ¢ hsese¢xpanidseedtk paiwrteh carti ttyhe end of the state
Given this, whochayger ¢'8Tewroa tftiacestto rnmsa yi nf or m whe t |
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processing: (1) the settings that are able to p
pharmacy), which may be affected by both state
Amendments of 1988) re¢guitr-ameF®dOrAi 2ad (@)baehprev
a waive«Loarr eposienttt ing) . Test availability may al
given payor may pay for testing. For example, s
recognized faesd emeaelt i(lnand s ometimes state) condit:ii
(e.g., Medicaid participating provider) 1in orde
from that provider.

Where Are Free or Reduced Cost Tests

A numbypesofoft health care and othetrested t iln@we manr
few types of facilities have requirements to pr
ability to pay. As such, mnot a@lplest oosft ifmg isliittd e s
uninsured individuals.

Public Health Department Testing Progr ams
Thr o

ughout the pandemic, state, local, territor
operated diagnostic testing mmraoagdame,jonholgh e«
some local health departments hawvbhropghatesdtiem
sites-¢gal“moebdsloe s ftrada kper ¢ viadns ,t argeted testing 1in
certain popul ateido noser, ilssikig di hnt'dS ov medmial sst h-bas e dimunit y
testing sites have been operated jointly by FEM
ot hers have been operated in partnership with h
partners such asCVS®¥lan It Iphacganalcyi esst d gesg.aqf t he
5National Alliance of St at-t9PT adttpa/inaspaA@sourcatovididtesting, “ COVI D
. On April 8,2020, HHS released guidance authorizing pharmacists to ostlagtand providing immunity to do so.
See HHS, “Guidance for Ldcdmrsdd nethammacl sammapni €EQVIuRder t he P

https:/mmw.hhs.gowsitestlefaultfiles/authorizinglicensedpharmacistd o-orderandadministercovid-19-tests. pdf
118 For state provider licensure changes during the COMDemergency period, see Federation of State Medical
Boards,U.S. States Modifying Requirements for Telehealth in Response to CO¥/IMarch 6, 2021,
https://immw.fsmb.orgiteasstsadvocacypdf/stateswaivinglicensurerequirementgor-telehealthin-responseo-
covid-19.pdf

117 National Association of City and County Health Officials (NACCHD)¢cal Health Departments Standing Strong
on the Frontlines of COVIEL9 Responsé\pril 9, 2020 https://www.naccho.orgploadsdownloadableresources/
PressReleaseNPHW-2020-Role-of-LHDs-in-COVID-19-Response_4.9.20.pdf

118 Bjll McBride, Memorandum: Capacity for COVHR9 Testing Current StatusNational Governors Association,
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May 14, 2020https://mww.nga.orfvp-contentiiploads202004/T estingMemo-Update5-13-20.pdf

119 Association of State and Territorial Health Officidl§, Key Considerations for DrivEhrough or Mobile Testing
March 19, 2020https://astho.or@tateP ublicHealtl1/6-Key-Considerationgor-Drive-Throughor-Mobile-Testing0d 3-
19-20/.

120Association of Public Health Labor aamnodreineisc (RAePsHLo)n,s e, S'malratn u’
2021 ,https:/immw.aphl.orgibout AP HLpublicationsDocumentdD-2021-SmartTestingfor-Optimizing P andemie
Response.pdf

121 For example, the District of Columbia (DC) operates free testing sites for DC residents who do not have individual

providers experiencingany COVD9 symptoms or with known exposures. Although individuals with insurance will

be aked to provide their information, testing will beopided to residents at no costehttps://coronavirus.dc.gov/

testng The Texas Department of St at e Hdedudtiblehcosay,orcd ces st ates
insurance may apply.” Public healt h t e bttps/idsps.texasgevt a ms vary b
coronavirugfesting.aspx

122GAO, COVID-19: Susained Federal Action Is Crucial as Pandemic Enters Its Second ®a#)-21-387, March

31, 2021 https://files.gao.goveportsGAO-21-387index.html#appendix?

12Z3HHS, DAO®V Funding ELC Enhan ¢ ihttpg/wivehhsegositasttefaultfiles/qovidn s i o n , ”
19-fundingelc-enhacingdetectionexpansion.pd

22cpCc, “ELC Enhancing Detection Expan htips/Amwwrdcegevicézidln s & Ans wer
dpeipdffelc-enhancinedetectiorexpansiorfag508. pdf

Karen DeSalvo, Bob Hughes, and Mary Basskttblic Health COVIB19 Impact Assessment: Lessons Learned and
Compelling NeeddNational Academy of Medicine. April 7, 202ittps://nam.edpublic-health-covid-19-impact
assessmenrlessondearnedandcompellingneeds/
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As local health departments have taken on a sig
COVEFIDP vaccines tso, tthestri®® mmamaitns a core funct
spread eolf9.COMAliDe distinct applDprrelaiteifo nasc tfsr ohma w

made for both vaccine and testing capabilities,
capacitgfipubé¢rmshealth wor kforlde rfedd oanlsle .f unct
Anot her area of concern is that most Ilocal heal
tempor alriymi tteed nmc ont ract workers, whicd onfay 1ead
the fiscal year. Until funding streams are full
able to hire appropriate staff, jurisdictions m
initiatives in order to meet vaccination demand

It 1is difficult to predict how long such expand
public health sector will last. The CDC recomme
as the number of c®¥'€Ceoentintadjgtmasydbet remqui reds:t
community spidd®gdeoknCVEDR ongoing vaccinations
vaccinated, experts expect the severity and pre
community tr anslInP ssadiyolnl oofc «CWOrVI DAdditional feder :
funding from ARPA may facilitate increasing the
maintain a consistent level of testing, even Wwh
increase¢d¥®maccina

Moving forward, public health departments and 1
surveillance and screening testing, instead of
testing gathers and monidoatrs epopdiac¢asa ountboeam
allows health jurisdictions t o Phuabrlaicct chreiadda hdi s
departments also play a signeiftifdaont sr ¢dloe eisnt atbhl a
screening testim@mdprodhre®Pms eitnt inghools

Emer gency Departments

Hospitals with emergency departments are requir
examination and stabili’gsatlogilkialriet yr etgarpdesisc io
This obslirgaguiomed under the Emer gency Medical Tr
( EMTAB%M)n,d it egetmeenrdas]l Ityo individuals who come to

and are suspecltPTPTEMIALAadoee COVEDPmit hospitals to

126 see for example, aiscussion on how the BideAdministration is prioritizing bolstering the public health
workforce. Steven FindlayAs Pandemic Surged, Contact Tracing Struggled; Biden Looks to BoKsider Health
News, February 10, 202kttps://khn.orgiewsarticlelaspandemiesurgedcontacttracingstruggledbidenlooksto-
boostit/.

2icpce, “Prioritizing Case I nves t1DimHighiBordes Juasnddi cCtoinotna,c™ Tr aci n |
https://mmw.cdc.goworonavirus2019-ncovhphpktontacttracingtontacttracingplanfrioritization.html

128p | . 1172 Section 2401.

2CDC, “Testing SGVYategupdaf od hipsHewcdcgowi®raliru2019ncov/
labfesourcesarscov2-testingstrategies.html See “Public Health Surveillance Testin
130H H S Bidert Administration to Invest More Than $12 Billion to Expand COMI®T esting; press release, March

17, 2021 https:/mww.hhs.godgbouthews202103/17 bidenadministrationinvest more-than-12-billion-expand

covid-19-testing.html

8142 U.S.C. §1395dd.
HHS, Center for Medicare and Medicaid Services (CMS), “ E me
(EMTALA) Requirements and Implications Relatedto Coronavirus Disease 2019 (GOWMD , ” me mor andum, Mar ¢

9, 2020, ahttps:/mmww.cms.goWiles/documentgdso-20-15-emtalarequirementsandcoronavirus031l-updated
003pdf.pdfl.
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ayment from the uninsurAsd measttiiomg df mbd vdi s ¢ wms
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eimburse facilities for testensg phrevichad ttead U
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Health Centers

Federal health centers (alsoFQHCkédaf@deuabhqu
facilities that receive federal grants to provi
located in medically underserved areas and prov
ability to pay. Thelyl mayobiptipateentsumwamndhe co
provided, and they are required to use a slidin
covebPHHgalnhercs have recbiveédomore shppl 8thent al
providdedl LOtVesting and related care. Of that amo
appropriatiend PfPQHCHEtdewsetvienrg all of the funds appr o
to prevent, preparel9prwhaaldl 1®&¥bodddoa oe COVL P.
Resources and Services Administration ( HRSA), W
surveyed health cent-k% somnt It chier ianpearcat ioofn sC.O VT IDe
more than 90% of erress pwoenrdei nogf fheemaelntght tacdesentsti mgar ity ¢
centers oufpf erred rwavlek up testing, though¥®the avai
Federally QualifiedAlHelaelsth Center Look
Federally QualifiAdd kteal(tchh 1 Rendt)dimmleo ccketmp & tr s
similar to the health -Atnkessddesetribedeabeve, h
grant. Like health centers, these entities seryv
medically wunderser ved daer ecaasr,e atnod aalrle imedq wiirdard 1 ts
abilitAs tsoucplA]lyi keskare a setting where uninsur e

COVEID testlmgiy%thfm&lLiok)eks reported to HRSA tha
COVEIDD testingneaphbtehiiorwdosv w d tuhpg ow-a pdkrti &%t i n g .

Loeakli kes were eligiblefon trtesttivg ffmnRBPH@DHA oapnr
to receive funds under the §$7.6 billion appropr
ARPRA. L.-2) ARPA funds were made avalidaprlep droat iao m uan
response activities, whhehei ionhddemagebe tthgaedl fi
were incurred since the beginning-adfikteke i BHR.0t S
known.

133CRS Report R4393 Federal Health Centers: An Overview

134 CRS Insight IN11367Federal Health Centers and COVID9; CRS Report R46711J.S. Public Health Service:
COVID-19 Supplemental Appropriationsin the 116th Congrasd Section 2601 ¢f.L. 1172.

BSHH S, Health Resources and Services -AUSuvey:iOperationali on ( HRSA) ,
Ca p a chitps:#ddta.hrsa.gotpicshealthcenterstovid-operdionaklcapacity accessed March 26, 2021.

B6HHS, HRSA, “Healt h-Alke@OQVID1]l 9P Sogvem Naok onal Summary Report
April 2,2021.
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Federal CobBbmmsuendi tTresting Sites

During the 1initsiacloonmodnitnhast ioofn FoHMA andemic res pon
collaboH#HBed owesli ablis hb asnedd stteasCtBiTnSgp nsimmt nepsd iyt n e r
with state and®¥IlwmcMdr glo v2®@ 2itne nEEMA and HHS hel pe
t hr oughout!®lthiet icaolulnyt,r .ocal staff atereaalch site
physician and by U. S. PQTthlei cf eHeearlatlh gSevrew incmee npt e ra
assistance with contracts, logistics, lab proce
focused on tes tcianrge ffoarcsiclamtya itvrio r hkeearlrtels ponder s, t
expanded access t“8 a broader population.

In early April 2020, FEMA announced the option
management, with states assuming re¢epbmagbiliti
These sites continued to receive direct assista
costs (e. g., staff overtime, testing supplies)
June 2020, FEMA reporticthyas e dCR8 st hatg mog £ sc hmdu
transitionedenb. sThe¢el inanreugme neniitnegs fwadre adby t o ¢
transition to full state management by June 30,
financial suppoughamnide sRphli&#SAsbdsiesqtuaemctd ypr s g a
sites 1in Texas continued to receive federal ope
Of fice of "he Governor.

In May 2020, FEMA announced that btuhiel df eudpeorna It hgeo
first rpumbICiBIISy model to expand tpersitviantge nat i onwid
partn¥tUsbep. CBTS“DdD.minu-ma s gtdh e iptreisv apgt web lptiakret n e r s h i p
federal government provideaddby fHhatr macey famrd aaxdh
companies at hundreds WYWAcsotdsnghrougheuGA®Ohep

137 GAO, COVID-19: Opportunitiesto Improve Federal Response and Recovery Effoms, 2020GA0-20-625, p.
91 (hereinafter GAOCOVID-19: Opportunities)https://mww.gao.go\dssetgao-20-625.pdf

138F E MA, “Weekly Update: Cef-Aommearviicrau sR ePsapnodnesnei, growdibddyee 1 8, 2020,
FEMA Congressional and Legislat i-19 Paaddnfi@Wholef-GoverEmdat, “ Cor on a v i
Response,” Wednesday, March 25, 2020, p . -Based TastihySkes “ Opt i on t

t o State Manayg,e mepnrti,l” 9a,d v2i0s200r, (heBesadfTest FEMASI t“Co’mmun it
https://immww.fema.goviewsrelease202007 266 ption-transitionfederalcommunity-baseetestingsitesstate
management

BOHHS, “aoviSD rategic Testing Plan,” p. 24.
140F E MA, “CoMmemadt Pesting Sites.?”
141 | pid.

142 A FEMA Office of Congressional and Legislative Affsemail to CRS, June 23, 2020, notedthat all sites were due
to close or transition by June 30, 2020. FEMA guidance indicated that comnrbasieg testing sites under state
management continued to remain eligiBadele Tfeott ilhwblISi ¢ eAs i st an

MSHHS, “Assistant Secretary for Health Admir-BasedBesting t P. Gir o
Sites 1.0 Ext e n btipsy/mwwhhshamdbouthews? 020262 &adsistartsecretaryfor-health
admiratbrett-p-giroir-md-statemenbn-texascommunitybaseet estingsites 1-0-extension.html Office of Texas

Govermnor, “Governor Abbott Announces A4ddTeastingStesin Ext ension C
Houst on, Harris Co uihttpg//gdv.tas.gomawspestjoverfarablidtéadnduncesdditional
extensionof-communitybasedcovid-19-testingsitesin-houstorharriscounty

144F E MA, “Federab Expmpaomd National Testing Capabilities”; Test
Secretary for Health, U.S. Congress, Senate Committee on Health, Education, Labor, and FED¥I@R$9: An

Update on the Federal Respon$&f" Cong., 29sess., Sep3, 2020 (hereinaftaOVID-19: Updated Federal
Responsehttps://mww.cdc.gowlashingtontlestimony2020£20200923.htm

MSFEMA, “Federal Support taobiElxiptaineds "Nyal tHiHSn a 4 tCROQSI tDi A g sGaipn g P 1
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(i.e., pharmacies and retail companies) could s
payments end to privadgid, na mdledr bldn iCdxs\dirRReadr eP,r oMerda
(ethprogram is o02@d4HKES asmewdr Aadushat the privat
responsible for coordinating the full testing p
order, pataiteimtn snotmefdical suppdies, equipment, a
In January 2021, HHS reported tdhat vait20pasttmeys s
were operating in 50 states, Was hington, DC, an
mi Inl isoampl es s i’ cien it49Hd Spiroomgroam ed t hat the major
located i“modereatec wti o hhi g"h*° Tshoec ibhHIS$ rvautlende r Gobmrhu n iyt vy
Based Testing Sites weU8HHSe fluimttlbamedcdidhpart he
partnership would continue to operate through A
exten%ion.

Concer msodernobrer s of Congress, federal officials,
regar ding tbhaes ecdpmibgmisvt gt e partnership, include

ted and the duration of
nsufficient numbers of s
testing sites;

f how sites were selec
amid concerns over 1
federal suppot for

T the cltossutrieng fsites damaged®™ ™ uring episodes

242 5; HHS, “ HHS -BJdesingRubliPGAWIalt ¢ Par t nerBthsi/wwhhshavhe 30, 2020,
abouthews202006/30hhsextendscovid19-testingpublic-private-partnership.html

146 GAO, COVID-19: Federal Effortsp. 27, note 56. See also Testimony of the Office of the Assistant Secretary for
Health,COVID-19: Updated federal Response.

YWHHS, “HHS Ex4#1%TestingPQuk¥F Dvat e Part ner Btipsi/\pmwhhs.gosghoet/ 30, 2020,
news202006/30hhsextendscovid19-testingpublic-privatepartnership.html

“8yysS, “HHS Continues Communit-y9 Bisecedl desd¢, nlgaBinaey Tor2COVIL
https://immww.hhs.godbouthews202101/07 hhscontinuescommunity-baseetestingsitescovid-19.html

M bid. and HBS,St‘r@®%IgDhc Testing Plan,” p. 25. Submitted te

Health Brett Gioir, (YDOXDWLQJ WKH )HGHUDO *RYHUQPHQWYV B3URFXUHPHQW DQG 'LVW|
COVID-19 Pandemichearings, 118Cong., 29sess., June 9, 2020, p https://mww.hsgac.senate.gevAluatingthe-

federalgovernmentgprocurementinddistribution-strategiesn-responseo-the-covid19-pandemic  “ Mo der at e t o

high social vulnerability i s defined according to CDC’s Social Vul nerabil
Social Vul ner abil i thitps:iwmdatsdr.cde.goplaceandhealtsBi/indexhént. Fory related

discussions ee Gart h Graham, “Addressing -ltSh eonDiGopmmoupnoirttiieosn atfe Clonh
Journal of Racial and Ethnic Health Disparitiesl. 8, no. 2 (2021), pp. 28282.

BOHHS, “ Co #BasadT ésting Sites for GD-1 9 https:/mmw.hhs.goworonavirustommunity-based

testingsitesindex.html

BIHHS, “HHS Continues Communit-ly9 Bisedl dasd¢, nlgaSiuaey Tpopr2COV]

https:/immww.hhs.goabouthews202101/07hhscontinuescommunity-baseetestingsitescovid-19.html

152 5ee statement of Rep. Sheila Jackson Lee, U.S. Congress, House Committee on HomelandSeguiiting the

National Response to the Worsening Coronavirus Pandemic: Pat®?Cong., 29ses., July 22, 2020, pp. 223,
https://media.proquest.coathimediahmsPFT L/aY Xel? tm=1618328042836&cfs=

exX1rIF3bzpll58zyDehVFVRP ShXsQnFz00Q5GLSXpNk%3D J e s si ca Boehm, “Phoenix Mayor K
federal government deniedrequests for CONID t e s t Arizoga RepubligJuly’ 6, 2020,
https://mww.azcentral.corstoryhewslocalfphoenix202007/06/phoenixmayorgallegofemadeniedcoronavirus
testingB286326001/Statements by Rep. Andy Kim, U.S. Coesg, House Select Subcommittee on the Coronavirus

Crisis, Committee on Oversight and ReforlKH $GPLQLVWUDWLRQTV (IIRUWV WR 3URFXUH 6WRFN
hearing, 118 Cong., 29sess., July 2, 2020, No. 11181, p. 35.

8Amy Goldsteitm,st“iScgosdg esf forced t o cl oWashingtercPosflsne of vandal
3, 2020 https://mww.washingtonpost.comgalthscoresof-testingsitesforcedto-close becausenf-vandalismin-civil -
unrest202006/03/e6d9fab4ad4e611eabd 73-04905b1af82b_story.html
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T lack of availability of tes®s for young c¢hil
f insufficient testing™®access among people of
T the small s calbea soefd tthees tcionngmusnidtteysn gmodel s 1 el

de ma¥bd s ;

T difficulties encountered by independent phar
pubpitvate Pamdner s hip;

T msufficient clarity regmpardtinmgpppogmentt for t e
federal governm¥ht, or other entities

CanOYIID9 Testing Be Done at Home?

There has been significant i-heome etsaGCGAWMMIE afnadr s om
19e¥ting at heimec hwdi bg nienfcirt g a adeedc raecacseesds utsoe toefs

andecreased risk bécabbkmeond thaensmhmi$stipnto avoic
headathe Fhaoowdtikiys type of testing requires mor e
that the lay wuser conductcongrbohe testultan Abt ke
of testing has thdhodidfeiyon dlel F DAgett hi sr mgge of te
carried o-habonasdaoyynerwtting, includlitqh,g and espe
schools, daycmnr krsigshkwosrcktpthiomipdss.s i Tglneat i on means t h
test may be ¢ ondurcetgeudl aotuetds iednev iorfo nameChltl,A and F DA
“no-haborftade U s .

