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LTC	facilities	are	required	to	comply	with	the	requirements	in	42	CFR	part	483,	subpart	B,	to	receive	payment	under	the	Medicare	or	Medicaid	programs.	ESRD	facilities	serve	patients	whether	they	are	diagnosed	with	COVID-19	or	not,	and	people	receiving	dialysis	cannot	always	be	adequately	distanced	from	one	another	during	treatment.	The
requirements	and	burden	for	CAHs	with	DPUs	will	be	submitted	to	OMB	under	OMB	control	number	0938-0328(expired).	Currently	FDA-approved	and	FDA-authorized	vaccines	in	use	in	the	U.S.	are	both	safe	and	highly	effective	at	protecting	vaccinated	people	against	symptomatic	and	severe	COVID-19.[77]	Higher	rates	of	vaccination,	especially	in
health	care	settings,	will	contribute	to	a	reduction	in	the	transmission	of	SARS-CoV-2	and	associated	morbidity	and	mortality	across	providers	and	communities,	contributing	to	maintaining	and	increasing	the	amount	of	healthy	and	productive	health	care	staff,	and	reducing	risks	to	patients,	resident,	clients,	and	PACE	program	participants.	Start
Amendment	Part13.	VAERS	is	a	safety	and	monitoring	system	that	can	be	used	by	anyone	to	report	adverse	events	after	vaccines.	ICRs	Regarding	the	Development	of	Policies	and	Procedures	for	Hospitals	§ 482.42(g),	“COVID-19	Vaccination	of	Hospital	Staff”	1.	Requests	for	exemptions	based	on	an	applicable	Federal	law	must	be	documented	and
evaluated	in	accordance	with	applicable	Federal	law	and	each	facility's	policies	and	procedures.	Accommodations	can	be	addressed	in	the	provider	or	supplier's	policies	and	procedures.	*	*	*	*	*	(f)	Standard:	COVID-19	vaccination	of	organization	staff.	For	the	ICPs	in	all	6,071	ASCs,	the	burden	would	be	48,568	hours	(8	×	6,071)	at	an	estimated	cost	of
$3,739,736	($616	×	6,071).	The	administrator	would	conduct	research	regarding	the	COVID-19	vaccines	and	then	either	modify	or	develop	the	policies	and	procedures	necessary	to	comply	with	the	requirements	in	this	IFC.	Start	Amendment	Part22.	III.	The	Act	requires	that	RHCs	be	located	in	an	area	that	is	both	rural	and	underserved,	are	not
rehabilitation	agencies	or	facilities	primarily	for	the	care	and	treatment	of	mental	diseases,	and	meet	such	other	requirements	as	the	Secretary	may	find	necessary	in	the	interest	of	the	health	and	safety	of	the	individuals	who	are	furnished	services	by	the	clinic.	We	believe	these	activities	would	require	2	hours	each	for	the	DON	and	an	administrator.
Phase	2,	effective	60	days	after	publication,	consists	of	the	requirement	that	all	applicable	staff	are	fully	vaccinated	for	COVID-19,	except	for	those	staff	who	have	been	granted	exemptions	from	COVID-19	vaccination	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions
and	considerations).	Pursuant	to	42	CFR	410.2	and	410.110,	a	CMHC	may	receive	Medicare	payment	for	partial	hospitalization	services	only	if	it	demonstrates	that	it	provides	the	core	services	identified	in	the	requirements.	Section	418.60(a),	Condition	of	participation:	Infection	Control,	requires	that	the	“hospice	must	follow	accepted	standards	of
practice	to	prevent	the	transmission	of	infections	and	communicable	disease,	including	the	use	of	standard	precautions.”	The	effective	delivery	of	hospice	services	is	essential	to	the	care	of	the	hospice's	patients	and	their	families	and	caregivers.	Cooks,	for	example,	may	migrate	to	restaurant	jobs.	B.	The	“total	staff”	number	in	the	rightmost	column	is
the	number	of	individual	staff	directly	affected	at	the	time	this	rule	takes	effect	(adding	the	number	of	full-time	employees	to	the	number	of	part-time	employees,	contractors,	and	other	business	persons	who	have	recurring	patient	or	staff	interactions).	Health	care	providers	are	already	in	the	business	of	finding	and	hiring	replacement	workers	on	a
large	scale.	Long	term	care	residents	are	a	major	group	within	LTC	facilities	and	are	generally	in	the	LTC	facility	because	their	needs	are	more	substantial	and	they	need	assistance	with	the	activities	of	daily	living,	such	as	cooking,	bathing,	and	dressing.	Based	upon	our	experience	with	CORFs,	we	believe	some	facilities	have	already	developed
policies	and	procedures	requiring	COVID-19	vaccination	for	staff	unless	medically	contraindicated.	The	hourly	cost	for	the	physician	assistant	is	$111.	Although	influenza	activity	during	the	2020-2021	season	was	low	throughout	the	U.S.,[188]	the	intensity	of	the	upcoming	2021-2022	influenza	season	cannot	be	predicted.	Thus,	the	total	burden	for	all
11,649	HHAs	to	comply	with	the	policies	and	procedures	requirements	for	policies	and	procedures	is	116,490	hours	(93,192	+	23,298)	at	an	estimated	cost	of	$9,062,922	(6,803,016	+	2,259,906).	While	we	believe	that	many	HHAs	have	already	addressed	COVID-19	vaccination	with	their	staff,	we	have	no	reliable	means	to	estimate	that	number.	For
example,	an	individual	may	receive	the	first	dose	of	the	Moderna	mRNA	COVID-19	Vaccine	2	or	3	days	prior	to	the	Phase	1	deadline,	but	must	wait	at	least	28	days	before	receiving	the	second	dose.	Yet,	using	the	last	6	months	of	CDC	Data	Tracker	information,	on	an	annual	basis	more	than	400	deaths	could	be	expected.	The	hospital	must	develop
and	implement	policies	and	procedures	to	ensure	that	all	staff	are	fully	vaccinated	for	COVID-19.	We	post	all	comments	received	before	the	close	of	the	comment	period	on	the	following	website	as	soon	as	possible	after	they	have	been	received:	.	Other	adverse	events	following	vaccination	may	also	be	reported	to	VAERS.	Residents	of	LTC	facilities
make	up	less	than	1	percent	of	the	U.S.	population	but	accounted	for	more	than	35	percent	of	all	COVID-19	deaths	in	the	first	12	months	of	the	pandemic.[134]	Additionally,	adults	of	any	age	with	certain	underlying	medical	conditions	are	at	increased	risk	for	severe	illness	from	COVID-19.	Hence,	for	each	ICFs-IID,	the	burden	would	be	2	hours	at	an
estimated	cost	of	$192	(2	×	96).	In	September	2021,	Jeffrey	Zients,	the	White	House	Coronavirus	Response	Coordinator,	noted	that	“vaccination	requirements	work	.	Further,	it	would	endanger	the	health	and	safety	of	patients,	and	be	contrary	to	the	public	interest	to	delay	imposing	it.	We	have	not	previously	required	any	vaccinations,	but	we
recognize	that	many	health	care	workers	already	comply	with	employer	or	State	government	vaccination	requirements	(for	example,	influenza,	and	hepatitis	B	virus	(HBV))	and	invasive	employer	or	State	government-required	screening	procedures	(such	as	tuberculosis	screening).	Package	inserts	and	fact	sheets	for	health	care	providers
administering	COVID-19	vaccines	are	available	for	each	licensed	and	authorized	vaccine	from	the	FDA.[103 104 105]	Section	564	of	the	Federal	Food,	Drug,	and	Cosmetic	Act	authorizes	FDA	to	issue	EUAs.	An	EUA	is	a	mechanism	to	facilitate	the	availability	and	use	of	medical	countermeasures,	including	vaccines,	during	public	health	emergencies,
such	as	the	current	COVID-19	pandemic.	We	focus	initially	on	LTC	facilities	because	their	residents	and	patients	have	been	among	the	most	severely	affected	by	COVID-19	as	well	as	illustrating	all	the	estimating	issues	involved,	but	the	same	estimates,	uncertainties,	and	calculations	apply	to	all	types	of	providers	and	suppliers	in	varying	degrees.	We
will	consider	all	comments	we	receive	by	the	date	and	time	specified	in	the	DATES	section	of	this	preamble,	and,	when	we	proceed	with	a	subsequent	document,	we	will	respond	to	the	comments	in	the	preamble	to	that	document.	Start	Printed	Page	61574	We	note	that	although	this	IFC	is	being	issued	in	response	to	the	PHE	for	COVID-19,	we	expect
it	to	remain	relevant	for	some	time	beyond	the	end	of	the	formal	PHE.	Spread	over	10.4	million	full-time	equivalent	employees,	this	is	about	$125	per	employee.	According	to	the	chart	above,	the	total	hourly	cost	for	the	medical	director	is	$171.	We	believe	the	burden	for	the	documentation	requirements	in	this	rule	should	be	included	in	that	burden.
(3)	The	policies	and	procedures	must	include,	at	a	minimum,	the	following	components:	(i)	A	process	for	ensuring	all	staff	specified	in	paragraph	(d)(1)	of	this	section	(except	for	those	staff	who	have	pending	requests	for,	or	who	have	been	granted,	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19
vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations)	have	received,	at	a	minimum,	a	single-dose	COVID-19	vaccine,	or	the	first	dose	of	the	primary	vaccination	series	for	a	multi-dose	COVID-19	vaccine	prior	to	staff	providing	any	care,	treatment,	or	other	services	for	the	hospice	and/or
its	patients;	(ii)	A	process	for	ensuring	that	all	staff	specified	in	paragraph	(d)(1)	of	this	section	are	fully	vaccinated,	except	for	those	staff	who	have	been	granted	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical
precautions	and	considerations;	(iii)	A	process	for	ensuring	the	implementation	of	additional	precautions,	intended	to	mitigate	the	transmission	and	spread	of	COVID-19,	for	all	staff	who	are	not	fully	vaccinated	for	COVID-19;	(iv)	A	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	of	all	staff	specified	in	paragraph	(d)(1)
of	this	section;	(v)	A	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	of	any	staff	who	have	obtained	any	booster	doses	as	recommended	by	the	CDC;	(vi)	A	process	by	which	staff	may	request	an	exemption	from	the	staff	COVID-19	vaccination	requirements	based	on	an	applicable	Federal	law;	(vii)	A	process	for	tracking
and	securely	documenting	information	provided	by	those	staff	who	have	requested,	and	for	whom	the	hospice	has	granted,	an	exemption	from	the	staff	COVID-19	vaccination	requirements;	(viii)	A	process	for	ensuring	that	all	documentation,	which	confirms	recognized	clinical	contraindications	to	COVID-19	vaccines	and	which	supports	staff	requests
for	medical	exemptions	from	vaccination,	has	been	signed	and	dated	by	a	licensed	practitioner,	who	is	not	the	individual	requesting	the	exemption,	and	who	is	acting	within	their	respective	scope	of	practice	as	defined	by,	and	in	accordance	with,	all	applicable	State	and	local	laws,	and	for	further	ensuring	that	such	documentation	contains:	(A)	All
information	specifying	which	of	the	authorized	COVID-19	vaccines	are	clinically	contraindicated	for	the	staff	member	to	receive	and	the	recognized	clinical	reasons	for	the	contraindications;	and	(B)	A	statement	by	the	authenticating	practitioner	recommending	that	the	staff	member	be	exempted	from	the	hospice's	COVID-19	vaccination	requirements
for	staff	based	on	the	recognized	clinical	contraindications;	(ix)	A	process	for	ensuring	the	tracking	and	secure	documentation	of	the	vaccination	status	of	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations,	including,	but	not	limited	to,	individuals	with	acute
illness	secondary	to	COVID-19,	and	individuals	who	received	monoclonal	antibodies	or	convalescent	plasma	for	COVID-19	treatment;	and	(x)	Contingency	plans	for	staff	who	are	not	fully	vaccinated	for	COVID-19.	The	efficacy	of	COVID-19	vaccinations	has	been	demonstrated.[214]	An	ASPE	report	published	on	October	5,	2021,	found	that	COVID-19
vaccines	are	a	key	component	in	controlling	the	COVID-19	pandemic.	But	in	those	cases,	a	cook	who	would	otherwise	have	been	hired	by	a	restaurant	may	find	a	newly	vacant	health	care	position	requiring	vaccination	and	accept	(or	more	likely	already	have)	vaccination.	The	term	also	includes	SLP	services	furnished	by	a	provider	of	services,	a	clinic,
rehabilitation	agency,	or	by	a	public	health	agency,	or	by	others	under	an	arrangement.	These	requirements	focus	a	great	deal	on	infection	prevention	and	control	standards,	often	incorporating	guidelines	as	recommended	by	CDC	and	other	expert	groups,	as	CMS's	highest	duty	is	to	protect	the	health	and	safety	of	patients,	clients,	residents,	and
PACE	program	participants	in	all	applicable	settings.	The	burden	for	the	nurse	practitioner	in	each	RHC/FQHC	would	be	2	hours	at	an	estimated	cost	of	$214	(2	×	107).	*	*	*	*	*	(d)	COVID-19	vaccination	of	staff.	For	these	reasons	and	the	reasons	set	forth	in	section	II.A.	of	this	IFC,	we	are	adding	a	new	regulatory	requirement	at	§ 416.51(c)	related	to
establishing	and	implementing	policies	and	procedures	for	COVID-19	vaccination	of	all	staff	(includes	employees;	licensed	practitioner;	students,	trainees,	and	volunteers;	and	other	individuals)	who	provide	care,	treatment,	or	other	services	for	the	provider	or	its	patients.	Thus,	we	will	base	our	burden	estimate	on	all	7,893	ESRD	facilities.	(2)	The
policies	and	procedures	of	this	section	do	not	apply	to	the	following	organization	staff:	(i)	Staff	who	exclusively	provide	telehealth	or	telemedicine	services	outside	of	the	organization	setting	and	who	do	not	have	any	direct	contact	with	patients	and	other	staff	specified	in	paragraph	(f)(1)	of	this	section;	and	(ii)	Staff	who	provide	support	services	for
the	organization	that	are	performed	exclusively	outside	of	the	organization	setting	and	who	do	not	have	any	direct	contact	with	patients	and	other	staff	Start	Printed	Page	61624	specified	in	paragraph	(f)(1)	of	this	section.	All	hospices	would	need	to	review	their	current	policies	and	procedures	and	modify	them	to	comply	with	all	of	the	requirements	in
§ 418.60(d)	as	set	forth	in	this	IFC.	For	all	357	PRTFs,	the	burden	would	be	2,856	hours	(8	hours	×	357)	at	an	estimated	cost	of	$211,344	(592	×	357).	Start	Part	PART	441—SERVICES:	REQUIREMENTS	AND	LIMITS	APPLICABLE	TO	SPECIFIC	SERVICES	End	Part	Start	Amendment	Part5.	While	it	is	true	that	compliance	with	this	rule	may	create
some	short-term	disruption	of	current	staffing	levels	for	some	providers	or	suppliers	in	some	places,	there	is	no	reason	to	think	that	this	will	be	a	net	minus	even	in	the	short	term,	given	the	magnitude	of	normal	turnover	and	the	relatively	small	fraction	of	that	turnover	that	will	be	due	to	vaccination	mandates.	Current	regulations	at	§ 482.42	Condition
of	participation:	Infection	prevention	and	control	and	antibiotic	stewardship	programs	already	require	hospitals	to	have	an	infection	prevention	and	control	program	(IPCP)	and	an	infection	preventionist	(IP).	However,	this	IFC	was	not	preceded	by	a	notice	of	proposed	rulemaking,	and	therefore	the	requirements	of	UMRA	do	not	apply.	However,
studies	on	annual	seasonal	influenza	vaccine	uptake	consistently	show	that	half	of	health	care	workers	may	resist	seasonal	influenza	vaccination	nationwide.[142]	Other	ongoing	CMS	staff	vaccination	programs	include	hospital	quality	improvement	contractors	that	provide	educational	resources	to	help	hospitals	and	staff	overcome	vaccine	hesitancy,
coordinate	with	State	health	departments	to	support	vaccine	uptake	(for	COVID-19	and	flu),	and	monitor	staff	vaccination	rates	for	additional	action.	These	data,	moreover,	are	almost	all	among	unvaccinated	persons	and	are	probably	undercounted	in	current	data.	According	to	Table	3,	the	total	hourly	cost	for	the	administrator	is	$96.	If	only	one
health	care	provider	in	an	area	required	staff	vaccination,	then	those	who	refuse	vaccination	could	quit	and	obtain	employment	at	another	location	in	the	same	field	or	type	of	position.[241]	But	with	many	employers	already	mandating	vaccination,	and	with	nearly	all	local	(and	distant)	health	care	employers	requiring	vaccination	under	this	rule,	we
expect	that	such	effects	will	be	minimized	(with	exceptions	for	medical	or	other	exemptions	as	required	by	law).	You	may	send	written	comments	to	the	following	address	ONLY:	Centers	for	Medicare	&	Medicaid	Services,	Department	of	Health	and	Human	Services,	Attention:	CMS-3415-IFC,	Mail	Stop	C4-26-05,	7500	Security	Boulevard,	Baltimore,
MD	21244-1850.	Current	regulations	at	§ 485.640	Condition	of	participation:	Infection	prevention	and	control	and	antibiotic	stewardship	programs	already	require	CAHs	to	have	an	infection	prevention	and	control	program	(IPCP)	and	an	infection	preventionist	(IP).	These	and	some	lesser	options	are	presented	and	discussed	in	the	main	preamble.
Under	§ 483.80(d)(3),	as	established	in	the	May	13,	2021	IFC,	we	require	LTC	facilities	to	educate	residents	and	staff	on	the	COVID-19	vaccines	and	also	to	offer	the	vaccine,	when	available,	to	all	residents	and	staff.	The	burden	would	be	15,401	hours	(1	×	15,401)	at	an	estimated	cost	of	$1,478,496	(96	×	15,401)	for	all	LTC	facilities.	In	this	regard,
we	note	that	because	CMS	does	not	regulate	health	and	safety	in	physician	and	dental	offices,	or	in	non-health	care	settings	such	as	assisted	living	facilities,	those	entities	may	provide	alternative	places	of	employment	for	some	of	the	staff	currently	working	for	providers	and	suppliers	subject	to	this	IFC	who	refuse	vaccinations.	We	concluded	that
covering	these	persons	would	be	readily	manageable	without	creating	major	issues	for	compliance,	enforcement,	and	record-keeping.	Nonetheless,	studies	have	shown	that	COVID-19	does	not	affect	all	population	groups	equally.[133]	Age	remains	a	strong	risk	factor	for	severe	COVID-19	outcomes.	For	the	IPs	in	all	1,358	CAHs,	the	burden	would	be
10,864	hours	(8	hours	×	1,358)	at	an	estimated	cost	of	$858,256	(632	×	1,358).	There	will	be	many	new	persons	in	each	category	during	the	first	full	year	of	the	regulation,	and	likely	almost	all	of	these	will	have	been	vaccinated	elsewhere	(for	simplicity	we	also	assume	a	base	rate	95	percent	for	this	group,	almost	all	of	whom	will	have	previously
worked	in	a	health	care	facility	requiring	vaccination).	This	rule	would	pre-empt	some	State	laws	that	prohibit	employers	from	requiring	their	employees	to	be	vaccinated	for	COVID-19.	Moreover,	a	further	delay	in	imposing	a	vaccine	mandate	would	endanger	the	health	and	safety	of	additional	patients	and	be	contrary	to	the	public	interest.	Further,
comparing	the	rates	of	these	outcomes	to	what	ASPE	modeling	predicted	would	have	happened	without	any	vaccinations,	we	estimate	COVID-19	vaccinations	were	linked	to	estimated	reductions	of	approximately	107,000	infections,	43,000	hospitalizations,	and	16,000	deaths	in	our	study	sample	of	25.3	million	beneficiaries.	Assuming	that	the	average
rate	of	death	from	COVID-19	(SARS-CoV-2	infection)	at	LTC	facility	resident	ages	and	conditions	is	5	percent,	and	the	average	rate	of	death	after	vaccination	is	essentially	zero,	the	expected	life-extending	value	of	each	resident	who	would	otherwise	be	infected	is	$150	thousand	at	a	3	percent	discount	rate	and	$240	thousand	at	a	7	percent	discount
rate.	According	to	Table	3,	the	total	hourly	cost	for	the	administrator	in	home	health	services	is	$97.	With	regard	to	recognized	clinical	contraindications	to	receiving	a	COVID-19	vaccine,	facilities	should	refer	to	the	CDC	informational	document,	Summary	Document	for	Interim	Clinical	Considerations	for	Use	of	COVID-19	Vaccines	Currently
Authorized	in	the	United	States,	accessed	at	��vaccines/covid-19/downloads/summary-interim-clinical-considerations.pdf	.	We	will	advise	and	train	State	surveyors	on	how	to	assess	compliance	with	the	new	requirements	among	providers	and	suppliers.	The	administrator	would	need	to	have	meetings	with	the	mental	health	counselor	to	discuss	the
revisions	and	draft	any	necessary	policies	and	procedures.	ICRs	Regarding	the	Development	of	Policies	and	Procedures	for	ESRD	Facilities	§ 494.30(b),	“COVID-19	Vaccination	of	Facility	Staff”	1.	Hence,	the	burden	for	these	documentation	requirements	for	all	15,317	RHCs	and	FQHCs	would	be	12,495	(0.0833	×	150,000)	hours	at	an	estimated	cost	of
$1,349,460	(12,495	×	108).	.”	also	known	as	CfCs.	The	ESRD	facility	CfCs	at	42	CFR	part	494	are	the	minimum	health	and	safety	rules	that	all	Medicare-	and	Medicaid-certified	dialysis	facilities	must	meet	in	order	to	participate	in	the	programs.	The	regulations	included	in	Phase	2	[42	CFR	416.51(c)(3)(ii),	418.60(d)(3)(ii),	441.151(c)(3)(ii),	460.74(d)
(3)(ii),	482.42(g)(3)(ii),	483.80(i)(3)(ii),	483.430(f)(3)(ii),	484.70(d)(3)(ii),	485.70(n)(3)(ii),	485.640(f)(3)(ii),	485.725(f)(3)(ii),	485.904(c)(3)(ii),	486.525(c)(3)(ii),	491.8(d)(3)(ii),	494.30(b)(3)(ii)]	must	be	implemented	by	January	4,	2022.	The	2021	outbreaks	associated	with	the	SARS-Cov-2	Delta	variant	have	shown	that	current	levels	of	COVID-19
vaccination	coverage	up	until	now	have	been	inadequate	to	protect	health	care	consumers	and	staff.	For	example,	1	in	5	hospitals	report	that	they	are	currently	experiencing	a	critical	staffing	shortage.[50]	Through	the	week	ending	September	19,	2021,	approximately	23	percent	of	LTC	facilities	reported	a	shortage	in	nursing	aides;	21	percent
reported	a	shortage	of	nurses;	and	10	to	12	percent	reported	shortages	in	other	clinical	and	non-clinical	staff	categories.[51]	And	while	some	studies	suggest	overall	staffing	levels	(as	defined	by	nurse	hours	per	resident	day)	have	been	relatively	stable,	this	appears	to	be	associated	with	concurrent	decreases	in	patient	demand	(for	example,	resident
census	in	nursing	homes)—decreases	that	have	ramifications	for	patient	access	to	recommended	and	medically	appropriate	services.[52 53]	Over	half	(58	percent)	of	nursing	homes	participating	in	a	recent	survey	conducted	by	the	American	Health	Care	Association	and	National	Center	for	Assisted	Living	(AHCA/NCAL)	indicated	that	they	are	limiting
new	admissions	due	to	staffing	shortages.[54]	Similarly,	hospital	administrators	responding	to	an	OIG	pulse	survey	conducted	during	February	22-26,	2021,	reported	difficulty	discharging	COVID-19	patients	to	post-acute	facilities	(for	example,	nursing	homes,	rehabilitation	hospitals,	and	hospice	facilities)	following	the	acute	stage	of	the	patient's
illness.	The	administrator	would	need	to	work	with	the	RN	to	develop	the	policies	and	procedures,	and	then	review	and	approve	the	changes.	For	these	individuals,	another	shot	of	an	mRNA	COVID-19	vaccine	is	not	recommended,[111]	and	they	should	discuss	receiving	a	different	type	of	COVID-19	vaccine	with	their	health	care	practitioner.[112]



Other	rare	serious	adverse	reactions	that	have	been	reported	to	occur	following	COVID-19	vaccines	include	thrombosis	with	thrombocytopenia	syndrome	(TTS)	following	the	Janssen	COVID-19	vaccine	and	myocarditis	and/or	pericarditis	following	the	mRNA	COVID-19	vaccines	(	��coronavirus/2019-ncov/vaccines/safety/adverse-events.html	).	The
QALY	and	VSLY	amounts	used	in	any	estimate	of	overall	benefits	are	not	meant	to	be	precise,	but	instead	are	rough	statistical	measures	that	allow	an	overall	estimate	of	benefits	expressed	in	dollars.	Documentation	and	Storage	Section	485.70(n)	also	requires	CORFs	to	track	and	securely	maintain	the	required	documentation	of	staff	COVID-19
vaccination	status.	Both	the	DON	and	medical	director	would	need	to	have	meetings	with	the	IP	to	discuss	the	revision,	evaluation,	and	approval	of	the	policies	and	procedures.	Intermediate	Care	Facilities	for	Individuals	With	Intellectual	Disabilities	(ICFs-IID)	ICFs-IID	are	residential	facilities	that	provide	services	for	people	with	intellectual
disabilities.	Facilities	that	employ	or	contract	for	services	by	staff	who	telework	full-time	(that	is,	100	percent	of	their	time	is	remote	from	sites	of	patient	care,	and	remote	from	staff	who	do	work	at	sites	of	care)	should	identify	and	monitor	these	individuals	as	a	part	of	implementing	the	policies	and	procedures	of	this	IFC,	documenting	and	tracking
overall	vaccination	status,	but	those	individuals	need	not	be	subject	to	the	vaccination	requirements	of	this	IFC.	All	PRA-related	comments	received	in	response	to	this	IFC	will	be	reviewed	and	addressed	in	a	subsequent,	non-emergency,	submission	of	the	information	collection	request.	The	conditions	were	issued	on	June	12,	1992	(57	FR	27106),	and
the	conditions	related	to	staffing	and	staff	responsibilities	were	last	updated	on	May	12,	2014	(79	FR	27106).	(3)	The	policies	and	procedures	must	include,	at	a	minimum,	the	following	components:	(i)	A	process	for	ensuring	all	staff	specified	in	paragraph	(c)(1)	of	this	section	(except	for	those	staff	who	have	pending	requests	for,	or	who	have	been
granted,	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations)	have	received,	at	a	minimum,	a	single-dose	COVID-19	vaccine,	or	the	first	dose	of	the	primary	vaccination	series	for	a	multi-dose
COVID-19	vaccine	prior	to	staff	providing	any	care,	treatment,	or	other	services	for	the	qualified	home	infusion	therapy	supplier	and/or	its	patients;	(ii)	A	process	for	ensuring	that	all	staff	specified	in	paragraph	(c)(1)	of	this	section	are	fully	vaccinated	for	COVID-19,	except	for	those	staff	who	have	been	granted	exemptions	to	the	vaccination
requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations;	(iii)	A	process	for	ensuring	that	the	facility	follows	nationally	recognized	infection	prevention	and	control	guidelines	intended	to	mitigate	the	transmission	and	spread	of
COVID-19,	and	which	must	include	the	implementation	of	additional	precautions	for	all	staff	who	are	not	fully	vaccinated	for	COVID-19;	(iv)	A	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	for	all	staff	specified	in	paragraph	(c)(1)	of	this	section;	(v)	A	process	for	tracking	and	securely	documenting	the	COVID-19
vaccination	status	of	any	staff	who	have	obtained	any	booster	doses	as	recommended	by	the	CDC;	(vi)	A	process	by	which	staff	may	request	an	exemption	from	the	staff	COVID-19	vaccination	requirements	based	on	an	applicable	Federal	law;	(vii)	A	process	for	tracking	and	securely	documenting	information	provided	by	those	staff	who	have
requested,	and	for	whom	the	qualified	home	infusion	therapy	supplier	has	granted,	an	exemption	from	the	staff	COVID-19	vaccination	requirements;	(viii)	A	process	for	ensuring	that	all	documentation,	which	confirms	recognized	clinical	contraindications	to	COVID-19	vaccines	and	which	supports	staff	requests	for	medical	exemptions	from
vaccination,	has	been	signed	and	dated	by	a	licensed	practitioner,	who	is	not	the	individual	requesting	the	exemption,	and	who	is	acting	within	their	respective	scope	of	practice	as	defined	by,	and	in	accordance	with,	all	applicable	State	and	local	laws,	and	for	further	ensuring	that	such	documentation	contains;	(A)	All	information	specifying	which	of
the	authorized	COVID-19	vaccines	are	clinically	contraindicated	for	the	staff	member	to	receive	and	the	recognized	clinical	reasons	for	the	contraindications;	and	(B)	A	statement	by	the	authenticating	practitioner	recommending	that	the	staff	member	be	exempted	from	the	qualified	home	infusion	therapy	supplier's	COVID-19	vaccination	requirements
for	staff	based	on	the	recognized	clinical	contraindications;	(ix)	A	process	for	ensuring	the	tracking	and	secure	documentation	of	the	vaccination	status	of	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations,	including,	but	not	limited	to,	individuals	with	acute
illness	secondary	to	COVID-19,	and	individuals	who	received	monoclonal	antibodies	or	convalescent	plasma	for	COVID-19	treatment;	and	(x)	Contingency	plans	for	staff	who	are	not	fully	vaccinated	for	COVID-19.	ICRs	Regarding	the	Development	of	Policies	and	Procedures	for	CMHCs	§ 485.904(c),	“COVID-19	Vaccination	of	Center	Staff”	1.	Similarly,
section	1871(b)(1)	of	the	Act	requires	the	Secretary	to	provide	for	notice	of	the	proposed	rule	in	the	Federal	Register	and	a	period	of	not	less	than	60	days	for	public	comment.	Amend	§ 416.51	by	adding	paragraph	(c)	to	read	as	follows:	End	Amendment	Part	Conditions	for	coverage—Infection	control.	Amend	§ 485.904	by	adding	paragraph	(c)	to	read
as	follows:	End	Amendment	Part	Condition	of	participation:	Personnel	qualifications.	For	example,	a	health	care	system	that	is	the	largest	private	employer	in	Delaware	with	more	than	14,000	employees,	a	health	care	system	and	academic	medical	center	with	over	26,000	employees	in	Texas,	and	an	integrated	health	system	in	North	Carolina	with
more	than	35,000	employees,	to	name	a	few,	have	all	preceded	this	rule	with	their	own	vaccination	requirements,	achieving	rates	of	at	least	97	percent	vaccination	among	their	staff.[129 130 131 132]	These	organizations	are	already	realizing	the	effectiveness	of	strong	vaccination	policies.	Critical	Access	Hospitals	(CAHs)	CAHs	are	rural	hospitals
that	have	been	designated	as	critical	access	hospitals	by	the	State,	in	a	State	that	has	established	a	State	Medicare	Rural	Hospital	Flexibility	Program.	If	an	employee	receives	the	appropriate	vaccinations,	reviewing	and	documenting	that	the	employee	has	been	vaccinated	would	likely	only	require	1	to	3	minutes,	depending	upon	how	the	facility	is
documenting	the	vaccination,	which	is	likely	to	vary	substantially	between	facilities.	Comments	must	be	received	on/by	January	4,	2022.	According	to	Table	3,	the	total	hourly	cost	for	the	administrator	at	an	ESRD	facility	is	$97.	.”.	We	decided	to	establish	minimal	compliance	burdens	for	both	categories	of	exemptions.	Regardless,	we	welcome
comments	on	this	overall	option	and	its	variations,	and	on	the	closely-related	option	of	simply	adding	a	month	to	the	compliance	deadline	in	this	rule.	(d)	*	*	*	(3)	*	*	*	(v)	The	resident	or	resident	representative,	has	the	opportunity	to	accept	or	refuse	a	COVID-19	vaccine,	and	change	their	decision;	and	*	*	*	*	*	Start	Printed	Page	61620	(i)	COVID-19
Vaccination	of	facility	staff.	CDC	data	show	that	across	the	U.S.,	physicians	and	advanced	practice	providers	have	significantly	higher	vaccination	rates	than	aides.[71 72]	Among	aides,	lower	vaccination	coverage	was	observed	in	those	facilities	located	in	zip	codes	where	communities	experience	greater	social	risk	factors.	HHS	uses	an	increase	in
costs	or	decrease	in	revenues	of	more	than	3	to	5	percent	as	its	measure	of	“significant	economic	impact.”	The	HHS	standard	for	“substantial	number”	is	5	percent	or	more	of	those	that	will	be	significantly	impacted,	but	never	fewer	than	20.	(3)	The	policies	and	procedures	must	include,	at	a	minimum,	the	following	components:	(i)	A	process	for
ensuring	all	staff	specified	in	paragraph	(f)(1)	of	this	section	(except	for	those	staff	who	have	pending	requests	for,	or	who	have	been	granted,	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and
considerations)	have	received,	at	a	minimum,	a	single-dose	COVID-19	vaccine,	or	the	first	dose	of	the	primary	vaccination	series	for	a	multi-dose	COVID-19	vaccine	prior	to	staff	providing	any	care,	Start	Printed	Page	61621	treatment,	or	other	services	for	the	facility	and/or	its	clients;	(ii)	A	process	for	ensuring	that	all	staff	specified	in	paragraph	(f)(1)
of	this	section	are	fully	vaccinated	for	COVID-19,	except	for	those	staff	who	have	been	granted	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations;	(iii)	A	process	for	ensuring	the
implementation	of	additional	precautions,	intended	to	mitigate	the	transmission	and	spread	of	COVID-19,	for	all	staff	who	are	not	fully	vaccinated	for	COVID-19;	(iv)	A	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	of	all	staff	specified	in	paragraph	(f)(1)	of	this	section;	(v)	A	process	for	tracking	and	securely
documenting	the	COVID-19	vaccination	status	of	any	staff	who	have	obtained	any	booster	doses	as	recommended	by	the	CDC;	(vi)	A	process	by	which	staff	may	request	an	exemption	from	the	staff	COVID-19	vaccination	requirements	based	on	an	applicable	Federal	law;	(vii)	A	process	for	tracking	and	securely	documenting	information	provided	by
those	staff	who	have	requested,	and	for	whom	the	facility	has	granted,	an	exemption	from	the	staff	COVID-19	vaccination	requirements;	(viii)	A	process	for	ensuring	that	all	documentation,	which	confirms	recognized	clinical	contraindications	to	COVID-19	vaccines	and	which	supports	staff	requests	for	medical	exemptions	from	vaccination,	has	been
signed	and	dated	by	a	licensed	practitioner,	who	is	not	the	individual	requesting	the	exemption,	and	who	is	acting	within	their	respective	scope	of	practice	as	defined	by,	and	in	accordance	with,	all	applicable	State	and	local	laws,	and	for	further	ensuring	that	such	documentation	contains	(A)	All	information	specifying	which	of	the	authorized	COVID-
19	vaccines	are	clinically	contraindicated	for	the	staff	member	to	receive	and	the	recognized	clinical	reasons	for	the	contraindications;	and	(B)	A	statement	by	the	authenticating	practitioner	recommending	that	the	staff	member	be	exempted	from	the	facility's	COVID-19	vaccination	requirements	for	staff	based	on	the	recognized	clinical
contraindications;	(ix)	A	process	for	ensuring	the	tracking	and	secure	documentation	of	the	vaccination	status	of	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations,	including,	but	not	limited	to,	individuals	with	acute	illness	secondary	to	COVID-19,	and
individuals	who	received	monoclonal	antibodies	or	convalescent	plasma	for	COVID-19	treatment;	and	(x)	Contingency	plans	for	staff	who	are	not	fully	vaccinated	for	COVID-19.	This	includes	administrative	staff,	facility	leadership,	volunteer	or	other	fiduciary	board	members,	housekeeping	and	food	services,	and	others.	We	also	made	some	assumption
regarding	analysis	of	the	burden	for	the	documentation	requirements.	We	also	believe	these	patients	are	especially	vulnerable	to	COVID-19	due	to	receiving	care	in	their	homes.	Many	patients	have	serious	illnesses	that	increases	the	risk	of	morbidity	and	mortality	from	COVID-19.	We	recognize	that	newly	reported	COVID-19	cases,	hospitalizations,
and	deaths	have	begun	to	trend	downward	at	a	national	level;	nonetheless,	they	remain	substantially	elevated	relative	to	numbers	seen	in	May	and	June	2021,	when	the	Delta	variant	became	the	predominant	strain	circulating	in	the	U.S.[185]	And	while	cases	are	trending	Start	Printed	Page	61584	downward	in	some	states,	there	are	emerging
indications	of	potential	increases	in	others—particularly	northern	states	where	the	weather	has	begun	to	turn	colder.	FDA	determined	that	these	vaccines	meet	FDA's	standards	for	safety,	effectiveness,	and	manufacturing	quality	needed	to	support	emergency	use	authorization	and	licensure,	as	applicable.	In	our	analysis	of	first-year	benefits	of	this
rule	we	focus	first	on	prevention	of	death	among	staff	of	facilities	as	well	as	on	reduction	in	disease	severity.	Start	Printed	Page	61580	4.	Provisions	of	the	Interim	Final	Rule	With	Comment	Period	Through	this	IFC,	we	are	requiring	that	the	following	Medicare-	and	Medicaid-certified	providers	and	suppliers,	listed	here	in	order	of	their	appearance	in
42	CFR,	ensure	that	all	applicable	staff	are	vaccinated	for	COVID-19:	Ambulatory	Surgical	Centers	(ASCs)	Hospices	Psychiatric	residential	treatment	facilities	(PRTFs)	•	Programs	of	All-Inclusive	Care	for	the	Elderly	(PACE)	Start	Printed	Page	61570	Hospitals	(acute	care	hospitals,	psychiatric	hospitals,	long	term	care	hospitals,	children's	hospitals,
hospital	swing	beds,	transplant	centers,	cancer	hospitals,	and	rehabilitation	hospitals)	Long	Term	Care	(LTC)	Facilities,	including	SNFs	and	NFs,	generally	referred	to	as	nursing	homes	Intermediate	Care	Facilities	for	Individuals	with	Intellectual	Disabilities	(ICFs-IID)	Home	Health	Agencies	(HHAs)	Comprehensive	Outpatient	Rehabilitation	Facilities
(CORFs)	Critical	Access	Hospitals	(CAHs)	Clinics,	rehabilitation	agencies,	and	public	health	agencies	as	providers	of	outpatient	physical	therapy	and	speech-language	pathology	services	Community	Mental	Health	Centers	(CMHCs)	Home	Infusion	Therapy	(HIT)	suppliers	Rural	Health	Clinics	(RHCs)/Federally	Qualified	Health	Centers	(FQHCs)	End-
Stage	Renal	Disease	(ESRD)	Facilities	For	discussion	purposes,	we	have	grouped	these	providers	and	suppliers	into	four	categories	below:	(1)	Residential	congregate	care	facilities;	(2)	acute	care	settings;	(3)	outpatient	clinical	care	and	services;	and	(4)	home-based	care.	Even	a	small	fraction	of	recalcitrant	unvaccinated	employees	could	disrupt
facility	operations.	Similarly,	the	EUA	for	the	Pfizer	BioNTech	mRNA	COVID-19	vaccine	has	been	amended	to	include	the	use	of	an	additional,	or	third	primary	series,	dose	in	certain	immunocompromised	individuals	12	years	of	age	and	older.	No	trial	phases	were	skipped.[82]	All	COVID-19	vaccines	currently	licensed	(approved) [83]	or	authorized	for
use	in	the	U.S.	were	tested	in	clinical	trials	involving	tens	of	thousands	of	people.	We	believe	these	activities	would	be	performed	by	the	RN.	This	may	open	the	door	to	forged	documents	or	false	statements,	and	therefore	validation	of	such	claims	raises	administrative	costs.	FDA	is	closely	monitoring	the	safety	of	the	COVID-19	vaccines	both
authorized	for	emergency	use	and	licensed	use.	The	ICRs	for	this	section	would	require	each	ESRD	facility	to	develop	the	policies	and	procedures	needed	to	satisfy	all	of	the	requirements	in	this	section.	In	a	recent	study	of	reported	COVID-19	cases,	hospitalizations,	and	deaths	in	13	U.S.	jurisdictions	that	routinely	link	case	surveillance	and
immunization	registry	data,	CDC	found	that	unvaccinated	individuals	accounted	for	over	85	percent	of	all	hospitalizations	in	the	period	between	June	and	July	2021,	when	Delta	became	the	predominant	circulating	variant.[61]	Unfortunately,	health	care	staff	vaccination	rates	remain	too	low	in	too	many	health	care	facilities	and	regions.	There	is	no
simple	and	non-arbitrary	way	to	disentangle	which	vaccination	benefits	and	which	vaccination	costs	are	due	to	which	source.	The	second	IFC,	“Medicare	and	Medicaid	Programs,	Clinical	Laboratory	Improvement	Amendments	(CLIA),	and	Patient	Protection	and	Affordable	Care	Act;	Additional	Policy	and	Regulatory	Revisions	in	Response	to	the	COVID-
19	Public	Health	Emergency”	(FR54873)	was	published	on	September	2,	2020.	End	Authority	Start	Amendment	Part2.	Section	553(c)	further	requires	the	agency	to	give	interested	parties	the	opportunity	to	participate	in	the	rulemaking	through	public	comment	before	the	provisions	of	the	rule	take	effect.	Staff	who	have	completed	a	primary
vaccination	series	by	this	date	are	considered	to	have	met	these	requirements,	even	if	they	have	not	yet	completed	the	14-day	waiting	period	required	for	full	vaccination.	We	believe	that	this	would	require	an	RN	5	minutes	or	0.0833	hours	to	perform	the	required	documentation	an	adjusted	hourly	wage	of	$77	for	each	employee.	(3)	The	policies	and
procedures	must	include,	at	a	minimum,	the	following	components:	(i)	A	process	for	ensuring	all	staff	specified	in	paragraph	(c)(1)	of	this	section	(except	for	those	staff	who	have	pending	requests	for,	or	who	have	been	granted,	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be
temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations)	have	received,	at	a	minimum,	a	single-dose	COVID-19	vaccine,	or	the	first	dose	of	the	primary	vaccination	series	for	a	multi-dose	COVID-19	vaccine	prior	to	staff	providing	any	care,	treatment,	or	other	services	for	the	CMHC	and/or	its	clients;	(ii)	A
process	for	ensuring	that	all	staff	specified	in	paragraph	(c)(1)	of	this	section	are	fully	vaccinated	for	COVID-19,	except	for	those	staff	who	have	been	granted	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions
and	considerations;	(iii)	A	process	for	ensuring	the	implementation	of	additional	precautions,	intended	to	mitigate	the	transmission	and	spread	of	COVID-19,	for	all	staff	who	are	not	fully	vaccinated	for	COVID-19;	(iv)	A	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	for	all	staff	specified	in	paragraph	(c)(1)	of	this
section;	(v)	A	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	of	any	staff	who	have	obtained	any	booster	doses	as	recommended	by	the	CDC;	(vi)	A	process	by	which	staff	may	request	an	exemption	from	the	staff	COVID-19	vaccination	requirements	based	on	an	applicable	Federal	law;	(vii)	A	process	for	tracking	and
securely	documenting	information	provided	by	those	staff	who	have	requested,	and	for	whom	the	CMHC	has	granted,	an	exemption	from	the	staff	COVID-19	vaccination	requirements;	(viii)	A	process	for	ensuring	that	all	documentation,	which	confirms	recognized	clinical	contraindications	to	COVID-19	vaccines	and	which	supports	staff	requests	for
medical	exemptions	Start	Printed	Page	61625	from	vaccination,	has	been	signed	and	dated	by	a	licensed	practitioner,	who	is	not	the	individual	requesting	the	exemption,	and	who	is	acting	within	their	respective	scope	of	practice	as	defined	by,	and	in	accordance	with,	all	applicable	State	and	local	laws,	and	for	further	ensuring	that	such
documentation	contains	(A)	All	information	specifying	which	of	the	authorized	COVID-19	vaccines	are	clinically	contraindicated	for	the	staff	member	to	receive	and	the	recognized	clinical	reasons	for	the	contraindications;	and	(B)	A	statement	by	the	authenticating	practitioner	recommending	that	the	staff	member	be	exempted	from	the	CMHC's
COVID-19	vaccination	requirements	for	staff	based	on	the	recognized	clinical	contraindications;	(ix)	A	process	for	ensuring	the	tracking	and	secure	documentation	of	the	vaccination	status	of	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations,	including,	but
not	limited	to,	individuals	with	acute	illness	secondary	to	COVID-19,	and	individuals	who	received	monoclonal	antibodies	or	convalescent	plasma	for	COVID-19	treatment;	and	(x)	Contingency	plans	for	staff	who	are	not	fully	vaccinated	for	COVID-19.	While	organ	transplants	are	not	performed	in	CAHs,	we	note	that	organ	donors	may	be	CAH	patients,
and	organ	donation	and	recovery	may	occur	in	CAHs.	We	note	that	the	vaccination	policies	required	in	this	IFC	apply	to	all	individuals	who	provide	care,	treatment,	or	other	services	for	the	hospital	and/or	its	patients,	under	contract	or	other	arrangement.	Infection	control	within	a	hospital	campus	is	especially	important,	because	hospitals	treat
individuals	with	infectious	diseases	(such	as	COVID-19)	and	healthy	yet	higher-risk	individuals	(for	example,	pregnant	and	post-partum	individuals,	infants,	transplant	recipients,	etc.)	within	the	same	facility.	Tables	5	and	6	show	the	full	scope	of	provider	and	supplier	types,	facility	structures,	and	staff	sizes,	taking	into	account	part-time	staff	(Table	5)
and	estimated	staff	turnover	(Table	6).	In	some	rare	cases	funds	under	the	CARES	Act	and	the	American	Rescue	Plan	Act	of	2021	might	be	available	at	State	or	local	discretion,	but	it	is	hard	to	foresee	any	substantial	budgetary	impact	on	any	insurance	plan	or	service	provider	that	would	justify	or	require	such	assistance.	The	new	vaccination
requirement	may	reduce	such	fears	and	bring	higher	numbers	of	residents	to	these	facilities	and	the	essential	services	they	provide.	CMHC	CoPs	were	issued	on	October	29,	2013	(78	FR	64604).	Thus,	COVID-19	vaccination	mandates	will	provide	patients	and	their	household	members	with	safety	assurances	that	will	facilitate	acceptance	of	home	care
services,	and	will	protect	the	patients,	staff,	and	the	other	members	of	the	patients'	households.	In	these	cases,	consistent	with	the	Supremacy	Clause	of	the	Constitution,	the	agency	intends	that	this	rule	preempts	State	and	local	laws	to	the	extent	the	State	and	local	laws	conflict	with	this	rule.	On	September	2,	2020,	we	issued	a	third	IFC	(Medicare
and	Medicaid	Programs,	Clinical	Laboratory	Improvement	Amendments	(CLIA),	and	Patient	Protection	and	Affordable	Care	Act;	Additional	Policy	and	Regulatory	Revisions	in	Response	to	the	COVID-19	Public	Health	Emergency	(85	FR	54820	through	54874))	(“September	2,	2020	COVID-19	IFC”),	that	included	new	requirements	for	hospitals	and
CAHs	to	report	data	in	accordance	with	a	frequency	and	in	a	standardized	format	as	specified	by	the	Secretary	during	the	PHE	for	COVID-19.	This	rule	contains	no	State,	local,	or	tribal	governmental	mandates,	but	does	contain	mandates	on	private	sector	entities	that	exceed	this	amount.	Any	burden	for	modifying	the	hospice's	policies	and
procedures	for	these	activities	is	already	accounted	for	above.	We	Start	Printed	Page	61609	are	not	aware	of	any	data	that	would	enable	a	reasonably	accurate	estimate	of	the	total	medical	morbidity	and	mortality	involved,	but	it	is	certainly	massive.	Clinical	data	show	vaccines	are	highly	effective	in	preventing	COVID-19	cases	and	severe	outcomes
including	hospitalization	and	death.	The	Medicare	statute's	various	provisions	authorizing	the	Secretary	to	impose	requirements	necessary	in	the	interest	of	the	health	and	safety	of	beneficiaries	encompass	authority	to	require	that	staff	working	in	and	for	Medicare-certified	providers	and	suppliers	be	vaccinated	against	specific	diseases.	This	means
the	costs	of	this	rule	are	overestimated	due	to	this	factor,	a	conservative	assumption.	At	a	minimum,	both	the	initial	request	for	the	exemption	and	the	final	determination	would	have	to	be	documented.	Based	on	anecdotal	reports,	this	new	requirement	has	not	significantly	increased	vaccination	among	ICFs-IID	staff.	FDA	has	issued	EUAs	for	two
additional	vaccines	for	the	prevention	of	COVID-19,	one	to	Moderna	(December	18,	2020)	(indicated	for	use	by	individuals	18	years	of	age	and	older),	and	the	other	to	Janssen	(Johnson	&	Johnson)	(February	27,	2021)	(indicated	for	use	by	individuals	18	years	of	age	and	older).	Section	1861(o)(6)	of	the	Act	requires	that	home	health	agencies	“meet	the
conditions	of	participation	specified	in	section	1891(a)	and	such	other	conditions	of	participation	as	the	Secretary	may	find	necessary	in	the	interest	of	the	health	and	safety	of	individuals	who	are	furnished	services	by	such	agency	or	organization.”	The	CoPs	for	home	health	services	are	found	in	Title	42,	Part	484,	subparts	A	through	C,	§§ 484.40
through	484.115.	Accordingly,	we	have	allowed	for	relatively	relaxed	standards	for	verification	in	our	administrative	provisions	and	cost	estimates	but	may	reconsider	in	the	future.	There	have	been	about	200	staff	deaths	in	the	last	6	months	and	this	is	a	likely	undercount	for	this	one	category	of	persons	alone,	and	potential	life-saving	benefits	to	more
than	150	million	mostly	elderly	patients	and	residents	(about	10	percent	of	whom	are	likely	to	remain	unvaccinated)	who	are	exposed	to	provider	staff	probably	would	be	many	times	higher.	Currently,	there	are	159	Medicare-certified	CORFs	in	the	U.S.	Section	1861(cc)(2)(J)	of	the	Act	states	that	the	CORF	must	“meet	such	conditions	of	participation
as	the	Secretary	may	find	necessary	in	the	interest	of	the	health	and	safety	of	individuals	who	are	furnished	services	by	such	facility,	including	conditions	concerning	qualifications	of	personnel	in	these	facilities.”	Under	this	authority,	the	Secretary	has	established	in	regulations,	at	42	CFR	part	485,	subpart	B,	the	minimum	health	and	safety	standards
a	CORF	must	meet	to	obtain	Medicare	certification.	Electronically.	However,	such	assisting	staff	will	not	be	exempt	from	the	newly	added	requirements	in	paragraph	(n).	Due	to	likely	unforeseen	circumstances,	we	require	that	providers	and	suppliers	make	contingency	plans	in	consideration	of	staff	that	are	not	fully	vaccinated	to	ensure	that	they	will
soon	be	vaccinated	and	will	not	provide	care,	treatment,	or	other	services	for	the	provider	or	its	patients	until	such	time	as	such	staff	have	completed	the	primary	vaccination	series	for	COVID-19	and	are	considered	fully	vaccinated,	or,	at	a	minimum,	have	received	a	single-dose	COVID-19	vaccine,	or	the	first	dose	of	the	primary	vaccination	series	for	a