Testing 18&r 1 €O¥] Pome environmenbecag smYdlve ei
collected at home using a kit and sent to a c¢en
including sampling,bdieng imgndwuwatdedntertphe tlhd mo.n
testing may involvetlhedeheaptbvivdertsowstthenvhe

154 see letters to participating retailérsm Senators Elizabeth Warren and Tina Smith, October 7, 2020,
https:/mmww.warren.senate.gmgwsroompressreleasestarrensmith-questiontop-retaittestingproviders
companieson-lack-of-pediatrictestingat-their-covid-19-testingsites Senators Elizabeth Warren and Tina Smith,
Letterto then HHS Secretary AléW. Azar, December 7, 202@ftps://www.warren.senate.gowmo/mediatioc/
2020.12.07%20Letter%20t0%20HHS%20re%20testiaQinvestigations_updatedl.pdf

155|hid. U.S. Congress, House Select Subcommittee on the Coronavirus Crisis of the Committee on Oversight and
Reform,The Urgent Need for a National Plan to Contain the Coronavinesring, 118 Cong., 29sess., July 31,
2020, No. 116109, pp. 559.

%Kate Sheridan, “This Tiny Texa-ThrCOWIDlah yTd st Rognimgt Mo s U. B f
August 3, 2020https://www.statnews.cor@02008/03/etruenorthtiny-companyrunningcovid-19-company/S.

Lawrence Kocot ;19 TeBtingpWith RealCiOnivd DPr ocessing Thr ougHealtRo mmunity P
Affairs, July 1, 2020https://mmw.healthaffairs.ordb/10.1377hblog20200629.5676585tatement of Rep. Jackson

Lee, U.S. Congress, House Committee on Homeland Sechlpigmining the National &ponse to the Worsening

Coronavirus Pandemid, 16" Cong., 29sess., July 8, 2020, No. 113, p. 8.

157 etter from Karry K. La Violette, National Community Pharmacists Association, to Senators Warren and Smith,

October 20, 2020, p. 4ttps:/mww.warren.senate.gawo/mediatioc/
2020.12.07%20Letter%20t0%20HHS%20re%20testing%20investigations_update8luyzmifrence K c ot , “ Ex p an d
COVID-19 TestingWithReal' i me Pr ocessing Thr ougHealtfAffairsuly 1,200, Phar macies, ”
https://mww.healthaffairs.ordb/10.1377hblog2020062%67658/.

158 Senators Elizabeth Warren and Tina Smith, Letter to then HHS Secretary Alex M. Azar, December 7, 2020, pp. 3
and 5 https://www.warren.senate.gowo/mediafioc/
2020.12.07%20Letter%20t0%20HHS%20re%20testing%20investigations_updatedl.pdf

¥F DA, “ €lOWVdstSettings: FAQs on Testing for SARSV-2 , https://mwv.fda.govwhedicatdevices/
coronaviruscovid-19-andmedicatdevicestovid-19-testsettingsfagstestingsarscov-2.
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t the test result -hommde develop

requires a prescription or or
ldloshooase t es t s t-b heboeu notfefre r(eOdl Co)v,eror wit hout

est developers have been free to purs
determine that its usledg wauldrhne tsoi mph
h may serve as a barrier ¥or test dev
otme OPEBG tast are increased access and th
ut side (owfi tthh en oh eparletshc rciaprtei osne totri nngnt er a
necessary).
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st approve o rhoamet hGOYIzieeolsftose, sratmlpd €1 n g
eddllection kits, or modificatiowmsfehrometxisting
lection methods. To-hdamtetesthe , ,agomaya
oth by prescription and OTC, and including mul
iagnos'¥Wict it etshtes .aut hogr bf a Oibdne afarsttisc,u laanrdl feder
or mntahneuvifract heee tests have become more readily
Nume r ehuosmeats ample collection kits have also bee
t h

S

PO T ® B T O BE B Lo

modified to ahlomewpsfao rc d®BTele eotfa gaatn ¢ y hcaosn tni mtuee ds
toolpen to this type of testing and encourage
contains accdompamytingtdngat he ability of a 1lay
t hteest, and interpr¥fFlehebiliresadtsnatchar BEUALlpyr o
many commert c i adle vaenldo pleald® oGtOeVd dDrs y d eh onnpet taepsptliyn gt oo ra
sample collection, and an EUArics atedustedbption
tests 1M any case.

n
a
S

What Disparitmeisn HeOD¥I BResitsieng asnd Wha
the Federal Government Done to Addres

Access to reliabld9ands¢congenpeatwed®VaPeowoheres
dispamittiheasstenpeen noted as an issue throughout
area of “cowntcien FiI hlesssee ratrse. geographical locations
travel at least %Ac omddeeisng ot mencdetisisg nas lit tedsattl.o coart it
compiled by a health technology firm, testing d

180gec ¢ for e x a mptheCounterDagnostit Testxfar the Detection of Pathogens Causing Infectious
Di seases, ” htaps:fvew.fida.gaubeti@®9903download

WIEDA, “In Vitr o hbpsdiww. tdagovihedicdtdevicestoronavirusdisease2019-covid-19-
emergencyuseauthorizationsmedicatdevicesh-vitro-diagnosticseuas

129c ¢ for e x Corgnavirus (CONDRAY) Update: FDA Authorizes First Test for Patientiome Sample
Collect ion, ”httAsy/mwiv.fda.gdowiewse¥ehtFhbessannouncementsbronaviruscovid-19-updatefda-
authorizedirst-testpatienthomesamplecollection

F DA, “ €lOWVdstlSettings: FAQs on Testing for SARSV-2 , https://mwv.fda.govwhedicatdevices/
coronaviruscovid-19-andmedicatdevicestovid-19-testsettingsfagstestingsarscov-2.
B4E DA, “Policy for2CédPolTevisubDubisagashe Public Health Emer ge

https://mmw.fda.gowegulatoryinformationsearchfda-guidancedocumentgiolicy-coronavius-disease2019-tests
duringpublic-healthemergencyrevised

®Heat h, Sara, “Pat i enstoCOM Ge TGesotgir RaidmiEngagdasentHiPatient
Care Access New#wugust 24, 2020https://patientengagementhit.caraivspatientsface geographiebarriersto-
covid19-testingaccess a n d T o r iOverf7dMilllda Americans L'ack Access to COVI® Testing: Whes
Are These °Te GSoodRxAugddte2,2G20.s ° 2, ”
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rural areas and had populations with comparatiyv
areas with mo'%An ot hiteinobnhaal st wadsys similarly found
travel time of mor e -1tSh atne s2t0i nngi nsuittees htaod aa ChOiVg hDe r
population that were from racial and et hnic min
popul atiomr. drd®lsyicttyh e(ri, media analyses found that
sites 1in neighborhoods with disproportionately

(though noted some data lIimitatiene §¥0téEmn)ly ac
I n addistoimltpen academic studies have found testing
example, a study of New York City found that a

was positively assodieastiadd nwist hw htoh'®Qlpemetp dri eido @ s

studies showed similar r acia7°Sdoinsep aarniatliyesse si nh aWee
also noted additional factors that could causece

disproportneoeadt¢tdltyefdvrgg, including distrust of
factors such as long wor k HWhirlse tolre liarcckr cafs é eia
uptake has significantly decreaseldesth'@ngumber o
some states and localities ™ re still experienci
Analyses of testing disparities have been hinde
for all tests conducted, includien@Pisaadlat brfic i
Columbi a, report race and ethnicity data for al
et hnicity data for ¢ onlf% romeldy.p olsiintiitvaet icoansse si no ft e
therefore, have |Ilimihddrstshendbdisppridvienal wzac
turn, may also limit understanding of disparit:i
especially for those whé“Ddeos pniotte rtehgu idraee amel d imd & la
availdbheeevhow testing disparities, as summari

%6g5e¢e also Sarah Krouse, Briann al9Abstsére $till HardtoGetimdMany e | a Her nan c
Co mmu n iTheiWalk Str8et Journalanuary 22, 202https://www.wsj.condrticlestovid-19-testingchallenges
remainfor-many-urbanrurakcommunities11611320400

7cDC, *“ €10 Rdcial and Ethnic Health Disparities: Risk of ExposuretoCOMID, ” December 10, 2020
https://mmw.cdc.go\2019-ncovicommunityhealthequityfaciatethnicdisparitieshcreasedisk-exposure.htmand

168 MatthewVann, 60 Ri n Ki m, a n White Neighborhd®ds bavenmote Access tollD>-19 Testing

Sites: ANAMCNetdJIsne 22,2020.

169 Wil LiebermanCribbin, Stephanie Tuminell® a j a M. F I Rispagities in GOMDLO IT esting and
Positivity in New York City;? American Journal of Preventive Medicineol. 59, no. 3 (September 2020), pp. 328.
170 Brian Hendricks, Rajib Pautassie Smith,te  adoronavirtis T esting Disparities Associated with Community
Level Deprivation, Racial Inequalities, and Food Insecurity in West Virgilanals of Epidemiologyol. 59 (July
2021), pp. 4449; and Aaloke Mody, Kristin Pfeifau€ory Bradley, et al. Uriderstanding Drivers of Coronavirus
Disease 2019 (COVI£19) Racial Disparities: A Populatiebevel Analysis of COVID19 Testing Among Black and
White Populationg,Clinical Infectious Disease®ecember 14, 2020.

171 Georges C. BenjamirGovid-19 TestingRemoving Barriers to Ensure Equitable Accessierican Public Health
Association, April 22, 202Mttps://www.covidl9conversations.otpediaFilesP DFICOVID19/
Georges_Benjamin_Equity.ashx

2Mi chael OllovEkE9 T&s$SingONRED DrPEWEhariabld TrasisMatch 22,2021y , ”
https://mww.pewtrusts.orghfesearckhandanalysidhlogsktateline202103/22uscovid-19-testinghasdropped
dramatically.

13Se¢e example, Lauren Peace, “Research confirms major racial
Mountain State SpotlighMay 27, 2021https://mountainstatespotlight.o2§2 1052 7kacial disparitieswv-covid

testing/

johns Hopkins Coronavirus Res ouhtips//cofonavisjhueddataeiat i al Dat a T
datatransparency
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To facilitate equity 1in testing access, various
dress disparities 1n esting access, alongsid
defTrtutmp Administrati , sought to boost acces
e CGCOYI bPacial health disparities. Its primary

derally quali fHeal thhe’ad et nht2e¢resa tt p p sbra(sseedg rceotnmamuln i
sting in areas wiamdB)ghupporalingubknarnabiakhidt y.
p afcoirt yt esting progs@Pmbltihebrdeght hubDdpagt ment T
g ¥meveral additional H8dpeogrhaens 1 thln vei sspoaurgi
mpheough its Rapid Acceleration of Diagnost i@
lion fodbasedommueatryh effort to develop and

ms 1in under s enrgv epdo pcud mmu mintsi essu,c hi nacsl urdaic i a l
ions or those 1ivingllim adidsistimrmogn ;th oinme s , j
CDC &29],'e a3HVIS RIQt(VH +HDWKYfWXLWWhWEWWDMWHIYL o r edu
I health dmdpamictricease testing, contact tra
for specific target p u tions, 1l u
ies, those experienc.i me lee s s
s CDC provide n step
e 1inequities ess to te
ishing partm dvd ¢t ]l @ prii
ly responsib munication
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endent analyses have found ongoing challen
ng access dmdingdtrlkts sTdumpaAdmiiriss tration.
my of Medicine noted, in an April 2021 1mp
ng sites were not located 1iAd°GAOmmisioties o
GCih@health equity strategy lacked key eleme
e, 1ts stated goal to increase access to
not identify specifoad®.agency actions to

recentlys MNateisoindaclntStBndt®®aRyeg shbomstehandOVPIlal d
aredness calls for expanding testing for sc
facturing of testing secumponiicecss aqu®matreg iaf §
t exoenc,uothdwe t o establish a Pandemic Testing 1
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1As defined using CDC’s Social Vulnerability Index. See CDC
April 28, 2021 https://mww.atdr.cdc.govplaceandhealtByiindex.html

HHS, “HHS Initiatives t o Addl9ensAfricanAmericinsang @thesRacaldntnp a ct o f (
Et hni c Mhthps/mimthiisgesitestefaultfileshhsfact-sheetaddressinglisparitiesin-covid-19-impact
on-minorities.pdf

17N H, “NIH to Assesls9 aTneds tEixnpga nfdo rC OVl de r s ber 30,2d20,Co mmuni t i es , ”
https://Mmmww.nih.gov
18cDC, “ CDG19®RespdnEe Health Equity Strategy: Accelerating Progress Towards Reducing -COVID

Disparities and Achieving Health Equityupdated August 21, 2028ttps://www.cdc.gowdoronavirus2019-ncov/
communityhealth-equitytdcstrategy.html

179Karen DeSalvo, Bob Hughes, and Mary Bastihlic Health COVIB19 Impact Assassnent: Lessons Learned and
Compelling NeedNational Academy of Medicine, April 7, 2021ttps://nam.edpublic-health-covid-19-impact
assessnte-lessondearnedandcompellingneedsand

180 GAO, COVID-19: Sustained Federal Action Is Crucial as Pandemic Entersits SecondWarah 31 2021, pp. 79
90, https://mmww.gao.godssetgao-21-265.pdf
181 National Strategy for the COVH29 Response and Pandemic Prepareddassary 2020

https:/mmww.whitehouse.gowp-contentiiploads202101/MNational Strategyfor-the-COVID-19-Responseand
PandemiePreparedness.pdf

Congressional Research Senice 29



COVID-19 Testing: Frequently Asked Questions

in access to t%%TshBi dAgdnnaisn ias tkreayt igoona lhas als o made
announcements aiemetd nagt aecxcpeasnsd.i nfFgort h&xa mp dentof t
Biden hadoanMamabfed7 ,e2P2ds4Hdldnte tCAQELDF2. 25 bi
be administered as CDC grant9SmpooSETTepthhigc amd

contang ¢apebilities; develop innovative mitiga:t
and, improve data collection and reporting to a
determinants of hea-l1 81 as adde di o eakldantbldSStlo COVI D

billion tthreo md ARPAnat ed f or -Is% rreensgptohnesnel nign trhwer aClO
communities, including expansiPandf mobestthgnaiBdad
million to healt hr eesemurecresd tchoammmuwdneidt vi€eOsM Infldoerr e x p

testing, treatmM®nt , and vaccinations

There are currently limitedsev@abuamigorsd foffttshe S
studies show that jurisdictions continue to not
regardst vdoacessing. Some analyses have continue
communities of codmd Bliancck /uAdlfimigec Hn s pAman icc an pop:
populations have had more limited a®%Ewen to tes
with disparities in access to testing, certain

Bl ack/ Af rican Angerroiucpasn, almadv eHisxypmeriicenced a disop
positivie9 CO¥§ BDs

Private Health Insutriammgce Cove
Private health insurance is the predominant sou
States Private health insurance incluades both

sponsored insurance) and the¢onangthepimdrkedudgck
which includes plans directly purchased from an
excha®Wghe) federal government may regulate priva
requiring plans tFoe dceavaedr regmutiaiemehmd e fimatys .vary b

Execut i ve ORstahlishingthe @OVI®19 P&ndemic Testing Board and, establishment, and efforts to
ensure susiaable public health workforce for COVHR9 and other biological threatslanuary 21, 2021.

1BHHS, “Biden Administration to I nvelOiTestigr eMaThcahn, 1871, 1 2 ORill 1 i «
https://immw.hhs.goabouthews202103/17 bidenradministratiorinvestmorethan-12-billion-expandcovid-19-
testing.html

BiHHS, “HHS Announces NeisanRegcuesPlan toi Rurhl iCOADO Responsg ANz y 4,
2021, https://www.hhs.goabouthews202105/04hhsannouncesiearly1-billion-from-americanrescueplan-for-
rurakcovid-19-response.html

BHHS, “HHS Awards Over $32 Million in A-h®Trainngand Rescue Pl an
Support for Health CenteisApril 29, 2021 https://mww.hhs.goabouthews202104/29hhsawardsover-32-million-
americanrescueplan-fundingexpand-covid-19-training-supporthealthcenters.html

185ee example, Kat er-CaV2 teBtingimNbrth Garolinar Racial, ethnscAaRdgeographic

di s p a Heatthi&dPkacevol. 69, May 2021https://mww.sciencedirect.costiencedrticlepii/
S135382922100072¢™%3Dihubhand Brian Hendricks t  €dranavirus$ T esting Disparities Associated with

Community Level Deprivation, Racial Inequadisi andFo d T ns e cur i t y AnnalsoVepidemiolbgy gi ni a, ”
vol. 59 (July 2021).

B'Kat herine Mackey et al., “ Rd2Related lafectionsEHodpitalizatior®,iandp ar i t i es i =
Deaths: A Systemic RevigWAnnals of Internal Medicindecember 1, 202Mttps://mww.ncbi.nim.nih.govésearch/
coronavirugbublication83253040

18 TheCRS Report R4635%,0VID-19 and Private Health Insurance Coverage: Frequently Asked Questams

additional background information on pWhatdypesefPlarsAret h i nsur an
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The questions below address federal requirement

COVEFIDP testing, including types of tests that mt
ser vicegse, ocfoversa ing for public health surveilla
coverage of tesbvhreg wookdpecdobovddbysoufThe question
plans subject-l2otdetdemglc €O¥t Pge requimpeoment s,
their own coverage requirements

Are Private Health Insurance Plans Re
Does That Differ by Type of Test?

Prior to the enactment of the FamiLi-E2A1LFirst Co
no federal requirements specifically mandated p
services rel@tteadst ongOVI D

Section 6001 of the FFCRA,h-ecaasl tahmeimdeud ,a nrceeq uilraenss
COVEFIDP testing, including administration of the
in the act The coverage mushtarbagproncdadiwgt de
copayments , PRr icoori nasutrhaonrciezz.at i on or ot her medic :
prohibited. These coverage requirements are dis

FFCRA Section 6001(a) (1), as amended by the Cor
Act ( CPAARIESI,3)d 8ection 3201, describes the types
with the administration of such testmd tilme addit
Treasury issued FAQ d¥kwme n2Raonad0Rebr u¥®r ¥y, 285020
(herethrigetac 4 2ERAF e nc 4 SRAQH rAige nc y4 4F AQ
respectively), on the private healdthhenCARES ce
Ac 3.

The acts togethen veguoo, dase gdveefyiangeed 8itfrh aR DA r e gul
det ec tCoSYARSr diagnose the-1v9i raunsd tthhaatt caaws ap pC OWI
or authorized for mag kmarikhegt dd drhec higreinccayl loyr se«
allowed flexibility 1itn eFxDpAl igcuiitdlayn cset.a tTeh ew haectthse rd

Subject tothe FFCRA and CARES ARequirements? in t his report .

189 A deductiblds the amount an insured consumer pays for covered health caresdmfore coverage begins (with
exceptions)Coinsurances the share of costs, figured in percentage form, an insured consumer pays for a covered
health service. Aopaymenis the fixed dollar amount an insured consumer pays for a covered healtleservic

MWpepartment of Labor ( DCBQSABOUA FAMILAES FIRST ICORONAVIRWS ur y, ©
RESPONSE ACT AND CORONAVIRUS AID, RELIEF, AND ECONOMIC SECURITY ACT IMPLEMENTATION

PART 42, ” Ap thitps://mwicms.goiles/documentfFCRA-Part42-FAQs.pdf Hereinafter referredto
as “ABency FAQ 42.7
¥WIpoL, HHS, and the Treasury, “FAQS ABOUT FAMILIES FIRST COTI

CORONAVIRUS AID, RELIEF,AND ECONOMC SECURITY ACT I MPLEMENTATI ON PART 43,
2020, athttps://mww.cms.goviles/documentFFCRA-Part43-FAQs.pdf Her ei na ft e r-AgercyFAQr ed t o as
43.7”

92DOL,HHS, anl Treasury, “FAQS ABOUT FAMILIES FIRST CORONAVIRUS
CORONAVI RUS Al D, RELI EF, AND ECONOMIC SECURITY ACT 1 MPLEME?
26,2021, ahttps://mww.cms.govilesdocumentfagspart44.pdf Her einaft er-Agefieyr FAQt 44ad “ Tr
WMFor a discussion of the agencies’ implementatAieon aut horit:
Plans Required to Cover Testing for Public Health Surveillance or Emplayeposes? s ect i on of t his repo

19421 C.F.R. §809.3(a).
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serolog%ThesABiemg.y FAQ 42 interpreted the covera
diagnosticr(and. anmbpgenpnuland serological (i.e.,
Together, the acts, as interpreted by the agenc
cosharing of

items and services furnished to an individual during [specified types of visits st
below] that result in an order for or administration of [an applicable CQ¥@Rest; see
above], but only to the extent such items and services relate to the furnishing or
administration of such product or to the evaluation of such individual fopgses of
determining the need of suchindividual for such proéfiict.