multi-dose	COVID-19	vaccine.	Anticipated	Benefits	of	the	Interim	Final	Rule	With	Comment	Period	There	will	be	more	than	180	million	staff,	patients,	and	residents	employed	or	treated	each	year	in	the	facilities	covered	by	this	rule.	The	Pfizer-BioNTech	COVID-19	vaccine	was	first	authorized	for	emergency	use	on	December	11,	2020.	But	reductions
in	COVID-19-related	morbidity	and	mortality	depend	critically	on	continued	success	in	vaccination	of	all	health	care	staff	and	patients.	The	administrator	would	send	any	recommendations	for	changes	or	additional	policies	or	procedures	to	the	mental	health	counselor.	For	these	reasons	and	the	reasons	set	forth	in	section	II.A.	of	this	IFC,	we	are
adding	a	new	regulatory	requirement	at	§ 485.725(f)	related	to	establishing	and	implementing	policies	and	procedures	for	COVID-19	vaccination	of	all	staff	(includes	employees;	licensed	practitioner;	students,	trainees,	and	volunteers;	and	other	individuals)	who	provide	care,	treatment,	or	other	services	for	the	provider	or	its	patients.	The	total	costs
used	in	this	analysis	are	indicated	in	Table	3.	through	III.	Therefore,	the	total	burden	for	all	5,780	ICFs-IID	for	this	rule	would	be	64,464	(57,800	+	6,664)	hours	at	an	estimated	cost	of	$4,760,136	(4,300,320	+	459,816).	Life-saving	benefits	to	employees	would	be	about	$5,300,000	($10,600,000	VSL	×	100	×	.005)	for	100	people	assuming	that	the
death	rate	for	these	far	younger	100	people	is	1	in	500	hundred.	Ambulatory	Surgical	Centers	(ASCs)	ASCs	are	distinct	entities	that	operate	exclusively	for	the	purpose	of	providing	surgical	services	to	patients	not	requiring	hospitalization,	and	in	which	the	expected	duration	of	services	would	not	exceed	24	hours	following	an	Start	Printed	Page	61578
admission.	*	*	*	*	*	Start	Signature	Xavier	Becerra,	Secretary,	Department	of	Health	and	Human	Services.	Policies	and	Procedures	At	§ 418.60(d),	we	require	hospices	to	develop	and	implement	policies	and	procedures	to	ensure	their	staff	are	vaccinated	for	COVID-19	and	that	appropriate	documentation	of	those	vaccinations	are	tracked	and
maintained.	2.	Start	Printed	Page	61610	In	addition	to	the	avoided	death	and	human	suffering,	one	of	the	major	benefits	of	vaccination	is	that	it	lowers	the	cost	of	treating	the	disease	among	those	who	would	might	otherwise	be	infected	and	have	serious	morbidity	consequences.	We	believe	that	this	would	require	an	RN	5	minutes	or	0.0833	hours	to
perform	the	required	documentation	an	adjusted	hourly	wage	of	$74	for	each	employee.	All	ESRD	facilities	would	need	to	review	their	current	policies	and	procedures	and	develop	or	modify	them	to	comply	with	all	of	the	requirements	in	§ 494.30(b)	as	set	forth	in	this	IFC.	While	COVID-19	vaccines	were	developed	rapidly,	all	steps	have	been	taken	to
ensure	their	safety	and	effectiveness.	101-508,	enacted	November	5,	1990)	(OBRA	1990),	which	added	sections	1861(ff)	and	1832(a)(2)(J)	to	the	Act,	includes	CMHCs	as	entities	that	are	authorized	to	provide	partial	hospitalization	services	under	Part	B	of	the	Medicare	program,	Start	Printed	Page	61579	effective	for	services	provided	on	or	after
October	1,	1991.	Current	regulations	at	§ 483.70,	Condition	of	participation:	Infection	prevention	and	control	require	each	HHA	to	maintain	and	document	an	infection	control	program	to	prevent	and	control	infections	and	communicable	diseases.	This	information	is	also	presented	in	Table	2.	Hospitals	Hospitals	are	large	health	care	providers	that
treat	patients	with	acute	Start	Printed	Page	61577	care	needs	including	emergency	medicine,	surgery,	labor	and	delivery,	cardiac	care,	oncology,	and	a	wide	variety	of	other	services.	Documentation	and	Storage	Section	491.8(d)	also	requires	RHCs/FQHCs	to	track	and	securely	maintain	the	required	documentation	of	staff	COVID-19	vaccination
status.	For	the	administrators	in	all	6,071	ASCs,	the	burden	would	be	12,142	hours	(2	×	6,071)	at	an	estimated	cost	of	$1,189,916	($196	×	6,071).	Almost	all	CMS-regulated	providers	and	suppliers	disproportionately	serve	people	who	are	older,	disabled,	chronically	ill,	or	who	have	complex	health	care	needs.[226]	Because	the	health	care	sector	has
such	widespread	and	direct	contact	with	hundreds	of	millions	of	patients,	clients,	residents,	and	program	participants,	the	protective	scope	of	this	rule	is	far	broader	than	the	health	care	staff	that	it	directly	affects.	The	requirements	were	comprehensively	revised	and	updated	in	October	2016	(81	FR	68688),	including	a	comprehensive	update	to	the
requirements	for	infection	prevention	and	control.	(2)	The	policies	and	procedures	of	this	section	do	not	apply	to	the	following	CAH	staff:	(i)	Staff	who	exclusively	provide	telehealth	or	telemedicine	services	outside	of	the	CAH	setting	and	who	do	not	have	any	direct	contact	with	patients	and	other	staff	specified	in	paragraph	(f)(1)	of	this	section;	and
(ii)	Staff	who	provide	support	services	for	the	CAH	that	are	performed	exclusively	outside	of	the	CAH	setting	and	who	do	not	have	any	direct	contact	with	patients	and	other	staff	specified	in	paragraph	(f)(1)	of	this	section.	All	medical	records,	including	vaccine	documentation,	must	be	kept	confidential	and	stored	separately	from	an	employer's
personnel	files,	pursuant	to	ADA	and	the	Rehabilitation	Act.	One	paper	quantifies	the	net	impact	(direct	and	indirect	effects)	of	the	pandemic	on	the	U.S.	population	during	2020	using	three	metrics:	excess	deaths,	life	expectancy,	and	total	years	of	life	lost.	Pursuant	to	the	statutory	requirement	set	out	at	section	1861(p)(4)(A)	and	(B)	of	the	Act,	the
furnishing	of	such	services	by	a	clinic,	rehabilitation	agency,	or	public	health	agency	must	meet	such	conditions	relating	to	health	and	safety	as	the	Secretary	may	find	necessary.	DATES:	Effective	date:	These	regulations	are	effective	on	November	5,	2021.	5.	A.	However,	in	order	to	provide	protection	to	residents,	patients,	clients,	and	PACE	program
participants	(as	applicable),	we	believe	it	is	necessary	to	begin	staff	vaccinations	as	quickly	as	reasonably	possible.	Therefore,	activities	for	the	administrator	associated	with	governing	body	approval	for	the	policies	and	procedures	are	exempt	from	the	PRA	in	accordance	with	5	CFR	1320.3(b)(2).	For	the	purposes	of	determining	the	COI	burden,	we
will	assume	that	the	therapist	is	a	physical	therapist.	F.	Together	with	the	additional	assumption	that	there	will	be	an	hour	RN	time	or	the	equivalent	needed	for	arranging	or	administering	vaccination,	at	an	average	cost	for	that	hour	of	$75,	the	total	cost	for	vaccination	compliance	will	be	$195	per	employee.	G.	(3)	The	policies	and	procedures	must
include,	at	a	minimum,	the	following	components:	(i)	A	process	for	ensuring	all	staff	specified	in	paragraph	(c)(1)	of	this	section	(except	for	those	staff	who	have	pending	requests	for,	or	who	have	been	granted,	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as
recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations)	have	received,	at	a	minimum,	a	single-dose	COVID-19	vaccine,	or	the	first	dose	of	the	primary	vaccination	series	for	a	multi-dose	COVID-19	vaccine	prior	to	staff	providing	any	care,	treatment,	or	other	services	for	the	facility	and/or	its	residents;	(ii)	A	process	for	ensuring	that
all	staff	specified	in	paragraph	(c)(1)	of	this	section	are	fully	vaccinated	for	COVID-19,	except	for	those	staff	who	have	been	Start	Printed	Page	61618	granted	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions
and	considerations;	(iii)	A	process	for	ensuring	that	the	facility	follows	nationally	recognized	infection	prevention	and	control	guidelines	intended	to	mitigate	the	transmission	and	spread	of	COVID-19,	and	which	must	include	the	implementation	of	additional	precautions	for	all	staff	who	are	not	fully	vaccinated	for	COVID-19;	(iv)	A	process	for	tracking
and	securely	documenting	the	COVID-19	vaccination	status	of	all	staff	specified	in	paragraph	(c)(1)	of	this	section;	(v)	A	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	of	any	staff	who	have	obtained	any	booster	doses	as	recommended	by	the	CDC;	(vi)	A	process	by	which	staff	may	request	an	exemption	from	the	staff
COVID-19	vaccination	requirements	based	on	an	applicable	Federal	law;	(vii)	A	process	for	tracking	and	securely	documenting	information	provided	by	those	staff	who	have	requested,	and	for	whom	the	facility	has	granted,	an	exemption	from	the	staff	COVID-19	vaccination	requirements;	(viii)	A	process	for	ensuring	that	all	documentation,	which
confirms	recognized	clinical	contraindications	to	COVID-19	vaccines	and	which	supports	staff	requests	for	medical	exemptions	from	vaccination,	has	been	signed	and	dated	by	a	licensed	practitioner,	who	is	not	the	individual	requesting	the	exemption,	and	who	is	acting	within	their	respective	scope	of	practice	as	defined	by,	and	in	accordance	with,	all
applicable	State	and	local	laws,	and	for	further	ensuring	that	such	documentation	contains:	(A)	All	information	specifying	which	of	the	authorized	COVID-19	vaccines	are	clinically	contraindicated	for	the	staff	member	to	receive	and	the	recognized	clinical	reasons	for	the	contraindications;	and	(B)	A	statement	by	the	authenticating	practitioner
recommending	that	the	staff	member	be	exempted	from	the	facility's	COVID-19	vaccination	requirements	for	staff	based	on	the	recognized	clinical	contraindications;	(ix)	A	process	for	ensuring	the	tracking	and	secure	documentation	of	the	vaccination	status	of	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the
CDC,	due	to	clinical	precautions	and	considerations,	including,	but	not	limited	to,	individuals	with	acute	illness	secondary	to	COVID-19,	and	individuals	who	received	monoclonal	antibodies	or	convalescent	plasma	for	COVID-19	treatment;	and	(x)	Contingency	plans	for	staff	who	are	not	fully	vaccinated	for	COVID-19.	In	other	words,	the	additional	dose
augments	the	original	primary	series.	Under	the	authority	of	section	1861(dd)	of	the	Act,	the	Secretary	has	established	the	CoPs	that	a	hospice	must	meet	in	order	to	participate	in	Medicare	and	Medicaid.	Hospice	patients	may	also	be	served	in	inpatient	facilities,	including	those	operated	by	the	hospice	itself.	Therefore,	it	is	imperative	that	HHAs
have	appropriate	procedures	to	ensure	the	continued	provision	of	care	and	services	for	their	patients.	According	to	Table	3,	the	total	hourly	cost	for	the	physician	is	$212.	(This	number	would	likely	drop	in	future	years	as	employers	decide	to	hire	only	persons	previously	vaccinated	and	as	vaccine	uptake	increases	due	to	Federal,	State,	local,	or
employer	requirements,	as	well	as	individual	choice.)	We	have	some	data	on	the	costs	of	treating	serious	illness	among	the	unvaccinated	who	become	infected,	are	hospitalized,	and	survive.	The	nature	of	the	home	setting	presents	different	challenges	than	in-center	services	as	well	as	the	administration	of	the	particular	medications.	A	recent	study,
using	data	from	detailed	payroll	records,	found	that	median	turnover	rates	for	all	nurse	staff	in	long	term	care	facilities	is	approximately	90	percent	a	year,	although	other	estimates	are	far	lower	(see	subsequent	discussion).[238]	We	have	not	seen	figures	this	high	for	other	provider	types	but	some	may	approach	this	level—home	health	care	is	well
known	for	high	turnover	rates.[239]	Of	course,	most	of	these	persons	will	have	been	vaccinated	through	other	means	when	they	enter	the	facilities	during	the	next	year.	The	authority	citation	for	part	485	continues	to	read	as	follows:	End	Amendment	Part	Start	Authority	42	U.S.C.	1302	and	1395(hh).	The	statutory	authorities	to	establish	health	and
safety	requirements	for	COVID-19	vaccination	for	each	provider	and	supplier	included	in	this	IFC	are	listed	in	Table	1	and	discussed	in	sections	II.C.	through	II.F.	of	this	IFC.	The	ICRs	for	this	section	would	require	each	HIT	supplier	to	develop	the	policies	and	procedures	needed	to	satisfy	all	of	the	requirements	in	this	section.	Unfunded	Mandates
Reform	Act	Section	202	of	the	Unfunded	Mandates	Reform	Act	of	1995	(UMRA)	requires	that	agencies	assess	anticipated	costs	and	benefits	before	issuing	any	rule	whose	mandates	will	impose	spending	costs	on	State,	local,	or	tribal	governments,	or	by	the	private	sector,	require	spending	in	any	1	year	of	$100	million	in	1995	dollars,	updated	annually
for	inflation.	For	purposes	of	this	analysis,	we	assume	that	vaccination	against	COVID-19	is	effective	for	at	least	1	year	and	use	a	1-year	period	as	our	primary	framework	for	calculation	of	potential	benefits,	not	as	a	specific	prediction	but	as	a	likely	scenario	that	avoids	forecasting	major	and	unexpected	changes	that	are	either	strongly	adverse	or
strongly	beneficial.	Policies	and	Procedures	Section	494.30(b)	requires	the	ESRD	facilities	to	develop	and	implement	policies	and	procedures	to	ensure	their	staff	are	vaccinated	for	COVID-19	and	that	appropriate	documentation	of	those	vaccinations	are	tracked	and	maintained.	Thus,	for	each	hospice,	the	burden	for	the	RN	would	be	8	hours	at	a	cost
of	$632	(8	hours	×	$79).	However,	given	the	uncertainty	and	rapidly	changing	nature	of	the	current	pandemic,	we	acknowledge	that	there	will	likely	need	to	be	revisions	to	these	requirements	over	time.	Thus,	the	total	burden	for	all	141	PACE	organizations	to	comply	with	the	requirements	for	the	policies	and	Start	Printed	Page	61591	procedures	is
1,410	hours	(1,128	+	282)	at	an	estimated	cost	of	$117,876	(83,472	+	34,404).	The	hospice	must	develop	and	implement	policies	and	procedures	to	ensure	that	all	staff	are	fully	vaccinated	for	COVID-19.	The	techniques	for	staff	counseling,	education,	and	incentives	are	so	numerous	and	varied	that	there	is	no	simple	way	to	estimate	likely	costs.	We
also	recognize	that	assisting	personnel	are	used	by	CORFs.	We	established	our	requirements	at	§ 485.70	(a)	through	(m)	to	provide	a	role	for	personnel	that	might	not	meet	our	education	and	experience	qualifications.	Reductions	in	health	care	costs	from	hospitalization	would	produce	another	$160,000	($20,000	×	100	×	.08)	in	benefits	for	this	group
assuming	that	8	percent	would	otherwise	be	hospitalized.	COVID-19	disease	at	this	time	is	resulting	in	much	higher	morbidity	and	mortality	than	seasonal	flu.[150 151 152]	These	individual	vaccinations	provide	protections	to	the	health	care	system	as	a	whole,	protecting	capacity	and	operations	during	disease	outbreaks.	Thus,	the	total	burden	for	all
ESRD	facilities	for	the	policies	and	procedures	requirement	would	be	78,930	hours	(63,144	+	15,786)	at	an	estimated	cost	of	$6,140,754	($4,609,512	+	$1,531,242).	As	discussed	above,	the	revision	and	approval	of	these	policies	and	procedures	would	also	require	activities	by	the	DON	and	an	administrator.	As	explained	in	various	places	within	this
RIA	and	the	preamble	as	a	whole,	there	are	major	uncertainties	as	to	the	effects	of	current	variants	of	SARS-CoV-2	on	future	infection	rates,	medical	costs,	and	prevention	of	major	illness	or	mortality.	4.	This	IFC	requires	CORF	staff	to	receive	the	COVID-19	vaccine	unless	medically	contraindicated	as	determined	by	a	physician,	advance	practice
registered	nurse,	or	physician	Start	Printed	Page	61594	assistant	acting	within	their	respective	scope	of	practice	as	defined	by	and	in	accordance	with	all	applicable	State	and	local	laws.	Although	the	requirements	and	purpose	of	each	regulation	text	are	different,	they	are	complementary.	This	estimate	assumes	that	the	2.4	million	will	be	some	mix	of
existing	and	replacement	staff.	Included	as	signatories	to	this	statement	were	organizations	representing	millions	of	workers	throughout	the	U.S.	health	care	industry,	including	those	representing	doctors,	nurses,	pharmacists,	physician	assistants,	public	health	workers,	and	epidemiologists	as	well	as	long	term	care,	home	care,	and	hospice	workers.
[122]	In	addition,	a	large	nonprofit,	nonpartisan	organization	focused	on	empowering	Americans	over	the	age	of	50	recently	called	on	all	LTC	facilities	to	require	vaccinations	for	staff	and	residents.[123]	A	non-profit	organization	dedicated	to	advancing	dignity	in	aging	issued	a	statement	in	support	of	COVID-19	vaccine	mandates	for	staff	and
residents	of	long-term	care	facilities.[124]	In	a	policy	statement	dated	July	21,	2021,	a	large	long	term	care	association,	“strongly	urges	all	residents	and	staff	in	long-term	care	to	get	vaccinated”	and	“supports	requiring	vaccines	for	current	and	new	staff	in	long-term	care	and	other	healthcare	settings.	Most	recently,	on	May	13,	2021,	we	issued	the
fifth	IFC	(Medicare	and	Medicaid	Programs;	COVID-19	Vaccine	Requirements	for	Long-Term	Care	(LTC)	Facilities	and	Intermediate	Care	Facilities	for	Individuals	with	Intellectual	Disabilities	(ICFs-IID)	Residents,	Clients,	and	Staff	(86	FR	26306))	(“May	13,	2021	COVID-19	IFC”),	that	revised	the	infection	control	requirements	that	LTC	facilities	and
ICFs-IID	must	meet	to	participate	in	the	Medicare	and	Medicaid	programs.	One	hundred	percent	success	is	unlikely.	Nor	do	we	have	data	on	the	number	of	persons	in	these	settings	who	will	be	vaccinated	through	other	means	during	the	remainder	of	the	year.	Therefore,	the	total	burden	for	all	5,556	hospices	for	this	rule	would	be	83,882	(55,560	+
28,322)	hours	at	an	estimated	cost	of	$7,104,494	(4,867,056	+	2,237,438).	For	all	337	HIT	suppliers,	the	burden	would	be	2,696	hours	(8	hours	×	337)	at	an	estimated	cost	of	$24,601	(337	×	73).	Vaccination	providers	are	responsible	for	mandatory	reporting	to	VAERS	of	certain	adverse	events	as	listed	on	the	Health	Care	Provider	Fact	Sheets	for	the
authorized	COVID-19	vaccines	and	for	Comirnaty.	All	organizations	would	need	to	review	their	current	policies	and	procedures	and	modify	them,	if	necessary,	to	ensure	compliance	with	the	requirements	in	this	IFC.	Current	regulations	at	§ 483.80(d)(1)	and	(2)	already	require	LTC	facilities	to	have	policies	and	procedures	to	educate,	offer,	and
document	vaccination	status	for	residents	regarding	the	influenza	and	pneumococcal	immunizations.	A	third	major	cost	component	of	compliance	with	this	IFC	is	the	vaccination,	including	both	administration	and	the	vaccine	itself.	Based	upon	the	above	analysis,	the	total	burden	for	all	of	the	ICRs	in	this	IFC	is	1,555,487	hours	at	an	estimated	cost	of
$136,088,221.	COVID-19	case	rates	among	staff	have	also	grown	in	tandem	with	broader	national	incidence	trends	since	the	emergence	of	the	Delta	variant.	Thus,	we	will	base	our	burden	estimate	on	all	337	HIT	suppliers.	Section	1820	of	the	Act	sets	forth	the	conditions	for	certifying	a	facility	as	a	CAH	to	include	meeting	such	other	criteria	as	the
Secretary	may	require.	Health	care	workers	whose	hesitancy	was	related	to	EUA	status	now	have	a	fully	licensed	COVID-19	vaccine	option.	The	burden	for	the	medical	director	in	each	RHC/FQHC	would	be	1	hour	at	an	estimated	cost	of	$212.	In	cases	where	the	exemption	was	denied	and	the	employee	receives	the	appropriate	vaccinations,	those
vaccine	doses	would	also	have	to	be	documented.	For	these	persons,	the	average	age	is	about	45,	which	creates	two	offsetting	effects:	they	have	more	years	of	life	expectancy	than	residents,	but	their	risk	of	death	from	COVID-19	is	far	lower.	CMHCs	provide	mental	health	services	to	treat	patients	under	the	Medicare	partial	hospitalization	program
and	other	patients	for	various	mental	health	conditions.	These	organizations	serve	approximately	52,000	participants,	all	in	need	of	the	comprehensive	services	provided	by	PACE	organizations.	As	described	in	section	I.I.	of	this	IFC,	there	are	Federal	laws,	including	the	ADA,	section	504	of	the	Rehabilitation	Act,	section	1557	of	the	ACA,	and	Title	VII
of	the	Civil	Rights	Act,	that	prohibit	discrimination	based	on	race,	color,	national	origin,	religion,	disability	and/or	sex,	including	pregnancy.	90	Start	Printed	Page	61563	Throughout	this	rule,	we	will	use	the	terms	“additional	dose”	and	“booster”	to	differentiate	between	the	two	use	cases	outlined	above.	The	burden	for	the	physician	in	each
RHC/FQHC	would	be	2	hours	at	an	estimated	cost	of	$424	(2	×	212).	For	these	reasons	and	the	reasons	set	forth	in	section	II.A.	of	this	IFC,	we	are	adding	new	regulatory	requirements	at	§ 460.74(d)	related	to	establishing	and	implementing	policies	and	procedures	for	COVID-19	vaccination	of	all	staff	(includes	employees;	licensed	practitioner;
students,	trainees,	and	volunteers;	and	other	individuals)	who	provide	care,	treatment,	or	other	services	on	behalf	of	a	PACE	organization.	For	staff,	who	are	generally	of	working	ages	in	roughly	the	same	proportions	as	the	population	at	large,	the	typical	rate	of	death	for	the	full	course	of	two	vaccines	(or	possibly	three	with	a	booster)	is	roughly	1
percent	of	the	older	adult	rate,	and	the	expected	value	for	each	employee	receiving	the	same	vaccinations	is	about	$57,500	($11.5	million	×	.005).[251]	For	community	residents	who	unvaccinated	staff	might	infect,	the	resulting	calculation	is	similar	(actually	somewhat	lower	because	the	risk	of	death	from	COVID-19	is	even	lower	for	those	below
employment	ages).	These	facilities	serve	over	64,812	individuals	with	intellectual	disabilities	and	other	related	conditions.	CAHs	may	be	granted	approval	to	provide	post-hospital	skilled	nursing	care,	may	offer	hospice	care	under	the	Medicare	hospice	benefit,	and	may	operate	a	psychiatric	and/or	rehabilitation	distinct	part	unit	of	up	to	10	beds	each.
We	believe	that	this	would	require	an	administrator	5	minutes	or	0.0833	hours	to	perform	the	required	documentation	at	adjusted	hourly	wage	of	$113	for	each	employee.	Due	to	their	health	status,	PACE	participants	are	at	high	risk	of	severe	COVID-19	and	as	such	have	been	among	the	populations	prioritized	for	vaccination	since	the	vaccines	were
authorized.	If	we	were	adding	up	totals	for	benefits	we	would	assume	that	the	risk	of	death	after	COVID-19	infection	is	likely	only	one-half	of	one	percent	(one	tenth	of	the	resident	rate)	or	less	for	the	unvaccinated	members	of	this	group,	reflecting	the	far	lower	mortality	rates	for	persons	who	are	almost	all	in	the	18	to	65	year	old	age	ranges
compared	to	the	far	older	residents.[256]	We	assume	that	the	total	number	of	individual	employees	is	50	percent	higher	than	the	full-time	equivalent	but	that	only	half	that	number	are	primarily	employed	at	only	one	nursing	facility,	two	offsetting	assumptions	about	the	number	of	employees	working	at	each	facility	(many	employees	are	part-time
consultants	or	the	equivalent	who	serve	multiple	nursing	facilities	on	a	part-time	basis).	Section	1861(e)	of	the	Act	provides	that	hospitals	participating	in	Medicare	and	Medicaid	must	meet	certain	specified	requirements,	and	the	Secretary	may	impose	additional	requirements	if	they	are	found	necessary	in	the	interest	of	the	health	and	safety	of	the
individuals	who	are	furnished	services	in	hospitals.	*	*	*	*	*	(c)	Standard:	COVID-19	vaccination	of	staff.	ICRs	Regarding	the	Development	of	Policies	and	Procedures	for	CAHs	§ 485.640(f),	“COVID-19	Vaccination	of	CAH	Staff”	1.	Based	upon	our	experience	with	ASCs,	we	believe	some	centers	have	already	developed	policies	and	procedures	requiring
COVID-19	vaccination	for	staff.	Section	484.70	Condition	of	participation:	Infection	prevention	and	control	(a)	requires	that	the	“HHA	must	follow	accepted	standards	of	practice,	including	the	use	of	standard	precautions,	to	prevent	the	transmission	of	infections	and	communicable	diseases.”	For	these	reasons	and	the	reasons	set	forth	in	section	II.A.
of	this	IFC,	we	are	adding	a	new	regulatory	requirement	at	§ 484.70(d)	related	to	establishing	and	implementing	policies	and	procedures	for	COVID-19	vaccination	of	all	staff	(includes	employees;	licensed	practitioner;	students,	trainees,	and	volunteers;	and	other	individuals)	who	Start	Printed	Page	61582	provide	care,	treatment,	or	other	services	for
the	provider	or	its	patients.	The	hourly	cost	for	the	medical	director	is	$212.	Any	burden	for	modifying	the	organization's	policies	and	procedures	for	these	activities	is	already	accounted	for	above.	For	more	information	about	these	situations,	employers	can	consult	the	Equal	Employment	Opportunity	Commission's	website	at	��wysk/what-you-
should-know-about-covid-19-and-ada-rehabilitation-act-and-other-eeo-laws	.	The	emergency	approval	is	only	valid	for	6	months.	I.	Thus,	for	each	PRTF,	the	burden	for	the	RN	would	be	8	hours	at	a	cost	of	$592	(8	hours	×	74).	The	administrator	would	need	to	have	meetings	with	the	physician,	nurse	practitioner,	and	physician	assistant	to	discuss	the
revisions	and	draft	any	necessary	policies	and	procedures.	Implementation	Dates	Due	to	the	urgent	nature	of	the	vaccination	requirements	established	in	this	IFC,	we	have	not	issued	a	proposed	rule,	as	discussed	in	section	III.	The	authority	citation	for	part	482	continues	to	read	as	follows:	End	Amendment	Part	Start	Authority	42	U.S.C.	1302,
1395hh,	and	1395rr,	unless	otherwise	noted.	Current	regulations	require	a	physician,	Start	Printed	Page	61597	nurse	practitioner,	and	physician	assistant	to	participate	in	the	development,	execution,	and	periodic	review	of	the	policies	and	procedures.[222]	Moreover,	the	RHC/FQHC	operates	under	the	medical	direction	of	a	physician.	Applicable
staff	of	the	providers	and	suppliers	included	in	this	IFC	must	be	able	to	request	an	exemption	from	these	COVID-19	vaccination	requirements	based	on	an	applicable	Federal	law,	such	as	the	Americans	with	Disabilities	Act	(ADA)	and	Title	VII	of	the	Civil	Rights	Act	of	1964.	(3)	The	policies	and	procedures	must	include,	at	a	minimum,	the	following
components:	(i)	A	process	for	ensuring	all	staff	specified	in	paragraph	(n)(1)	of	this	section	(except	for	those	staff	who	have	pending	requests	for,	or	who	have	been	granted,	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to
clinical	precautions	and	considerations)	have	received,	at	a	minimum,	a	single-dose	COVID-19	vaccine,	or	the	first	dose	of	the	primary	vaccination	series	for	a	multi-dose	COVID-19	vaccine	prior	to	staff	providing	any	care,	treatment,	or	other	services	for	the	facility	and/or	its	patients;	(ii)	A	process	for	ensuring	that	all	staff	specified	in	paragraph	(n)
(1)	of	this	section	are	fully	vaccinated	for	COVID-19,	except	for	those	staff	who	have	been	granted	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations;	(iii)	A	process	for	ensuring	the
implementation	of	additional	precautions,	intended	to	mitigate	the	transmission	and	spread	of	COVID-19,	for	all	staff	who	are	not	fully	vaccinated	for	COVID-19;	(iv)	A	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	of	all	staff	specified	in	paragraph	(n)(1)	of	this	section;	(v)	A	process	for	tracking	and	securely
documenting	the	COVID-19	vaccination	status	of	any	staff	who	have	obtained	any	booster	doses	as	recommended	by	the	CDC;	(vi)	A	process	by	which	staff	may	request	an	exemption	from	the	staff	COVID-19	vaccination	requirements	based	on	an	applicable	Federal	law;	(vii)	A	process	for	tracking	and	securely	documenting	information	provided	by
those	staff	who	have	requested,	and	for	whom	the	facility	has	granted,	an	exemption	from	the	staff	COVID-19	vaccination	requirements;	(viii)	A	process	for	ensuring	that	all	documentation,	which	confirms	recognized	clinical	contraindications	to	COVID-19	vaccines	and	which	supports	staff	requests	for	medical	exemptions	from	vaccination,	has	been
signed	and	dated	by	a	licensed	practitioner,	who	is	not	the	individual	requesting	the	exemption,	and	who	is	acting	within	their	respective	scope	of	practice	as	defined	by,	and	in	accordance	with,	all	applicable	State	and	local	laws,	and	for	further	ensuring	that	such	documentation	contains	(A)	All	information	specifying	which	of	the	authorized	COVID-
19	vaccines	are	clinically	contraindicated	for	the	staff	member	to	receive	and	the	recognized	clinical	reasons	for	the	contraindications;	and	(B)	A	statement	by	the	authenticating	practitioner	recommending	that	the	staff	member	be	exempted	from	the	facility's	COVID-19	vaccination	requirements	for	staff	based	on	the	recognized	clinical
contraindications;	(ix)	A	process	for	ensuring	the	tracking	and	secure	documentation	of	the	vaccination	status	of	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	Start	Printed	Page	61623	and	considerations,	including,	but	not	limited	to,	individuals	with	acute	illness
secondary	to	COVID-19,	and	individuals	who	received	monoclonal	antibodies	or	convalescent	plasma	for	COVID-19	treatment;	and	(x)	Contingency	plans	for	staff	who	are	not	fully	vaccinated	for	COVID-19.	Since	we	have	no	reliable	means	to	estimate	the	number	of	hospitals	that	may	have	already	addressed	COVID-19	vaccination	of	their	staff,	we	will
base	our	estimate	for	these	requirements	on	all	5,194	hospitals.	We	are	soliciting	public	comment	on	each	of	these	issues	for	the	following	sections	of	this	document	that	contain	information	collection	requirements	(ICRs):	For	the	estimated	costs	contained	in	the	analysis	below,	we	used	data	from	the	U.S.	Bureau	of	Labor	Statistics	(BLS)	to	determine
the	mean	hourly	wage	for	the	positions	used	in	this	analysis.[221]	For	the	total	hourly	cost,	we	doubled	the	mean	hourly	wage	for	a	100	percent	increase	to	cover	overhead	and	fringe	benefits,	according	to	standard	HHS	estimating	procedures.	Therefore,	for	all	2,078	organizations,	the	total	burden	for	the	requirements	for	policies	and	procedures	is
20,780	hours	(16,624	+	4,156)	at	an	estimated	cost	of	$1,803,704	(1,396,416	+	407,288).	These	numbers,	of	course,	are	overall	averages	and	mask	substantial	differences	by	race	and	sex	(among	other	factors),	including	access	to	affordable	health	care	and	prevalence	of	untreated	or	insufficiently	controlled	disease.	The	second	study,	moreover,
found	that	facilities	with	substantial	staff	sharing	were	disproportionally	associated	with	as	many	as	49%	of	nursing	home	COVID-19	cases.[237]	Start	Printed	Page	61606	These	figures	are	approximations,	because	none	of	the	data	that	is	routinely	collected	and	published	on	resident	populations	or	staff	counts	focus	on	numbers	of	individuals	residing
or	working	in	the	facility	during	the	course	of	a	year	or	over	time.	We	estimate	this	would	require	2	hours.	C.	The	hospital	must	also	have	a	contingency	plan	for	all	staff	not	fully	vaccinated	according	to	this	rule.	Specifically,	section	553(b)	of	the	APA	requires	the	agency	to	publish	a	notice	of	the	proposed	rule	in	the	Federal	Register	that	includes	a
reference	to	the	legal	authority	under	which	the	rule	is	proposed,	and	the	terms	and	substance	of	the	proposed	rule	or	a	description	of	the	subjects	and	issues	involved.	In	that	rule,	we	also	required	the	educating,	offering,	and	recommended	voluntary	reporting	of	COVID-19	vaccine	uptake	in	ICFs-IID	facility	clients	and	staff	set	forth	at	§§ 483.430,
Facility	Staffing	requirements,	and	483.460,	Health	Care	Services	for	Clients.	These	long-term	stays	are	Start	Printed	Page	61611	primarily	funded	by	the	Medicaid	program	(also,	through	long	term	care	insurance	or	self-financed),	and	the	custodial	care	services	these	residents	receive	are	not	normally	covered	by	Medicare	or	any	other	health
insurance.[254]	A	second	major	group	within	the	same	facilities	receives	short-term	skilled	nursing	care	services.	Since	the	onset	of	the	PHE,	we	have	revised	the	requirements	for	LTC	facilities	through	three	IFCs	focused	on	COVID-19	testing,	data	reporting	and	vaccine	requirements	for	residents	and	staff.	We	note	that	entities	not	covered	by	this
rule	may	still	be	subject	to	other	State	or	Federal	COVID-19	vaccination	requirements,	such	as	those	issued	by	Occupational	Safety	and	Health	Administration	(OSHA)	for	certain	employers.	If	the	total	cost	after	doubling	resulted	in	0.50	or	more,	the	cost	was	rounded	up	to	the	next	dollar.	According	to	Table	3,	the	administrator's	total	hourly	cost	is
$113.	Preliminary	evidence	suggests	that	a	combination	of	infections	with	influenza	and	SARS-CoV-2	would	result	in	more	severe	health	outcomes	for	patients	than	either	infection	alone.[191 192 193]	However,	COVID-19	is	more	infectious	and	has	greater	rates	of	mortality,	hospitalizations,	and	severe	illness	than	influenza.	104-4),	Executive	Order
13132	on	Federalism	(August	4,	1999),	and	the	Congressional	Review	Act	(5	U.S.C.	804(2)).	Home-Based	Care	Home-based	care	providers	provide	necessary	care	and	services	for	individuals	who	need	ongoing	therapeutic,	and	in	some	cases	life-sustaining,	care.	In	response	to	the	PHE,	CMHCs	continued	to	treat	patients	by	using	telecommunications,
and	some	centers	paused	their	partial	hospitalization	programs	or	reduced	the	frequency	and	duration	of	treatment.	Regulatory	Flexibility	Act	The	RFA	requires	agencies	to	analyze	options	for	regulatory	relief	of	small	entities,	if	a	rule	has	a	significant	impact	on	a	substantial	number	of	small	entities.	Start	Printed	Page	61599	Start	Printed	Page
61600	Start	Printed	Page	61601	If	you	comment	on	these	information	collection	requirements,	that	is,	reporting,	recordkeeping	or	third-party	disclosure	requirements,	please	submit	your	comments	electronically	as	specified	in	the	ADDRESSES	section	of	this	IFC.	Accordingly,	we	have	prepared	an	RIA	that,	taken	together	with	COI	section	and	other
sections	of	the	preamble,	presents	to	the	best	of	our	ability	the	costs	and	benefits	of	the	rulemaking.	Recent	estimates	suggest	more	than	half	of	COVID-19	survivors	experienced	post-acute	sequelae	of	COVID-19	6	months	after	recovery.[5]	The	individual	and	public	health	ramifications	of	COVID-19	also	extend	beyond	the	direct	effects	of	COVID-19
infections.	In	2021,	that	threshold	is	approximately	$158	million.	A	physical	therapist	would	need	to	conduct	research	on	the	COVID-19	vaccines	and	then	develop	or	modify	policies	and	procedures	that	comply	with	the	requirements	in	this	IFC.	Start	Printed	Page	61590	Hence,	the	burden	for	these	documentation	requirements	for	all	6,071	ASCs
would	be	16,660	(0.0833	×	200,000)	hours	at	an	estimated	cost	of	$1,282,820	(16,660	×	$77).	For	other	providers	and	suppliers,	a	nurse	would	likely	be	assigned	to	verify	and	document	vaccination	status.	We	also	direct	providers	and	suppliers	to	the	Equal	Employment	Opportunity	Commission	(EEOC)	Compliance	Manual	on	Religious
Discrimination [160]	for	information	on	evaluating	and	responding	to	such	requests.	We	estimate	this	would	require	2	hours	for	the	administrator.	The	vaccine	had	been	known	as	the	Pfizer-BioNTech	COVID-19	vaccine,	and	will	now	be	marketed	as	Comirnaty,	for	the	prevention	of	COVID-19	in	individuals	16	years	of	age	and	older.[102]	The	vaccine
continues	to	be	available	in	the	U.S.	under	EUA,	including	for	individuals	12	through	15	years	of	age.	Among	those	age	65	years	or	above,	or	with	severe	risk	factors,	over	30	percent	of	those	known	to	be	infected	required	hospitalization	in	the	first	year	of	the	pandemic.[257]	That	fraction	is	far	lower	now	as	treatments	have	improved	and	as
vaccinations	have	greatly	reduced	severity	of	the	disease.	It	would	give	management	more	time	to	find	replacements,	but	it	is	not	at	all	clear	that	this	would	be	a	fruitful	grace	period.	Yet	another	variable	of	importance	is	the	increasing	number	of	providers	and	suppliers	that	are	mandating	employee	vaccination,	and	the	increasing	number	of	states
that	are	doing	so	as	well.	*	*	*	*	*	(c)	COVID-19	Vaccination	of	facility	staff.	Moreover,	these	counts	do	not	include	family	members	and	other	visitors,	whose	total	visits	certainly	number	in	the	millions.	Accordingly,	we	estimate	that	80	percent	of	950,000,	or	760,000,	are	new	employees	each	year	and	must	be	offered	vaccination	(again,	most	are
already	vaccinated),	for	a	total	of	1,710,000	eligible	employees	over	the	course	of	a	year.	According	to	Table	3,	the	total	hourly	cost	for	the	administrator	working	for	a	HIT	supplier	is	$97.	We	do	not	believe	that	extending	the	deadline	to	extend	the	employment	of	staff	who	will	simply	delay	vaccination	or	final	refusal	to	the	last	possible	moment	is	in
the	interest	of	other	staff,	patients,	and	patients	who	would	utilize	the	provider	for	needed	health	care	if	they	did	not	fear	unvaccinated	staff.	Currently,	the	EUA	for	the	Moderna	mRNA	COVID-19	vaccine	has	been	amended	to	include	the	use	of	a	third	primary	series	dose	(that	is,	“additional	dose”)	in	certain	immunocompromised	individuals	18	years
of	age	or	older.	This	IFC	requires	clinic	or	center	staff	to	receive	the	COVID-19	vaccine	unless	medically	contraindicated	as	determined	by	a	physician,	advance	practice	registered	nurse,	or	physician	assistant	acting	within	their	respective	scope	of	practice	as	defined	by	and	in	accordance	with	all	applicable	State	and	local	laws.	We	assume	that	these
efforts	occur	during	paid	working	hours	and	that	all	costs	will	be	borne	by	the	facility.	Documentation	and	Storage	Section	416.51(c)	also	requires	ASCs	to	track	and	securely	maintain	the	required	documentation	of	staff	COVID-19	vaccination	status.	Thus,	all	5,194	hospitals	should	already	have	infection	prevention	and	control	policies	and
procedures.	We	welcome	comments	and	information	on	these	issues.	Specifically,	this	booster	dose	is	authorized	for	individuals	65	years	of	age	and	older,	individuals	18	through	64	years	of	age	at	high	risk	of	severe	COVID-19,	and	individuals	18	through	64	years	of	age	whose	frequent	institutional	or	occupational	exposure	to	SARS-CoV-2	puts	them
at	high	risk	of	serious	complications	of	COVID-19	including	severe	COVID-19.	Thus,	for	each	ASC,	the	burden	for	the	ICP	would	be	8	hours	at	a	cost	of	$616	(8	×	$77).	For	the	completion	of	the	primary	series	of	COVID-19	vaccination,	individuals	should	generally	avoid	using	heterologous	vaccines—meaning	receiving	doses	of	different	vaccines—to
complete	a	primary	COVID-19	vaccination	series.	We	believe	that	many	ESRD	facilities	have	already	addressed	COVID-19	vaccination	for	their	staff.	Documentation	and	Storage	Section	441.151(c)	also	requires	PRTFs	to	track	and	securely	maintain	the	required	documentation	of	staff	COVID-19	vaccination	status.	After	initial	development,	vaccines
go	through	three	phases	of	clinical	trials	to	make	sure	they	are	safe	and	effective.	They	may	operate	as	independent	institutions	or	as	part	of	a	larger	health	care	system.	(2)	The	policies	and	procedures	of	this	section	do	not	apply	to	the	following	center	staff:	(i)	Staff	who	exclusively	provide	telehealth	or	telemedicine	services	outside	of	the	center
setting	and	who	do	not	have	any	direct	contact	with	clients	and	other	staff	specified	in	paragraph	(c)(1)	of	this	section;	and	(ii)	Staff	who	provide	support	services	for	the	center	that	are	performed	exclusively	outside	of	the	center	setting	and	who	do	not	have	any	direct	contact	with	clients	and	other	staff	specified	in	paragraph	(c)(1)	of	this	section.
This	is	yet	another	way	in	which	this	interim	final	rule	protects	the	individuals	who	receive	services	from	the	providers	and	suppliers	to	whom	the	rule	applies	by	minimizing	unpredictable	disruptions	to	operations	and	care.	Any	burden	for	modifying	the	center's	policies	and	procedures	for	these	activities	is	already	accounted	for	above.	Amend	§ 
484.70	by	adding	paragraph	(d)	to	read	as	follows:	End	Amendment	Part	Condition	of	participation:	Infection	prevention	and	control.	We	believe	activities	associated	with	this	IFC	would	be	performed	by	a	physical	therapist	and	administrator.	According	to	Table	3,	the	ICP's	total	hourly	cost	is	$77.	The	average	number	in	skilled	nursing	care	at	any
one	time	is	about	2	thousand	persons,	because	the	average	length	of	stay	is	weeks	rather	than	years	and	the	median	length	of	stay	is	days	rather	than	weeks.[255]	The	annual	turnover	in	this	group	is	such	that	about	2.3	million	residents	are	served	each	year.	Currently,	for	two	of	the	three	vaccines	licensed	or	authorized	for	use	in	the	U.S.,	the
primary	vaccination	series	consists	of	a	defined	number	of	doses	administered	a	certain	number	of	weeks	apart;	therefore,	we	have	made	this	particular	requirement	effective	in	two	different	phases.	These	changes	reduce	the	risk	to	both	health	care	staff	and	patients	substantially,	likely	by	about	20	million	persons	a	month	who	are	no	longer	sources
of	future	infections.[227]	This	in	turn	reduces	the	number	of	newly	infected	cases	(currently	about	100,000	a	day	and	decreasing	rapidly).	Individuals	may	report	adverse	reactions	to	a	COVID-19	vaccine	to	either	program.	However,	each	CORF	will	need	to	review	their	current	policies	and	procedures	and	modify	them,	if	necessary,	to	ensure
compliance	with	the	requirements	in	this	IFC,	especially	that	their	policies	and	procedures	cover	all	of	the	organization	staff	identified	in	this	IFC.	There	are	also	many	issues	such	as	social	isolation	and	loneliness	related	to	potential	discouragement	of	visiting	volunteers	or	family	members.	Section	485.904,	Personnel	qualifications,	establishes
requirements	for	CMHC	personnel.	These	services	include	skilled	nursing	care,	physical,	occupational,	and	speech	therapy,	medical	social	work	and	home	health	aide	services	which	must	be	furnished	by,	or	under	arrangement	with,	an	HHA	that	participates	in	the	Medicare	program	and	must	be	provided	in	the	beneficiary's	home.	The	CORF
Conditions	of	Participation	were	issued	on	December	15,	1982	(47	FR	56282).	As	intended	under	these	requirements,	this	RIA's	estimates	cover	only	those	costs	and	benefits	that	are	likely	to	be	the	effects	of	this	rule.	The	accuracy	of	our	estimate	of	the	information	collection	burden.	According	to	Table	3,	CORFs	have	10,000	employees.	Medicare-
participating	hospitals,	which	include	nearly	all	hospitals	in	the	U.S.,	must	meet	the	Conditions	of	Participation	(CoPs)	at	42	CFR	part	482,	originally	issued	June	17,	1986.	Policies	and	Procedures	At	§ 485.904(c),	we	require	CHMCs	to	develop	and	implement	policies	and	procedures	to	ensure	their	staff	are	vaccinated	for	COVID-19	and	that
appropriate	documentation	of	those	vaccinations	are	tracked	and	maintained.	These	uncertainties	also	impinge	on	benefits	estimates.	The	requirements	and	burden	will	be	submitted	to	OMB	under	OMB	control	number	0938-0266	(expiration	date	July	31,	2024).	O.	The	requirements	and	burden	will	be	submitted	to	OMB	under	OMB	control	number
0938-1402	(expiration	date	September	30,	2024).	The	decrease	in	life	expectancy	was	1.67	years,	translating	to	a	reversion	of	14	years	in	historical	life	expectancy	gains.	For	these	reasons	and	the	reasons	set	forth	in	section	II.A.	of	this	IFC,	we	are	adding	a	new	regulatory	requirement	at	§ 418.60(d)	related	to	establishing	and	implementing	policies
and	procedures	for	COVID-19	vaccination	of	all	staff	(including	employees;	licensed	practitioner;	students,	trainees,	and	volunteers;	and	other	individuals)	who	provide	care,	treatment,	or	other	services	for	the	provider	or	its	patients.	Moreover,	it	would	be	hard	to	devise	a	system	that	treated	equally	and	fairly	providers	of	all	sizes—whether	with	5	or
50	employees.	For	example,	expedient	evacuation	of	a	flooding	LTC	facility	may	require	assistance	from	local	community	members	of	unknown	vaccination	status.	For	example,	nurses	typically	train	the	patient	or	caregiver	to	self-administer	the	drug,	educate	on	side	effects	and	goals	of	therapy,	and	visit	periodically	to	provide	catheter	and	site	care.
In	addition,	by	going	into	patients'	homes,	HHA	employees	are	exposed	to	numerous	individuals	who	might	not	be	vaccinated	or	perhaps	are	asymptomatic	but	infected.	Vaccine	Exemptions	While	nothing	in	this	IFC	precludes	an	employer	from	requiring	employees	to	be	fully	vaccinated,	we	recognize	that	there	are	some	individuals	who	might	be
eligible	for	exemptions	from	the	COVID-19	vaccination	requirements	in	this	IFC	under	existing	Federal	law.	Moderately	to	severely	immunocompromised	individuals	who	have	received	2	doses	of	an	mRNA	vaccine	may	receive	a	third	dose	at	least	28	days	after	the	second	dose.	Facilities	may	find	that	reward	techniques,	among	other	strategies,	may
help.	Documentation	and	Storage	Section	485.904(c)	also	requires	CMHCs	to	track	and	securely	maintain	the	required	documentation	of	staff	COVID-19	vaccination	status.	Available	evidence	indicates	that	COVID-19	vaccines	offer	better	protection	than	infection-induced	immunity	alone	and	that	vaccines,	even	after	prior	infection,	help	prevent	Start
Printed	Page	61560	reinfections.[69]	Consequently,	CDC	recommends	that	all	people	be	vaccinated,	regardless	of	their	history	of	symptomatic	or	asymptomatic	SARS-CoV-2	infection.[70]	Further,	the	risks	of	unvaccinated	health	care	staff	may	disproportionately	impact	communities	who	experience	social	risk	factors	and	populations	described	under
Executive	Order	13985,	Advancing	Racial	Equity	and	Support	for	Underserved	Communities	Through	the	Federal	Government,	including	members	of	racial	and	ethnic	communities;	individuals	with	disabilities;	individuals	with	limited	English	proficiency;	Lesbian,	Gay,	Bisexual,	Transgender,	and	Queer	(LGBTQ+)	individuals;	individuals	living	in	rural
areas;	and	others	adversely	affected	by	persistent	poverty	or	inequality.	What	works	best	will	depend	on	the	circumstance	of	the	employee	and	the	best	method	for	conveying	the	information	and	answering	questions.	The	ESRD	facility	must	also	have	a	contingency	plan	for	all	staff	not	fully	vaccinated	according	to	this	rule.	We	do	not	have	reliable
dollar	estimates	for	either	costs	or	benefits	of	any	alternatives,	for	the	reasons	already	discussed	in	the	RIA	regarding	the	options	we	chose.	Several	factors	could	make	this	flu	season	more	severe;	these	include	return	to	school	by	children	with	no	prior	exposure	to	flu	(and	therefor	lower	immunity),	waning	protection	over	time	from	previous	seasonal
influenza	vaccination,	and	the	fact	that	adult	immunity	(especially	among	those	who	were	not	vaccinated	last	season)	will	now	partly	depend	on	exposure	to	viruses	two	or	more	seasons	earlier.[189 190]	COVID-19	vaccination	thus	remains	an	important	tool	for	decreasing	stress	on	the	U.S.	health	care	system	during	ongoing	circulation	of	influenza.	As
of	September	1,	2021,	there	were	5,556	hospices.	We	do	not	have	a	cost	estimate	for	those,	since	there	are	so	many	variables	and	unknowns,	and	it	is	unclear	how	they	might	be	offset	by	reductions	in	current	staffing	disruptions	caused	by	staff	illness	and	quarantine	once	vaccination	is	more	widespread.	Section	3(f)	of	Executive	Order	12866	defines
a	“significant	regulatory	action”	as	an	action	that	is	likely	to	result	in	a	rule:	(1)	Having	an	annual	effect	on	the	economy	of	$100	million	or	more	in	any	1	year,	or	adversely	and	materially	affecting	a	sector	of	the	economy,	productivity,	competition,	jobs,	the	environment,	public	health	or	safety,	or	State,	local,	or	tribal	governments	or	communities
(also	referred	to	as	“economically	significant”);	(2)	creating	a	serious	inconsistency	or	otherwise	interfering	with	an	action	taken	or	planned	by	another	agency;	(3)	materially	altering	the	budgetary	impacts	of	entitlement	grants,	user	fees,	or	loan	programs	or	the	rights	and	obligations	of	recipients	thereof;	or	(4)	raising	novel	legal	or	policy	issues
arising	out	of	legal	mandates,	the	President's	priorities,	or	the	principles	set	forth	in	the	Executive	Order.	ASCs	have	assisted	with	COVID-19	testing.	Even	simpler,	the	employer	can	bring	vaccination	providers	onsite	to	vaccinate	staff	(or	both	staff	and	unvaccinated	patients).	The	data	showing	the	vital	importance	of	vaccination	indicate	to	us	that	we
cannot	delay	taking	this	action	in	order	to	protect	the	health	and	safety	of	millions	of	people	receiving	critical	health	care	services,	the	workers	providing	care,	and	our	fellow	citizens	living	and	working	in	communities	across	the	nation.	Hence,	we	are	establishing	a	final	rule	requiring	COVID-19	vaccination	of	staff	to	safeguard	the	health	and	safety	of



patients,	residents,	clients,	and	PACE	program	participants	who	receive	care	and	services	from	those	providers	and	suppliers.	A	PRTF	provides	comprehensive	behavioral	health	treatment	to	children	and	adolescents	(youth)	who,	due	to	mental	illness,	substance	use	disorders,	or	severe	emotional	disturbance,	need	treatment	that	can	most	effectively
be	provided	in	a	residential	treatment	facility.	According	to	Table	3,	the	total	hourly	cost	for	the	administrator	is	$122.	Any	burden	for	modifying	the	supplier's	policies	and	procedures	for	these	activities	is	already	accounted	for	above.	As	is	relevant	here,	this	IFC	preempts	the	applicability	of	any	State	or	local	law	providing	for	exemptions	to	the
extent	such	law	provides	broader	exemptions	than	provided	for	by	Federal	law	and	are	inconsistent	with	this	IFC.	The	revisions	to	the	requirements	establish	COVID-19	vaccination	requirements	for	staff	at	the	included	Medicare-	and	Medicaid-certified	providers	and	suppliers.	In	light	of	our	responsibility	to	protect	the	health	and	safety	of	individuals
providing	and	receiving	care	and	services	from	for	Medicare-	and	Medicaid-certified	providers	and	suppliers,	and	CMS's	broad	statutory	authority	to	establish	health	and	safety	regulations,	we	are	compelled	to	require	staff	vaccinations	for	COVID-19	in	these	settings.	about	transmitting	the	virus	to	[their	clients].”	They	also	noted	that	care	for	home
bound	clients	might	involve	other	health	care	staff,	and	they	worried	about	“transmitting	COVID-19	.	There	remain	many	uncertainties	about	as	to	the	strength	and	length	of	this	immunity	compared	to	people	who	are	vaccinated,	and—in	recognizing	that—the	CDC	recommends	that	previously	infected	individuals	get	vaccinated.	For	example,	LTC
facility	admissions	have	declined	in	the	last	year,	as	families	and	caregivers	sought	to	avoid	the	risks	of	exposing	a	care	recipient	to	unvaccinated	residents	and	staff	in	LTC	facilities.	2021-23831	Filed	11-4-21;	8:45	am]	BILLING	CODE	4120-01-P	Start	Printed	Page	61587	Start	Printed	Page	61588	In	this	analysis,	we	used	specific	resources	to
estimate	the	burden	for	the	providers	and	suppliers	in	this	rule.	Sources	of	Payment	The	initial	costs	of	this	rule	fall	almost	entirely	on	health	care	providers	and	suppliers	and	are	extremely	small	in	comparison	to	the	$4	trillion	a	year	spent	on	health	care,	mostly	through	these	same	entities.	Of	those	who	have	received	a	full	primary	vaccine	series,
after	the	14th	day	after	vaccination	only	46	people	over	the	age	of	60	became	infected	and	had	a	severe	case,	compared	to	6	people	under	the	age	of	60.	The	ESRD	CfCs	were	initially	issued	in	1976	and	were	comprehensively	revised	in	2008	(73	FR	20370).	(3)	The	policies	and	procedures	must	include,	at	a	minimum,	the	following	components:	(i)	A
process	for	ensuring	all	staff	specified	in	paragraph	(c)(1)	of	this	section	(except	for	those	staff	who	have	pending	requests	for,	or	who	have	been	granted,	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and
considerations)	have	received,	at	a	minimum,	a	single-dose	COVID-19	vaccine,	or	the	first	dose	of	the	primary	vaccination	series	for	a	multi-dose	COVID-19	vaccine,	prior	to	staff	providing	any	care,	treatment,	or	other	services	for	the	center	and/or	its	patients;	(ii)	A	process	for	ensuring	that	all	staff	specified	in	paragraph	(c)(1)	of	this	section	are	fully
vaccinated,	except	for	those	staff	who	have	been	granted	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations;	(iii)	A	process	for	ensuring	the	implementation	of	additional	precautions,
intended	to	mitigate	the	transmission	and	spread	of	COVID-19,	for	all	staff	who	are	not	fully	vaccinated	for	COVID-19;	(iv)	A	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	of	all	staff	specified	in	paragraph	(c)(1)	of	this	section;	(v)	A	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	of
any	staff	who	have	obtained	any	booster	doses	as	recommended	by	the	CDC;	(vi)	A	process	by	which	staff	may	request	an	exemption	from	the	staff	COVID-19	vaccination	requirements	based	on	an	applicable	Federal	law;	(vii)	A	process	for	tracking	and	securely	documenting	information	provided	by	those	staff	who	have	requested,	and	for	whom	the
center	has	granted,	an	exemption	from	the	staff	COVID-19	vaccination	requirements;	(viii)	A	process	for	ensuring	that	all	documentation,	which	confirms	recognized	clinical	contraindications	to	COVID-19	vaccines	and	which	supports	staff	requests	for	medical	exemptions	from	vaccination,	has	been	signed	and	dated	by	a	licensed	practitioner,	who	is
not	the	individual	requesting	the	exemption,	and	who	is	acting	within	their	respective	scope	of	practice	as	defined	by,	and	in	accordance	with,	all	applicable	State	and	local	laws,	and	for	further	ensuring	that	such	documentation	contains:	(A)	All	information	specifying	which	of	the	authorized	or	licensed	COVID-19	vaccines	are	clinically
contraindicated	for	the	staff	member	to	receive	and	the	recognized	clinical	reasons	for	the	contraindications;	and	(B)	A	statement	by	the	authenticating	practitioner	recommending	that	the	staff	member	be	exempted	from	the	center's	COVID-19	vaccination	requirements	based	on	the	recognized	clinical	contraindications;	(ix)	A	process	for	ensuring	the
tracking	and	secure	documentation	of	the	vaccination	status	of	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations,	including,	but	not	limited	to,	individuals	with	acute	illness	secondary	to	COVID-19,	and	individuals	who	received	monoclonal	antibodies	or
convalescent	plasma	for	COVID-19	treatment;	and	(x)	Contingency	plans	for	staff	who	are	not	fully	vaccinated	for	COVID-19.	In	a	joint	statement	released	on	July	26,	2021,	more	than	50	health	care	professional	societies	and	organizations	called	for	all	health	care	employers	and	facilities	to	require	that	all	their	staff	be	vaccinated	against	COVID-19.