Per an example provided in guidance,

if the individual’s attending provider deter mine
tests, etc.) shdd be performed during a visitta determine the need of such individual

for COVID-19 diagnostic testing, and the visit results in an order for, oradministration of,

COVID-19 diagnostic testing, the plan orissuer must provide coverage for the related tests

under section 6001(a) of tRECRA 1’

In addition, cons-y1mer is“h gnarfs &”otny vftcheasc e feoest t o th
they are rel@tedstongO¥Vt Drelated items and serv
under FFCRA ®ection 6001.

The cover @agd¢ sr dpummomemapply to any services or i
are not r e tladt e(de .tgo. ,COMI Ds omeone received testing
condition at the same Vvisit). I n ®ddi tcioovne,r atghee
and -cloasrting f-brre Ifahtteedhse sandgser vices discussed altl
does mnot wultimd®Tehley croevceeriavgee trheeq utiersetment s al s o d
treatment for illned$9P%s associated with COVID
Per RBAFE®ction 6001 (a)(2), the coverage requirem
services, discussed above, when furnished at vi
(incl wdeirnsgoninand telehealth visitosoms . urPgantt hea e
Agency FAQ 42, the freoqmutir &dnethitmagld gy di mppdiyi ad
through screening and testing sites where licen
COVEIDD diagno’itAi s ot setei n Ar et Pilsanse cRteiqaini ;r ed t o C
for Public Health $SuiPwe’iplolsaensc’e or Empl oy men

Al t hough both serology tests and molecular and antigen dia
diagnostic,” applicability to serology testing was not <c¢clea
and identificaion of the virus. Serology testing does not detect or identify the virus; rather, it detects antibodies. (See

t h Whét Are the Different Typesof COVHR9 Tests? sect i on of this report for more in

19 FFCRA 8§6001(a)(2). Also see the TAgency FAQ 42, including questions five, six, and eight.
197 Tri-Agency FAQ 42, question five. Also see T&gency FAQ 44, question five.
198 For mae information, see the T-Agency FAQ 43, question seven, including its footnote 16.

19pertheTHAgency FAQ 42, question five, the coverage of related
results in an order for, or administrationof, COVIDdi a gnost i ¢ testing.” This language a
Section 6001(a)(2). The statute and guidance do not explicitly address whether the coverage requirements apply if an

individual receives the related items and services, even for purposes of détgriéneed for COVIEL9 testing, but

does not actually receive a COMI® test. Other federal and/or state requirements could be applicable.

200 For more information on private health insurance coverage of Ca@Ereatment, s€8RS Report R46359,
COVID-19 and Private Health Insurance Coverage: Frequently Asked Questions

Olgee THAgency FAQ 42, question eight regarding “nontraditiona

Congressional Research Senice 32



COVID-19 Testing: Frequently Asked Questions

In addition, gui darnacgee irnedqiuciarteemse mtehsaCt@® PtlpHDey s ctt v, ea t
includomg s8twab kits that may be sentotdemedab f
by an attending health care provider who has de
t hei viinbddmualspecifi®d in guidance.

These coverage requirements apply only to the s
COVEFIDP public health emergency period described
enacted (Ma2ch 18, 2020).

Whatyples of Plans Are Subject to the 1
AcRequirements?

These requirements apply to individamd -lhaeraglet h i
group covedqagay can gtcheep fimlda wsi -guw olu pa md rekmad Isl i nc |
plans sold on and egfrfoutph eh eianld ihv iidnusaulr aanncde senxaclhla

This includes grandfathered individual or group
federal private health instfirandevrewgalirbmehtk.i
coverage cited in FFCRA, the cobobwvemagbkbi metqgaad r ¢ me
insurance ( SABkbhlc)y. FRIQe 42Zr s pecifies other types
coverage that atre,t bel AQ@ME Ertoitn, g scuobvjeercatge r equir
This section of this report focuses mainly on ¢
stemming from Section 6001 of the FFCRA and oth
FFCRA separattlked yFaeddral skmpl oyees Health Benefit
provides health insurance to federal employees,
requires that mno federal civil servants enrolle
reguired to pay a edhpaymgnt ¢ dln9t ettdehsetni n€go,ViEaDd mi ni s t
the test, or related items and ®ervices for vis

about telehealthisits.
22Tri-Agency FAQ 43, question four. Also see question three re

2035ome FFCRA and CARES Act coverage requirements are contingent upon the declaration of thel@@utiic
health emergency. Thiswas declared by the IBe&etary on January 31, 2020, effective as of January 27, pursuant to
Section 319 of the Public Health Service Act (PHSA). Hence, the emergency period began on January 27, 2020, and

remainsin effect as longas the declaration, or any renewalof itgisifi e ct . See “Duration of Emer ge
CRS Report R46316jealth Care Provisionsin the Families First Coronavirus Response Act, P.:12T6nd HHS,
Assistant Secretary for PreparednessanggRes s e, “ Publ i c Heal t h htEpsi/Awwvmgpbengoy Dec 1l ar a t i

emergencylewshealthactiongheP agedefault.aspx

204 The requirements are technically ajppble to group health plans and health insurers offering individual and group

health insurance coverage. In this section, references to *
information on the types of plans discussed in this paragraphharapplicability of FFCRA and CARES Act

requirements to them, is available@RS Report R4635%,0VID-19 and Private Health Insurance Coverage:

Frequently Asked Questions

205 For more information, se8RS Report R46316Jealth Care Provisions in the Families First Coronavirus Response
Act, P.L.116127.
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Are Plans Required to Cover Testing f
or EmpltoyBbwemposes?

As discussed above, Section 6001 of the FFCRA,
requires plans to cover specifiedI9t amtding for t
administration of-skaircihn g,e sd usd, D nwegi mehhogn @@ Ylste r i o d
llowing enactment of this provision, question
t
d

Fo

including whether plans must pay for testing th
treatment needs 2°0Tfh eisned iqvuiedsutail o npsa tciemttesr.ed on wh
compels plans to cover testing for other reason
health ?Purposes

Alt hough the statutory language of Sneccetsi on 6001
under which testing must be covered, it general
COVEIDP testing. More specificallympohespSeetion
aut horization or other ’wdihc ale speragde¢lnPde mte qud q e id
testing?Abtvkoagk.the term is not defined for pu
management requirements commonly refer to stand
determine medically appsopeigte ¢ometragenptahame
treatments, or the health c2°Wkibkettthinsg Feoatiaons p
clear that plans cannot wuse s wlcSh tteescthinnigg,u etsh et os
coverieng,t easntd whet her the provision compels pla
been the su’bject of debate

Section 6001 authorizes the Secretaries of HHS,
pr ov ftshiroonu-gle gait bt ory guwmisdamcce,i opfeogr wihdhicagvdamsaei e ¢
have issued FAQ docume®ntsd mphe fl2Amd & theep m.gtelmec iperso wh

206 see Families First Coronavirus Response Rct,. 116127, 86001, 134 Stat. 201 (2020); Coronavirus Aid, Relief,

and Economic Security AcP,.L. 116136, 83201, 134 Stat. 366 (2020) codified at 42 U.S.C. §1320bte. For more
information on the definition of “emerGRERaportRAGEB1I6j od” see “ Du
Health Care Provisions in the Families First Coronavirus Response Act, P.L-:12¥6

207 see, for example, Letter from the National Association of Insurance Commissioners and the Center for Insurance
Policy and Research, to Alex Azar, Secretary of HealthHumdan Services, and Seema Verma, Administrator,

Centers for Medicare & Medicaid Serviceshatps://www.naic.orglocuments/

government_relations_letter_to_azar.pdf

208 see, for example, id.
20942 U.S.C. §13204 note.

20A1 t hough not expressly applicable to Section 6001, other f
management.” See, for exampl e, PLoLD6LGD)] Seciantlld of DikiiomBBy pr i at i on s
adding Section2799A (f ) (1) (F) t o the Public Health Service Act (in t1
management t e cchncurrgntreweivand priorlautlloeization); 45 C.F.R. 8147.130(a)(4) (clarifying that

with respect to coverage of certain preventive health servi
reasonable medical management techniquestodetarmm t he frequency, met hod, treatment
coverage). See also, Amy B. MonahamglRegulatory Failure to Define Essential Health Benedits’AM. J.L. &

MED. 529, 544 (2018).

211 gee, for example, Katie Thomé&g,esting Nursing Hora Workers Can Help Stop Coronavirus. But Who Should

Pay?’New York Timegune 9, 2020https://mww.nytimes.con202006/09healthtestingcoronavirusnursing
homesworkers.html Also see Blake Farmer,QVXUHUYV 0D\ 2QO\ 3D\ )RU &RURQDYLUXV 7THVWYV :KHQ
NecessaryfNational Public Radi¢June 19, 2020)ttps://mww.npr.orggectiondiealth shots202006/19/880543755/
insurersmay-only-pay-for-coronavirustestswhentheyre medically-necessary

21242 U.S.C. §13206 note; TriAgency FAQs 42, 43, and 44.

s
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in these documents, the FAQs do not carry
s abdarnf dhee mg &% mp J ivonrei t2i0e2s0., tthhEfeAQa genc i e s
dance document t halt9 atdedsrteisnsge sf oado weurravgeel 1 d fa
m
e

- -+

e n ¥Ipnu rtphoisse sgui dance, thécagedmectied ts@esxdirf
ral workplace hea‘th-tueamidpkrsoagfreatnys )(,s ufcolr apsu
surve€CoRagnoe for 8SARSother purpose not p
dualized diagnlo9 iosr oarn ottrhtearéd mheenat! tbhé yc€on¥Vd iD h
of sectioB®56001 of the FFCRA.

most-Agemenyt FAQi 44 (issued in February 2021)
ired to provilde teotdmggd oof pd®VYLED health su
o stehsa,t bpultans could of f1&ro mseu Me mbe v esr aoge Cwonlgurt
expressed a different view mMagkaesdidgaledthn
th plans are required to covdrn,edwitlmst amny
ices related to diagndd9¥As OEsthefdate¢ hef de
rt, 1t appears that the statutory text of S
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ddition to the debate described above, t her
1c

ing, including for asymptomat individuals

r tAgee nTeryi FAQs 43 and 44, coverageiamdiwvesatnahg,
ether or not they have had kaCowWwWn®Tonre suspected
verage radgwplilymenth time an individual receiv
provided that the testsprnretdifaigmotshaci mdidv imdkt
termined by an attending health care provider
dical ?8FAQ tdi3c s.ugges fcsontshudtt pmodaders i ssued b
11 as stategd tocbhbial heatthitdepaalmeans or prof

s 38a—0C<g T
o000 Vo >0

213 gee, for exampld,ri-Agency FAQ 44, at 1For information on agency use and judicial review of general
statements of policyseeCRS Report R4446&eneral Policy Statements: Legal Overview

214 seeTri-Agency FAQ 42.

215 hid., question five.

216 seeTri-Agency FAQ 44.

27Let ter from Frank Pallone, Jr ., Chair man, Committee on En ¢
Chairman, Committee on Education and Labor, Richard Neal, Chairman, Committee on Ways and Means, Patty
Murray, Ranking Member, Committee on Health, Education, Labor, and Pensions, Ron Wyden, Ranking Member,
Committee on Finance, to Alex Azar, Secretary efillh and Human Services, Eugene Scalia, Secretary of Labor, and
Steven T. Mnuchin, Secretary of Treasury (July 7, 20RQps://edlabor.house.gdrio/mediatioc/
Democratic%PHealth%20Leaders%20Demand%20T rump%20Administration%20Immediately%20Revisit%20Guida
nce%20Limiting%20COVID19%20T esting%20Coverage.pdf

218per TriAgency FAQ 43, question five, coverage of testing for asymptomatic individuals was only required if the

individuals had known or suspected exposure. This was revised tgénicy FAQ 44, question one, which statesthat
the known or suspected exposure 1is not required for coverag

219Tri-Agency FAQ 43, question six. This question addressasmage of multiple tests in general, not just for
asympt omatic individuals. Al so see question three regarding
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determining whether diagnostic t?%FAQn4g4is appro
further states

b

State and local public health authorities retain the authority to direct providerg to lim
eligibility for testingbased on clinicalrisk or other criteria to manage testing supplies and
access to testing. Responsibility forimplementing such state or local limits on testing fals
on attending health care providers, noton plans and isBleers.and issuers may notuse
such criteria to deny (or impose cost sharing on) a claim for CQ9IDdiagnostic

testing?!
As discussed in the prior section, FAQ- 43 indic
19 testing for @abdicethpladyhesturpwernpdans. This
in FAQ 44, where questions one and two explain
f or QGLYLGXDOWding for asymptomatic individuals),

tes ngIJURKEIY asympt omatic employees or individuals
exposure-lt9oe MPNEPis added) .

What Coverage and Provider Reimbursen
to @dNet work Testing?

While Section 60hOels orfe qFuFiGReAmeensttsa bflars private hea
cover -COViIi®Osting, administration of the test, a
without regard to whet'henetawpravi dere theindexthdo
backgoopupdovider net works and private health 1in
h

Section 3202 of the CARES Act establishes a met
imet wor kofamd wounk provildertse sftdam-a@g@vwalall FAQ 421

clariffihes FFICRA cover age rneeqtuw a relavedme & wWoRpdr.l y bot h
guidance, Section 3202 of the CARES Act does no
reimburse a provider for anly9 ottédfSetri nng.em or ser vV

220 pid.

221 Tri-Agency FAQ 44, question one.
222 Tri-Agency FAQ 42, question seven.
223Tri-Agency FAQ 43, question eight.
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In-Network and Out -of-Network Coverage in Private Health Insurance

In private health insurance, the amount paid for covered items and services is generally contingent upon wh
FRQVXPHU:V KHDOWK SODQ KDV QHJRW LD Yddi Gh&dowrkct Det®éeR the Berlth
plan and the provider generally specifies the total amount that a provider may receive for furnishing particul
LWHPV RU VHUYLFHY WR WKDW KHDOWK SODQ:V HQUROOHah\s $ S
FRQVLGHUHG WR EH SDUW RI WKH KHDOWK SOD@QetWorRHWZRUN RW

A provider that does not enter into a contract with a health plan is considecedof-networkand as such there is
no negotiated rate between the praler and the health plan. In situations involving services provided by an o
of-network provider, the amount that a provider will receive from a health plan depends on whether the heal
plan covers outof-network services. In situations where health plalosnot covesut-of-network services, the
health plan will not pay any amount to a provider for services provided to an enrollee of the health plan. In
situations where plando coveout-of-network services, as there is no negotiated rate between heaallths and
out-of-network providers, health plans will use their own methodologies for calculating how much they will p
out-of-network providers for services. Ifanotdf-QHWZRUN SURYLGHU:-V WRWDO FKDU
amount reimbursed by thhealth plan, the provider may directly bill (i.e., balance bill) a consumer for the amg
of the difference.except when prohibited by applicable state law or other contractual agreements

For more information,seeCRS Report R4685&urprise Billing in Private Health Insurance: Overview of Fedel
Consumer Protections and Payment fofXDetivork Services

RES Act, 1f a healtohf pdliaang nhoasdt iac

c—rﬂ:r(p>

e

h emergemclyavd faanhgattat pdanadedwi
gnost e i
provider
vsi d e whbelbisci t
h price. I
otiate a T
an appl i?% a

Q| v O 0 oo = &
—_
—
(]
B =
o
]

s 0T Tt ato UJ*UG

R RS =

t
e
is’s nwe baisthe pand et Ha sttwa pa
n
e

Il aw.

mu s t ma k
CGARES oAc

u
t
e
h
a
flitchd e@OVYIhD emed edcygnps oved
u
0
the ca p

e = S

the petsli9o du
e
t
s

o= g
wngg O ©v =
= e e
= =30

- B
o 09
¢

[¢)]

ver akg® odifa £10Vd Di ¢ t eositeitnwgo rfku Fprifilosevhi elddeé Rbsy.
ed that -h9 pdiocoavg nlaesqtuid d etafe €@IVdpdogsuta g ¢

o
—

n
u

- = e o <
:r‘t-?

o - N
® e~ o o T AOC BN
o T

— 0 Qoo 27y

Coo0o 0 —~TT00 MO0 o0 s
]

H.Q:(D’-‘H‘OE

Q -5oxs =

©@ v O

-t

c
ther cac hilgPr dC@WRIHHBE fa a peosvider of
1c

=]
© o

224 Tri-Agency FAQ 43, question 11.

ded PBDapatbilorw dhfeatlid CEm¥éIrEFency decla
health plan must apply ¢MPat negot

ing prior to the emergency decla
thafl 9egquatingheasad hsped
health plan and provider

t he me t hdosd oolno gwh eftohre rd etthee

b1l #lc9 tthees tc adsh tppurchilq ac o fimaer estri ht e
es not include any further
rice, including any limitat

S, and the Treasury pubHGHEBIAYWHUI nt er i m
r,t 6, 1 ipRl&dment and clarify the FFCRA and

-l19f ddagh oG@VIcDtest, the correspondin
h test (s), and any additional infor

t est does not have 1ts own websit

225 pepartment of Health and Human Services, Department of LaborhandtDe p ar t me nt Additionalhe Tr ea s ur |

Policy and Regulatory Revisions in Response to the COMIOP ublic Health Emergency@85 Federal Registei7 1142
November 6, 2020.

226 |pid., 71153.
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information in writing within two business days
t heecdtion where the -IpX odviiadgent?d sotfifce rtse sat .COVI D

The HHS Secretary may impose a ci-t91 dmageosatiycop
testing that is mnot in compliance with the aboyv
compdedd a corrective action plan to comply with
monetary penalty may not exceed $300 per day th

Ar e OfNtet work Providers Allowed to Bal
COVI-D9 Testing ealmd eQlt Htre nk and Ser vi

The-AkGreincy FAQ 43 clarifHERGCGAQhatir ement ombiprovod
coverage -fDrt «CsOtViI MDgs hwairtihnogu t acnads tt he CARES Act me
determining reimd¥Vreemenmhghiooe @OWbDPhagr ovider i
generally precluded from directly Bsilclhianrggea pat
for GCGOYIDesting and the amount reimBursed by th
However, a proviamrbadlsamod Ipirlelvienngt efdorf rot her 1t ¢
there is an applicable state law or other prohi
Relief?22Fund) .

May States Require Plans to Cover Add
offlesting?

s of private he

States are the primary reg or
a he plans they sel

requirements on insurers

With regat#erld ttoe sGO WIgh states may require cover af¢
requirements, as long as states do not®¥®prevent
Some stampbtemamted exp, naletdh awegiha tsee mee gstuw or be msetn t s
have beldmitieme and may 2##0o longer be in effect

Statemeagueimay apply to individual health insur
coverage, or both, biumts usrteadt egsr ocuapn npol ta nrse. g uSltaattee ss
requirement s “Whna ySpTIsD lo.f (PSeaens Are Subject to the
AcRequir &fmemtisn?f or mation on plan types. )

Astate or local department of health or other a
or guidelines regarding testing certain populat

227 |pid., 71152.

228 Question nine in the T+Agency FAQ 43 points out that oaif-network providers who accept funds from the

Provider Relief Fund may not seek to collect from patientsodytocket expensesthatwouldbeg r e at er t han what |
patient would have ot herwise been required to pay i1if the ca
background on this funding, s€&RS Insight IN11438The COVID19 Heath Care Provider Relief Fund

229 hid.

280 gee, for example, the introduction of the-Rgency FAQ 42.