According	to	Table	3,	an	RN's	total	hourly	cost	is	$69.	Similarly,	to	the	extent	that	State-run	facilities	that	receive	Medicare	and	Medicaid	funding	are	prohibited	by	State	or	local	law	from	imposing	vaccine	mandates	on	their	employees,	there	is	direct	conflict	between	the	provisions	of	this	rule	(requiring	such	mandates)	and	the	State	or	local	law
(forbidding	them).	This	higher	risk	applies	to	most	bacterial	and	viral	infections,	including	SARS-CoV-2.	Individuals	who	enroll	will	receive	regular	text	messages	providing	links	to	surveys	where	they	can	report	any	problems	or	adverse	reactions	after	receiving	a	COVID-19	vaccine,	as	well	as	receive	“check-ins,”	and	reminders	for	a	second	dose	if
applicable.[94]	We	note	again	that	participation	in	v-safe	is	not	mandatory,	and	further	that	staff	participation	and	any	health	information	provided	is	not	traced	to	or	shared	with	employers.	Hence,	based	upon	these	assumptions,	this	analysis	will	assess	the	burden	for	all	facilities	and	employees	for	each	provider	and	supplier	type.	For	the	IP,	we
estimate	this	would	require	2	hours	initially	to	perform	research	and	revise	the	policies	and	procedures	to	meet	these	requirements.	Routine	dialysis	treatments,	typically	delivered	3	times	per	week,	remove	toxins	from	a	patient's	blood	and	are	necessary	to	sustain	life.	Since	both	long-term	and	short-term	residents	are	for	the	most	part	served	in	the
same	facilities,	their	care	is	managed	and	provided	by	the	same	facility	staff.	End	Amendment	Part	The	addition	reads	as	follows:	Condition:	Infection	control.	The	most	important	inducement	will	be	the	fear	of	job	loss,	coupled	with	the	examples	set	by	fellow	vaccine-hesitant	workers	who	are	accepting	vaccination	more	or	less	simultaneously.	The
ASC	Conditions	for	Coverage	(CfCs)	at	42	CFR	part	416,	subpart	C,	are	the	minimum	health	and	safety	standards	a	center	must	meet	to	obtain	Medicare	certification.	Even	during	the	recent	Delta	variant	surge,	health	care	staff	deaths	decreased	to	lower	levels.	We	cannot	estimate	the	effects	of	each	of	the	possible	interactions	among	them,	but
throughout	the	analysis	we	point	out	some	of	the	most	important	assumptions	we	have	made	and	the	possible	effects	of	alternatives	to	those	assumptions.	Thus,	all	hospices	should	already	have	infection	prevention	and	control	policies	and	procedures,	but	they	likely	do	not	comply	with	all	of	the	requirements	in	this	IFC.	End	Authority	Start
Amendment	Part6.	Pursuant	to	section	1871(a)(3)	of	the	Act,	Medicare	interim	final	rules	expire	3	years	after	issuance	unless	finalized.	For	purposes	of	estimation,	we	assume	that,	on	average,	one	hour	of	staff	time	or	the	equivalent	will	be	devoted	to	counseling	or	incentives	for	each	unvaccinated	staff	person,	at	the	same	average	hourly	cost	of
about	$75	estimated	for	RNs	in	the	Information	Collection	analysis.	A	similar	calculation	can	be	made	for	staff	and	for	the	community	residents	they	might	infect,	who	will	gain	many	more	years	of	life	but	whose	risk	of	death	is	far	smaller	since	their	age	distribution	is	so	much	younger.	2.	While	some	IFCs	are	effective	immediately	upon	publication,
we	understand	that	instantaneous	compliance,	or	compliance	within	days,	with	these	regulations	is	not	possible.	We	apply	that	cost	to	all	currently	unvaccinated	employees.	Home-based	provider	staff	also	often	serve	multiple	patients	in	different	homes	in	the	same	day,	week,	or	month,	which	presents	opportunities	for	transmission	of	infectious
diseases	across	households.	Certain	allergies,	recognized	medical	conditions,	or	religious	beliefs,	observances,	or	practices,	may	provide	grounds	for	exemption.	They	supplemented	in-person	care	with	telecommunications.	If	an	employee	requests	an	exemption,	we	believe	that	a	nurse,	another	health	care	professional,	or	an	administrator	would	likely
review	the	request	and	document	it.	(2)	The	policies	and	procedures	of	this	section	do	not	apply	to	the	following	facility	staff:	(i)	Staff	who	exclusively	provide	telehealth	or	telemedicine	services	outside	of	the	facility	setting	and	who	do	not	have	any	direct	contact	with	residents	and	other	staff	specified	in	paragraph	(c)(1)	of	this	section;	and	(ii)	Staff
who	provide	support	services	for	the	facility	that	are	performed	exclusively	outside	of	the	center	setting	and	who	do	not	have	any	direct	contact	with	residents	and	other	staff	specified	in	paragraph	(c)(1)	of	this	section.	Hence,	the	burden	for	these	documentation	requirements	for	all	5,194	hospital	and	1,358	CAHs	would	be	505,631	(0.0833	×
6,070,000)	hours	at	an	estimated	cost	of	$39,944,849	(505,631	×	79).	For	technical	inquiries:	Contact	CMS	Center	for	Clinical	Standards	and	Quality,	Department	of	Health	and	Human	Services,	(410)	786-6633.	The	average	number	of	persons	in	facilities	for	long	term	care	over	the	course	of	a	year	is	about	1.2	million	residents	(as	is	the	point-in-time
number),	and	the	total	number	of	persons	over	the	course	of	a	year	is	about	1.6	million.	In	addition,	we	expect	that	a	significant	amount	of	time—one	hour	on	average—will	be	used	per	employee	in	vaccine	planning,	arrangement,	and	administration,	and	related	activities	for	three	vaccinations	per	currently	unvaccinated	employee.	Specifically,	this
IFC	directly	regulates	the	following	providers	and	suppliers,	listed	in	the	numerical	order	of	the	relevant	CFR	sections	being	revised	in	this	rule:	Ambulatory	Surgical	Centers	(ASCs)	(§ 416.51)	Hospices	(§ 418.60)	Psychiatric	residential	treatment	facilities	(PRTFs)	(§ 441.151)	Programs	of	All-Inclusive	Care	for	the	Elderly	(PACE)	(§ 460.74)	Hospitals
(acute	care	hospitals,	psychiatric	hospitals,	hospital	swing	beds,	long	term	care	hospitals,	children's	hospitals,	transplant	centers,	cancer	hospitals,	and	rehabilitation	hospitals/inpatient	rehabilitation	facilities)	(§ 482.42)	Long	Term	Care	(LTC)	Facilities,	including	Skilled	Nursing	Facilities	(SNFs)	and	Nursing	Facilities	(NFs),	generally	referred	to	as
nursing	homes	(§ 483.80)	Intermediate	Care	Facilities	for	Individuals	with	Intellectual	Disabilities	(ICFs-IID)	(§ 483.430)	Home	Health	Agencies	(HHAs)	(§ 484.70)	Comprehensive	Outpatient	Rehabilitation	Facilities	(CORFs)	(§§ 485.58	and	485.70)	Critical	Access	Hospitals	(CAHs)	(§ 485.640)	Clinics,	rehabilitation	agencies,	and	public	health	agencies
as	providers	of	outpatient	physical	therapy	and	speech-language	pathology	services	(§ 485.725)	Community	Mental	Health	Centers	(CMHCs)	(§ 485.904)	Home	Infusion	Therapy	(HIT)	suppliers	(§ 486.525)	Rural	Health	Clinics	(RHCs)/Federally	Qualified	Health	Centers	(FQHCs)	(§ 491.8)	End-Stage	Renal	Disease	(ESRD)	Facilities	(§ 494.30)	This	IFC
directly	applies	only	to	the	Medicare-	and	Medicaid-certified	providers	and	suppliers	listed	above.	Applicable	laws	include:	(1)	The	Americans	with	Disabilities	Act	(ADA);	(2)	Section	504	of	the	Rehabilitation	Act	(RA);	(3)	Title	VII	of	the	Civil	Rights	Act	of	1964;	(4)	the	Pregnancy	Discrimination	Act;	and	(5)	the	Genetic	Information	Nondiscrimination
Act.[149]	In	addition,	other	Federal	laws	may	provide	employees	with	additional	protections.	Follow	the	“Submit	a	comment”	instructions.	For	the	IPs	in	all	5,194	hospitals,	the	burden	would	be	41,552	hours	(8	hours	×	5,194)	at	an	estimated	cost	of	$3,282,608	(632	×	5,194).	There	are	357	PRTFs	in	the	U.S.	The	facilities	must	meet	accreditation
standards,	the	requirements	in	§§ 441.151	through	441.182,	and	the	Condition	of	Participation	on	the	use	of	restraint	and	seclusion	at	§ 483.350	through	§ 483.376.	For	other	vaccines	routinely	used	in	the	U.S.,	the	three	phases	of	clinical	trials	are	performed	one	at	a	time.	We	conclude	that	additional	regulatory	action	is	necessary	to	achieve
widespread	vaccination	among	ICFs-IID	staff	to	protect	ICFs-IID	clients.	The	current	requirements	for	HIT	suppliers	do	not	contain	specific	infection	prevention	and	control	requirements.	Side	effects	following	vaccinations	often	include	swelling,	redness,	and	pain	at	the	injection	site;	flu-like	symptoms;	headache;	and	nausea;	all	typically	of	Start
Printed	Page	61565	short	duration.[108]	Serious	adverse	reactions	also	have	been	reported	following	COVID-19	vaccines;	however,	they	are	rare.[109 110]	For	example,	it	is	estimated	that	anaphylaxis	following	the	mRNA	COVID-19	vaccines	occurs	in	2-5	individuals	per	million	vaccinated	(	��coronavirus/2019-ncov/vaccines/safety/adverse-
events.html	).	For	all	337	HIT	suppliers,	the	total	burden	for	the	administrator	would	be	674	hours	(2	hours	×	337)	at	an	estimated	cost	of	$65,378	(337	×	194).	Therefore,	the	total	burden	for	all	141	PACE	organizations	for	this	rule	would	be	2,243	(1,410	+	833)	hours	at	an	estimated	cost	of	$179,518	(117,876	+	61,642).	The	psych	under	21	benefit	is
significant	as	a	means	for	Medicaid	to	cover	the	cost	of	inpatient	behavioral	health	services.	The	May	8,	2020	COVID-19	IFC	established	requirements	for	LTC	facilities	to	report	information	related	to	COVID-19	cases	among	facility	residents	and	staff,	we	received	299	public	comments.	Under	a	common	approach	to	benefit	calculation,	we	can	use	a
Value	of	a	Statistical	Life	(VSL)	to	estimate	the	dollar	value	of	the	life-saving	benefits	of	a	policy	intervention,	for	a	person	who	more	broadly	represent	a	mixture	of	ages.	Documentation	and	Storage	Section	494.30(b)	also	requires	ESRD	facilities	to	track	and	securely	maintain	the	required	documentation	of	staff	COVID-19	vaccination	status.
Accordingly,	staff	may	be	considered	compliant	with	the	requirements	within	this	regulation	if	they	have	received	any	combination	of	two	doses	of	a	vaccine	licensed	or	authorized	by	the	FDA	or	listed	on	the	WHO	emergency	use	list	as	part	of	a	two-dose	series.	Providers	and	suppliers	are	not	required	to	ensure	the	vaccination	of	individuals	who
infrequently	provide	ad	hoc	non-health	care	services	(such	as	annual	elevator	inspection),	or	services	that	are	performed	exclusively	off-site,	not	at	or	adjacent	to	any	site	of	patient	care	(such	as	accounting	services),	but	they	may	choose	to	extend	COVID-19	vaccination	requirements	to	them	if	feasible.	The	third	IFC,	“Medicare	and	Medicaid
Programs;	COVID-19	Vaccine	Requirements	for	Long-Term	Care	(LTC)	Facilities	and	Intermediate	Care	Facilities	for	Individuals	with	Intellectual	Disabilities	(ICFs-IID)	Residents,	Clients,	and	Staff”	(86FR26306)	was	published	on	May	13,	2021.	The	administrator	would	need	to	work	with	the	medical	director	to	obtain	approval	for	the	policies	and
procedures	to	be	implemented.	The	majority	of	HHAs	are	for-profit,	privately	owned	agencies.	During	the	pandemic,	some	patients	in	need	of	rehabilitation	chose	to	delay	care	and	others	encountered	delays	in	accessing	care.	For	example,	as	of	mid-September	2021,	COVID-19	cases	among	LTC	facility	and	ESRD	facility	staff	have	increased	by	over
1400	percent	and	850	percent,	respectively,	since	their	lows	in	June	2021.[57]	Similarly,	the	number	of	cases	among	staff	for	whom	case-level	data	were	reported	by	State	and	territorial	jurisdictions	to	CDC	increased	by	nearly	600	percent	between	June	and	August	2021.[58]	Vaccination	is	thus	a	powerful	tool	for	protecting	health	and	safety	of
patients,	and,	with	the	emergence	and	spread	of	the	highly	transmissible	Delta	variant,	it	has	been	an	increasingly	critical	one	to	address	the	extraordinary	strain	the	COVID-19	pandemic	continues	to	place	on	the	U.S.	health	system.	ADDRESSES:	In	commenting,	please	refer	to	file	code	CMS-3415-IFC.	Current	regulations	at	§ 485.725(a)	require
organizations	to	establish	an	infection-control	committee	of	representative	professional	staff	with	overall	responsibility	for	infection	control.	Policies	and	Procedures	At	§ 485.640(f),	we	require	critical	access	hospitals	(CAHs)	to	develop	and	implement	policies	and	procedures	to	ensure	their	staff	are	vaccinated	for	COVID-19	and	that	appropriate
documentation	of	those	vaccinations	are	tracked	and	maintained.	We	believe	that	this	would	require	an	administrator	5	minutes	or	0.0833	hours	to	perform	the	required	documentation	at	an	adjusted	hourly	wage	of	$108	for	each	employee.	Over	the	first	6	months	of	2021,	COVID-19	cases,	hospitalizations	and	deaths	declined.	That	said,	early
indications	are	that	rural	hospitals	are	having	greater	problems	with	employee	vaccination	refusals	than	urban	hospitals,	and	we	welcome	comments	on	ways	to	ameliorate	this	problem.	Hence,	definitions	of	fully	vaccinated	are	consistent	among	the	requirements	in	these	regulations.	The	problem	with	this	variation,	however,	is	that	for	most
providers	and	suppliers	is	it	unlikely	to	be	a	realistic	choice.	Further,	LTC	facilities	have	residents	and	PACE	Programs	have	participants.	Under	section	1861(dd)(2)(G)	of	the	Act,	the	Secretary	may	impose	“such	requirements	as	the	Secretary	may	find	necessary	in	the	interest	of	the	health	and	safety	of	the	individuals	who	are	provided	care	and
services	by	such	agency	or	organization.”	The	CoPs	found	at	part	418,	subparts	C	and	D	apply	to	a	hospice,	as	well	as	to	the	services	furnished	to	each	patient	under	hospice	care.	Patient	benefits	are	simply	a	consequence	of	fewer	infections	among	staff.	SUMMARY:	This	interim	final	rule	with	comment	period	revises	the	requirements	that	most
Medicare-	and	Medicaid-certified	providers	and	suppliers	must	meet	to	participate	in	the	Medicare	and	Medicaid	programs.	The	facility	must	develop	and	implement	policies	and	procedures	to	ensure	that	all	staff	are	fully	vaccinated	for	COVID-19.	Provisions	of	the	Interim	Final	Rule	With	Comment	Period	In	this	IFC,	we	are	issuing	a	common	set	of
provisions	for	each	applicable	provider	and	supplier.	Another	option	would	be	to	devise	a	standard	with	graduated	compliance	expectations	such	as	90	percent	and	then	95	percent	and	then	100	percent	of	staff	vaccinated	and	a	time	period	in	which	to	reach	each	level.	All	HIT	suppliers	would	need	to	review	their	current	policies	and	procedures	and
develop	or	modify	them	to	comply	with	all	of	the	requirements	in	§ 486.525(c)	as	set	forth	in	this	IFC.	Under	section	1861(p)	of	the	Act,	the	Secretary	is	responsible	for	ensuring	that	the	CoPs	and	their	enforcement	are	adequate	to	protect	the	health	and	safety	of	individuals	receiving	OPT	and	SLP	services	from	these	entities.	However,	some	staff	may
receive	FDA	approved	or	authorized	COVID-19	vaccines	outside	of	the	U.S.,	vaccines	administered	outside	of	the	U.S.	that	are	listed	by	the	WHO	for	emergency	use	that	are	not	approved	or	authorized	by	the	FDA,	or	vaccines	during	their	participation	in	a	clinical	trial	at	a	site	in	the	U.S.	For	these	staff,	we	defer	to	CDC	guidance	for	COVID-19
vaccination	briefly	discussed	here.	Specifically,	we	have	published	the	following	IFCs:	The	first	IFC,	“Medicare	and	Medicaid	Programs,	Basic	Health	Program,	and	Exchanges;	Additional	Policy	and	Regulatory	Revisions	in	Response	to	the	COVID-19	Public	Health	Emergency	and	Delay	of	Certain	Reporting	Requirements	for	the	Skilled	Nursing
Facility	Quality	Reporting	Program”	(FR27550)	was	published	on	May	8,	2020.	In	general,	workers	across	the	economy	are	responding	to	mandates	by	getting	vaccinated.[155]	A	large	hospital	system	in	Texas	instituted	a	vaccine	mandate	and	99.5	percent	of	its	staff	received	the	vaccine.	Among	adults	aged	21	years	to	64	years,	about	10	percent	of
those	infected	once	required	hospitalization,	but	that	fraction	is	now	far	lower	for	the	same	reasons.	For	Start	Printed	Page	61613	purposes	of	the	RFA,	we	estimate	that	most	health	care	facilities	are	small	entities	as	that	term	is	used	in	the	RFA	because	they	are	either	nonprofit	organizations	or	meet	the	SBA	definition	of	a	small	business	(having
revenues	of	less	than	$8.0	million	to	$41.5	million	in	any	1	year).	For	example,	monetary	or	other	benefits	such	as	paid	days	off	could	be	given	to	staff	who	agree	to	vaccination.	While	the	nature	of	this	rulemaking	suggests	the	potential	that	virtually	all	health	care	staff	in	the	U.S.	will	be	vaccinated	for	COVD-19	within	a	matter	of	months,	local
outbreaks,	new	viral	variations,	changes	in	disease	manifestation,	or	other	factors	necessitate	contingency	planning.	The	position	of	the	individual	who	would	perform	the	activities	related	to	the	documentation	requirement	would	also	vary	depending	upon	the	type	of	provider	or	supplier	and	whether	the	employee	requested	an	exemption.	Since	there
are	not	any	current	requirements	that	address	COVID-19	vaccination,	we	estimate	it	would	require	8	hours	for	the	RN	to	research,	draft,	and	work	with	an	administrator	to	finalize	the	policies	and	procedures.	Currently,	there	are	6,071	Medicare-certified	ASCs	in	the	U.S.	Section	1833(i)(1)(A)	of	the	Act	authorizes	the	Secretary	to	specify	those
surgical	procedures	that	can	be	performed	safely	in	an	ASC.	ICRs	Regarding	the	Development	of	Policies	and	Procedures	for	HIT	Suppliers	§ 486.525(c),	“COVID-19	Vaccination	of	Facility	Staff”	1.	Home	Health	Agencies	(HHAs)	Under	the	authority	of	sections	1861(m),	1861(o),	and	1891	of	the	Act,	the	Secretary	has	established	in	regulations	the
requirements	that	a	home	health	agency	(HHA)	must	meet	to	participate	in	the	Medicare	program,	our	regulations	at	42	CFR	440.70(d)	require	that	Medicaid-participating	home	health	agencies	meet	Medicare	conditions	of	participation.	But	that	means	that	nurses	who	would	otherwise	have	been	hired	in	schools	or	physician	offices	may	find	jobs	in
vacant	jobs	in	health	care	settings	requiring	vaccination	and	accept	(or	more	likely	already	have)	vaccination.	For	those	who	would	like	to	use	it,	CDC	provides	a	staff	vaccination	tracking	tool	that	is	available	on	the	NHSN	website	(	��nhsn/hps/weekly-covid-vac/index.html	).	The	ICRs	for	this	section	would	require	each	HHA	to	develop	the	policies
and	procedures	needed	to	satisfy	all	of	the	requirements	in	this	section.	End	Further	Info	End	Preamble	Start	Supplemental	Information	SUPPLEMENTARY	INFORMATION:	Inspection	of	Public	Comments:	All	comments	received	before	the	close	of	the	comment	period	are	available	for	viewing	by	the	public,	including	any	personally	identifiable	or
confidential	business	information	that	is	included	in	a	comment.	For	example,	CMS	has	received	anecdotal	reports	suggesting	individuals	in	care	are	refusing	care	from	unvaccinated	staff,	limiting	the	extent	to	which	providers	and	suppliers	can	effectively	meet	the	health	care	needs	of	their	patients	and	residents.	End	Authority	Start	Amendment
Part4.	In	response	to	the	PHE,	outpatient	rehabilitation	facilities	suspended	operations,	reduced	their	patient	care	capacity,	and	transitioned	from	in-person	to	telecommunications	as	able.	Therefore,	for	all	1,358	CAHs	the	total	burden	for	the	requirements	for	policies	and	procedures	is	16,296	hours	(10,864	+	5,432)	at	an	estimated	cost	of
$1,520,960	($858,256	+	$662,704).	End	Authority	Start	Amendment	Part24.	The	HHS	Guidelines	for	Regulatory	Impact	Analysis	note	that	“[i]n	most	cases,	the	analysis	focuses	on	estimating	the	incremental	compliance	costs	incurred	by	the	regulated	entities,	assuming	full	compliance	with	the	regulation,	and	government	costs.”	These	guidelines
further	recommend	that	“[a]nalysts	should	consider	the	uncertainty	associated	with	an	assumption	of	full	compliance	and	provide	analysis	of	alternative	assumptions,	as	appropriate.” [240]	In	preparing	this	analysis,	we	have	identified	several	significant	sources	of	uncertainty	for	these	full-compliance	estimates,	one	of	which	stands	out.	While	we	are
not	requiring	participation,	we	encourage	staff	who	use	smartphones	to	use	CDC's	smartphone-based	tool	called	“v-safe	After	Vaccination	Health	Checker”	(v-safe) [93]	to	self-report	on	one's	health	after	receiving	a	COVID-19	vaccine.	Moreover,	referring	patients	in	need	of	suitable	procedures	to	ASCs	limits	the	overall	number	of	individuals	visiting
the	hospital	setting,	thereby	inhibiting	spread	of	infection.	Additionally,	under	the	requirements	of	this	IFC,	we	are	adding	§ 483.80(i)(3)	to	now	require	that	a	facility's	policies	and	procedures	for	COVID-19	vaccination	of	staff	must	include,	at	a	minimum,	the	components	specified	in	section	II.A.	of	this	IFC.	For	the	administrators	in	all	159
organizations,	the	burden	would	be	1,272	hours	(8	×	159)	at	an	estimated	cost	of	$124,656	(784	×	159).	For	example,	evidence	clearly	indicates	that	racial	and	ethnic	minority	groups,	including	Black	and	Hispanic	or	Latino,	have	disproportionately	higher	hospitalization	rates	among	every	age	group,	including	children	aged	younger	than	18	years.
[136]	These	same	groups	are	disproportionately	affected	by	long-standing	inequities	in	social	determinants	of	health,	such	as	poverty	and	health	care	access,	that	increase	risk	of	severe	illness	and	death	from	COVID-19.[137]	People	with	intellectual	disabilities	are	more	likely	to	have	chronic	health	conditions,	live	in	congregate	settings,	and	face
more	barriers	to	health	care;	some	studies	suggest	they	are	also	more	likely	to	get	COVID-19	and	have	worse	outcomes.[138]	Finally,	rural	communities	often	have	a	higher	proportion	of	residents	who	live	with	comorbidities	or	disabilities	and	are	aged	≥65	years;	these	risk	factors,	combined	with	more	limited	access	to	health	care	facilities	with
intensive	care	capabilities,	place	rural	dwellers	at	increased	risk	for	COVID-19-associated	morbidity	and	mortality.[139]	In	addition,	CDC	data	indicate	that	vaccination	rates	are	disproportionately	low	among	nurses	and	health	care	aides	in	long	term	care	settings,	particularly	in	communities	that	experience	social	risk	factors.	As	discussed	in	section
II.B.	of	this	IFC,	staff	who	have	completed	the	primary	series	for	the	vaccine	received	by	the	Phase	2	implementation	date	are	considered	to	have	met	these	requirements,	even	if	they	have	not	yet	completed	the	14-day	waiting	period	required	for	full	vaccination.	According	to	Table	3,	an	RN	in	these	settings	has	a	total	hourly	cost	of	$79.	Similarly,
nurses	may	find	jobs	in	health	care	settings	that	are	not	subject	to	vaccination	mandates,	such	as	most	schools	or	physician	offices.	This	RIA	focuses	on	the	overall	costs	and	benefits	of	the	rule,	taking	into	account	vaccination	uptake	to	date	or	anticipated	over	the	next	year	that	is	not	due	to	this	rule,	and	estimating	the	likely	additional	effects	of	this
rule	on	both	provider	staff	and	the	patients	with	whom	they	come	in	contact.	For	all	357	PRTFs,	the	total	burden	would	be	714	hours	(2	×	357)	at	an	estimated	cost	of	$87,108	(357	×	244).	“CDC	recommends	everyone	12	years	and	older	get	vaccinated	as	soon	as	possible	to	help	protect	against	COVID-19	and	the	related,	potentially	severe
complications	that	can	occur.” [113]	They	state	that	the	“potential	benefits	of	COVID-19	vaccination	outweigh	the	known	and	potential	risks,	including	the	possible	risk	of	myocarditis	or	pericarditis.” [114]	E.	As	discussed	above,	the	revision	and	approval	of	these	policies	and	procedures	would	also	require	activities	by	the	DON	and	medical	director.
We	do	know	that	the	life-saving	benefits	for	staff	are	probably	small	but	significant.	The	virus	has	been	named	“severe	acute	respiratory	syndrome	coronavirus	2”	(SARS-CoV-2),	and	the	disease	it	causes	has	been	named	“coronavirus	disease	2019”	(COVID-19).	According	to	Table	3,	these	organizations	have	10,000	employees.	Skilled	professional
visits,	such	as	those	from	nurses,	often	play	a	critical	role	in	the	provision	of	home	infusion	and	are	covered	under	the	home	infusion	therapy	benefit.	It	does	not	directly	apply	to	other	health	care	entities,	such	as	physician	offices,	that	are	not	regulated	by	CMS.	This	is	not	surprising:	Respiratory	virus	infections	typically	circulate	more	frequently
during	the	winter	months,	with	peaks	in	pneumonia	and	influenza	deaths	typically	during	winter	months.[186]	Similarly,	the	U.S.	experienced	a	large	COVID-19	wave	in	the	winter	of	2020.	At	this	time,	as	to	second	(and	succeeding)	year	effects	we	assume	no	further	major	changes	in	vaccine	effectiveness.	For	example,	evidence	has	shown	that
influenza	vaccination	of	health	care	staff	is	associated	with	declines	in	nosocomial	influenza	in	hospitalized	patients,[22 23 24]	and	among	nursing	home	residents.	Thus,	for	each	hospital,	the	burden	for	the	IP	would	be	8	hours	at	a	cost	of	$632	(8	hours	×	79).	Each	PACE	organization	must	also	have	a	contingency	plan	for	all	staff	not	fully	vaccinated
according	to	this	rule.	The	requirements	and	burden	for	CAHs	without	DPUs	will	be	submitted	to	OMB	under	OMB	control	number	0938-1043	(expiration	date	March	31,	2024).	(2)	The	policies	and	procedures	of	this	section	do	not	apply	to	the	following	center	staff:	(i)	Staff	who	exclusively	provide	telehealth	or	telemedicine	services	outside	of	the
center	setting	and	who	do	not	have	any	direct	contact	with	patients	and	other	staff	specified	in	paragraph	(c)(1)	of	this	section;	and	(ii)	Staff	who	provide	support	services	for	the	center	that	are	performed	exclusively	outside	of	the	center	setting	and	who	do	not	have	any	direct	contact	with	patients	and	other	staff	specified	in	paragraph	(c)(1)	of	this
section.	Participants'	regular	interactions	with	PACE	organization	staff	and	contractors	indicate	that	those	staff	and	contractors	should	also	be	vaccinated	against	COVID-19.	That	said,	we	note	that	the	vaccination	policies	required	in	this	IFC	apply	to	all	individuals	who	provide	care,	treatment,	or	other	services	for	the	hospital	and/or	its	patients,
under	contract	or	other	arrangement.	In	addition	to	smaller	updates	over	the	years,	these	CoPs	were	reformed	in	2012	(77	FR	29034).	This	includes	workers	moving	between	various	types	of	providers,	such	as	from	LTC	facilities	to	HHAs	and	others,	creating	imbalances.	Patients	in	partial	hospitalization	programs	receive	treatment	for	several	hours
during	the	day,	multiple	days	a	week.	These	delays	in	discharge	affected	available	bed	space	throughout	the	hospital	(for	example,	creating	bottlenecks	in	ICUs	and	EDs)	and	delayed	patient	access	to	specialized	post-acute	care	(such	as	rehabilitation).[55]	The	drivers	of	this	staffing	crisis	are	multi-factorial.	All	must	qualify	for	Medicaid	coverage.
Statement	of	Need	The	COVID-19	pandemic	has	precipitated	the	greatest	public	health	crisis	in	the	U.S.	since	the	1918	Influenza	pandemic.	However,	we	have	no	reliable	method	to	estimate	the	number	or	percentage	of	these	facilities.	End	Authority	Start	Amendment	Part16.	We	recognize	that	many	infrequent	services	and	tasks	performed	in	or	for
a	health	care	facility	are	conducted	by	“one	off”	vendors,	volunteers,	and	professionals.	The	hourly	cost	for	the	nurse	practitioner	is	$107.	We	are	aware	of	concerns	about	health	care	workers	choosing	to	leave	their	jobs	rather	than	be	vaccinated.	of	this	IFC,	we	have	received	numerous	requests	from	diverse	stakeholders	for	Federal	intervention	to
implement	a	health-care	staff	vaccine	mandate.[195]	Of	particular	note,	several	representatives	of	the	long-term	care	community	(not	limited	to	Medicare-	and	Medicaid-certified	LTC	facilities)	expressed	concerns	about	inequities	that	would	result	from	imposition	of	a	mandate	on	only	one	type	of	provider	and	strongly	recommended	a	broad
approach.[196]	While	there	is	opposition	to	the	vaccine	mandate,	a	combination	of	factors	now	have	persuaded	us	that	a	vaccine	mandate	for	health	care	workers	is	an	essential	component	of	the	nation's	COVID-19	response,	the	delay	of	which	would	contribute	to	additional	negative	health	outcomes	for	patients	including	loss	of	life.	Documentation
and	Storage	Section	486.525(c)	also	requires	HIT	suppliers	to	track	and	securely	maintain	the	required	documentation	of	staff	COVID-19	vaccination	status.	As	discussed	above,	the	revision	and	approval	of	these	initial	policies	and	procedures	would	also	require	activities	by	the	physician,	nurse	practitioner,	physician	assistant,	and	medical	director.
Exempting	previously	infected	individuals	would	have	potentially	reduced	benefits	while	reducing	costs,	both	roughly	in	proportion	to	the	number	affected.	As	for	a	variation	reducing	payment	to	non-performing	providers,	perhaps	by	20	percent	per	patient	over	some	applicable	time	period,	this	would	arguably	provide	something	better	than	an	“all	of
nothing”	removal	from	provider	status.	Documentation	and	Storage	Section	483.70(d)	also	requires	HHAs	to	track	and	securely	maintain	the	required	documentation	of	staff	COVID-19	vaccination	status.	In	the	second	instance,	a	booster	dose	of	vaccine	is	administered	when	the	initial	immune	response	to	a	primary	vaccine	series	is	likely	to	have
waned	over	time.	Hence,	the	burden	for	these	documentation	requirements	for	all	5,780	ICFs-IID	would	be	6,664	(0.0833	×	80,000)	hours	at	an	estimated	cost	of	$459,816	(6,664	×	$69).	VI.	According	to	Table	3,	the	administrator's	total	hourly	cost	is	$98.	The	May	13,	2021	IFC	also	required	LTC	facilities	to	report	both	resident	and	staff	vaccine
uptake	and	status	to	CDC's	National	Healthcare	Safety	Network	(NHSN)	(§ 483.80(d)(3)(vii));	this	has	been	a	requirement	since	May	21,	2021.	We	welcome	comments	that	might	improve	these	estimates.	Thus,	for	each	HIT	supplier,	the	burden	for	the	RN	would	be	8	hours	at	a	cost	of	$584	(8	hours	×	73).	The	total	burden	for	all	5,194	hospitals	would
be	20,776	hours	(4	×	5,194)	at	an	estimated	cost	of	$2,534,672	(5,194	×	488).	Policies	and	Procedures	At	§ 483.80(i),	we	require	LTC	facilities	to	develop	and	implement	policies	and	procedures	to	ensure	their	staff	are	vaccinated	for	COVID-19	and	that	appropriate	documentation	of	those	vaccinations	are	tracked	and	maintained.	This	estimate	of	a
value	per	life-year	corresponds	to	1	year	at	perfect	health.	Employers	must	also	follow	Federal	laws	protecting	employees	from	retaliation	for	requesting	an	exemption	on	account	of	religious	belief	or	disability	status.	The	burden	for	the	physician	assistant	in	each	RHC/FQHC	would	be	2	hours	at	an	estimated	cost	of	$222	(2	×	111).	For	the	IPs	in	all
15,401	LTC	facilities,	the	burden	would	be	30,802	hours	(2	hours	×	15,401	facilities)	at	an	estimated	cost	of	$2,125,338	(138	×	15,401).	We	believe	that	this	would	require	an	RN	5	minutes	or	0.0833	hours	to	perform	the	required	documentation	at	an	adjusted	hourly	wage	of	$73	for	each	employee.	PRTF	programs	are	designed	to	offer	a	short	term,
intense,	focused	behavioral	health	treatment	program	to	promote	a	successful	return	of	the	youth	to	the	community.	Based	on	these	requirements	and	our	experience	with	CHMCs,	we	believe	these	activities	would	be	performed	by	the	CHMC	administrator	and	a	mental	health	counselor.	The	agency	has	considered	other	alternatives	(for	example,
relying	entirely	on	measures	such	as	voluntary	vaccination,	source	control	alone,	and	social	distancing)	and	has	concluded	that	the	mandate	established	by	this	rule	is	the	minimum	regulatory	action	necessary	to	achieve	the	objectives	of	the	statute.	We	considered	excluding	individual	staff	members	who	are	present	at	the	site	of	care	less	frequently
than	once	per	week	from	these	vaccination	requirements,	but	were	concerned	that	this	might	lead	to	Start	Printed	Page	61571	confusion	or	fragmented	care.	The	EUA	for	the	Moderna	COVID-19	vaccine	has	been	amended	to	allow	for	the	use	of	a	third	dose	in	certain	immunocompromised	individuals.	The	administrator	would	need	to	spend	time
attending	governing	body	meetings	to	discuss	and	obtain	approval	for	the	policies	and	procedures;	however,	that	would	be	a	usual	and	customary	business	practice.	In	Table	6	we	assume	that	the	number	departing	each	year	is	the	same	as	the	number	entering	each	year,	which	is	a	reasonable	approximation	to	changes	in	just	a	few	years,	but	do	not
take	account	of	the	aging	of	the	population	over	time.	Start	Printed	Page	61556	3.	The	net	outcomes	of	staff	turnover	over	time	could	easily	exceed	or	offset	the	administrative	and	vaccination	costs	we	have	estimated.	CMS	will	closely	monitor	the	status	of	staff	vaccination	rates,	provider	compliance,	and	any	other	potential	risks	to	patient,	resident,
client,	and	PACE	program	participant	health	and	safety.	The	items	and	equipment	needed	to	perform	home	infusion	include	the	drug	(for	example,	immune	globulin),	equipment	(a	pump),	and	supplies	(for	example,	tubing	and	catheters)	which	are	covered	under	the	Durable	Medical	Equipment	benefit.	These	include,	but	are	not	limited	to,	the
following:	Failure	to	achieve	sufficiently	high	levels	of	vaccination	based	on	voluntary	efforts	and	patchwork	requirements;	ongoing	risk	of	new	COVID-19	variants;	potential	harmful	impact	of	unvaccinated	healthcare	workers	on	patients;	continuing	strain	on	the	health	care	system,	particularly	from	Delta-variant-driven	surging	case	counts	beginning
in	summer	2021;	demonstrated	efficacy,	safety	and	real-world	effectiveness	of	available	vaccines;	FDA's	full	licensure	of	the	Pfizer-BioNTech's	Comirnaty	vaccine;	our	observations	of	the	efficacy	of	COVID-19	vaccine	mandates	in	other	settings;	and	the	calls	from	numerous	stakeholders	for	Federal	intervention.	Since	we	have	no	reliable	method	for
estimating	a	number	or	percentage	of	employees	who	would	be	in	each	category,	we	will	analyze	the	burden	for	the	documentation	requirements	using	5	minutes	or	0.0833	hours	for	each	employee.	The	CAH	must	develop	and	implement	policies	and	procedures	to	ensure	that	all	staff	are	fully	vaccinated	for	COVID-19.	The	requirements	and	burden
will	be	submitted	to	OMB	under	OMB	control	number	0938-0334	(expiration	date	March	31,	2023).	Palliative	care	improves	the	quality	of	life	of	patients	and	their	families	and	caregivers	facing	the	challenges	associated	with	terminal	illness	through	the	prevention	and	relief	of	suffering	by	means	of	early	identification,	assessment,	and	treatment	of
pain	and	other	issues.	Based	upon	these	requirements	and	our	experience	with	organizations,	we	believe	some	organizations	have	already	developed	policies	and	procedures	requiring	COVID-19	vaccination	for	staff	unless	medically	contraindicated.	Documentation	and	Storage	Section	482.42(g)	also	requires	hospitals	to	track	and	securely	maintain
the	required	documentation	of	staff	COVID-19	vaccination	status.	Consistent	with	CDC	guidance,	we	consider	staff	fully	vaccinated	if	it	has	been	2	or	more	weeks	since	they	completed	a	primary	vaccination	series	for	COVID-19.	Moreover,	the	ETS	requires	employers	to	immediately	remove	employees	from	the	workplace	if	they	(1)	have	tested	positive
for	COVID-19,	(2)	have	been	diagnosed	with	COVID-19	by	a	licensed	health	care	provider,	(3)	have	been	advised	by	a	licensed	health	care	provider	that	they	are	suspected	to	have	COVID-19,	or	(4)	are	experiencing	certain	symptoms	(defined	as	either	loss	of	taste	and/or	smell	with	no	other	explanation,	or	fever	of	at	least	100.4	degrees	Fahrenheit
and	new	unexplained	cough	associated	with	shortness	of	breath).	However,	this	comparison	should	be	taken	as	necessarily	hypothetical	and	contingent	due	to	the	analytic,	data,	and	uncertainty	challenges	discussed	throughout	this	regulatory	impact	assessment.	*	*	*	*	*	(d)	Standard:	COVID-19	Vaccination	of	facility	staff.	Staff	Subject	to	COVID-19
Vaccination	Requirements	The	provisions	of	this	IFC	require	applicable	providers	and	suppliers	to	develop	and	implement	policies	and	procedures	under	which	all	staff	are	vaccinated	for	COVID-19.	Start	List	of	Subjects	List	of	Subjects	End	List	of	Subjects	For	the	reasons	set	forth	in	the	preamble,	the	Centers	for	Medicare	&	Medicaid	Services
amends	42	CFR	chapter	IV	as	set	forth	below:	Start	Part	PART	416—AMBULATORY	SURGICAL	SERVICES	End	Part	Start	Amendment	Part1.	Furthermore,	the	estimated	reduction	for	Black	and	Latino	populations	is	3-4	times	the	estimate	for	the	White	population,	reversing	over	10	years	of	progress	in	reducing	the	gaps	in	life	expectancy	between
Black	and	White	populations	and	reducing	the	Latino	mortality	advantage	by	over	70	percent.	However,	removal	from	the	workplace	due	to	instances	of	close	contact	exposure	in	the	workplace	is	not	required	for	asymptomatic	employees	who	either	had	COVID-19	and	recovered	with	the	last	3	months,	or	have	been	fully	vaccinated	(that	is,	2	or	more
weeks	have	passed	since	the	final	dose).	The	HHA	must	also	have	a	contingency	plan	for	all	staff	not	fully	vaccinated	according	to	this	rule.	Policies	and	Procedures	Section	486.525(c)	requires	home	infusion	therapy	(HIT)	suppliers	to	develop	and	implement	policies	and	procedures	to	ensure	their	staff	are	vaccinated	for	COVID-19	and	that
appropriate	documentation	of	those	vaccinations	are	tracked	and	maintained.	All	HHAs	would	need	to	review	their	current	policies	and	procedures	and	modify	them	to	comply	with	all	of	the	requirements	in	§ 483.70(d),	as	set	forth	in	this	IFC.	To	implement	these	programs	and	to	provide	services	and	care,	RHC/FQHC	staff	must	interact	with	patients
and	members	of	the	community	at	large.	We	discuss	these	implementation	phases	further	in	section	II.B.	of	this	IFC,	but	note	here	that	Phase	1,	effective	30	days	after	publication	of	this	IFC,	includes	the	requirement	that	staff	receive	the	first	dose,	or	only	dose	as	applicable,	of	a	COVID-19	vaccine,	or	have	requested	or	been	granted	an	exemption	to
the	vaccination	requirements	of	this	IFC.	These	laws	do	not	interfere	with	or	prevent	employers	from	following	the	guidelines	and	suggestions	made	by	CDC	or	public	health	authorities	about	steps	employers	should	take	to	promote	public	health	and	safety	in	light	of	COVID-19,	to	the	extent	such	guidelines	and	suggestions	are	consistent	with	the
requirements	set	forth	in	this	regulation.	You	may	mail	written	comments	to	the	following	address	ONLY:	Centers	for	Medicare	&	Medicaid	Services,	Department	of	Health	and	Human	Services,	Attention:	CMS-3415-IFC,	P.O.	Box	8016,	Baltimore,	MD	21244-8016.	CDC	further	notes	that	congregate	living	facilities	may	choose	to	vaccinate	residents
and	clients	at	the	same	time	as	staff,	due	to	numerous	factors,	such	as	convenience	or	shared	increased	risk	of	disease.	Many	of	the	non-clinical	staff	may	will	find	employment	situations	in	settings	that	are	not	subject	to	vaccination	mandates.	COVID-19	vaccination	should	be	a	condition	of	employment	for	all	healthcare	workers,	including	employees,
contract	staff	and	others,	with	appropriate	exemptions	for	those	with	medical	reasons	or	as	specified	by	federal	or	state	law.” [125]	The	statement	further	notes	that	“COVID-19	vaccines	are	safe	.	The	CMHC	must	develop	and	implement	policies	and	procedures	to	ensure	that	all	center	staff	are	fully	vaccinated	for	COVID-19.	However,	if	an
administrative	support	person	performs	these	activities,	we	believe	an	administrator	or	another	member	of	the	health	care	staff	would	be	responsible	for	overseeing	these	activities.	Moreover,	the	benefits	of	vaccination	are	not	just	the	lives	directly	saved,	but	the	resources	that	vaccination	frees	up	because	hospital,	LTC	facility,	and	rehabilitation
beds	are	now	available	and	because	health	care	staff	themselves	are	not	being	incapacitated	or	killed	by	COVID-19	infection.	(1)	Regardless	of	clinical	responsibility	or	client	contact,	the	policies	and	procedures	must	apply	to	the	following	center	staff,	who	provide	any	care,	treatment,	or	other	services	for	the	center	and/or	its	clients:	(i)	Center
employees;	(ii)	Licensed	practitioners;	(iii)	Students,	trainees,	and	volunteers;	and	(iv)	Individuals	who	provide	care,	treatment,	or	other	services	for	the	center	and/or	its	clients,	under	contract	or	by	other	arrangement.	Medicare-certified	CAHs	must	meet	the	Conditions	of	Participation	(CoPs)	at	42	CFR	part	485	subpart	F,	originally	issued	May	26,
1993	(58	FR	30630).	One	recent	study	found	about	17%	of	LTC	nursing	staff	held	second	jobs,	and	another	recent	study	found	that	about	5%	held	more	than	one	LTC	job.	Because	dialysis	patients	are	not	able	to	defer	dialysis	sessions,	in-center	dialysis	patients	are	at	increased	risk	for	developing	COVID-19	due	in	part	to	difficulty	maintaining
physical	distancing.[169]	Many	ESRD	patients	are	also	residents	of	LTC	facilities	or	other	congregate	living	settings,	which	is	also	a	risk	factor	for	COVID-19.[170]	Further,	individuals	with	kidney	failure	on	dialysis	may	have	a	higher	risk	of	worse	outcomes.[171]	Dialysis	health	care	personnel	are	considered	a	priority	population	for	vaccination	by	the
Advisory	Committee	on	Immunization	Practices	(ACIP),	yet	ESRD	facilities	are	currently	reporting	low	COVID-19	vaccination	coverage	among	ESRD	facility	health	care	personnel,	at	less	than	63	percent	as	of	September	26,	2021.[172]	Ensuring	health	care	personnel	have	access	to	COVID-19	vaccination	is	critical	to	protect	both	them	and	their
medically	fragile	patients.[173]	For	these	reasons	and	the	reasons	set	forth	in	section	II.A.	of	this	IFC,	we	are	adding	a	new	regulatory	requirement	at	§ 494.30(b)	related	to	establishing	and	implementing	policies	and	procedures	for	COVID-19	vaccination	of	all	staff	(includes	employees;	licensed	practitioner;	students,	trainees,	and	volunteers;	and
other	individuals)	who	provide	care,	treatment,	or	other	services	for	the	provider	or	its	patients.	These	include,	but	are	not	limited	to,	cancer,	cerebrovascular	disease,	diabetes	(Type	1	and	Type	2),	chronic	kidney	disease,	COPD,	heart	conditions,	Down	Syndrome,	obesity,	substance	use,	smoking	status,	and	pregnancy.[135]	The	risk	of	severe	COVID-
19	also	increases	as	the	number	of	underlying	medical	conditions	increases	in	a	particular	individual.	Documentation	and	Storage	Section	460.74(d)	also	requires	PACE	organizations	to	track	and	securely	maintain	the	required	documentation	of	staff	COVID-19	vaccination	status.	This	IFC	discussed	CMS's	implementation	of	section	3713	of	the
Coronavirus	Aid,	Relief,	and	Economic	Security	Act	(CARES	Act),	which	established	Medicare	Part	B	coverage	and	payment	for	Coronavirus	Disease	2019	(COVID-19)	vaccine	and	its	administration.	Implementation	dates:	The	regulations	included	in	Phase	1	[42	CFR	416.51(c)	through	(c)(3)(i)	and	(c)(3)(iii)	through	(x),	418.60(d)	through	(d)(3)(i)	and
(d)(3)(iii)	through	(x),	441.151(c)	through	(c)(3)(i)	and	(c)(3)(iii)	through	(x),	460.74(d)	through	(d)(3)(i)	and	(d)(3)(iii)	through	(x),	482.42(g)	through	(g)(3)(i)	and	(g)(3)(iii)	through	(x),	483.80(d)(3)(v)	and	483.80(i)	through	(i)(3)(i)	and	(i)(3)(iii)	through	(x),	483.430(f)	through	(f)(3)(i)	and	(f)(3)(iii)	through	(x),	483.460(a)(4)(v),	484.70(d)	through	(d)(3)
(i)	and	(d)(3)(iii)	through	(x),	485.58(d)(4),	485.70(n)	through	(n)(3)(i)	and	(n)(3)(iii)	through	(x),	485.640(f)	through	(f)(3)(i)	and	(f)(3)(iii)	through	(x),	485.725(f)	through	(f)(3)(i)	through	(f)(3)(iii)	through	(x),	485.904(c)	through	(c)(3)(i)	and	(c)(3)(iii)	through	(x),	486.525(c)	through	(c)(3)(i)	and	(c)(3)(iii)	through	(x),	491.8(d)	through	(d)(3)(i)	and	(d)(3)
(iii)	through	(x),	494.30(b)	through	(b)((3)(i)	and	(b)(3)(iii)	through	(x)	must	be	implemented	by	December	6,	2021.	Therefore,	the	Department	has	determined	that	this	IFC	will	not	have	a	significant	economic	impact	on	a	substantial	number	of	small	entities	and	that	a	final	RIA	is	not	required.	Therefore,	the	total	burden	for	all	337	HIT	suppliers	for
this	rule	would	be	5,036	(3,370	+	1,666)	hours	at	an	estimated	cost	of	$211,597	(89,979	+	121,618).	Further,	nationwide	there	are	reports	of	individuals	avoiding	or	forgoing	health	care	due	to	fears	of	contracting	COVID-19	from	health	care	workers.[45 46 47]	While	avoidance	of	necessary	care	appears	to	have	abated	somewhat	since	the	first	months
of	the	COVID-19	pandemic,	it	remains	an	area	of	concern	for	many	individuals.[48 49]	Because	Start	Printed	Page	61559	unvaccinated	staff	are	at	greater	risk	for	infection,	they	also	present	a	threat	to	health	care	operations—absenteeism	due	to	COVID-19-related	exposures	or	illness	can	create	staffing	shortages	that	disrupt	patient	access	to
recommended	care.	Because	of	current	CDC	guidance	and	understanding	of	relevant	scientific	findings,	we	found	that	it	was	not	warranted	to	exempt	previously	infected	individuals.	For	these	reasons	and	the	reasons	set	forth	in	section	II.A.	of	this	IFC,	we	are	adding	a	new	regulatory	requirement	at	§ 482.42(g)	related	to	establishing	and
implementing	policies	and	procedures	for	COVID-19	vaccination	of	all	staff	(including	employees;	licensed	practitioner;	students,	trainees,	and	volunteers;	and	other	individuals)	who	provide	care,	treatment,	or	other	services	for	the	provider	or	its	patients.	We	further	assume	that	employee	turnover	is	80	percent	a	year,	lower	than	the	results	for
nurses	previously	cited.	The	types	of	therapists	at	each	organization	vary	depending	upon	the	services	offered.	Moreover,	these	averages	obscure	sizeable	regional	differences.	For	all	ESRD	facilities,	the	total	burden	would	be	15,786	hours	Start	Printed	Page	61598	(2	×	7,893)	at	an	estimated	cost	of	$1,531,242	(7,893	×	194).	Some	staff	counseling
can	take	place	in	group	settings	and	some	will	take	place	on	a	one-to-one	level.	The	approach	to	valuing	morbidity	risk	reductions	is	based	on	measures	of	the	WTP	to	avoid	non-fatal	risks	when	specific	estimates	are	available,	and	based	on	measures	of	the	duration	and	severity	of	the	illness,	including	quality	of	life	consequences,	when	suitable	WTP
estimates	are	not	available.[246]	Based	on	this	approach,	the	Office	of	the	Assistant	Secretary	for	Planning	and	Evaluation	published	a	report	that	develops	an	approach	for	valuing	COVID-19	mortality	and	morbidity	risk	reductions.	Start	Amendment	Part14.	End	Signature	End	Supplemental	Information	BILLING	CODE	4120-01-P	BILLING	CODE
4120-01-C	BILLING	CODE	4120-01-P	BILLING	CODE	4120-01-C	BILLING	CODE	4120-01-P	BILLING	CODE	4120-01-C	BILLING	CODE	4120-01-P	BILLING	CODE	4120-01-C	[FR	Doc.	Life	expectancy	varies	by	age,	being	about	40	years	across	an	entire	population,	close	to	80	years	for	a	younger	population,	and	a	relatively	fewer	number	of	years	for	an
older	population.	The	organization	that	provides	outpatient	physical	therapy	must	develop	and	implement	policies	and	procedures	to	ensure	that	all	staff	are	fully	vaccinated	for	COVID-19.	Data	from	CDC's	National	Healthcare	Safety	Network	(NHSN)	have	shown	that	case	rates	among	LTC	facility	residents	are	higher	in	facilities	with	lower
vaccination	coverage	among	staff;	specifically,	residents	of	LTC	facilities	in	which	vaccination	coverage	of	staff	is	75	percent	or	lower	experience	higher	rates	of	preventable	COVID-19.[38]	Several	articles	published	in	CDC's	Morbidity	and	Mortality	Weekly	Reports	(MMWRs)	regarding	nursing	home	outbreaks	have	also	linked	the	spread	of	COVID-19