231 several organizations have been trackingthese announcements by states. See, for example, the National Association

of Insurance Comhimi §siendr He § NAhT)reSource, updated December
https://content.naic.ongaic_coronavirus_info.htnT o confirm whether a given state has enacted any requirements

relatedto coverge of COVID-19 testing (or related to other topics) that may not be reflected in that tracking document,
check with that st athétpsédcontenpnaic.orsfmte web mag.hth n s ur ance :
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This does mnot mnecessaril y engqenaimr etdh atto icnosvuerre rssu cihn
although that would be the case if the state de
requires such coverage, or i1if federal requireme

Payment for Testing by Federa
Me diicda and CHIP

The Social Security Act (SSA) defines a federal
provides h-ewahletthh ebre ndeifrietcst 1 y, t h—raonudg ht hiants uirsa nfcuen,d
directly, in whole, of win hpahe byxctethpe i UnSofgohe
Employees Healt hbhrBeomef otfs fRuogspmlk i PfKedy st ate h
federal health programs include (1) Medicare, t
covered servbervsffaramansdsed( gonerally the elderl:
fedetalte programndeme ciemrdiaviindd olws ;s ahleda 1(t3h) t he
Insurance program ( CHI P) i nwchoinceh, purnoivnisduerse dc ocvheirl ac

questions below discuss how these federal healt!tl

pay fmg fies ttiheir AdA,enasf iamamded .b ¥ FtCRRe CARES Act
these programsl 9t d ecsdvarg EOVYI Wehneei fri cesintaraayli Incge, s t wi t
under certain circumst@ntcesti Fpri Meedxpanded COVI
t he ARPA. Ther slpaetcad irce ¢ wisrteimegnt s associated widt
bel ow I n gener ale ptrhocgsrea nise dperrcavi chee ad d hercage f o1
when or der eds bpyh yasni ceinarné®iolre epr act it ioner.

How Does Medicare Pay for Testing, an
or Use of Test?

general, Medicare covee rdi ahgenaolsteh ocra rreu Isee rovuitc e:
ness PM™Medoondrteipmays for c¢clinical laboratory
ered bysaphygsne¢efianapoy praeHThteirendshdahornocgsdeh
uired urndfeoar Pbaernte fBi,cioaries enrolled in Medic a
ns must cover all ben%dfits under Medicare Pa

o "o =
»—-(D»-g'—‘:
® oo T

282 5gcial Security Act (SSA) 18128B(f)[42 U.S.C. §13204rb]. The four state health care programs are Medicaid

(SSA title X1X), Maternal and Child Health Services Block Grant (SSA title V), Block Grants and Programs for Social
Services (SSA title XX). T St at e Children’s Health Insurance Program (CHI
programs that are considered to be a state health care program. CHIP is added as a state health care program by

reference at SSA Section 2107(e)(2) [42U.S.C. 13979g].

233 For adults under the Medicaid program, states are permittedto limit the extent towhich a covered benefit is

available under the state plan by defining medical necessity criteria, and the amount, duration, and scope of covered

services (see SSA Section(901;1902(a)(30)(A); and 1903(m)(2)(A)(vii)). For children under Medicaid and CHIP

Medicaid expansion programs, medical necessity requirements are established under Early and Periodic Screening,

Diagnostic, and Treatment (EPSDT) (see SSA Section 1985)rHor separate CHIP programs, medical necessity

requirements are established under SSA Section 2110(a)(24).

2%4SSA Section 1862(a)(1)(A) specifies that Medicare covered
forthe diagnosis ortreatmesitf i 1 Il ness or injury or to improve the functior

23530me preventive or screening tests may also be covered, but these are explicitly addressed in SSA Section
1862(a)(1)(B)(P) (e.q., screening tests for mammography, prostateer, and colorectal cancer).

236 5eeCRS Report R4042%edicare Primefor information about Medicare.
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HHS has assigned testing for coronavirus as an
covered under MedecarehBacovrBnaKHdrus test must
health caCrld npravi ders.t s to diagnose or aid in th
as well as some tests for relat-¢8 treespjratory c
coead¥FDAut horized antibody (serology) tests for
known currentl Drimpfreiootri COVd ™MD s us pledk tiendf eccutriroenn ta r
also cover esdh awt#tTnhgee.ne to sno | i mist, osno tlhoen gn mmb era ¢
satisfies the coverage requirement

The FFCRA eliminated the -sMealriicnagr ef oPra rptr oBv ibdkenre fvii

which a coronavirus diagnostic test 1s administ
Be ne feisc iaarrei not responsible for any coinsurance
COVEID taestliangd service, defined as a medical vi
management service codes for tultep aftoilelnotwisnegr vciactees
hospital observation services; emergency depart
domiciliary, res home, or custodial care ser vi
management ser Vi

Surveill ancheert eistt breg f owhdethe novel coronavirus o
Medicare cover age “rceraistoenraibal et haantd tnheec ecsasraer yp ef or |

treatment of illness or injury or to” improve th
Smilarly-]9 COV{“De n-gwtidbkoul d not be covered under

How Does Medicaid Pay for Testing, an
or Use of Test?

Medicaid issthatoimtodreadmrtalat financesditht¢ del i
services, tasrmweddrascéeoengnd s upipmadme (LdPBPB)at t o
including eligible children, pregnant women, ad
65 and older. Statesr hoawmnr WVerexidbndiof§ Meodide siidg ny
stasubesic framework. This flexibility results

regarding factors such as eligibility and cover
Section 6004 of the FFOCRM T atsh ea nCeARIEeSd Abcyt , S ercetqiuoi
Medicaid programs t-ocd¢oved®wietshvoiuatg sbacande ftiecsitairnyg «
sharing under bedithnongl oMedrcaifder March 18,

2BICMS, “Coronavirus -1d9 ¥ e ta &teps:/@v.medicareCgodbveinrgetoronavirusdisease

2019covid-19-tests

28CMS “Coronavirus dli9s)e aasnet i2bbaiidSy/\wmis@NERI®.gaubveragetoronavirus
disease2019-covid-19-antibodytest For information about molecular pathogen tests versus screening antibody
serology tests, s€eRS In Feus IF11516COVID-19 Testing: Key Issues

239CMS interpreted COVIBLY testingrelated services to include items and services for which payment is available
under the Medicaid state plan that are dinectlated to the administration of COMD9 testing, or for the evaluation
of an individual to determine the need for COVID testing (e.g., an-Xay). For more information, see Centers for
Medicare and Medicaid Services (CMEgmilies First CoronavirufResponse Act (FFCRAJ,L. 116127,

Coronavirus Aid, Relief, and Economic Security (CARES)RAEt,116136; Frequently Asked Questions (FA@ril
13,2020.

240T he FFCRA provision is silent about the addition of this benefit under Medicaid alternative benefit plans (ABPs).
Most Medicaid beneficiaries receive services via traditional Matliddowever, states also may furnish Medicaid in

the form of ABPs. States that choose to implementthe ACA Medicaid expansion are required to provide ABP coverage
to the individuals eligible for Medicaid through the expansion (with exceptions for sespaeidineeds subgroups).
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health emergencSpetiod, 981 definked. ARPA expand:
benefit by addi-t 8 wetshong bodmafO¥lI Doy tdes i ist o
mandatory services under traditional Medicaid a
period st han tbleegicdhat e of enactment of ARPA (i.e.,
of the first calendar quarter that begins one Yy
period, as defined.

Testing services are odcucitmedasasdadhi ##% d rion dH B 4 nroc
including the administration &« fo-¥s wah tthrrcoduagssyps
of COMNMI.D According to guidance from the Centers
(CMS), the FDA hgscaldviesd 9t hoaet CONDBDHF DA defini-
in vitro diagnostic prCood%u cotr ftohre tdh a-Edetsa a dioofn Col
thus must be coferedympdomaMddei aamidd as ympt omatic
long astsuehetdriven?y madiec alt hre Mesds ttayd s pec
guidance has not explicitly addressed the quest
of public health suGovRki(lttancer ¢ens tfilmega lgtohr ¢ aSeAR Sw
safety, as in “t atuc a’speroooghroaenksp)l.o y e e

How Does CHIP Pay for Testing, and Do
Use of Test?

CHIpPr ovides health iasnewmammceuvanonsnagd thildwen i
incomes above a cable Medicaid income standa
have the flexibility to design th¢tebaswa versio
framework. This flexibility results in variabil
such as eligibility and covered benefits

FFCRA, as amended by the CARES Act, -191s o requir
testing -rdemd etde¥wirtvgi ewets benbfircngr §oco€HI P enr ol

Under ABPs, states may furnish a benefit that is defined by reference to an overall coverage benchmark that is based on
one of three commercial insurance products (e.g., the commercial health maintenance organization (HM®) with th
largest insured commercial, ndviedicaid enroliment in the state) or a fourtisecretaryapproved coverage. For

more information on Medicaid ABP coverage, &RS Report R45412/edicaid Alternative Begfit Plan Coverage:

Frequently Asked Questions

24lF F CRA, as amended by the CARES Act, -h9svpeatddag”aechigvi ipltiitc
to provide testing and diagnosis of COVID for certain specified uninsured individuals durtihg COVID-19 public

health emergency. For more information on this optional eligibility group and the limited benefit coverage enrolleesin

t his group ar e UrdarWhatdireurhstanaes WilkMedicaid Ray forUninsufedting? sect i on o f
thisreport.

24231 C.F.R. 809.3(a) defines in vitro diagnostic products as
diagnosis of disease or other conditions, including a determination of the state of health, in order to cure, mitigate, treat

or prevert disease or its sequelae. Such products are intended for use in the collection, preparation, and examination of
specimens taken from the human body.” To date, FDA has auth
serological test that is intended faeuby clinical laboratories. See U.S. Food and Drug Administration, Letter to

Cellex Inc. Regarding qSARSoV-2 1gG/IgM Rapid Test (April 1, 2020), availablefat ps://mww.fda.gowhedia/

136622download

43CcMS, “Families First Cor oPaLallGl27pCororRavirsispAid, Ralief, amdEeconomie F CRA) ,
Security (CARES) ActP.L.1161366 Fr equent ly Asked Questions (FAQs),” April
https://mmww.medicaid.gostate resourcecenterdownloadstovid-19-sectior6008 CARESfags.pdf(hereinafterCMS

Medicaid FAQ}.

244CMS interpreted COVIBLY testingrelated services for Medicaid to include items and services for which payment
is available under the Medicaid statampthat are directly relatedto the administration of CO\\MDtesting, or for the
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period beginning March 18, 2020, through the du
specified. Section 9821 of the ARPiAns xdm® ntdlse t hi
date of enactment of ARPA (i.e., March 11, 2021
quarter that begins one year after the last day
CMS guidance clarifiest etshtaitn g ansu sutn dienrc 1Meddei cdaiiadg, n
serological tests for symptomatic and asympt oma
driven by meédTo ada tnee,c etshsei tGgHI P s pecific CMS guid
addressed the queasatnmiCidtaPo fa whaycdrerofs tppubelsi ¢ heal:
esting-Chb®r ($ARS creen for general workplace hea

o

[3

return ”’ponogchmo]) .

Provision of and Payidestt i hgr
Federal B®EBItHSmsDWVA, and FEMA

In general, the federal government pays for car
the Indian (HeEhSI)t he SV¥ertveircaens Healt h Administratio
through the Defense Heahth mSyspemyitdhecfiededate
limited set of beneficiaries enrolled in these

have as their primary purpose the delivery of h
provide s er viwheos rteos iidned iivni dtuhaelisr facilities (for
(BORgy provide care to federal fiendmataels pgeTfiltd egu
directly provide healthhowr theess &gsdycosadrpao fo viind
testing efrovri cteh gFidrfAi Inactlivodnesd. r equirements for fed
provide or pay for tesThsapge cfiofri cI HSe q ot ihree n'vHAt & n 1
are discussed in the queys toipoemrsa tbeedl ohw.a 11t th asdydsitteir
not pr ovi dbee nceafriec itaor incosn except under Iimited cir
arisen as palr9t poafn dtehnei cCOVIIhDe pr ovi-beamef iodi areisetsi n
is also disssusoad ibreltolwe qu

How Does the Bureau of Prisons Provi d

The Bureau of Prisons within Department of Just
which inclwpes at22l PBOHANBAR was 3&s sdahltuesshed in 1
federal prisoners, professionalize the prison s
dministration of 22BQ@P fneudsetr acl o pfriimeo na nsyy sotfefne.n d e 1
entenced to a term of iimprimodimealt] i nnacdsedery
reatment to all federal prisoners in a manner
onpr i8Masetr saf this treatment is provided throu

5+ w

evaluation of an individual to determine the need for COWDtesting (e.g., an-Xay). When defining testingelated
services available under CHIP, the CMS guidance poimkéedicaid specific responsesin the Q&A. For more
information, se€MS Medicaid FAQs

245CMS Medicaid FAQs.
246 .S, Department of Justice, Bureau of Pris@s; Locationshttps:/mww.bop.goupcations/
247U.S. Department of Justice, Bureau of Pris@xisut the Bureau of Prisondune 2015, p. 1.

28GAO notes, “Multiple U.S. courts over the years have deter
adequate medical and mamentfAdcountabiity @fffceBareau af PrisondJBeger Plakninge r
and Evaluation Needed to Understand and Control Rising Inmate Health Care G&§s17-379, June 2017, pp. 2,
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each BOP*Whaecni IsigryvicesdednaobtabBODrfoawcility, BOP
prisoners to a community health care facility o
Accor dinsg @fof iIDOd of the Inspector Geéenveorlavle d( OI G) .
bet ween Februaryespdndeguot [ Z6206grsnfor Disease
recommendations, the availability of "™Pests, and
According to OI G, ’ssigmrcied aMac ec hh a2s0 2e0x,p aBilOPe d t o 1 n «
sympt omas ympawdat®P®r psosnoadmsnis:t

rators consult
officials to prioritize testing 1if there are 11
s pecif i?®Mofsatc iolfi tiylDe t@QVYIsD administer02d0 btyo BOP fr
Augus't 2020 ,wved eBORrwmded ebdtsh commercial molecu
RNA t?®BORK .sent some test samples to commercial 1

also tested some s amples poinds intoel eactu Iparri sRoNnA ft aecsitli
machines BOP received frod#BethauStroaoatfeghei Nasecas
specificity, commercial molecular tests were us
when a prisoner wms quuatanoihe, raehdasadgifirmolecnu
as when prisoners appeared to be?®BPRhptemuacetdc an
approximately 150,000 of the nearly 218,500 pri
Augus t?62020

The cost of providing health care to fTsederal pr
Salaries and Expenses account in the annual Com
(CJS) Appropriations Act. T h eS eCourrointayv iArcuts ( AJAIRE S
P.L.-13)d@lso included $IlrOeOv emitl,l iporne pfaorre BOoPr ,t oa n d
coronavirus, domesticatlheg iompamtt ecfhadooond VvVyr uid
[ DOJTlh.e FY2021 CJS Appdr-D@d Gantciloundse dAcat glener al pr
provided an addi BOBntad 890 o amdil Ipoaomdhe€noi€cOVlhDat wa
addition to the asmoSu&B apcrcoovumndted for BOP

How Does t he Indian Health Service Pr

Il H¥it hin HHS is the lead federal agamcy charged
I ndians and Al as ka Natives. In FY2019, I HS prov
eligible American?®1i8i hms/ ARasak@® aNat iameds t he Nav

8.

249 For more information on howhealth care is provided to federal prisonei@R® In Focus IF1162%ealth Care
for Federal Prisoners

250 pandemic Response Accountability Committee, Federal COMIT esting Report: Data Insights from Six Feder
Health Care Programs, p. 48é n a f t e r “l|D-&d9dTesting Repaid V

251 Federal COVIB19 Testing Report, p. 48.

252 hid.

253 bid., p. 51.

254 |pid., p. 11.

255BOP reportedthat onsite rapid test results were typically available in 15 minutes, but commercial vendor test results
were usually returnedwithitwo to four days. However, some facilities experienced wait times of 10 to 14 days for

results in late Juland early August because of a nationwide spike in cases and correspondingincreased demand for
testing. Federal COVIEL9 Testing Report, pp. 51, 53.

26BOP acknowledges that the dat a-19 testinginbederatptisondstbor OI G’ s 1 e v i
complete and probably underestimates the amount of testing conducted. Federal TBOWH3ting Report, p. 48.

BTHHS, Indian Health Service (I HS) , FY2021, “Justification ¢
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one of the -h9 ghesth COMWI S 1pa torivad wiferlsd gc.aof ¢ har ge t
beneficiaries, who are gener aPThemember vyiofsfed
COVEIDP testing. I HS reports that most of its fa
making data onvteds taiviag 1 a b P%€Thoo reaxripdasn dwed e s it ti en.g , 1
received andaprodvtidsetd #dwvdlyzers to facilities i
spots and those that werleHSn mtl sme are ccead wterda 1310z0e, dO
Ab btB8t nax NOW Ag -€ARDPeposnt which the agency prior
HS$1/dli a n /TTriibbaed s Ovlerabnainz altnidoinasnt hQ@rt g ampiez aattieo nhse a 1 t h
hat serve students enrolled in rBulrala uc oolfl elgnedsi aa
niversesiedsesnter of 2881 der care facilities

HS hasneecbkbyvi8ll dbupplemental-lFTendinrwgd festCOYI P
atfFFCAR provided an additional $64 milQ22n, t o 1
i.e., through FY24?%1l)esfongspandifetdt €@dVhDalth
d mi ni $%3Trhat iaccnt. als o requires I HS tlophgtelte cos
tems and ser vices -svhiatrh mpgt riempmo g emmge ma sy ffcoorh ¢ hC O
9 emergency. This requir Sreandeiapipnlg eset viaay Al
H®  ncluding through Urban Indian Organizations
ndian Health Sersvhiacrei ndgo; nhootw ecvhearr, g ef accoislti t i es t h
ib by Urban Indian Or gamniezda taino masd dma yy odha 1
0 lion to I HS to prevent, prepare for,
itly for testing, but it may be used

He al t h gaemd yS oFcuinadl (SPeHkrSvSiEcFe)s tFmebre all o
PcRaAp apcriotvyi ded $6. 09 billion to I HS for a
testing, treat neonrto,n-aveaicacuienda tpiroenp aarnedd noetshse 1
oot edTthiee dddeni stration announced that $1 b
ing, contact tracing, and othe% strategies
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https://mmw.ihs.gowgitesbudgetformulatiothemesfesponsive201display_objectgocumentd?Y_2021_Final_GJ

IHS.pdf. IHS provides health care directly thugh facilities it operates, or through facilities that are operated by Indian

Tribes/Tribal Organizations or Urban Indian organizations.

2%8KenziAbouSa be, Cynt hia McFadden and Didi Martinez, “'Hit us af
secondCOVID-1 9 wa ve, ” A itgps:dveww.nbchewd. dbdpecjalstiavajonationfearssecondcovid-19-

waveindex.html

259 For definition of Indian Tribeee Section 4 of the Indian Health Care Improvement Act (25 U.S.C. §1603(14)).
0S¢ e HHS, I HS, <« Cb9 hthpswiweihs.gowdor6rawirisD

6lHHS, 1 HS “ Cor o-h9) FAQs—FederalRCeGsVpl oDn s ¢ i n Ihipsivavvins@ovint ry , ”
coronavirudagsfederatresponseén-indian-country/

262 For a discussion of funding provided to the Indian iHe8ervice and Indian Tribes to prepare for and respondto
the coronavirus, s€eRS Insight IN11333COVID-19 and the Indian Health Service

263 CRS Report R46316jealth Care Provisions in the Families First Coronavirus Response Act, P.E1216

264 FFCRA definedndianwith a reference to Section 4 of the Indian Health Care Improvement Act (25 U.S.C.
8§1603(13)).

°The phrase “receiving services through the ITHS” is not def
refer to nonlHSfacilities that have care coordination agreements with IHS facilities to treat American Indians and
Alaska Natives. See Lettr t o St at e Health Official: Re: Federal Funding

IHS/Tribal Facility and Furnished to Medicalgligible American Indians and Alaska Natives (SHO #I(®),
February 26, 2016ttps://www.medicaid.gositestlefaultfiles/FederalP olicy-Guidancebownloadssho022616.pdf
266 5ee Sec. 11001 &*.L. 1172.

%7« Biden Administrati-6fi Hwemsdsi nSgl Bnf dmdG@QWI Wountry,” 360DX,
ttps://imvww.360dx.com/researdlinding/bideradministrationfunds 1b-covid-19-testingindian
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Does the Department of Veteran Affair

The Veter anmsi sHerad tt ho nAdmVHA) of the Department o°f
one of shtangesonintegrated di%Thet VHAA ¢ hi mat e
that inwbBYA®@@0Vide¢e care to about 6 2633n stahheki on un-
year, the dVHAtestiwatdé employ-tamstaddi od]l abtout
pl acte sapproximately?Mw,id4dh6 aVA aspiptreosp roifa tciaorne ,0 f
0. 6 27pTiHd i ¥VHA provides a st andoared rooeldiecda Iv ebteenreaf
rvices both related to 2P®HIldesarsetavedesoinbbud
sting. The VHA has completed mo®%* htthan 3. 3

ceen making imgmeopudbdtelyegaidianapl eteom its

> oo wg

ic testing is generally a cove&®Ped servi
erans are required to pay -copaymertds fo
twti Hewt¢abrtesds are exe?Mpuorfhemmenp,ayn
CRA prohibited the VA fr-oslmachmg gpagmamtys c i
testing or medical visits duf8ng any peri

e a&VA heceived supplenledndladt € di ntdePRTgh ef @ ra ICD Vd Dr ¢
RA provided an additional $30 million to the V
ailable until September 30, 2022 (ede., throu
ems pertadl Philge t CARCEOSVIAxt provides supplement e

R S O”QVJU <,_.m99@

c—*<m:r o;—t;—t.o»—t.

country?adobe_mc=MCMID%3D92168907610703755/F8602916300127059%7 CMCORGID%3D138FFF2554E6
E7220A4C98C6%2540AdobeOrg%7CT S%3D1619469140& CSAuthResp=1%3A%3A2425805%3A1911%3A24%3A
success%3A217E8B49928F9ABAF593DDCAE9164D34+#.YIcjYpBKhME.

268 The Veterans Health Administration (VHA) operates under a differendatfrom the predominant health care

financing and delivery model in the United States, in which there is a payer for health care services (e.g., Medicare or
private health insurance plan), a provider (e.g., hospital, physician), and a recipient tfie@atient). The VHA is

not a health insurance financing program that provides rein
health care costs. The VHA is primarily a direct provider of care; it owns the hospitals and employs tha<linicia

269 Department of Veterans Affairs (VAFY2021 Congressional Submission, Medical Programs and Information
Technology Programsol. 2 of 4, February 2020, p. VHA9.

210\yA, FY2021 Congressional Submission, Budgetin BRebruary 2020, p. Bi#.

27 bid., p. BiB-11. (Sites of care used in this calculation are VA hospitals, community living centers, health care
centers, communityased outpatient clinics [CBOCs], other outpatient service sites, and dialysis centers.)

272yA, FY2021 Congression&ubmission, Supplemental Information &Appendiees 1 of 4, February 2020, p.
Supplemental Informatiod.

273 For more information on the VHA health system in general, including who can enroll and the services that provided,
seeCRS Report R4274'Health Care for Veterans: Answers to Frequently Asked Questions

274VHA Daily COVID-19 Update, April 21, 2021.

2ge¢ e VHA, VA, “Novel Co-t 8 )hipsiwwpublidhéaithva.gosicofoma®ifvid/ D
27638 C.F.R. §17.38.

27738 C.F.R. §17.108(e)(14).

8Generally, diagnostic testing is a covered service wunder \
to all veterans emiledin the VA health care system (38 C.F.R. 817.38). Some veterans are required to pay copayments

for care that is not related to a servimennected disability. However, routine lab tests are exempt from copayments.

(38 C.F.R. 817.108(e)(14)). Prior emactment of FFCRA, it was unclear whether VA was including COl8testing

under this exemption.

279 For a discussion of funding provided to VA to prepare for and respond to the public health emergdbR$, see
Report R46340Federal Response to COMIO: Department of Veterans Affairs

0yHA’ s annual appropriations consist of five accounts: medi
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FY2020 for certain VA accounts totaling $19. 6 b
VHA medical services account e airvteidd 14 .idhtkeinld
t es ®UHFmg.t heARPAe ef ion 8002 added a supplemental a
remain available wuntil September 30, 2023 (i.e.
medical care and health needs, which can includ

Can the T HS and t hd oA IPmr divviiddeu aTless t Whn
Not Ot herwise Eligible for Services?

Generally, health services at facilities operat
are generally members of Indian tribems, Facilit
or Urban Indian Or glahhSi zbaetni eofnisc immaryi esse,r vbeu tn otnh e y 1
to do so. The Indian HeaPt h-4Q%4 elw Hpmporvoi vdeemse ngte nlAecr
aut hority f'9raamtuicwhi toife si,HSp er mibtesn el fHiSc ifaarciielsi tumde
limited circumstances, as specified in Section
include preventing theasprendtofaddcemmuaibebdlt
provided guidance to tribal faciliti-es stating
beneficiaries1Qosprdad,e iICOVIWDding, but not 11imit
households whoelairgi nloet fodarh elr BSi sseer vi c e s . In thi
decision to prédeinktd icxdnviess woa |l d8IbRCImaade at th
generally requires tlatefssenardes pPprerovedmdutreendo
wlb have another source of-faacvdindgebwdlhtd bo ttdsx
payer HRSA has stated in its Frequently Asked

19 testing that I HSHSf abceinleiftiiceisa mpibrewsrvsimdady Wboe thlo @

uninsured fund if the individual 2 ested does no
Similarly, VA health services provided through

who are subject to specitfefthe e’ VHPirb imairtyy famd te m

tprovide a complete medical and hospital servic

vet e'r a3s® . C. §7301) . However, the VA may provide
through a numbegs ©bd detkhket amdhwvirdudls during pe
disasters, emer gencies, or humanitarian c¢cristis

The Veterans Administration and Depart ment
Emer gency OpPeralt/d/was Aenagcted to serve as t
to the military health care system during a
national ?2®Smenrcgee ntchye.n, Condglrid¢ s onlhds apt dlvosrel ¢ d eas t «

and compliance, medical facilities, and medical and pretst research accounts. The first four accounts cover the
provision of health care andrelated services.

281 Based on Senate Appropriations Committee, Coronavirus Supplemental Appropriations Summary, available at
https:/mww.appropriations.senate.gdewnloadtoronavirusemergencysupplementappropriationssummary

2B2ZHHS, I HS, <19 [HSrimGGdanc® for Care ServicestoNBre ne f i ci aries, ” March 20, 20
https://mww.ihs.gowgitestoronavirushemegfesponsive201display_objectslocumentdHS_COVID-
19_InterimGuidanceCareServices_NBeneficiaries.pdf

288HHS, HRSA, “Fr e qu e nhttpsy/ww.kriagaecoviluninsutedclainiraquentlyasked
guestionsfleld_faq_category_tidall& combinesndian.

284For a detailed discussion of eligibility for VA health care and qualification faslement, se€€RS Report R42747,

Health Care for Veterans: Answers to Frequently Asked Questions

28538 U.S.C. §811A.
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1ts vas't infrastruc

ture and resources, geograph
expertise, to make significant contributions to
emer gencies™@and disasters

The VHA may care for mnonveterans and ?®%Tehteer ans n
VA also has authority to provide cer4®on health
VA ¢ mp P88Tyheec sa.ut hor ity to casttdotri momnvewher ansharp

has declared a major disaster or emer gency unde
Emer gency Assistance Act (Stafford Act ), or whe
emer gency activasttienrg Mehdei cNaalt i Smsatle Missat ablished
2811 (b) of the Public Heallltthh)Ser TihceMPAaets i(dde2n tU.
2020, declaration of a mnational emergency wunder
to usd¢ htolrii ¢ yau

Does th Depart ment of Defense Offer

e
Under ChapteB & 5 RGHhEI DIOD hdministers statutory
approximately 9.6 million beneficiaries (1i.¢e.,

me me Qo l lectively, these entitlements are or gar

that 1is administered by the Military Health Sys
in military heksnpoiwtna lass ammidl ict lairnyiFcs$sjamalt mdimr to ufgehc i 11
civilian health care pr®3Wiitdhe rtshe aerxtcicpitpiactn ngf i o
servicemembers, MHS beneficiaries may have a ch
their status and geograghf et eatt bsehmerfilhage Ahr pl g 0
features, including annual enroll ment fees, ded
c a¥p?

COVEIDP diagnostic and secobegied benefng whem HRE
medically necespraa wWibeyr caf ihceiaalrtihe sc adfr@ey t e e ¢ e nge a € (

286\A, Department of Veterans Affairs FY 2028024 Strategic PlapRefreshed May 31, 201 8lay 31, 2019, p. 35.

28738 U.S.C. §1785 and 38 C.F.R. §17.86 establish VA authority to provide hospital care and medical services to
nonveteransrespondingto, involvedin, or otherwise affected by a disaster or emergency. T hese individuals may

include ative duty servicemembers, as well as National Guard and Reserve component members activated by state or

federal authority. T his authority also allows the VA to treat veterans not enrolledin the VA health care system. Unless

another federal agency reimbers t he VA, individuals could be charged for th
hospital care or medical services under this section [38 C.F.R. §17.86] are responsible for the cost of the hospital care

or medical services when charges are mandated r&leldw (including applicable appropriationacts) or when the

cost of care or services is not reimbursed by othenVA Feder al depart ments or agencies. ”

28Me dical count er -sawingsnedicings and medical suppkegulated by the U.S. Food and Drug
Administration (FDA) that can be used to diagnose, prevent, protect from, or treat conditions associated with chemical,
biological, radiological, or nuclear (CBRN) threats, emerging infectious diseases, or a naturatdisas
(https:/mmw.cdc.gowprireadinesshcm.htm); seeCRS Report R4642Development and Regulation of Medical
Countermeasures for COVHD9 (Veccines, Diagnostics, and Treatments): Frequently Asked Questions

2895 U.S.C. §7901; also see Appendiof Department of Veterans Affairs, Veterans Health Administratidh,
Hazards Emergency Cache PrograWHA Directive 1047, Washington, DC, April 22020, pp. A1-A-2.

2°Defense Health Agency, “Patients by MBtpa/emwhealihai¥ly Cat egory, ’
Am-A/MediaMedia-CenterP atientP opulationStatisticsP atientsby-BeneficiaryCategory

291 For more on the Military Health System, 8RS In Focus IF1053Mefense Primer: Military Health System

292 Fgr more on TRICARE cossharing features, see Defense Health Agency, TRICARE Fact SIRIGARE Costs

and Fees 202 1December 202Mttps://tricare.mil/mediaFiles/T RICARE/P ublicationsMisc/Costs_Sheet_2021.pdf

293pOD generally follows CDC guidance on COMI® screening, testing, diagnosis, and treatment. For more on

DOD-speci fic c¢clinical gui dl9 Rratcei, ¢ es eMa nDaQele,me“nDo BGuG@Q@V¥I, D Mar ch 4
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1n

certa MT F s o r-a ut thhrooruigzhe dT Reli(GVARIE an heat h care pit
has 158 clinicalloheboratmbicaddeds aandMIFs) worldw
diagnositliict icecaspaabnd can suppo?t up to 300, 000 ¢t e:
There aoHowkedutcosts for MHS benefiCGVWkDes obt a
19 tests . CRA rSseucatnito nt o6 OFOF6 ( a ) , DOD is -required t
sharing 71 el@uierde méofl tCsOeVel i ng, administration of t
and services provided during an associated heal
department visit for the durat¥®on of the declar
In additlid® doag®O¥stic and serologic testing, D
screening and ongoing surveillance testing of ¢
potential impacts to national security or ongoi
to mandatory surveillance testing include those
positions, initial recruitdneepnto yoet® afcodecsesion tra

Does FEMA Pay-1Pode €COVHhP?

FEMA may provide f imtamicni aclo satsss iisht®autreree tdfi of p.rc dCHOeV I
presidential declarations of-l®mendendtfhendd Amaj o
specifically authorized Public As (Untdaenrc e ( PA)

https://mmww.health.miRReferenceCenterT echnicaiDocuments202103/04/DoD-COVID-19-PracticeManagement
Guide Version-7.

2%4Military HealthSy s t e m Co mmu n i D@D condinues tontréasecCOVDI test capacity,Health.mil
News December 7, 2020ittps://www.health.milewsArticles/202042/07/DOD-continuesto-increaseCOVID-19-
testcapacity

295 For more on DOBspecific requirements and appropriations included in the FFCRACBS:Report R463186,
Health Care Provisions in the Families First Coronavirus Response Act, P.L12T6and Defense Health Agency,

'"HFLVLRQ OHPRUDQGXP RQ 75,&%5( ,PSOHPHQWDWLRQ RI WAKriH73202B,LOLHYV )LUVW

https:/mmww.health.miReferenceCenterP ublications202004/07/TRICARE-Implementatiorof-the-FamiliesFirst-
CoronavirusResponseéict.

2%Se¢e Jim Garamone, “DOD SteattngT Pe oe ¢DOONSsBPHIA25 20200
https://mww.defense.goiEkploreNewsArticle/Article/2160008dod startstieredcovid-19-testingprocesso-ensure

Safety,?”

safety/ DOD, “Force Health Pr ot BepartnenhofDefenst Guidante Delaymentl e me nt 9 )
and Redeployment of Individuals and Units during the Novel
https://media.defense.go2020May/26/2002305748/1/-1/1/FORCEHEALTH-PROTECTIONGUIDANCE-

SUPPLEMENT9.PDE and DOD Memor andum, “ For ce -DepartmentofPefease e ct i on ( S
Guidance for Coronavirus Disease 2019 Laboratory Testing Seryice J a n u ahttps://mimy.wh&.milRottals/

75/Coronavirus/

FHP %20Guidance%Z8upplement%2015)%20DoD%20Guidance%20for%20Coronavirus%20Disease%202019%20
Laboratory%20Testirf$20Services.pdf?ver=QqAUZYPv1pNNnJ4Tod00IQ%3d%3atwarddeployed forces, also

called “forward presence,” refers to the positioning of mil
operation in order t o “edgthenaliancesrdissuade potential advessaries, and enhhance , st r
the ability to respond gdeployddfoscesaretypicallypositiangdinoveiseaslocationso r wa r d

For more on forward presence, see DOD, DOD Dictionary of Military assbéiated Terms, updated January 2021, p.
88, https:/mmww.jcs.milP ortalsB6/Documentddoctrinepubstictionary.pdf

297 The President issued an emergency declaratind subsequently issued major disaster declarations for all 50 states,
five territories, the District of Columbia, and three tribes, authorizing Public Assistance (PA) for E@ViBsponse
efforts. FEMADiI“GQVYIeD htips/mwmafema.goidaranaviruddisasterdeclarationgStafford

Act Declarations as of April 9, 2021). Public Assistance (PA) provides grant assistance to state, tribal, temitlorial, a
local governments, aswell as eligible private nonprofit organizations, for the costs of urgent responsetamchlong
recovery work following an emergency or major disaster declared under the Robert T. Stafford Disaster Relief and
Emergency Assistanadkct (Stafford Act;P.L. 93288 asamended; 42 U.S.C. 885121 et seq.). For more information,
seeCRS Report R46749) (0 $ TRublic Assistance Program: A Primer and Considerations for Conghgsg&rica A.
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1 t
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t hese decl anraayt iroenismb uFEMA costs incurred by statc¢
governments, as well as eligicthlre powowpidt
(collectivePWA Apdleiwdtraehde stecox eacsut ing eligibl
response t1l09 tphaen dCeOnVilcD. Under these declarations .
reimbursement for certain emer gencyl 9medi
pandemic,“timzdaddamg medically ne coe sCsOaVdoP
casaess well as screening testing needed to safely
includin®PRethoedseligible costs include,

he costs of temporary and expanded medical

COoOVI D

)l

f regular time and overt isntea fffo rf otre mpeosrtamy amd
treat mentl 9 fpaGOWwInlx s ;

T training for individuals to administer tests

T the purchase and deleiquueirpymeonft ,s pPePcEi,a laimrd dd unread

and consumableg¢ medical supplies
T laboratory testing materials and test
T contracting for testing by a third pa

T technology to regis?®er and track test
FEMA is to rdicmhmurss e oPFA IApP% of eligible

kits,
rtys; an
ing r1es

cost s 1

Decemher20211, while performing eligible work, in

pursuant t109 tShtea fCfOoVIl D RE ¢ r dexd mplad i od.sS.

Senator

repolhatt dFEMA had provided funds to the state fo

through Au gfuosrt GDY¥I D620 collectioH, among

FEMA may r ei
tprovidendOidaybefore %% sistance may lap

Lee
2981 E MA, “Coronatvdyr uBag€OMI B: Medi cal Care EIligible

ot her

mburse at | DascemBSs B 01 ;e itnhgee ballgse nac oy s

S € .

for Publi

FEMA Policy #10421-0 004, p. 4 (herecilfaf EET gF EMA hivpsEwienageh r e ” ) ,

sitestlefaultfiles/document$ema_publieassstancecovid-19-medicalcarev2-with-equity-job-aid_policy_315-
2021.pdfF EMA, “ FEMA Fun dli9n gT efsotri nCeO V1 batpsgiuwav.fema2gdvact-shéetleing
funding-covid-19-testing

29 E|igibility for the costs of PPE and medical supplies are subject to disposition requirements. For a nonexclusive list
of eligible medical care costs and requirements, see FEMAE MA Fundi n-g 9f e s€QVWIgD ” Augus't 28

2021 https:/mww.fema.govAct-sheetfemafundingcovid-19-testing

SOFEMA,“ FEMA, “ICO:VIDI i gi bl e  Mitpsi/ww.temaCoositestefaultfiles/do¢uments/
fema_ publieassistance&ovid-19-medicalcarev2-with-equity-job-aid_policy_315-2021.pdf F E MA ,mefitn a
100% Cost Sh ar e ,httpsFvewy.tfemagowressielease?0210RQFemastatementlO0-costshare
and FEMA, “FEMA F-0S%Testingg” fAurg uGahtipDiww.féntaoMict-sheetfema
fundingcovid-19-testing

0lSen . Tammy Duckworth, “Duckworth, Durbin Anntounce
Funding for llinoisCOVID1 9 Re s pon s e, 7 htypsAmevhducRworth.sénaté.dongwspressreleases/
duckworthdurbinrrannouncemorethan-71-mil-in-femareimbursemenfor-il-covid-responseSee also News 7
KWWL. com, “FEMA Awards I owal®%i Ras $d8s en,i fitthdVowad.cdm2a20/Q
0507 femaawardsiowa-with-78-million-for-covid-19-response/T he T estlowa website is available at
https://mmww.testiowa.coneh.

S2FEMA,“ COVI B: Eligible Medical Care,” p. 13.
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There is no predetermined limit on th¥ amount o
However, FEMA will not reimburse costs covered
or publdiecdl yi nfsmr ance, funding b.rloovi3lde6dt hdr ough t
COVEFIDP Uninsured Program for uninsured patients,
ot h¥®¥t addition, to be eligible for reimbursement
reas o %BEbBMA . has advised it will use Medicare rat.
reasonability fo%¥ eligible medical care.

PA is funded throughRR)h,e tDis aprtiemarRe ls@edr Fandf (
federal sodomemdnt gener alPB%RRE aasptperro prreilaiteifo npsr oagi
generally allocated for specific emer gencies, d
be obligatterds fpoars tdiasmd present. FEMA reported th
billion from the DRF faomwmdeePmi d ores henCOVID FY202(
estimatweisl 1t hoabtl iigtat ebabphpirooximat ebpgnfidfag from the
COVB 9 response PEMA napdiY26dI1that projected ot
PA fbCeOVEIDpbandemifdect, among other costs, the 1in

75 %
Guar

=]

tlhr0®a g D@D &@&mbhemras3 el l daiss tcroisbtust ifoor, vNaactci
activities, and reopenthg and safe operat

o —

Payment for Testing for Indiv
of Coverage

As mentioned abobesedomes ¢t opmguand ytesting at so
be available to individuals who do not have a s c

created an uninsured fund that may reimburse fa
individuals. In addition, Congdr eMesd iltaasi de neald tge &b i
under limited circumstances so that Medicaid fu
uninsured individuals who are otherwise i1ineligi

303 gtafford Act assistance is subject to the availability of funds in the Disaster Relief Fund.

SMUFEMA, “AQOVIIEligible Meld;iStaffoidAcCSeatien,3172 (42 p).S.C. BR1L55) (Section 312

adlr esses duplication of benefits). ThHKowdan FaciliiesiThat ur ed Progr a
Provide Testing for Uninsured Individuals Be ReimbdfSe s ect i on of t his report .