infection	to	unvaccinated	health	care	workers	and	stressed	that	maintaining	a	high	vaccination	rate	is	important	for	reducing	transmission.[39 40 41]	There	is	also	some	published	evidence	from	other	settings	that	suggest	similar	dynamics	can	be	expected	in	other	health	care	delivery	settings.	96-354),	section	1102(b)	of	the	Social	Security	Act,
section	202	of	the	Start	Printed	Page	61602	Unfunded	Mandates	Reform	Act	of	1995	(March	22,	1995;	Pub.	Regardless	of	frequency	of	patient	contact,	the	policies	and	procedures	must	apply	to	all	staff,	including	those	providing	services	in	home	or	community	settings,	who	directly	provide	any	care,	treatment,	or	other	services	for	the	facility	and/or
its	patients,	including	employees;	licensed	practitioners;	students,	trainees,	and	volunteers;	and	individuals	who	provide	care,	treatment,	or	other	services	for	the	facility	and/or	its	patients,	under	contract	or	other	arrangement.	We	believe	that	this	would	require	an	RN	5	minutes	or	0.0833	hours	to	perform	the	required	documentation	at	adjusted
hourly	wage	of	$73	for	each	employee.	We	also	believe	that	many	have	already	addressed	COVID-19	vaccination	policies	for	their	staff.	End	Authority	Start	Amendment	Part8.	With	this	IFC,	we	are	amending	the	requirements	at	§ 483.80,	Infection	Control,	by	revising	paragraph	(d)(3)(v)	by	deleting	the	words,	“or	a	staff	member,”	and	adding	the
word,	“or”	before	“resident	representative,”	so	that	the	provision	now	reads,	“the	resident,	or	resident	representative,	has	the	opportunity	to	accept	or	refuse	a	COVID-19	vaccine,	and	change	their	decision.”	Retaining	the	language	permitting	staff	to	refuse	vaccination	would	be	inconsistent	with	the	goals	of	this	IFC.	Individuals	who	provide	services
100	percent	remotely,	such	as	fully	remote	telehealth	or	payroll	services,	are	not	subject	to	the	vaccination	requirements	of	this	IFC.	Rural	Health	Clinics	(RHCs)	and	Federally	Qualified	Health	Centers	(FQHCs)	Section	1861(aa)	and	1905(l)(2)(B)	of	the	Act	sets	forth	the	RHC	and	FQHC	services	covered	by	the	Medicare	program;	section	1905(l)
cross-references	the	Medicare	provision	for	Medicaid	program	purposes.	In	this	IFC	we	are	adding	new	§ 416.51(c)	which	requires	ASCs	to	meet	the	same	COVID-19	vaccination	of	staff	requirements	as	those	we	are	issuing	for	the	other	providers	and	suppliers	identified	in	this	rule.	We	are	adding	new	paragraph	(f)	to	§ 485.725,	which	requires	the
organizations	to	meet	the	same	COVID-19	vaccination	of	staff	requirements	as	those	we	are	issuing	for	the	other	providers	and	suppliers	identified	in	this	rule.	Residential	Congregate	Care	Facilities	Individuals	residing	in	congregate	care	settings	such	as	LTC	facilities,	intermediate	care	facilities	for	individuals	with	intellectual	disabilities	(ICFs-IID),
and	psychiatric	residential	treatment	facilities	for	individuals	under	21	years	of	age	(PRTFs),	regardless	of	health	or	medical	conditions,	are	at	greater	risk	of	acquiring	infections.	While	we	believe	that	many	hospices	have	already	addressed	COVID-19	vaccination	with	their	staff,	we	have	no	reliable	means	to	estimate	that	number.	Some	other
providers	or	suppliers	might	have	an	administrator	or	another	member	of	the	health	care	staff	perform	these	activities.	(2)	The	policies	and	procedures	of	this	section	do	not	apply	to	the	following	facility	staff:	(i)	Staff	who	exclusively	provide	telehealth	or	telemedicine	services	outside	of	the	facility	setting	and	who	do	not	have	any	direct	contact	with
residents	and	other	staff	specified	in	paragraph	(i)(1)	of	this	section;	and	(ii)	Staff	who	provide	support	services	for	the	facility	that	are	performed	exclusively	outside	of	the	facility	setting	and	who	do	not	have	any	direct	contact	with	residents	and	other	staff	specified	in	paragraph	(i)(1)	of	this	section.	That	said,	we	believe	that	the	costs	faced	by
regulated	entities	will	be	very	similar	on	a	“per	person	vaccinated”	basis.	But	hospital	patients,	LTC	facility	residents,	ESRD	patients	treated	for	kidney	failure,	and	most	other	patients	are	heavily	weighted	towards	older	ages	and	are	disproportionately	members	of	African	American	and	Native	American	minority	groups.	Comment	date:	To	be	assured
consideration,	comments	must	be	received	at	one	of	the	addresses	provided	below,	no	later	than	5	p.m.	on	January	4,	2022.	We	also	recognize	ethical	reasons	to	issue	these	vaccination	requirements.	The	U.S.	Equal	Employment	Opportunity	Commission	(EEOC)	enforces	workplace	anti-discrimination	laws	and	has	established	that	employers	can
mandate	COVID-19	vaccination	for	all	employees	that	physically	enter	their	facility.[148]	We	are	expanding	upon	that	to	include	all	of	the	staff	described	in	section	II.A.1.	of	this	IFC,	for	the	providers	and	suppliers	addressed	by	this	IFC,	not	just	those	staff	who	perform	their	duties	within	a	health	care	facility,	as	many	health	care	staff	routinely	care
for	patients	and	clients	outside	of	such	facilities,	such	as	home	health,	home	infusion	therapy,	hospice,	and	therapy	staff.	Hospitals	that	provide	emergency	care	must	do	so	in	accordance	with	the	requirements	of	the	Emergency	Medical	Treatment	and	Labor	Act	(EMTALA)	of	1986.	We	believe	these	activities	would	be	performed	by	the	RN	and	an
administrator	working	for	the	HIT	supplier.	Policies	and	Procedures	At	§ 485.70(n),	we	require	CORFs	to	develop	and	implement	policies	and	procedures	to	ensure	their	staff	are	vaccinated	for	COVID-19	and	that	appropriate	documentation	of	those	vaccinations	are	tracked	and	maintained.	In	our	cost	estimates	we	cover	all	providers	regulated	by
CMS	for	health	and	safety	standards,	but	we	often	use	LTC	facilities	for	examples	because	they	pose	some	of	the	greatest	risks	for	COVID-19	morbidity	and	mortality.	Thus,	for	each	ESRD	facility,	the	burden	for	the	RN	would	be	8	hours	at	a	cost	of	$584	(8	hours	×	$73).	L.	For	our	discussion	purposes	acute	care	settings	include:	Hospitals,	critical
access	hospitals	(CAHs),	and	ambulatory	surgical	centers	(ASCs).	HHS's	Guidelines	for	Regulatory	Impact	Analysis	outline	a	standard	approach	to	valuing	the	health	benefits	of	regulatory	actions.	Rates	increased	by	age,	from	19.8	percent	for	persons	18-29	years	of	age	to	80.7	percent	for	persons	>80	years	of	age,	and	varied	by	State,	race/ethnicity,
health	insurance	status,	and	employment.[143]	We	expect	that	individuals	seeking	health	care	services	are	more	likely	to	fall	into	the	high-risk	category.	According	to	Table	3,	PRTFs	have	30,000	employees.	For	interpretation	of	vaccination	records	and	compliance	with	this	rule,	people	who	received	a	heterologous	primary	series	(with	any
combination	of	FDA-authorized,	FDA-approved,	or	WHO	EUL-listed	products)	can	be	considered	fully	vaccinated	if	the	second	dose	in	a	two	dose	heterologous	series	must	have	been	received	no	earlier	than	17	days	(21	days	with	a	4	day	grace	period)	after	the	first	dose.[100]	Because	the	science	and	clinical	recommendations	are	evolving	rapidly,	we
refer	individuals	to	CDC's	Interim	Public	Health	Recommendations	for	Fully	Vaccinated	People	for	additional	details.	Second,	it	would	not	only	delay	the	achievement	of	both	staff	and	patient	safety,	but	encourage	procrastination.	CMS's	Hospital	Without	Walls	initiative	permitted	hospitals	to	provide	inpatient	care	in	ASCs	and	other	temporary	sites.
The	CoPs	were	first	issued	May	21,	1976	(41	FR	20863),	and	the	Conditions	related	to	infection	control	were	last	updated	on	September	29,	1995	(60	FR	50446).	For	these	reasons	and	the	reasons	set	forth	in	section	II.A.	of	this	IFC,	we	are	adding	a	new	regulatory	requirement	at	§ 491.8(d)	related	to	establishing	and	implementing	policies	and
procedures	for	COVID-19	vaccination	of	all	staff	(includes	employees;	licensed	practitioner;	students,	trainees,	and	volunteers;	and	other	individuals)	who	provide	care,	treatment,	or	other	services	for	the	provider	or	its	patients.	Given	the	contagion	rates	of	the	existing	strains	of	coronavirus	and	their	disproportionate	impacts	on	Medicare	and
Medicaid	beneficiaries,	we	believe	that	vaccination	of	almost	all	staff	of	covered	providers	and	suppliers	is	necessary	to	promote	and	protect	patient	health	and	safety.	There	might	also	be	additional	documentation	that	would	need	to	be	copied	or	scanned	for	their	records.	These	data	have	not	previously	been	found	useful	in	program	management	for
individual	agencies	or	programs,	or	when	needed	have	been	addressed	through	one-time	research	projects.	(2)	The	policies	and	procedures	of	this	section	do	not	apply	to	the	following	hospital	staff:	(i)	Staff	who	exclusively	provide	telehealth	or	telemedicine	services	outside	of	the	hospital	setting	and	who	do	not	have	any	direct	contact	with	patients
and	other	staff	specified	in	paragraph	(g)(1)	of	this	section;	and	(ii)	Staff	who	provide	support	services	for	the	hospital	that	are	performed	exclusively	outside	of	the	hospital	setting	and	who	do	not	have	any	direct	contact	with	patients	and	other	staff	specified	in	paragraph	(g)(1)	of	this	section.	The	CAH	must	also	have	a	contingency	plan	for	all	staff
not	fully	vaccinated	according	to	this	rule.	Again,	they	noted	that	very	few	workers	quit	their	jobs	rather	than	be	vaccinated.[158]	New	York	enacted	a	State-wide	health	care	worker	COVID-19	vaccine	mandate	and	recorded	a	jump	in	vaccine	compliance	in	the	final	days	before	the	requirements	took	effect	on	October	1,	2021.[159]	We	believe	that	the
COVID-19	vaccine	requirements	in	this	IFC	will	result	in	nearly	all	health	care	workers	being	vaccinated,	thereby	benefiting	all	individuals	in	health	care	settings.	ASCs	also	offer	an	alternative	setting	for	outpatient	surgery	for	individuals	reluctant	to	enter	a	hospital	due	to	fears	of	COVID-19	exposure.	Hence,	the	Health	Resources	and	Services
Administration	(HRSA)	has	established	new	programs	to	help	RHCs	and	FQHCs	meet	the	needs	of	their	communities	and	ensure	continuity	of	health	care	services	during	the	PHE.[176 177 178]	For	example:	(1)	The	Rural	Health	Clinic	COVID-19	Testing	and	Mitigation	Program	which	helps	RHCs	with	COVID-19	testing	and	mitigation	strategies	to
prevent	the	spread	of	infection;	(2)	the	Rural	Health	Clinic	Vaccine	Distribution	Program	which	strengthens	COVID-19	vaccine	allocations	for	RHCs;	(3)	the	Rural	Health	Clinic	Vaccine	Confidence	Program	that	helps	RHCs	with	outreach	efforts	to	improve	vaccination	rates	in	rural	areas	with	nearly	2,000	RHCs	across	the	nation	participating;	(4)	the
Health	Center	COVID-19	Vaccine	Program	whereby	FQHCs	receive	direct	allocations	of	vaccines;	(5)	the	Department	of	Defense	(DoD)	and	HHS	partnered	to	provide	point-of-care	rapid	COVID-19	testing	supplies	to	FQHCs	through	the	Health	Center	COVID-19	Testing	Supply	Distribution	Program;	and	(6)	delivery	of	5.1	million	adult	and	7.4	million
child	masks	between	April	and	August	2021	to	FQHCs	at	no	cost	for	subsequent	distribution	to	patients,	staff,	and	community	members.	Policies	and	Procedures	At	§ 483.70(d),	we	require	HHAs	to	develop	and	implement	policies	and	procedures	to	ensure	their	staff	are	vaccinated	for	COVID-19	and	that	appropriate	documentation	of	those
vaccinations	are	tracked	and	maintained.	When	a	qualified	individual	is	assisted	by	these	personnel,	the	qualified	individual	must	be	on	the	premises,	and	must	instruct	these	personnel	in	appropriate	patient	care	service	techniques	and	retain	responsibility	for	their	activities.	Response	to	Comments	Because	of	the	large	number	of	public	comments	we
normally	receive	on	Federal	Register	documents,	we	are	not	able	to	acknowledge	or	respond	to	them	individually.	The	Federal	Medicaid	program	does	not	reimburse	states	for	the	cost	of	covered	services	provided	to	beneficiaries	in	institutions	for	mental	diseases	(IMDs)	except	in	specific,	statutorily-authorized	exceptions,	including	for	young	people
who	receive	this	service,	and	individuals	age	65	or	older	served	in	an	IMD.	Hence,	we	believe	activities	associated	with	this	IFC	would	be	performed	by	the	administrator	as	analyzed	below.	Staff	working	in	these	facilities	often	work	across	facility	types	(that	is,	LTC	facilities,	group	homes,	assisted	living	facilities,	in	home	and	community-based
services	settings,	and	even	different	congregate	settings	within	the	employer's	purview),	and	for	different	providers,	which	may	contribute	to	virus	transmission.	Any	burden	for	modifying	the	facility's	policies	and	procedures	for	these	activities	is	already	accounted	for	above.	Since	these	efforts	overlap	in	scope,	reach,	and	timing,	there	is	no	basis	for
assigning	most	of	these	costs	to	this	rule	or	any	other	similar	rule.	For	purposes	of	this	requirement,	we	define	a	small	rural	hospital	as	a	hospital	that	is	located	outside	of	a	metropolitan	statistical	area	and	has	fewer	than	100	beds.	Even	more	importantly,	vaccination	rates	are	considerably	higher	than	in	the	population	at	large	(although	still	well
below	optimal	levels).	Section	491.8,	Staffing	and	staff	responsibilities,	establishes	requirements	for	RHC	and	FQHC	staffing	and	staff	responsibilities.	Shortages	at	their	most	acute	prevent	facilities	from	admitting	as	patients,	clients,	residents,	or	participants	persons	they	would	normally	admit	for	treatment	of	diseases	or	conditions	that	would	in
many	cases	result	in	death	or	serious	disability.	The	burden	for	the	mental	health	counselor	in	each	CHMC	would	be	2	hours	at	an	estimated	cost	of	$236	(2	×	118).	We	believe,	however,	that	the	disruptive	forces	are	weaker	than	the	return	to	normality.	The	administrator	would	also	need	to	have	meetings	with	the	medical	director	to	obtain	approval
for	the	policies	and	procedures.	According	to	Table	3,	HHAs	have	2,110,000	employees.	Stakeholders	across	settings	have	reported	that	there	are	many	individuals	providing	occasional	health	care	services	under	arrangement,	and	that	the	requirements	may	be	excessively	burdensome	for	facilities	to	apply	the	definition	at	§ 483.80(h)	because	it
includes	many	individuals	who	have	very	limited,	infrequent,	or	even	no	contact	with	facility	staff	and	residents.	Most	of	these	providers	and	suppliers	are	regulated	by	this	interim	final	rule	with	comment	period	(IFC).	The	finding	that	vaccination	coverage	among	aides	was	lower	among	those	working	at	LTC	facilities	located	in	zip	code	areas	with
higher	social	vulnerability	is	consistent	with	an	earlier	analysis	of	overall	county-level	vaccination	coverage	by	indices	of	social	vulnerability.[73]	CDC	notes	that	together,	these	data	suggest	that	vaccination	disparities	among	job	categories	are	likely	to	mirror	social	disparities	as	well	as	disparities	in	surrounding	communities.	Community	Mental
Health	Centers	(CMHCs)	CMHCs	are	entities	that	meet	applicable	enrollment	requirements,	and	applicable	licensing	or	certification	requirements	in	the	State	in	which	they	are	located.	Accordingly,	we	require	that	providers	and	suppliers	included	in	this	IFC	establish	and	implement	a	process	by	which	staff	may	request	an	exemption	from	COVID-19
vaccination	requirements	based	on	an	applicable	Federal	law.	On	May	8,	2020,	we	issued	a	second	IFC	(Medicare	and	Medicaid	Programs,	Basic	Health	Program,	and	Exchanges;	Additional	Policy	and	Regulatory	Revisions	in	Response	to	the	COVID-19	Public	Health	Emergency	and	Delay	of	Certain	Reporting	Requirements	for	the	Skilled	Nursing
Facility	Quality	Reporting	Program	(85	FR	27550	through	27629))	(“May	8,	2020	COVID-19	IFC”).	Further,	only	a	few	of	their	staff	resigned	rather	than	receive	the	vaccine.[156]	A	Detroit-based	health	system	also	instituted	a	vaccine	mandate,	and	reported	that	98	percent	of	the	system's	33,000	workers	were	fully	or	partially	vaccinated	or	in	the
process	of	obtaining	a	religious	or	medical	exemption	when	the	requirement	went	into	effect,	with	exemptions	comprising	less	than	1	percent	of	staffers.[157]	In	addition,	a	LTC	parent	corporation	established	a	COVID-19	vaccine	mandate	for	its	more	than	250	LTC	facilities,	leading	to	more	than	95	percent	of	their	workers	being	vaccinated.
Enforcement	As	we	do	with	all	new	or	revised	requirements,	CMS	will	issue	interpretive	guidelines,	which	include	survey	procedures,	following	publication	of	this	IFC.	For	example,	many	facilities	might	not	define	“employees”	as	set	forth	in	this	rule.	The	ASC	CfCs	were	issued	on	August	5,	1982	(47	FR	34082),	and	the	Conditions	related	to	infection
control	were	last	updated	on	November	18,	2008	(73	FR	68502,	68813).	Each	facility	must	maintain	documentation	of	their	staff's	vaccination	status.	These	regulations	have	been	revised	and	added	to	since	that	time,	principally	as	a	result	of	legislation	or	a	need	to	address	specific	issues.	However,	we	have	no	reliable	means	to	estimate	how	many
ESRD	facilities	have	done	so.	However,	since	we	have	no	reliable	means	to	estimate	how	many	organizations	have	done	this,	we	will	assess	the	burden	for	all	2,078	organizations.	Start	Part	PART	483—REQUIREMENTS	FOR	STATES	AND	LONG	TERM	CARE	FACILITIES	End	Part	Start	Amendment	Part11.	Regulatory	Responses	to	the	PHE	1.
Therefore,	the	total	burden	for	all	15,317	RHCs	and	FQHCs	for	this	rule	would	be	242,250	(229,755	+	12,495)	hours	at	an	estimated	cost	of	$31,003,172	(29,653,712	+	1,349,460).	Again,	we	strongly	encourage	facilities,	when	the	opportunity	exists	and	resources	allow,	to	facilitate	the	vaccination	of	all	individuals	who	provide	services	infrequently
and	are	not	otherwise	subject	to	the	requirements	of	this	IFC.	We	estimate	on	this	basis	because	we	have	no	reliable	way	to	estimate	how	much	of	these	costs	might	be	equally	due	to	independent	employer	decisions,	to	other	Federal	standards,	to	State	and	local	mandates,	or	even	to	individual	personal	choices.	Documentation	and	Storage	Section
485.725(f)	also	requires	organizations	to	track	and	securely	maintain	the	required	documentation	of	staff	COVID-19	vaccination	status.	ICRs	Regarding	the	Development	of	Policies	and	Procedures	for	LTC	Facilities	§ 483.80(i),	“COVID-19	Vaccination	of	Facility	Staff”	1.	They	still	need	to	earn	a	living.	If	net	employment	opportunities	and	job-seeking
behaviors	do	not	change	(and	there	is	no	reason	to	believe	they	will),	these	continuous	adjustments	will	leave	health	care	providers	and	suppliers	subject	to	this	rule	with	their	desired	staff	levels,	and	former	employees	who	refused	vaccination	in	jobs	that	do	not	require	vaccination.	To	characterize	the	baseline	scenario	of	no	new	regulatory	action,
from	which	we	estimate	the	incremental	impacts	of	the	interim	final	rule,	we	assume	that	when	Phase	1	of	this	IFC	goes	into	effect,	75	percent	of	provider	staff,	90	percent	of	LTC	facility	residents,	and	80	percent	of	all	other	patients	and	clients	will	have	been	vaccinated,	and	that	these	rates	will	improve	over	time	as	a	result	of	both	this	rule	and	the
other	factors	previously	discussed.[228]	These	numbers	leave	a	large	range	for	the	likely	effects	of	this	rule	over	time.	The	ethical	duty	of	receiving	vaccinations	is	not	new,	as	staff	have	long	been	required	by	employers	to	be	vaccinated	against	certain	diseases,	such	as	influenza,	hepatitis	B,	and	other	infectious	diseases.	2.	Hence,	for	each	hospital,
the	burden	would	be	4	hours	(2	×	2)	at	an	estimated	cost	of	$488	(4	×	$122).	Fear	of	exposure	to	and	infection	with	COVID-19	from	unvaccinated	health	care	staff	can	lead	patients	to	themselves	forgo	seeking	medically	necessary	care.	For	our	estimates,	we	assume	a	10	percent	hospitalization	rate	among	people	aged	65	years	or	older	in	LTC
facilities,	reflecting	both	that	their	conditions	are	significantly	worse	than	those	of	similarly	aged	adults	living	independently,	and	that	pre-hospitalization	treatments	have	improved.	Other	factors	impacting	virus	transmission	in	these	settings	might	include:	Clients	or	residents	who	are	employed	outside	the	congregate	living	setting;	clients	or
residents	who	require	close	contact	with	staff	or	direct	service	providers;	clients	or	residents	who	have	difficulty	understanding	information	or	practicing	preventive	measures;	and	clients	or	residents	in	close	contact	with	each	other	in	shared	living	or	working	spaces.	Staff	vaccination	will	also	provide	significant	community	benefits	when	staff	are	not
at	work.	The	authority	citation	for	part	418	continues	to	read	as	follow:	End	Amendment	Part	Start	Authority	42	U.S.C.	1302	and	1395hh.	Booster	vaccination	or	use	of	vaccines	whose	licenses	or	EUAs	have	been	amended	to	address	new	variants	would	likely	maintain	the	effectiveness	of	vaccination	for	residents	and	staff.	Individuals	experiencing
respiratory	problems,	cardiac	events,	kidney	failure,	and	other	serious	effects	of	COVID-19	illness	have	required	in-hospital	care	in	large	numbers,	to	the	point	of	occupying	or	even	exceeding	most	or	all	critical	care	or	ICU	capacity	in	a	facility,	city,	or	region.	of	this	rule,	this	is	a	unique	pandemic	scenario	with	unique	access	to	effective	vaccines.	That
said,	it	is	likely	that	there	will	be	approximately	2.4	million	staff	at	the	beginning	or	during	the	first	year	after	this	rule	is	published	who	will	require	vaccination	(rightmost	column	of	Table	6),	possibly	preceded	in	some	cases	by	counseling	efforts	or	employer	inducements.	As	of	September	1,	2021,	there	were	11,649	HHAs	participating	in	the
Medicare	program.	Chiquita	Brooks-LaSure,	Administrator	of	the	Centers	for	Medicare	&	Medicaid	Services,	approved	this	document	on	October	19,	2021.	While	we	do	not	have	provider-	or	supplier-specific	estimates,	we	would	anticipate	the	percentage	of	high-risk	individuals	in	health	care	settings	is	much	higher	than	the	general	population.	In
Table	5	we	provide	a	rough	estimate	of	the	likely	number	of	full-time	employees	and	other	employees	and	contractors	subject	to	this	rule.	The	LTC	facility	must	also	have	a	contingency	plan	for	all	staff	not	fully	vaccinated	according	to	this	rule.	*	*	*	*	*	(g)	Standard:	COVID-19	Vaccination	of	hospital	staff.	The	ICFs-IID	must	also	have	a	contingency



plan	for	all	staff	not	fully	vaccinated	according	to	this	rule.	A	longer	period	would	be	even	more	speculative	than	the	current	estimates.	CMS	will	not	post	on	Regulations.gov	public	comments	that	make	threats	to	individuals	or	institutions	or	suggest	that	the	individual	will	take	actions	to	harm	the	individual.	D.	Amend	§ 460.74	by	adding	paragraph	(d)
to	read	as	follows:	End	Amendment	Part	Infection	control.	Hence,	the	burden	for	these	documentation	requirements	for	all	129	CMHCs	would	be	11,662	(0.0833	×	140,000)	hours	at	an	estimated	cost	of	$1,317,806	(11,662	×	113).	The	requirements	and	burden	will	be	submitted	to	OMB	under	OMB	control	number	0938-1326	(expiration	date	April
20,	2023).	We	estimate	that	the	average	cost	of	a	vaccination	is	what	the	government	pays	under	Medicare:	$20	×	2	=	$40	for	two	doses	of	a	vaccine,	and	$20	×	2	for	vaccine	administration	of	two	doses,	for	a	total	of	$80	per	employee.	Each	LTC	facility	would	need	to	review	its	policies	and	procedures	for	§ 483.80(d)	and	modify	them	to	comply	with
the	requirements	in	this	rule	at	§ 483.80(i)	and	obtain	the	appropriate	review	and	approval.	Section	1832(a)(2)(F)(i)	of	the	Act	defines	an	ASC	as	a	facility	“which	meets	health,	safety,	and	other	standards	specified	by	the	Secretary	in	regulations	.	There	are	also	several	unknowns	that	may	affect	current	progress	or	this	rule	or	both.	The	HIT	infusion
process	typically	requires	coordination	among	multiple	entities,	including	patients,	the	responsible	physicians	and	practitioners,	hospital	discharge	planners,	pharmacies,	and,	if	applicable,	home	health	agencies.	3.	The	requirements	and	burden	will	be	submitted	to	OMB	under	OMB	control	number	0938-0386	(expiration	date	March	31,	2024).