3052 C.F.R. §200.404; FEMA&Rublic Assistance Program and Policy Guide (PAPRGR.1, April 2018, pp. 2223,
https://mww.fema.gositesfiefaultfiles/documentsema_pappg/3.1-archived_policy_54-2018.pdf and FEMA,

“Public Assistance: Reasonable Cbhtyps/wiivnfemb. gowitestefanltfies/ T ob Ai d, 0
202007 fema_pa_reasonabtstevaluationjob-aid.pdf

306 FEMA will use standard Medicare rates that do not include the 20% increase in CkOW&dicare Diagnosis
Related Group (DRG) rates 1implemeln9t:e dE Ibiygitbh ee CMeRdEiISc aAc tCa rFeE N

307 For more information, se@RS Report R45484&he Disaster Relief Fund: Overvieamd Issuesby William L.
Painter

S08F E MA, “Disaster Relief Fund: Mont hly Report as of March 31
Congress, p. 1ttps:/mmww.fema.gositestlefaultfiles/documentsema_apri2021-disastesrelief-fund-report. pdf
3®WSee explanation in FEMA, “Disaster Relief Fund: Mont hly R

Year 2021 Reprt to Congress, p. 28ttps://mww.fema.gositesflefaultfiles/documentsbéma_mar2021-disaster
relief-fundreport.pdfa n d F E MAt, ¢ ¥ DReslaise f Fun d: Mont hly Report as of Marc
Year 2021 Report to Congress, p. B&ps://mww.fema.gositegdefaultfiles/documentdema_aprid2021-disaster

relief-fund-report.pdf
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How Can Facilities That Provide Testi
Be Reinburse

Various laws enactedl 91 np arnedsepmoics e rtoov itdhee r@Q Wb r s
who of fgent ot asmmtims ured pnéovvidedsaldsi. bFFCRon for te
wheoare uninsured AP8P PAPeHGEnA ds uipnp |FeFpCpRn o p r it h 8 i on  wi t

additional $1 bil ¥iTohne CARESnAas uappr 6pstdmngd $1
provider relief, termed the Provtidere RmburefeFun
through grants or o tthhe rc anreec hparnoivsindse,r se Ifigri bH @ a lhtel
expenses or lost revenues*Thtendrwasatsupphuemdbie
t wilPPPHCEA provided an additional $75 billion f

AppropriatiBnlk.20tpr d02ded an additi®Anal $3 bill
uns pecified port ivosne toeft tt,chaitd Yaomdnnatthe chlg
Collectivelltythppsppcifiited funds for testing an
ter mednitrthseur’ewlh iFcuhndi,s being a%@mA@Qistaelkyesde d yCORSA
19 relateddsfiodmdd®gd 0 billiont ovatsi bg i amptdhadl 1 e g ame
nins ubeuwnalhladccfteds PR¥Fy supplement S¢HHSt allocat
racks the amount reimbursed fotrhatmimoema etdhams$
ilhaenbeen ;trieiismbaixseeads techesnpemauntc atl Byt alppd olpr
n May 25Bi@&d2 1Admihrei stration annbuhlicodn t hft it
ARPA ffuonrdsunins®#red testing.

u
t
b
O

Entities that seek reimburfsreanm ntth ef olUn utsestsutriendg Faun
comply with certai®Fdreremsa mmlde ,c oenndtiittiioenss .mus t r e

provide required information about the services
provided to, agree to accept ntohte sMesehkaacaansgt r at e
from individuals. For patiensttsabwhe hwmene¢ ,tandedo
facility may have already sought reimbursement,
collec¢bdr cwgtt38°F ainldiitviiedsu aalrsee. not required to se

310 For more information, se8RS Report R46316]ealth Care Provisions in the Families First Coronavirus Response
Act, P.L116-127, and HHS, H-RSClajms Reighbukséniznts to Health Care Providers and Facilities for
the Testing and Tr ehitpsticoviduninsufedctaiin.tinkiéalth.com/u r e d, ”

311 CRS Report R4632%0urth COVID19 Relief Package (P.L. 11839): In Brief

812p |.116136.

313 For information on théelHS Provider Relief Fund, s€2RS Insight IN11438The COVID19 Health Care Provider
Relief Fund

314 CRS Report R4635%0VID-19: Overview of FY2020 LHHSupplemental Appropriations

315CRS Insight IN11526COVID-19 and the Uninsured: Federal Funding Optionsto Pay Providers for Testing and
Treatment

316U.S. Government Accountability Offic€OVID-19: Sustained Federal Action Is Crucial as Pandemic Enters Its
Second YealR1-387, March 2021, p, 60ittps://www.gao.godssetgao-21-387.pdf

STHHS, “ HHS19E@dingDIreatment& Testingdfte Un i thigps:#tagds,htis.go@bronavirus/
Uninsured

38pDepartmend f Healt h and HHS ta Padicafeds4.8 Billiorefrom thé American Rescue Plan to

COMID19 Testingforth& n i n s press rélease, May 25, 202t tps://mwww.hhs.goabouthews20210525hhs
to-dedicatebillions-from-theamericamrescueplan-for-the-uninsured.html

SHHS, HRSA, “FFCRA Relief Fun dhttpsd/wwmbkhs.gositBstlefauitfileshermé Con di t i o n :
andconditionsffcra-relief-fund.pdf

S20HHS, HRSA,-19<€laims\Reidbursements to Health Care Providers and Facilities for the Testingand
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this fund, and they may provide care to individ
patient who receivedlfeatfagi bfrdry rr¢ei¢cmbemrtsbadm d netc
t hUen iunrse d , Fe havofiiadrdi fy that t heF G ddievfiidnuiatli ome eotfs
uninsur ed fuonri npsuurrpeods etse sotfi ng. HRSA notes that 1in
Medicaid enrollment do not qualgqfigliffoy ffdre unin
uninsured®treat ment

Under What Circumstances Will Medicai
Uni nsifestling?

Section 6004 of the FFCRA, as amended by the CA
Medicaid eligibilit‘¢OVaiD® upleflgethghirteyd gopoap)the
testing and d-dal®dgnanicd uwrdeflna@OcVde Bt arsetdiantgad dv i s it
the administr®widmhouft thlew btiasmigmg,as os equired un
for certain simddvfideadlsngibsegriading no earlier t
end of tlho% PLOWIiDc health e meFrFgCeRnAc prpernided, aas 09
federal medical assistance percentage (FMAP or
admistrative costs associated with Medicaid enr
FFCRA, as amende ddebfyfunehsa s G ARKSaisAdti vi duals
T 1individuals who are not enrolled 1in another
federalngovenomeding CHIP, Basic Health Prog
TRI CARE and t he VA, and federal employee hea
T individuals who are not enrolled in a group
coverage offered by a healthctnonra2@8eé&)jssue
including a qualified healshpbopbk@oamedhrough an
health insurance, retiree health plans and C
Reconciliation Act (CEeBRA) continuation cove
T individuals who aroev emroatg ee luingdiebrls eo nteo orfe cMeidvi ec
existing mandatory elneglidtiddtghiglrdoruepns) ;( e. g. ,
T individuals who would be eligible for Medica
( ACA, L.-14)8 Medicaid expansion pathway in stat
this eligibili-AGA Meadhwayd(expansmon states) ;
T certain specified Medicaid enrollees wh o, by
pathway,tded ¢ |limited Medicaid benefits, i

Treat ment o f httph/icoviduninswedclaim.tinkhedlth.com/

2IHRSA, “Frequently As k e-19 Claims Reimbussement fodHealth Care Proviaiafs abd

Facilities for Testing and Thttps:dwwrhesa. govhvifluninstredclatnd i nsured Progr
frequentlyaskedquestions

322 As with the new Medicaid mandatory coverage of in vitro diagnostic testing added under FFCRA, as amended by

the CARES Act, diagnostic and serological tegtimay be covered for symptomatic and asymptomatic Medicaid

enrollees determined9ct egthhheg”vpatthweyi COVI Dong as such tes
necessity. To date, the Medicaid specific CMS guidance has not explicitly addresseddttien of whether states can

use Medicaid as a payer of public health surveillance testing for- 8RS (to screen for general health and safety).

323CMS Medicaid FAQsFor questions about these types of private health insurance plans, congressional clients may
contact Vanessa C. Forsberg.
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f 1 o-wncome t ubefrecctleads isndi viduals who are ent
related to the tuberculosis infection,
T individuals eligible only for family plann
f individuahsoeghgihbke med#?twahlolsye nceoevdeyr apgact h wa
does not meet minimuiPaensds ential health cov
T certaiimcdmev pregnant woman wWho- are entitlec
related services.
While there is mno incomdd e¢O0OVEkIPs ¢ @asldiggnitgeislti tays s oc
pat hway, applicants must be otherwise eligible
state requirements regarding residency, 1 mmigr a
citizenship). Likbihifdyotphdeh wMedic@@PPHI@EIciagnt s f o
tespiatqhway are required to3®rovide a Social Sec

COVEIDD testing witdhdhat inhdQQ@VOHIP it drikegltidgaighti 1 ity gr o
is extended undee rARPeAc fioan th&l Ipeafi otdh t hat begi
ARPA (1. e., March 11, 2021) and ends the 1as
year after the last day of the public health em

rates will apply for such d8&rpubdbéscwhthltheemansg
period.

a
t

Can the Uninsured Fund Reimburse Test
Optional Medil% iTde sCtOiVilgD Gr oup?
Medicaid enrollees cCOYEIDPI]Ite'gthomg ghr ¢ ho to pd li iogial

coverage-l9f t@QMliDrge hamtde d esdrnnigcad mi hr s tghetdhe H
COVEFIDP Claims Reimbursement Pr eagdrmmimm.i sItne-riends tCaOnVd ¢

19 Claims Reimbursecmieaart @RDWIgdeasnt ipmagylsa tae tdelsatd mwv g ¢
to a provider, but later determines that such s
(regardlesds oMe dtilcaati dperls gnbility pathway), HRS/
payment (s) wmader tond heopaadvise the provider to
pay@r

324 Medically needy individuals (e.g., children, pregnant women, aged, blind, or disabled) are those who are otherwise
eligible for Medcaid but who have incomes too high to qualify and spend down theirincome on medical care. For this
medically needy subgroup, states may offer a more restrictive benefit package than is available to other enrollees.

325For more informationontheCMSatitr i a used to evaluate whether a given stat
the minimum essential health coverage standard, see CMS, Dear State Health Official, Dear State Medicaid Director,

SHO# 14002, Re: Minimum Essential Coverage, November 7, 28fips://mww.medicaid.gositestlefaultfiles/

FederalP olicy-GuidancedownloadstHO-14-002.pdf For more general information on minimum ess&rdoverage

under Medicaid, sebttps:/mww.medicaid.gowiedicaidéligibility/minimum-essentiacoveragehdex.html

32642 C.F.R. §435.910.
327 Centersbr Medicare & Medicaid ServicehEW FAQs Released June 30, 20200VID-19 Frequently Asked

Questions (FAQs) for State Medicaid and Children’s Health I
https://mmww.medicaid.gogtateresourcecenterdownloadstovid-19-newfags.pdf
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How Can Individuals Who Are U

I mmi grants Obtain Testing?

Unaut horized (s o ™XOIGIREXP HRDMHEGT mandt £ ocame eligible
anywhere DtIDatt eGAVIng is offofddcefSior padbdmpl heado
hospemelgency departments, and community health

Over half (55%Pumwmdutther nonamd lplepdlyation in the U
ins urf?@Nocnee.l damkthouwrized immigrants who are uninst
cost testing at some of the aforementioned loca
reimbur sement -4 dmomigsht ¢-th® dEHRNOIWhsD Rei mbursement
HRSA has thteatd ¢dh tchae providers are not required
to submitting c¢cl1d%ms for reimbursement

Under What Circumstances Will Medicai
Unaut horized I mmigrants?

With a f e w teaxtcee pMeidoincsapirdo hpirboigtreadmsf raorme c over ing u

immi g¥ddmder one such exception, emergency Medic
are otherwise eligible for Medic aine cdixccaelpt for

assistance undenl TSet arfXirX cédafrtet haen dS oecme r gency s ¢
necessary for the treatment of an emer gency med
of such Act) of the alien involved ™nd are not

In ree ptom t-h® EOWVI Dc health emer gency, some sta
certain s pdd&iefliaetde dCOhWelaDl't h care expenses (e. g.,
unaut horized immigrant3¥Thadeur atmeangVChiRdy sMeap « ad |
related emergency Medicaid %*overage vary depend

328 |ndividuals under the age of 65.

%Samant ha Artiga and Maria Diaz, “HealthcaroFamidyverage and ¢
Foundation, July 15, 2019, https://mww.kff.orgtlisparitiespolicy/fissuebrief/healthcoverageandcareof-
undocumentedmmigrants/

30HRSA, “Frequently As k e-H9 CRims Reimbussement foHealth Care Proviziérs and
Facilities for Testing and Thittps:dwwnhesa.gowovifuninsiredclahd i n s ur ed Progr
frequentlyaskedquestions

¥lThese exceptions are (1) emergency Medicaid; (2) State Chi
fetuses as permitted through federal regulation (often referred to as the CHIP unborn child pathway); and (3) the

CHIPRA option that allows stas to provide Medicaid coverage to certain lawfully residing children and/or pregnant

women within the fiveyear waiting period when certain conditions are met. For more informatioBR&én Focus

IF11912 Noncitizen Eligibility for Medicaid and CHIP

332gee Personal Responsibility and Work Opportunity Reconciliation Act of 1996 (PRWRRAL04193),
8401(a)(1)(A).

333 For more information about states that are covering C@MNDesting and treatment under emergency Medicaid,
see Jane Shube§tates are Leveraging Medicaid to Respond to COMDCenter on Budget and Policy Priorities,
June 18, 202Mttps://mww.cbpp.orgitestiefaultfiles/atomsfiles/5-7-20health.pdf#pages=

334 For more information, se8RS Report R463398 QD XWKRUL]JHG ,PPLJUD QW-YReE JLELOLW)\ IRU &29,
Benefits: In Brief
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Al s o, on May 20, 2020, CMS approved two tempora
Amendments (SPAs) in the Commonwealth of Northe
permits ENMIthdC@YWKIIRA t %esltiignigphi 1 ity patAH®ay to e
testing wihtardwmtg ¢os tninsured individuals (as de
CARES) , among33dtheke s echadgastl ows CMNI to extend
aplicants whose attested gross income does not

allows specified entities to make ’#ligibility d
immi gr atPdmhistasudone by usinvedtilcea iplr eesnumogd tl ime e t
facilitation tool to relax requirements regardi
extends full Medicaidl9qotrestliggbgtouy, fog tthe C
unaut horized immigr Metdsceudsadd pf emepkeaeyfro
through the end of the public health emergency,

Emergency Supplemental Fundin
During t-h&® EFONVHBDmMIc, given the role ofastesting
part of disease control and response efforts, d
number of different settings. This includes the
health care settings, ntibbey sperdo vainsdi oont hoefr tleesstsi ntg a
for both screening and diagnostic purposes, and
the clinical context Further, testing has been
health Asedsscribed above, the testing supply ¢
capacity of clinical laboratories, health care
necessary testing To help addraevses atphpersoep riisast eweds
emer gency supplemental FY2O0t20u papnodr tF Yd&2eOv2ell ofpui mdgi nt
infrastructure and capacity and for the clinica
examples of these t yapteesl yo;f hfdumedyviennge tsiohunrsciss nsod p @
cleaygs some funding mechanisms could be used fo
to pay for testing of individuals.

What Funds Have Been Afprpapghnitayt ecdh df or
Infrast?ructure

Reently enacted aplpr aprliietfi dmswsi nh aGQ@VIilhcluded n
can be used t109 stuepsptoirntg CcOaVl aDTetsy i agd clapfarcd ¢ yr a o
infrastructure are defined heklp pmsowitdd viOVIeD a
testing at scale to help control the spread of
increasing laboratory capacity (facilities, equ
and improving shppgyaonlasnppbascaplesmmonpgi sytes
supporting public health testing programs. ( The
appropriationselahtacd sumppoartclt esntd devel opment ,

335The Commonwealth of the Northern Mariana Islands (CNMI) emergency Medicaid state plan amendment is
available athttps://mww.medicaid.gogitestlefaultfiles/StateresourcecenterMedicaid State Plan-Amendments/
DownloadsCNMI/MP-20-0001.pdf

336 The Commonwealth of the Ndrern Mariana Islands (CNMI) emergency Medicaid state plan amendment is
available ahttps://mww.medicaid.goBtateresourcecenterMedicaid StatePlanAmendment€ownloadsCNMI/
MP-20-0001-B.pdf.

Congressional Research Senice 55



COVID-19 Testing: Frequently Asked Questions

t hough itvhietsiee sacatl s o have implications for testin
appropriations may also be used for those purpo

ounts across the federal gover nme
nffordd owouagumejor appropriations (
cifiecela9l lrye Idiierfe cltaewds itno ,t hien ClOavd Pe |
ty and infrastructured@ellkdoff owhi
Health and Socéal Services Emerg

3D\FKHFN 3URWHFWLRQ 3URJUDP DQG +HDOWR .&D.URIQKDQFHPF
'LYLVLRQ WgOrHo ,vi d e d 25 lion total and directed
s e funds for i purposes. For example,
1 b ahl oorr ggaamnii zzaatt ii oomnss, ( aSnLdl' Tt
bes. Of this total for

lhiec Kheandgtdhac vy hBt e pppt¢t dad
Poooperative a’arde mhat2dinb22011I9on was to be al
mula that 1S based d® ttche ersel altni vaed dniut mboenr, d$f7
al for SLTT was to bel HBiIrcceaxcatoerd tion tcroidredi, n attr
aniumbaonbkndian health organizatlinonasd,diori ome a
law specified that certain amounts of these
ies, including nof% ulrevsesi 1tl lmomlmoegiyl, e pliiddieomnia t ¢ 10
i expansion, contact tracing, public hea
tion, disseminating information about

d i-hfAre WH@MEO Viithnga ifn unds were authorized
road activities to boost testing infra
ng for the pufcoomassgsa uacft itomstiadg exapplbings ;r
ifgrdefl momwned facilities floorgitch e oprr ood vhceetr
DY e ¥%®asn‘d or gr ant s fpourr cthhaes er,e mtc,q uliesaistei,o n , co
eration, renovdttiden,aldy o quwipp if megdindefistsn eann dt o

sponse capability at the state andl99 ocal leve
S A

&RQVROEEPWRSGLDWLRQV $FW 'LYULRQpOr ovided a tot
billion. The law directed that funds shall
as grants or cooperative agreements. Of the
I HS, and a s apar d b saSmdbunitl iofm“s waatdgiest£dr fomp
testing capabilitiesr iasnkd aontdh eurn dpeurrspeorsveesd .p.o.p uilna t
racial and ethnic minority populatiomactaincde sr ur a
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337 The PHSSEF account receives annual appropriations for the routine operations of several HHS offices, including the
Office of the HHS Assistant Secretary for Preparedness and ReSABRR), the lead office for health emergency
preparedness and response strategy. T his account is also used-fone@oeshoriterm funding, such as emergency
supplemental appropriations. Of the appropriations listed, PPPHCEA and Consolidated ApproegAatiprovided

the appropriations directly to the PHSSEF accowhile funds from ARPA (an authorizing measure) were budgeted

into the PHSSEF account according to HHS budget documents. SeeFitid&] Year 2022: Budget in Brief,
https:/mmww.hhs.gositestlefaultfiles/fy-2022-budgetin-brief.pdf, p. 22.

338 The Public Health Emergency Preparedness (PHEP) cooperative agreement is a grant program that provides annual
fundng to 62 state, territorial, and local grantees. It is authorized by Public Health Service Act; BJ420.S.C.
§247d-3a).

339134 Stat. 624.
340134 Stat. 625.
341 | bid.
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for states and public healt hr iosfkf iacnida lt'sn d eor susrev o «
populations, dincluding racial and ’84Thhnei ¢ minor i
funding, except for the warradnesdf earc ctoor dlithSg, twoa st hdei
applied to the PHEP cooperative agreement 1in FY
$PHULFDQ 5HVFXH 30DQ $FW .RI17LW @53%, 6HFAFWLVRIQIteat a 1

o647.8 billion to the HHS Secretary, to remain
detect, diagnose, CtorNa(cteh,e avnd umo it iitdcddr aSaAlRsSe s COVI
COVEFIDP infections, and r elpateaad oItfOr.LtOhgeDelsa w o mit
directed funds to carry out the following pande
testing, contact tracing, surveillance, and mit
agreement f unduindgga moed ttce chInTiTec aplulgl i ¢ health depa
support the development, manufacture, procureme
administer PP¥, tensd st {e.agcquisition, constructio
nonfederal sites used-1f% rt etshtes parnodd urcetliaotne do fs uCpOleIl
improving laboratory and contact tracing capaci
community testing sites and coersg a naisz awteiloln sa,s aimdv e
with respect to quarantine and isolation of <con
information technology, data modernization, and
the public haenad t(h7 )wocrokvfeorr caed;mi ni s t rTahtei ve and pr c
provision did not specify how much of the total
cooperative agreements, and generally gives dis

awaamount s

Aside from the above major appropriations, seve
COVEFIDP relief acts that icngulcd pbaec iatlyl paenhdd teiehdf troavs atr
pur pefscers exampl e, CDC suppbotat SLETTspablic¢echeaht
CDC received several broad talpptr opoubdibasalfloorc apt
related activities. ASPR also plays a role in »p

appropriatSOSBHE aowc ohbret PHould also be**used for r
Additional funding of $10 billion for Defense P
(including those related to testing) was made a
these funds haves3been budgeted to HHS.

GAO reported that, as of May 31, 2021, HHS had
infrasgpacitfuirtdtfaomi ai-1 9 €COVYI Def 1laws and obligat
that amoumg.pellhifscteottial is in addition to othe
supported testing programs, such as the SLTT p
342y.S. Congress, House Committee on RuRisles Committee Print 1168 Text of the Hese Amendment to the

Senate Amendmentto H.R. 188mmittee print, 11%Cong., 29sess., December 21, 2021, p.4561.

343 For an overviewof supplemental appropriations in COMI®relief actssee the following CRS reportSRS

Report R46711U.S. Public Health Service: COVHD9 Supplemental Appropriationsin the 116th CongrasdCRS

Report R46834American Rescue Plan Actof 2021 (P.L. 32)7Public Health, Medical Supply Chain, Health

Services, and Related Provisions

344The HHS FY2022 budget shows the American Rescue Plan Act (ARPA) DPA appropriations as a new HHS

account. See HHSsiscal Year 2022: Budget in Bridittps://imww.hhs.gositesfiefaultfiles/fy-2022budgetin-

brief.pdf, p. 22.

The GAO “testing” category includes “pr oc-basedtestingt and di st
programs, testinginhighi s k and underserved populations and Indian Healt
national strategy, CDCtestinge 1 at ed act ivities such as technical assistanc:
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billion in allocations and $25. 1 ilnt ho bpluirgmasi ®@a,s
encompassing testing as well3»as others such as

Outside of HHS, several federal agencies and de

to testing capacity and infrasjturrucstdicd.i oher hawa
the Departméfpbprofia¥YreasuRglief Fund (CRF) fundi
supportretltageid#f’'dhdditvi oneb. CRF funds made availab
support SLTT 3As tdinsgchuwnsgvdedMdAi haessupported sever a
related to testing capacity and infrastructure,
suppas ewell as s upbpaosretdi ntge sctoimmngu nsiittye s t hr ough f u
Relief DR¥#%Ind addition, fumwmditrhg madd vat vwaDPlADAR atc c
related pur pos ePs. Li.id 3tdhoea L ARESd At { mall part to
suppllayt erde ¢ t i vities

What Funds Have Been Appropriated for
oflest s?

Congress has appropriated funding in each of th
popul ationisf.unSdoimeg ofs tfhor t ¢ & t iaflg dgpoovpeurlnamei mtn sd iwrh
provides services (e.g.totbevetepand ftihropopgphlah
ot herwise lack accessotrottoedftacngeétaomggtotheound
underserved populations (e.g., rural health cli
types of appropriations

)XQGV IRU )HGHUDO +HDOMERAWRIUD @ e7dH VAPFERID pmiilaltiioonn st o
DOD for testing fobebDef dfhad rifielsllitohn Ptroo glrASm f or 1
agemdcpene,hndi $60e smi 1 1ion total to®fhbs ¥quktat te
response measures have also included appropriat
populations.

)XQGV WR 7THVWLQJ 6 SHHERA Fa pRSXODWILARKENND aim i ns ured tes't
Subsequently, PPPHCEA included $1 Dbillion for t

346 GAO, COVID-19: Continued Attention Need to Enhanced Federal Preparedness, Response, Service Delivery and
Program Integrity GAO-21-551, July 2021, pp. 10405,https://mww.gao.godssetgao-21-551.

347 GAO, COVID-19: Sustained Federal Aion is Crucial as Pandemic Enters Its Second Y8AQ-21-387, March
31,2021, pp. 905.

348 For eligible uses of Coronavirus Relief Fund (CRF) funding from ARPA see relevant guidance and other documents
at U. S. Department of @Hre&esady Fi$C€a thitsd/ome.tecasyrg.gpw/ n d s a i
policy-issuestoronavirusdssistancdor-statelocalandtribal-governmentstateandlocatfiscatrecoveryfunds

S9F E MA’ s A®Hehlibcare Resource Roadmap lists public health capacity activities relatedto testing as an
eligible use of funding from it s PlaHehlihcare Resouics Roadmape pr ogr a m.
(Ver sion 2. 0)https/wwmy.ferna.gositestietadtfies/documentdema_covidl9-healthcareresource
roadmapversion2.0_0708-2021.pdf Forgeneral information about the Disaster Relief FusebCRS Report R45484,

The Disaster Relief Fund: Overview and Issues

350 One public announcement of a testirdated allocation of the DP A fundingwas on April, 28&th $75 million for
nasal swab production. S&RS Insight IN11387COVID-19: Defense Production Act (DPA) Déepments and
Issues for Congress

351 T his includes $30 million for testing at the VA and $30 million for testing through the Veterans Health

s

Administration’s Community Care program.
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-

llocated $4.8 billion for umiapproegdriase¢dnigndA

esting.

IRU 7THVWLQJ DW 6SHBlhhde$SHRM Rid pDRLOA MLHNVI ons ha

e for testing at speciefi §609pmsl bfomonofe
proprhiate dP PvBaC lada sEFRSSE d t o HRSA to su

nters. PPPHCEA also approprlwehtle:dl $225

QGV
ovi
oun
alt
e s outpatiedt facilities in rural areas.

wmgﬂx
—0 o o

p
e
all

H T O

his iosfc usspseicoinf i ¢ ffiadihgsaéappgopndadtoeelstti ng r el a
include the mandatory spendird abedlgptrowvy sdbhect
COVEFIDP response legislation. For example, FFCRA
provisionsevetpnagrepefidtesting paid by federal hea
Medicaid, as wel  Thease parievad®vaemedr riam cteh.i s( r epor f
repodts . )

Public Health Repldr tTesg datGC

What Types of TEoltliemgt Od?% a Ar e

[sTy el EU‘F’Q

CDC collects many types of data related to test
and some provided dir’Thdyebdgattaboratwsiédst 6 om&
health trends, under staand dti h@a@1er11&ren2drsdableittaeflf
Exi st inrge ltaetsetdi nsgur veillance (i , data collecti

1T &DVEDVHG VXUNWMLOOD@EPH CO¥E D results are report

laboratories to judicsdilideconsethated hemf b1 mhk
each case, including demographic and health
reporting syst®fiase report ing 'WOPCurs througt
National Notifiaklee SBisstecass es Surveilla

T 9LURORIJLOOMXWHEHIc ol 1l ects dHt adiagnaolklt i€OVI D

laboratory test rdselkttroontikbr dapbriatt orOWRIeD oF t
systewmbiodhects data shared by over 1,000 1ab
jur i s dhiecatlitohn sd e p ar t neesnet sd awiat hd oCh®.t Tilmc 1l ude
nonl abor atoderayr eo rt epsoti nsti t es, and therefore r1e
not,od ]l COW DXesting in the United States. Te s
tracking infection rates oveaf ti1me, by locat
individuals at ©WB¥gher risk for infection.
S2HHS, HRSA, “HHS Provi de-1%Tesingh RuralGeln uinoi nthti psobmw8H3.§dv/D

abouthews202005/20hhsprovides225million-for-covidltestingin-rurakcommunities.tml.

353 See alscCRS Report R46334&elected Health Provisionsin Title 111 of the CARES Act (P.L-136), andCRS

Report R46316Health Care Provisiong the Families First Coronavirus Response Act, P.L.-1P6.

3%4CDC, &'& $FWLYLWLHY DQG ,QLWLDWLYHY 6XSSRUWLQJ WK MagRR¥LGHQWYV 30DQ
https://wwmw.cdc.goworonavirus2019-ncovidownloadgphp/CDC-Activities-Initiativesfor-COVID-19-Response.pdf

¥5cpc, “Coronavirus Disease 2019: Repo httpd/mwgvcdc.gevb nf i r med Cas e
coronavirus2019-ncovphpteportingpui.html

356 CRS correspondence with CDC, May 6, 2020.

’HHS Protect Data Hub, “Nat i on dttps/lprotedpublicihsgoyages’t updat ed Ma y
nationattesting
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T *HQRPLF 6XUYHDICOQ@DBQ@EH multiple
surveillance and identif a
Co-¥Y¥ Sitntr Sur sgisltleaamcepartner dhagmowttik c ommerc
laboratories, collaboration with universitie

jur i s ddiectteicotnison and ®8 equencing efforts.

strategies to co

p
y nd monitor varian
e
i

Traditionally, most public health data reportin
or ot heongucandmaeandate that laboratories or hea
certain diseapeblito haaltshid¢cpoamnsments. States

identified data with CDC®hake aCAhRESE dAdchite waadtdi o n a |

aut horities for the HHY9 Sestengrdatal afpdcibdi €0
of the CARES Act requires that every clinical 1
to detect or diagnosld aepodshiblestcass udfi sCOVI D h
such form and manner, and at such timing and fr
end of t hse PSuebclriect aHeyp 1l t h Emer gency declaration (
COVEFIDP or anysaxthemnsicdmraffion. The provision al/l
which laboratories must submit reports pursuant
made publi¢thyaddaftulnadhilnegg has been made -la% ailable
relief acts, which can be used to facilitate da
sectors

CDC can also form partnerships with specific ju
and nonprofit reseaakthh idasttat vdanoappfescputbd ken
genomic surve¥llance activities.

What Are the Federal Testing Data Regq
Vary by Type or Purpose of the Test?

On Januwuary 8, 2021, HHS wupdated J5unoef 2t0h2e0 gui d a
CARES Act . As a part of the guidance, t he Secre
a minimum set of r,bqaraitbcadlr eoip umke miact It coa Isttha tdee p a r f
using existing3lThpomhnmegwihrmeamdedasta el ements t h:
for each test include, among other things, test

hnicity, and sex), and geographic location (e
ovi

et
pr d e sc thheaatl tphu bdleipar t ment s s hould adalleescst ainndf ¢

sCcDC, “Genomic SurGCoé¢a Vatiants’c eUpfdart eSIA RASptps://wlww.dc.go? 0 2 1
coronaviru2019-ncovkasesupdates/ariantsurveillance.html

¥Lawrence O. Gostin and Lindsay ndPublicWedikResearch:®Phivagy,t er Nine: Su
Security, and Confident ial iRulicHdealthPaw:Duty Rower, afideRestraiB! I nf or mat i o
ed. (University of California Press), pp. 3334.

¥0cpDC, “Coronavir us-CoD-2 Seqaesicen g2 0(1S9P: HipSRAERIS)ly 7; 2020,
https://mmw.cdc.gowdoronavirus2019-ncovtovid-dataspheres.htmiCDC_AA_refVal=

https%3A%2F%2 Fwww.cdc.gov%2Fcoronavirus%2 F20k®v%2 Fcasespdates%2Fspheres.htmi

IHHS «“ COYI Pandemic Response, Laboratory Data Reporting: CA
only to reporting requementstotate andlocal public health departments; however, complementary CDC guidance
notes that “[t]hese data must be reported daily, within 24

or territorial public health departmebdasecb n t he individfSet’” €D€es Hdwnlt9e. Report COVI
Laboratory Dataypdated January 26, 2021 tgtps://mww.cdc.govdoronaviru2019-ncoviabireportinglab-
data.html#:~:texteaboratories%20are%20not%20required%20to,with%20state%20law6200r%20policies

Congressional Research Senice 60



COVID-19 Testing: Frequently Asked Questions

phone number (which would allow for case invest
share this inf%rmation with CDC.

The guidance gives 1 asbwhmittotriiiffde nsheevhedrgatula iospd ii cotnis ¢
gover nnheennt ss hare data wP¥MhbOPE@twonm ia sdanalyy sadsmi s .
automated platform thajfus hasa dacustthdoarniatliacust cama twieclall
CDC®According06% €DCstate and tdmmitaddi &10 jsutraitsed
Was hin@tomnd five territorial j-tPisHectrons ¢ hai

laboratory r1ep ing, representing 10,0s% of the
of Apr il 21, 2

rt
21
CDC has clarif-i2dte¢dhtatnglditCOVIPer forming tests
r p-eisnecsl udi n g nmoilgeecnuy | aarn,d—aarnet itboo drye ptoerstt ipnogs i t i v e
st results to rtthme mte swietchtiin e2 4h eladutths defphat e st
id¥mMeets that are conducted for screening or
ported to the individual who was tested and t
sulsttss otfhate are conducted for public health s
the individual who was tested, and can be r e
risdiction upon request, st#¥ictly for public

0
0
i

et

e m R g O
S o o o c o

me test types, 1in parti-ecuslperc i ahlalvye afnatciegde nr etpeos
veeenb 1 e f &rrarpeidfatiat sawslki ch are more often carried
ther n 1in a nc erhter anloigzt ehdh elfaobhol roastdonrcyt.i on o f a
0, states and other jurisdictions wvar
n testing togefhhesdimhfdedrsnt ntgedtattayp a
m
t

[oN

igkektms tes albl.catifvgan dtiddittsheaecmpan ad
testing indicators that <c¢combin
than testin¥GCGAOt rlegporttleat imely
t overall antigen test;reportin
r publicly reporting antigen test
requir nts aerset ime spulatcse montriepmad ahd v«
tions that conduedushchs tervstsi f@grhemas,en
ies, coxwmeatotohmalvef paiolcietdiverses or capabil
t o tlhtehi rd erpeasrptentetnitvse. hRBHAS has t hus far ac
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2HHS, “ €l@Mdndemic Response, Laboratory DataRepogtt CARES Act Section 18115,” ]
https://mwww.hhs.gositestlefaultfiles/covid-19-laboratorydatareportingguidance.pdf

363 |hid. Spedfically, laboratories may use existing reporting systems, as required by state or local law or policy, or
may report through a state or regional health information exchange systems.

364 bid.

%5Association of Public Healt hl ba b dtipstywivaghkosgragrarisHL ) , «“ AP HL Al
informaticspagesiims_platform.aspx

¥6cpC, “CElOVIEDl ect ronic Laboratory Reportin@02lLmpl ementation b

https://mmw.cdc.godoronavirus2019-ncoviablelectroniereportingmap.htmj does not account for Tribal or local
jurisdictions outside of the Districtf Columbia.

¥7CDC, “How t o -R2pbab o iCOdpHabedJardaryt 26,2021,
http://mmw.cdc.gov/coronavirus/2018cov/lab/reportingab-data.htiml

8CcpDC, tingStrategiesfor SARSoV-2,” updated March 11, 202 https://iww.cdc.govdoronavirus2019-
ncovilabiesourcesarscov2-testingstrategies.html#anchor_1615061534186

%°The COVID Tracking Project, “The State of State Antigen T
https://covidtracking.conahalysisupdatesintigertestingreporting
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home data by facilitating data submission throu
home 3Ast aof Juned2d®f lg e HHSs dd similar guidance f
Looking ahead, -meme ydiiang mosdtuicce dt eastt s may pres en.
challengehsomeT hteesset satare generally available over
prescriptiein,meant db estoosmped @aite d by t heutpatthhe nte ead tha
send specimens to a laboratory. CDC recommends
headathe provider, who is requireds troe smdcteiqwuee nt
health jurisdict irhoonmesatlst ecrommaet iwietlhy ,i nssa meu catti on s
results dir éscthleya Ittoh tjhuer ipsadtiicetniton ViFaDZ n online
guidance to nraencuofmanctetnudteedmst htnats tatdes i gn facilitat
t o healttihe sa,u tahnodr is-h mme EUAs t §ohaat required manuf
tools to facilitate reporting as a codition of
Still, be-hameet ¢ehtetseraquire indalviadmhilgat inconts ,i nt
report results, there may be concerns that r1esu

Hows IDemogr aphi ¢ Da tWh oo fHHalvreHebBswetieahd: a 1 s
Reporatredl What Issues Have Arisen?

States and other jurisdidtingnwhateinfoaimhy ioas?yp
share wiS$ha€CbPCand other jurisdictional law can
shared with the&™Ifre dtelrea le agrolvye rsntmae gnjetws.r iosf d it chtei prmasn d «
were not colbdetimggpandédwtr demographic infor mat
such as ’bpacpatne@@fTehschsnei crietpyarting gaps owe to mart
the CO¥Y¥I pandemic, many jurisdictions have faced
laboesatokm many reported cases, testing data r1e
patient information needed to contact the patie
result, public health depar tsmetnad so bftoalilm wf wlpl wdiett
the a@aadefficadnsamidngimesk, especially when jur
cases In addition, many public health depart me

870y.S. Government Accountability Office, COVID9: Critical Vaccine Distribution, Supply Chain, Program
Integrity, and Other Challenges Requifecused Federal Attention, January 28, 201 fips://files.gao.goveports/
GAO-21-2654ndex.html#appendix7

SlcDC, -Testing fipdated April 25, 202 https://mww.cde.govdoronavirus2019-ncovtestingself-testing.htmi?
CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fcoronavirus%2 F201c®v %2 Ftesting%2Fathiome
testing.html

S72F D A Cordnavirus (COVIB19) Update: FDA Posts New Template forAbme and Ovethe-Counter Diagnostic
Testsfor Use in Notbab Settings, Such as Homes, OfficesSolhools; press release, July 29, 2020,
https:/imww.fda.gowiewseventgpressannouncemetscoronaviruscovid-19-updatefda-postsnewtemplatehome
andover-counterdiagnostietestsusenon, and Kelly Lewis Brezoczky,ucira COVID-19 Al-In-One Test Kit FDA,
November 17, 202Mttpsi/iwww.fda.govinedial 4381 0download

SBLawrence O. Gostin and Lindsay F. Wiley, “Chapter Nine: Su
Security, and Confident ial iPRuplicHdealthPaw:Duty Rowdr, afileRedng 3 I nf or mat i o
ed. (University of California Press), pp. 3334.

S“Partnership for Public Health Law, “Legal Issues Related t
Agencies, ”httAg/mwuwiasthd.or@ublic-Policy/P ublicHealthLaw/lLegallssuesRelatedto-Sharing
Clinical-Health-Datawith-P ublicHealth-Agencies/

SKelly SHugeHolekn Tésting Data Bl ur sSci®eeduydd, 2020Et hnic Disparit.i
https://science.sciencemag.aahtentB696501237.
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such as labdwatesiedn baboisgular, do not typica
to race/ethnicity. Patients may also%%e unwilli:
As described above, guidance issued puwvdemaht to
reporting requirements for jurisdiyctwiioonhs ,aldddiems
result?2020. JAaoneor ding t o Sdiattaat efsr ornmelpAp nctia [sCeGVWIalh 4 0
deaths Dby r1racd/laaanedsndo@itt t,e satnidn g7 data (positive a
raceddAal pf June 3, 2021, 62% of total cases T1ep
race/ ehnicity.

Thouwught a cbibespimmmawhadswadh missing data issues h
publ ik rhesagd dns &a bainldi teyx pteor tnmsa i nt ain situational a
government are seeking to address data i1issues t
Modernization Initiative and vaesi ommmsd tpclkifcoyr ¢ e s
devel o®y ment

S®Darius Tahir, “ViruseHuRteos dRedy MBolitEoay 0, 2030kt o p e n ,

Council of State and Territorial EpidemiologisBsjving Public Health in the Fast Lane: The Urgent Need for & 21
Century Data Superhighwageptember 201®ittps://cdn.ymaws.comiwv.cste.orglesourcalesmgrpdfspdfs2/
Driving_PH_Display.pdf

8 ohns Hopkins University (] Hda)Datddransparency: Staiesth®baveo ur ¢ e

Released COVIBL 9 Dat a by Race, ” 1 https//icoranavius.jhu.edigtafaciatdata0 , 2 0
transparency

378 CRS Report R4658dracking COVID19: U.S. Public Health Surveillance and Data

3%Healt h I T. gov, “Public Health Data Systems Task

https://mww.healthit.govitaccommitteegdublic-health-datasystemstask-force-2021
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Appendix AAcronyms Used in This R

Acronym Definition
AACC American Association for Clinical Chemistry
ABP Alternative Benefit Plans
ACA Patient Protection and Affordable Care Act
AIMS APHL Informatics Messaging Services
APHL Association of Public Health Laboratories
AMP Association for Molecular Pathology
ARPA American Rescue Plact
ASCM Association for Supply Chain Management
ASM American Society for Microbiology
ASPR Assistant Secretarjor PreparednesandResponse
BHP Basic Health Program

CARES Act Coronavirus Aid, Relief, and Economic Security Act

CBTS CommunityBased Testing Sites

CDhC Centers for Disease Control and Prevention

CFR Code of Federal Regulations

CHIP &KLOGUHQ:V +HDOWK ,QVXUDQFH 3URJUDP
CLIA Clinical Laboratory Improvement Amendments

CMS Centers for Medicare & Medicaid Services

CNMI Commonwealth of Northern Mariana Islands

COBRA Consolidated Omnibus Budget Reconciliation Act
CRF Coronavirus Relief Fund

DCIPHER Data Collation and Integration for Public Health Event Response
DOD Department of Defense

DOL Department of Labor

DPA Defense Production Act

DRF Disaster Relief Fund

EMTALA Emergency Medical Treatment and Active Labor Act
EPSDT Early and PeriodiScreening, Diagnostic, and Treatment
EUA Emergency Use Authorization

FAQ Frequently Asked Questions

FDA Food and Drug Administration

FEHB Federal Employees Health Benefits Program

FEMA Federal Emergency Management Agency

FFCRA Families FirsCoronavirus Response Act

FMAP Federal Medical Assistance Percentage
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Acronym Definition
FQHC Federally Qualified Health Center
HHS Department of Health and Human Services
HMO Health Maintenance Organization
HRSA Health Resources and Services Administration
IDRRRF Infectious Disease Rapid Response Reserve Fund
IHCIA Indian Health Care Improvement Act
IHS Indian Health Service
IVD In Vitro Diagnostics
LDT LaboratoryDeveloped Test
LTCF LongTerm Care Facility
LTSS LongTerm Services and Support
MA MedicareAdvantage
MHS Military Health Services
MOU Memorandum of Understanding
MTF Military Treatment Facility
NAIC National Association of Insurance Commissioners
NCI National Cancer Institute (of the National Institutes of Health)
NF Nursing Facility
NGA National Governors Association
NIH National Institutes of Health
NNDS National Notifiable Diseases Surveillance System
OIG Office of Inspector General (HHS)
oS Office of the Secretary (HHS)
oTC Over-the-Counter
PA Public Assistance (FEMA)
PAPPG Public Assistance Program and Policy Guide (FEMA)
PCR Polymerase Chain Reaction
PHSA Public Health Service Act
PHEP Public Health Emergency Preparedness
PHSSEF Public Health and Social Services Emergency Fund
POC Pointof-Care
PPE PersonaProtection Equipment
PPPHCEA Paycheck Protection Program and Health Care Enhancement Act
PRF Provider Relief Fund
PRWORA Personal Responsibility and Work Opportunity Reconciliation Act of 1996
RHC Rural Health Clinic
RNA Ribonucleic acid
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Acronym Definition
SLTT State, local, territorial, and tribal
SNF Skilled Nursing Facility
SNS Strategic National Stockpile
SPA State Plan Amendment
SPHERES Sequencing for Public Health Emergency Response, Epidemiology, and
Surveillance
SSA Social Security Act
STLDI Short-term, limited duration insurance
TTSI Testing, Tracing, and Supported Isolation
usc United States Code
VA Department of Veterans Affairs
VHA Veterans Health Administration
VTM Viral Transport Media
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AppendixB.Pol i cy Experts Table

Topic Contact
Types of COVID19 Testing and Their Uses Amanda K. Sarata
Test Accuracy Amanda K. Sarata
Testing Infrastructure, Capacity and Strategies Amanda K. Sarata

Hassan Z. Sheikh

Testing Supply Chain Amanda K. Sarata
Erica A. Lee
Priority for Testing Indiduals Kavya Sekar

Hassan Z. Sheikh

Role of Federal Emergency Management Agency in Testing: Infrastruct. Erica A. Lee

Delivery and Payment

Role of Public Health Departments in Testing Kavya Sekar
Hassan Z. Sheikh
Taylor R. Wyatt
Sarah Lister

Testingfor Uninsured Individuals Elayne J. Heisler
Testing Disparities Taylor R. Wyatt
Bureau of Prison Health Care Nathan James
Defense Health Care BryceH. P.Mendez
Alan Ott
Veterans Health Care Sidath Viranga Panangala

Jared S. Sussman

Indian HealthService Elayne J. Heisler
Taylor R. Wyatt

OHGLFDLG DQG WKH 6WDWH &KLOGUHQ -V +HI Evelyne P. Baumrucker

Medicare Jim Hahn

Private Health Insurance Vanessa C. Forsberg
Private Health Insurance (Out of Network) Noah D. Isserman
Private Health Insurance (Legal Issues) Jennifer A. Staman
Funding for Testing Kavya Sekar

Taylor R. Wyatt
8QDXWKRUL]HG ,PPLJUDQWYV:- $FFHVV WR 7H" Abigail F. Kolker

Use of Uninsured Fund for Testing Elayne J. Heisler
Medicaid Fundinfpr Testing Uninsured Individuals Evelyne P. Baumrucker
Testing Data Reporting Kavya Sekar

Taylor R. Wyatt
Sarah Lister

Resources on Testing Kate M. Costin
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Appendix CAdditional Resources

Below are frequently c¢dilt9e d erseaWinmipredda sStthactleast.e dT I io

appendix includes selected federal
t his ’sr eppuobrlti c ation. Federal agencie

Data Repositories

Preliminary data reported by U. S.
hospital; totals ma include antib

, aca

de mic, a

S continue t o
situation. Pleaschamwmdgicye tlhiisst isf nrods @aurcoamgp.r e

labor
ody d

atories
ata fr om

Centers for Disease Control and Prevention

f CIx¥ COVI D Data Tracker: United

Seroprevalenceht ipdat ¢ decwomwdigdd bag hy f /

#testing

States Labor

T Previous U.S. WwWgunat ZThésttp2s@:@ 0 Dawwa. cAddc. gov/

cor on 2 ¢ infcuese/suepsd ptreesv-ii ® s-s-m 8 g h t ml

Coronavirus Resource Cent e& ,M¢dihecni nHo pki ns Ut

For a
bl mb s README. md
1

complete 1ishtopsdat@SShbhGlbSraghblMEddPras/, vi s it

COVEIDP Das hboard by tSheei eGiecnet earn df oErn gS ynsetea ms g

(CSSE) at Johns Hopkins Univer
https:// cormapvhtmbk. jhu. edu/

T Johns HopklidnsTeGOtVilnDg [ nsight s
https:// corvpasvings. jhu. edu/

sity,

updat ed

Initiative, u

T Testing Trends Tbolpsupdeodvoedasteegmgar ] kn. e¢du

traokertiew

T Al StasonCotfipdlesting Efforts,

updated r1eg:

https:// corpbaswiacgosmpjalru .sedu/

T Dailyb®ttatte Testing Trends, updated regular
https://corbpasiwvndiikitdivhaals e d u/

T Which U. S. States Meet WHO Recommended Tes't
reguhatbyp.avicaospphtnewpgdhis gt ivity

f International Comparison of Positivity Rate
reguhatbyg,// corvpastvi m @i gotmipoare d 8 o n

T Racial Data Transparency: Stat

dataansparency

es that have
19 data by rackttppdatedrdagadnalbly,jhu. edu/
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Department of Health and Human Servic

Department of Health and Human Services ( HH

T COVEFID® Pandemic Response, Laboratory Data R
Sectiomtt k1l 5,/ wswiwd ehdhhisi. tgeodtiflda borat or y
datepopgttidgnce. pdf

T COVEIDP Guidance for Hospital Reporting and
Hospital Laboratory, and Acute Care Facilit
httops:/ / wswwl ehfhfisu. tgoodtiOfi a-h ¢ s p-h o s pst al
l ab o raactuotnef e c-d bt oy t ing. pdf %3 C

Centers for Disease Control and Prevention (

T CDC CONVM2 DSearch Guidancht tDp<:u/memww.,c dice.sg o m/g ,
cor on 2 0 infcuesw//mmu n igcuai tdihonme/€S dirt tnd ?
Da %3%3Ade sTog Dt s=&20ef or%mhd B%2iDe s g i

T Interim Guidelines for Collect i
for GCOWMItD ps : / / wwow. ocnddc®. ighoubsagbu/i d e
clcdaslipeci mens . ht ml

ng, Handling
lines

T Testing Guidelindag¢t per/ NucrosrioongacvH grouwss/,

0 In% dcrmpur chionmkeesting. ht ml

nterim Guidanhkcaroam Hes ¢ oc@ma¥ Hefidbt S ARS
ttps:/ / www.ocnddct. igfoulst/fpe/ s-hea gt hcar e
ersonnel . ht ml

nterim Consideratiighey fEdmclamnsd ont At mons s of ¢
ARSo0-Y Te httitmpg,: / / wwow. ocnddcO. iigfouvsy //

ommua o I ywngievse r tdetsiteibn/g . ht m

nterim Guidelld nAknt ifbootdty€ @relst iwgw. cdc. gov/
or on 2 0 idnfcudsurbe/s oant e-bod@tys del ines. ht ml

o = oy Do o= N

Centers Medicare & Medicaid Services (CMS)

T Clinical Laboratory Improvement Amendment s
During -IOOVAWb |l ic Hehttps Emé wigislnecsp/s . g o v/
docutme-db® &c 11 ad. pdf

T Frequently As keW@Wo-WuEurtveoinlsl:a SCARSTes ting,
https:/ / wiwinll ecemis B @n$2v0l/ X & q u e st Kggude st i on s
coviur ve-tkebanag. pdf

T Medicare Administrativle9 (Qemttr BPatien nigMAC) CC
httops:// wiwinll ecemis megoto/¥liddeprti cing. pdf

T COVEIDD Frequently Asked Questions (FAQs) fo
Chil'drHmalth Insurance Program (CHIP) Agenc
https:/ / wwws tmaetdaocacaeicndd. ccgwanl’ vl booavdi¥fl/a qs . pd f

f Current emer gencies, Coronavirus Disease 2/

httops:/ / whAbvo-@CMB/g g ®lonyf or me 1 gk R Q//
Cur rEemmetr g eCcrirBesndtr g epnacgiee s
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T Coronavirus Disle9a)s eGu2i0dladn ¢(eCOVUpDdated as new
Consumer Information and Insurance Oversigtl
publ ihsthtepds,: / / w&Gvl R @nés 0 g raeSchsele n-d
FAQs #CaAWIl D

Food and Drug Administration (FDA)

T Policy for Co20h2vTewutss DDsriarsg t he Public H
Emer gency @Re2WRt0pnls :,/ /Mwvevg.ufldaat.ogroyv /
infor me a-f dghwi d-d o ¢ v npeonytese/r o n-d v s 2dsl &
tesdtusg-pnbl ¢ ad mhdr greenwiys e d

T FAQs on Te s tCiol¥gh tftoprs : Y ARWwvewd.tdcehuli g ® & /
eme r g esnict yu-te idaodeeavlif ad s /5-6 a-00 @&

HHS, Department of Labor, and the Treasury

T FAQS about Families First Coronavirus Respo
Relief, and Economic Security Act I mplement
https:// wiwinll ecemis WEORPA-4 F AQs . pdf

T FAQS about Families First Coronavirus Respo
Relief, and Economic Security Act I mplement
https:/ / wiwinll ecemis REOCRPA-4 8F AQs . pd f

T Additional Policy and Regulat-b®y Revisions
Public Healt HEMUDQ GHIKWZWHNoOovember 6, 2020

T FAQS ABOUT FAMILIES FIRST CORONAVI RUS RESPON:
CORONAVI RUS AI D, RELI EF, AND ECONOMI C SECURI"
I MPLEMENTATI ON PART 4 4h,t tFpesbir/ U awfwiwl. &émis . ZO N T ,
docuiamtadh 4 pdf

i

Feder al -100VduD da sHtEES )( No n

U.S. EquygheimpDpportunity Commission (EEOC)

T What You Should ¥HownAb ouhte AOMWL Dt he Rehabil
Act , and Ot hes : EE O wiwavw swkhbay.toguichvotu 1 d
k n ocawb oecuot v1i9d n-addrae h a b ralciatn-alt heecdloa w s

White House

’02_1 o_’_’wo)éo’~_

T National Str atledg yRefsopro ntshee aCnOdVIPDande mi ¢ Pr ep
Januvarltepgil/,/ www. wpe io tn dulpal vwoda®dIs ¥/o v /
Nat i-OStnmadft @rdd@OVEIDR e s pamRlende mic
Preparedness . pdf
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I e es§e T

T Testing Blueprint: Opening Up America Again
https://trumpwh iwtpe o tu ¢ kB 02&0dEBHa svieisn &g o v /
Blueprint. pdf

§f Testing Overview: Opening Up America Again,
https://www.trumpwhitehouse.gavp-contentliploads202004/Testing
Over Fiienwml . pdf

§f Guidance on I nlt% rThersett i legs IOVl ,D May 6, 2020,
https://www.trumpwhitehouse.gavp-contentliploads202005/Testing
Guidance. pdf

§f Addendum to the Testing Blueprint, June 202

https://www.trumpwhitehouse.gavp-contentliploads202006/Addendum
t 0 htee s-bingpt NAL. pdf

Test Strategies

Centers for Disease Control and Prevention (

T SARSo0-Y Testing sSitdreartactg ywwla alofnbc a Ne n
Wo r k p lhatct epss,: / / wewow.ocnd2cl. igbouwwsp/mmu ni t y/
or ganitzeast-ni ®mega/l ¢vhocrakrpl aces . ht ml

T Testing Strategy 0n Chedanghyr @si ( iICOVNI D
Infrastructure Wokr&kpCasesisafltdeantai fCiOVd ,D
httops:/ / wwow.ocnddct. igfowsd/ mmuwa tdydf-et y
suprhares/ting. ht ml

T COVEIDP Serology Suhve¢ plsl & swdwowSocndagvt igrguys, /
20 In% aw/vdiad$ af od wigwei hlaeamnxc &t ml

Department of Health and Human Services (HH

T Report to Comh%rStsrsat «€HNiVd DTesting Plan, May
https:// www. de mmm¢ ddtasd./s enate. gov/
COVID%20National %20Diagnostics %20Strategy %
v %2 0 FI.NpAd f

National Academy of Medicine (NAM)

T COVEIDD Testing Strategies for Colleges and Ur
https:/ / wwawt. 2nkadpg devli /e s-8 § n g-f ecgoilelmengd s
universities

The Johns Hopkins Center for Health Securit),

T DeveloapNagional S€o&t gy osar vEARS in the Uni
States, Jhnepid 8ot & ROcheabuhcsrek/urity. or g/
publ i deatvi d-mnpaitnigotnraaftoesrg-g ¢-Xs er os-i heys
uni-g edt es
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The John Hopkins Bloomberg School of Public

T A National Plan to Enla%l@a sCeo nfpirnedhienngs iavned C OV
Contact Tracing in the US, April 2020,
https: htewwiocheabwhsmplk/bhs i apyuchhst fg< /

2020/0 4nla® tpolntaml o ntt a@atci ng. pdf

The Rockefeller Foundation

T Nationadl9COVEPing and Tracing Action Plan,
https:// www. r oc kneafteirtobndibtl e s-0 mtd gai-coinn o r g /
actploan/

Relevant Reports and Ot her Resources

Centers for Disease Control and Prevention (

T Overview of TFCe-¥Yhtmtgp £ o/r/ R Socndacy.igrouvs//
20 In% dicefpds-6 vagview. ht ml

T Report to Congress on Paycheck Protection I
Enhancement Act olhi sUr g8Sgr eCgpartoends vhartuas Di s eas e
(COVI D) Testinhgt,t pMa:y/ /2W0ORW. ihneolépdd snen at e. go v/
FY%202020Q0B®C%20RTC%20o0-n%20COVI D
19%20Testing%20MNACTfai%2a0l cl ean. pdf

§f CDC Activities and Ini-t9aRevpeosnsSappodttiheg t

9

President’”s Plan for Opening America Up Aga
https:/ / wewe.Dar2clhilvleh Qotrpgs/@ 5 c dc . go v/

cor on2 0 infcudso/wn lppha@dds€Xc t i ¥ inti it dfsetri ve s

COVEIDRes ponse. pdf

Centers for Medicare & Medicaid Services (CN

T Frequently Asked 9QuWestiongs atCQAKIiDled Nursirt
Nur singAuHpu2 8 20t t pwsw./c/mef.idlee/lt mowt d
fagqutfesting. pdf

Department of Health and Human Services ( HH!

T Coronavir-t9) ( TOMIpDdnagt eldt r gpgul Awww, hhs. gov/
coronataestmagx. ht ml

T Commu-Basgd Testingl$9jtaddrieogu lCaOrVI yD,
https:/ / wcww. ohnhase. ngnouss/d $tgeds-¢ i g sl ¢ x . ht ml

Federal Emer gency Management Agency (FEMA)

T Federal Suppor tTetsot ikxgp aCnadp alNvaitliian als , May 4
https:// wwwslf demtdisgmpw/ xmptaad ttoensatli n g
capabilities

b
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Food and Drug AdmMdnistration (FD

T Independent EvallBWaSecdroamlso gifc aClOVIeDst s, update
https:// apeadwytiddtd®goology/

Government Accountability Office (GAO)

T

COVEFIDP: Continued Attention Needed to Enhanc e
Response, Service Deliv-2#5y land uPlryo glr9a m 2102tle g
https:/ / friclpedsd.6 g@ahdl.ed.a wml

COVEIDP: In Nursing Homes: HHS Has Taken Steps
but Several GAO Recommendations Have Not Bee
2 0 2hlt,t ps : / / wpwwo dgieacdti4bgdi? v /

COVEFIDP: Critical Vaccine Distributi
Ot her Challenges Require Focused F
httops:/ / wpwwo dgzedtiZgddv /

COVEIDPUr gent Actions Needed to Better Ensure
Response, Ndhuvamber / Ivivdlgegtdstl/ 9.gdp o1/

COVEFIDP: Federal Efforts Could Be Strengthene
Actions, Septhe¢ mpsr /2 bhpwwdize@t 5ol /

COVEIDP: Opportunities to Iemporvoevrey FEefdfeorratls ,Re s j
June 2httpe20/ wwvo ddoakd® /@ % /

Supply

on,
ederal At t

National Academy of Medicine (NAM)

T Evaluating Data Types: A Guide for Decision
Understand Shre Edt elfOt, CeBWIERDY s : / / www. nap. edu/
cat @B &¢@xal uwdaattignpgegsu tfdedre c i-mai ko-ms sdnagt a

T Rapid ExpatritonCoonns udrti t i ¢ al I ssues in Diagno
COVEIDP Pandemic ( Novehtbteprs :9/,/ www. On)a,p . 2e0d2ul/,
cat 2ab&9/Bdpeixdp-e ot s u-btcartitiosns-mid sa gnostic
t e s-f atnhgeo vli9dandamive HB 6 2 0

T Rapid Expert Co@e-¥]lLaboontonySARSting for t
COVEIDP Pandemic ( Aphrtitlp s8:,/ /2wOwa@w). anlaopg 0Oe2d0u,/
25 717 & peixdp-¢ © b s u-b tsaatcicd@+h a b o rtaets ef retynkge
covibdandami8a 020
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