Second,	we	focus	on	resulting	benefits	from	avoiding	infection	by	unvaccinated	staff	among	patients	served	in	these	facilities,	who	are	likely	to	benefit	more	substantially	because	patients	receiving	health	care	in	such	facilities	are	disproportionately	older	than	working	age	adults	and	are	therefore	more	susceptible	to	severe	illness	or	death	from
COVID-19.	We	recently	put	a	phased	system	in	place	for	Organ	Procurement	Organizations	(OPOs),	so	we	are	not	reflexively	opposed	to	such	options.[261]	Nonetheless,	there	are	two	major	arguments	against	such	a	system	in	the	context	of	this	rule.	For	this	rule,	we	have	also	added	a	new	paragraph	at	§ 483.80(i)(2),	which	specifies	which	staff	for
whom	the	requirements	for	staff	COVID-19	vaccination	will	not	apply:	(1)	Staff	who	exclusively	provide	telehealth	or	telemedicine	services	outside	of	the	facility	setting	and	who	do	not	have	any	direct	contact	with	residents	and	other	staff	(for	whom	the	requirements	do	apply)	and	(2)	staff	who	provide	support	services	for	the	facility	that	are
performed	exclusively	outside	of	the	facility	setting	and	who	do	not	have	any	direct	contact	with	residents	and	other	staff	(for	whom	the	requirements	do	apply).	When	determining	whether	to	require	COVID-19	vaccination	of	an	individual	who	does	not	fall	into	the	categories	established	by	this	IFC,	facilities	should	consider	frequency	of	presence,
services	provided,	and	proximity	to	patients	and	staff.	For	all	5,780	ICFs-IID,	the	burden	would	be	46,240	hours	(8	hours	×	5,780)	at	an	estimated	cost	of	$3,190,560	(552	×	5,780).	(2)	The	policies	and	procedures	of	this	section	do	not	apply	to	the	following	clinic	or	center	staff:	(i)	Staff	who	exclusively	provide	telehealth	or	telemedicine	services
outside	of	the	clinic	or	center	setting	and	who	do	not	have	any	direct	contact	with	patients	and	other	staff	specified	in	paragraph	(d)(1)	of	this	section;	and	(ii)	Staff	who	provide	support	services	for	the	clinic	or	center	that	are	performed	exclusively	outside	of	the	clinic	or	center	setting	and	who	do	not	have	any	direct	contact	with	patients	and	other
staff	specified	in	paragraph	(d)(1)	of	this	section.	We	received	71	public	comments	in	response	to	the	May	13,	2021	COVID-19	IFC,	of	which	most	addressed	the	requirements	for	COVID-19	educating,	offering,	and	reporting	of	the	uptake	of	COVID-19	vaccine	for	LTC	facility	residents	and	staff	set	forth	at	§§ 483.80(d)(3)	and	483.80(g)(1).	Regardless,
this	RIA	and	the	main	preamble,	taken	together,	would	meet	the	requirements	for	either	an	Initial	or	Final	Regulatory	Flexibility	Analysis.	For	staff	members	who	request	a	medical	exemption	from	vaccination,	all	documentation	confirming	recognized	clinical	contraindications	to	COVID-19	vaccines,	and	which	supports	the	staff	member's	request,
must	be	signed	and	dated	by	a	licensed	practitioner,	who	is	not	the	individual	requesting	the	exemption,	and	who	is	acting	within	their	respective	scope	of	practice	as	defined	by,	and	in	accordance	with,	all	applicable	State	and	local	laws.	EUA	status	may	have	been	a	factor	in	some	individual	decisions	to	delay	or	refuse	vaccination.	Therefore,	this
rulemaking's	effectiveness	is	not	associated	with	or	tied	to	the	PHE	declarations,	nor	is	there	a	sunset	clause.	The	organization	must	also	have	a	contingency	plan	for	all	staff	not	fully	vaccinated	according	to	this	rule.	Hence,	for	each	hospice,	the	burden	would	be	2	hours	at	an	estimated	cost	of	$244	(2	×	$122).	The	requirements	and	burden	will	be
submitted	to	OMB	under	OMB	control	number	0938-1363	(expiration	date	June	30,	2022).	We	define	completion	of	a	primary	vaccination	series	as	having	received	a	single-dose	vaccine	or	all	doses	of	a	multi-dose	vaccine.	The	requirements	and	burden	will	be	submitted	to	OMB	under	OMB	control	number	0938-1299	(expiration	date	June	30,	2024).
Anticipated	Costs	of	the	Interim	Final	Rule	With	Comment	Period	We	note	that	our	cost	estimates	assume	that	all	additional	vaccination	costs	for	providers	and	suppliers	regulated	by	this	rule	are	due	to	this	rule.	Recommendations	to	minimize	the	information	collection	burden	on	the	affected	public,	including	automated	collection	techniques.	Amend
§ 485.640	by	adding	paragraph	(f)	to	read	as	follows:	End	Amendment	Part	Condition	of	participation:	Infection	prevention	and	control	and	antibiotic	stewardship	programs.	During	the	entire	period	of	COVID-19	infections,	since	March	2020,	there	have	been	over	2,000	health	care	staff	deaths	recorded	by	the	CDC	through	October	3,	2021.[260]	Of
these,	the	great	majority	were	in	the	year	2020.	Hence,	we	will	base	our	estimate	for	this	ICR	on	all	6,071	ASCs.	We	believe	activities	associated	with	this	IFC	would	be	performed	by	the	RN	functioning	as	the	designated	and	qualified	infection	control	professional	(ICP)	and	ASC	administrator	as	analyzed	below.	to	one	another.” [44]	Anecdotal
evidence	suggests	health	care	consumers	have	drawn	similar	conclusions—and	this,	too,	has	implications	for	overall	health	and	welfare	in	health	care	settings.	There	are	major	uncertainties	in	these	estimates.	Currently,	CDC	guidance	does	not	include	either	the	additional	(third)	dose	of	an	mRNA	COVID-19	vaccine	for	individuals	with	moderately	or
severely	immunosuppression	or	the	booster	dose	for	certain	individuals	who	received	the	Pfizer-BioNTech	Vaccine	in	their	definition	of	fully	vaccinated.[98]	Therefore,	for	purposes	of	this	IFC,	neither	additional	(third)	doses	nor	booster	doses	are	required.	For	all	11,649	HHAs,	the	burden	would	be	93,192	hours	(8	hours	×	11,649)	at	an	estimated
cost	of	$6,803,016	(584	×	11,649).	Section	1861(p)	of	the	Act	describes	outpatient	physical	therapy	services	to	mean	physical	therapy	services	furnished	by	a	provider	of	services,	a	clinic,	rehabilitation	agency,	or	a	public	health	agency,	or	by	others	under	an	arrangement	with,	and	under	the	supervision	of,	such	provider,	clinic,	rehabilitation	agency,
or	public	health	agency	to	an	individual	as	an	outpatient.	End	Authority	Start	Amendment	Part28.	For	the	nurse	practitioners	in	all	15,317	RHCs/FQHCs,	the	burden	would	be	30,634	hours	(2	×	15,317)	at	an	estimated	cost	of	$3,277,838	($214	×	15,317).	According	to	Table	3,	PACE	organizations	have	10,000	employees.	We	are	adding	new	§ 491.8(d)
which	requires	the	clinic	or	center	to	meet	the	same	COVID-19	vaccination	of	staff	requirements	as	those	we	are	issuing	for	the	other	providers	and	suppliers	identified	in	this	rule.	From	January	through	May	2021,	of	the	more	than	32,000	laboratory-confirmed	COVID-19-associated	hospitalizations	in	adults	over	18	years	of	age	for	whom	vaccination
status	is	known,	less	than	3	percent	of	hospitalizations	occurred	in	fully	vaccinated	persons.[182]	More	recently	published	data	continue	to	suggest	that	fully	vaccinated	persons	account	for	a	minority	(~10	percent)	of	COVID-19	related	hospitalizations.[183]	For	all	adults	aged	18	years	and	older,	the	cumulative	COVID-19-associated	hospitalization
rate	was	about	12-times	higher	in	unvaccinated	persons.[184]	Consequently,	some	hospitals	and	health	care	systems	are	currently	experiencing	tremendous	strain	due	to	high	case	volume	coupled	with	persistent	staffing	shortages	due,	at	least	in	part,	to	COVID-19	infection	or	quarantine	following	exposure.	We	received	171	public	comments	in
response	to	the	September	2,	2020	COVID-19	IFC,	of	which	113	addressed	the	requirement	for	COVID-19	testing	of	LTC	facility	residents	and	staff	set	forth	at	§ 483.80(h).	Lastly,	providers	and	suppliers	that	are	cited	for	noncompliance	may	be	subject	to	enforcement	remedies	imposed	by	CMS	depending	on	the	level	of	noncompliance	and	the
remedies	available	under	Federal	law	(for	example,	civil	money	penalties,	denial	of	payment	for	new	admissions,	or	termination	of	the	Medicare/Medicaid	provider	agreement).	The	HIT	supplier	must	also	have	a	contingency	plan	for	all	staff	not	fully	vaccinated	according	to	this	rule.	CDC	estimates	that	45.4	percent	of	U.S.	adults	are	at	increased	risk
for	complications	from	coronavirus	disease	because	of	cardiovascular	disease,	diabetes,	respiratory	disease,	hypertension,	or	cancer.	Amend	§ 491.8	by	adding	paragraph	(d)	to	read	as	follows:	End	Amendment	Part	Staffing	and	staff	responsibilities.	Hence,	we	will	base	our	estimate	for	this	ICR	on	all	159	CORFs.	The	CORF's	governing	body	appoints
an	administrator	who	implements	and	enforces	the	facility's	policies	and	procedures.	The	impact	of	unvaccinated	populations	on	the	health-care	system	and	the	inconsistent	web	of	State,	local,	and	employer	COVID-19	vaccination	requirements	have	established	a	pressing	need	for	a	consistent	Federal	policy	mandating	staff	vaccination	in	health	care
settings	that	receive	Medicare	and	Medicaid	funds.	Note,	however,	that	these	individuals	may	be	subject	to	other	Federal	requirements	for	COVID-19	vaccination.	The	September	2,	2020	COVID-19	IFC	strengthened	CMS'	ability	to	enforce	compliance	with	LTC	facility	reporting	requirements	and	established	a	new	requirement	for	LTC	facilities	to	test
facility	residents	and	staff	for	COVID-19.	*	*	*	*	*	(n)	The	CORF	must	develop	and	implement	policies	and	procedures	to	ensure	that	all	staff	are	fully	vaccinated	for	COVID-19.	As	a	result,	while	similarly	comprehensive	data	are	not	available	for	all	Medicare-	and	Medicaid-certified	provider	and	supplier	types,	we	believe	the	LTC	facilities	experience
may	generally	be	extrapolated	to	other	settings.	This	analysis	is	also	based	upon	certain	assumptions.	Yet	another	variation	would	be	to	reduce	payment	to	providers	and	suppliers	not	meeting	the	standard	after	the	initial	deadline.	We	also	note	that	this	description	of	staff	differs	from	that	in	§ 483.80(h),	established	for	the	LTC	facility	COVID-19
testing	requirements	in	the	September	2,	2020	COVID-19	IFC.	Hence,	the	age-weighted	hospitalization	rate	that	we	project	is	about	8	percent.	Such	documentation	must	contain	all	information	specifying	which	of	the	authorized	COVID-19	vaccines	are	clinically	contraindicated	for	the	staff	member	to	receive	and	the	recognized	clinical	reasons	for	the
contraindications;	and	a	statement	by	the	authenticating	practitioner	recommending	that	the	staff	member	be	exempted	from	the	facility's	COVID-19	vaccination	requirements	based	on	the	recognized	clinical	contraindications.	According	to	Table	3,	an	RN	working	with	for	a	HIT	supplier	would	have	a	total	hourly	cost	of	$73.	The	PRTF	must	also	have
a	contingency	plan	for	all	staff	not	fully	vaccinated	according	to	this	rule.	These	nursing	facilities	have	about	950,000	full-time	equivalent	employees	at	any	one	time	and	another	100,000	visiting	staff	or	the	equivalent,	all	covered	by	this	rule.	Total	years	of	life	lost	in	2020	was	7,362,555	across	the	U.S.	(73	percent	directly	attributable,	27	percent
indirectly	attributable	to	COVID-19),	with	considerable	heterogeneity	at	the	individual	State	level.[6]	One	analysis	published	in	February	2021	found	that	Black	and	Latino	Americans	have	experienced	a	disproportionate	burden	of	COVID-19	morbidity	and	mortality,	reflecting	persistent	structural	inequalities	that	increase	risk	of	exposure	to	COVID-19
and	mortality	risk	for	those	infected.	Termination	of	provider	status	is	not	normally	an	immediate	consequence,	as	entities	are	typically	given	the	opportunity	to	correct	deficiencies.	As	of	April	2021,	4,661	of	the	5,770	are	small	(1	to	8	beds)	in	size,	but	there	are	1,107	that	are	larger	(14	or	more	beds)	facilities.	On	March	13,	2020,	the	President	of	the
United	States	declared	the	COVID-19	pandemic	a	national	emergency.	Under	a	second	approach	to	benefit	calculation,	we	can	estimate	the	monetized	value	of	extending	the	life	of	LTC	facility	residents,	which	is	based	on	expectations	of	life	expectancy	and	the	value	per	life-year.	The	employee	staff	are	a	third	group	and	the	direct	target	of	these
rules.	Given	the	urgent	need	to	issue	this	rule,	however,	we	do	not	believe	that	there	exists	an	entity	with	which	it	would	be	appropriate	to	engage	in	these	consultations	in	advance	of	issuing	this	IFC,	nor	do	we	understand	the	statute	to	impose	a	temporal	requirement	to	do	so	in	advance	of	the	issuance	of	this	rule.	While	provider	and	supplier	staff
may	not	have	personal	medical	records	on	file	with	their	employer,	all	staff	COVID-19	vaccines	must	be	appropriately	documented	by	the	provider	or	supplier.	Thus,	the	total	burden	for	all	357	PRTFs	to	comply	with	the	policies	and	procedures	requirements	in	this	IFC	for	policies	and	procedures	is	3,570	hours	(2,856	+	714)	at	an	estimated	cost	of
$298,452	(211,344	+	87,108).	However,	vaccine	declination	may	continue	to	occur,	albeit	at	lower	rates,	due	to	hesitancy	among	particular	communities,	and	the	Assistant	Secretary	for	Planning	and	Evaluation	(ASPE)	indicates	that	vaccination	promotion	and	outreach	efforts	focused	on	groups	and	communities	who	experience	social	risk	factors
could	help	address	inequities.[154]	Despite	these	hesitations,	many	COVID-19	vaccination	mandates	have	already	been	successfully	initiated	in	a	variety	of	health	care	settings,	systems,	and	states.	As	discussed	in	section	I.	In	addition	to	facility-employed	staff,	many	facilities	have	services	provided	directly,	on	a	regular	basis,	by	individuals	under
contract	or	arrangement,	including	hospice	and	dialysis	staff,	physical	therapists,	occupational	therapists,	mental	health	professionals,	social	workers,	and	portable	x-ray	suppliers.	(1)	Regardless	of	clinical	responsibility	or	patient	contact,	the	policies	and	procedures	must	apply	to	the	following	center	staff,	who	provide	any	care,	treatment,	or	other
services	for	the	center	and/or	its	patients:	(i)	Center	employees;	(ii)	Licensed	practitioners;	(iii)	Students,	trainees,	and	volunteers;	and	(iv)	Individuals	who	provide	care,	treatment,	or	other	services	for	the	center	and/or	its	patients,	under	contract	or	by	other	arrangement.	We	will	post	acceptable	comments	from	multiple	unique	commenters	even	if
the	content	is	identical	or	nearly	identical	to	other	comments.	Generally,	they	serve	to	help	ensure	access	to	health-care	services	in	rural	communities.	We	believe	these	activities	would	require	an	RN	and	an	administrator.	Based	upon	our	experience	with	CHMCs,	we	believe	some	centers	have	already	developed	policies	and	procedures	requiring
COVID-19	vaccination	for	staff	unless	medically	contraindicated.	If	the	employee	has	been	vaccinated	in	compliance	with	this	rule,	an	administrative	support	person	might	review	their	vaccination	card	and	document	that	the	employee	has	been	vaccinated.	Such	movement	conserves	hospital	resources	for	treating	severe	COVID-19,	performing	more
urgent	procedures,	and	caring	for	patients	with	more	critical	health	needs.	These	data	also	show	that	COVID-19	vaccines	are	effective	for	both	older	and	younger	recipients.	There	are	currently	7,893	Medicare-certified	ESRD	facilities	in	the	U.S.,	serving	over	500,000	patients.	Providers	and	suppliers	may	be	covered	by	both	the	OSHA	ETS	and	our
interim	final	rule.	The	requirements	and	burden	will	be	submitted	to	OMB	under	OMB	control	number	0938-0273	(expiration	date	June	30,	2024).	However,	just	over	50	percent	of	physical	therapists	report	in-person	care	results	in	better	outcomes	than	care	provided	virtually	and	the	majority	of	patients	are	less	satisfied	with	care	received	by
telecommunications.[179]	Although	the	data	is	limited,	we	believe	these	findings	are	consistent	with	other	therapeutic	services	including	occupational	therapy	and	speech	pathology.	There	are	141	PACE	organizations	nationally.	The	importance	of	these	distinctions	is	that	the	numbers	of	residents	and	typical	ages	in	each	category	regulated	under
this	rule	in	each	category	are	different.	As	is	relevant	here,	this	IFC	preempts	the	applicability	of	any	State	or	local	law	providing	for	exemptions	to	the	extent	such	law	provides	broader	grounds	for	exemptions	than	provided	for	by	Federal	law	and	are	inconsistent	with	this	IFC.	Documentation	and	Storage	Section	418.60(d)	also	requires	hospices	to
track	and	securely	maintain	the	required	documentation	of	staff	COVID-19	vaccination	status.	For	these	reasons	and	the	reasons	set	forth	in	section	II.A.	of	this	IFC,	we	are	adding	a	new	regulatory	requirement	at	§ 485.904(c)	related	to	establishing	and	implementing	policies	and	procedures	for	COVID-19	vaccination	of	all	staff	(includes	employees;
licensed	practitioner;	students,	trainees,	and	volunteers;	and	other	individuals)	who	provide	care,	treatment,	or	other	services	for	the	provider	or	its	patients.	For	example,	the	duration	of	vaccine	effectiveness	in	preventing	COVID-19,	reducing	disease	severity,	reducing	the	risk	of	death,	and	the	effectiveness	of	the	vaccine	to	prevent	disease
transmission	by	those	vaccinated	are	not	currently	known.	Thus,	the	total	burden	for	all	5,780	ICFs-IID	to	comply	with	the	requirements	for	policies	and	procedures	is	57,800	hours	(46,240	+	11,560)	at	an	estimated	cost	of	$4,300,320	(3,190,560	+	1,109,760).	These	include	the	duration	of	strong	vaccine	protection	with	or	without	a	booster	shot	and
the	possibility	of	new	virus	variants	that	reduce	the	effectiveness	of	currently	authorized	and	approved	vaccines.	Each	facility	would	have	to	review	its	policies,	procedures,	and	documentation	requirements	to	ensure	that	they	comply	with	the	requirements	in	this	rule.	This	holds	true	not	only	for	health	care	professionals,	but	also	for	all	who	provide
health	care	services	or	choose	to	work	in	those	settings.	In	the	face	of	the	COVID-19	pandemic,	global	researchers	were	able	to	build	upon	decades	of	vaccine	development,	research,	and	use	to	produce	safe	vaccines	that	have	been	highly	effective	in	protecting	individuals	from	COVID-19.	The	clinical	trials	included	participants	of	different	races,
ethnicities,	and	ages,	including	adults	over	the	age	of	65.[84]	Because	COVID-19	continues	to	be	widespread,	researchers	have	been	able	to	conduct	vaccine	clinical	trials	more	quickly	than	if	the	disease	were	less	common.	Because	home-based	providers	work	outside	of	a	regulated	health	care	facility,	there	is	also	the	potential	for	staff	to	either	not
use	the	appropriate	PPE	or	use	it	improperly	because	on-site	oversight	mechanisms	are	not	in	place,	that	could	increase	the	risk	of	transmission	of	COVID-19	or	other	infectious	diseases	across	households.	During	the	development	of	COVID-19	vaccines,	these	phases	overlapped	to	speed	up	the	process	so	the	vaccines	could	be	used	as	quickly	as
possible	to	control	the	pandemic.	Thus,	we	believe	it	is	necessary	to	require	vaccination	for	all	staff	that	interact	with	other	staff,	patients,	residents,	clients,	or	PACE	program	participants	in	any	location,	beyond	those	that	physically	enter	facilities	or	other	sites	of	patient	care.	For	all	141	PACE	organizations,	the	total	burden	would	be	282	hours	(2	×
141)	at	an	estimated	cost	of	$34,404	(141	×	$244).	Start	Printed	Page	61617	(1)	Regardless	of	clinical	responsibility	or	patient	contact,	the	policies	and	procedures	must	apply	to	the	following	hospice	staff,	who	provide	any	care,	treatment,	or	other	services	for	the	hospice	and/or	its	patients:	(i)	Hospice	employees;	(ii)	Licensed	practitioners;	(iii)
Students,	trainees,	and	volunteers;	and	(iv)	Individuals	who	provide	care,	treatment,	or	other	services	for	the	hospice	and/or	its	patients,	under	contract	or	by	other	arrangement.	The	ICFs-IID	Conditions	of	Participation	were	issued	on	June	3,	1988	(53	FR	20496)	and	were	last	updated	on	May	13,	2021	(86	FR	20448).	Start	Printed	Page	61595	K.
Stakeholder	Response	to	Vaccines	There	has	been	growing	national	interest	in	COVID-19	vaccination	requirements	among	health	care	workers,	including	requests	from	various	national	health	care	stakeholders.	Organizations	have	begun	seeing	more	patients,	and	those	patients	are	presenting	with	more	severe	functional	issues.	The	HHA	must	follow
accepted	standards	of	practice,	including	the	use	of	standard	precautions	to	prevent	the	transmission	of	infections	and	communicable	diseases.	Therefore,	we	find	there	is	good	cause	to	waive	the	CRA's	delay	in	effective	date	pursuant	to	section	808(2)	of	the	CRA.	Based	on	these	and	other	factors,	the	demand	for	ASC	services	has	increased.[168]	In
response	to	the	COVID-19	pandemic,	ASCs	assumed	new	roles.	We	believe	that,	given	the	fast-moving	nature	of	the	COVID-19	pandemic	and	its	ongoing	threat	to	the	health	and	safety	of	individuals	receiving	health	care	services	in	Medicare-	and	Medicaid-certified	providers	and	suppliers,	our	intervention	is	warranted.	Current	regulations	at	§ 494.30
already	require	that	ESRD	facilities	follow	standard	infection	control	precautions.	RHCs	and	FQHCs,	as	essential	contributors	to	the	health	care	infrastructure	in	the	U.S.,	provide	care	and	services	to	medically	underserved	areas	and	populations.	Any	burden	for	modifying	the	CAH's	policies	and	procedures	for	these	activities	is	already	accounted	for
above.	As	indicated	by	the	preceding	analysis,	predicting	the	full	range	of	benefits	and	costs	in	either	the	short	run	or	the	next	full	year	with	any	degree	of	estimating	precision	is	all	but	impossible.	The	CDC	guidelines	recommend	at	least	28	days	between	administration	of	an	FDA	licensed	or	authorized	vaccine,	a	non-FDA	approved	or	authorized
vaccine,	and	a	vaccine	listed	by	WHO	for	emergency	use.	(1)	Regardless	of	clinical	responsibility	or	patient	contact,	the	policies	and	procedures	must	apply	to	the	following	CAH	staff,	who	provide	any	care,	treatment,	or	other	services	for	the	CAH	and/or	its	patients:	(i)	CAH	employees;	(ii)	Licensed	practitioners;	(iii)	Students,	trainees,	and
volunteers;	and	(iv)	Individuals	who	provide	care,	treatment,	or	other	services	for	the	CAH	and/or	its	patients,	under	contract	or	by	other	arrangement.	The	ETS	does	not	apply	to:	(1)	Provision	of	first	aid	by	any	employee	who	is	not	a	licensed	health	care	provider,	(2)	dispensing	of	prescriptions	by	pharmacists	in	retail	settings,	(3)	non-hospital
ambulatory	care	settings	where	all	non-employees	are	screened	prior	to	entry,	and	people	with	suspected	or	confirmed	COVID-19	are	not	permitted	to	enter,	(4)	well-defined	hospital	ambulatory	care	settings	where	all	employees	are	fully	vaccinated,	all	non-employees	are	screened	prior	to	entry,	and	people	with	suspected	or	confirmed	COVID-19	are
not	permitted	to	enter,	(5)	home	health	care	settings	where	all	employees	are	fully	vaccinated,	all	non-employees	are	screened	prior	to	entry,	and	people	with	suspected	or	confirmed	COVID-19	are	not	present,	(6)	health	care	support	services	not	performed	in	a	health	care	setting	(for	example,	offsite	laundry,	off-site	medical	billing),	and	(7)	telehealth
services	performed	outside	of	a	setting	where	direct	patient	care	occurs.	There	is	a	potential	offset	to	benefits	that	we	have	not	estimated	because	we	believe	it	is	at	this	time	not	relevant	in	the	U.S.	If	vaccine	supplies	did	not	meet	all	demands	for	vaccination,	giving	priority	to	some	persons	over	others	necessarily	meant	that	some	persons	would
become	infected	who	would	not	have	been	infected	had	the	priorities	been	reversed.	A	third	group	of	beneficiaries	are	staff	family	members	and	caregivers	and	many	other	persons	outside	the	health	care	settings	who	staff	might	subsequently	infect	if	not	vaccinated.	We	analyze	both	the	costs	of	the	required	actions	and	the	payment	of	those	costs.
Further,	there	may	be	staff	that	primarily	provide	services	remotely	via	telework	that	occasionally	encounter	fellow	staff,	such	as	in	an	administrative	office	or	at	an	off-site	staff	meeting,	who	will	themselves	enter	a	health	care	facility	or	site	of	care	for	their	job	responsibilities.	Section	4162	of	the	Omnibus	Budget	Reconciliation	Act	of	1990	(Pub.	As
discussed	above,	the	revision	and	approval	of	these	policies	and	procedures	would	also	require	activities	by	the	administrator.	Furthermore,	data	on	the	health	consequences	of	coinfection	with	influenza	and	SARS-CoV-2	are	limited.	We	estimate	that	this	rulemaking	is	“economically	significant”	as	measured	by	the	$100	million	threshold,	and	hence
also	a	major	rule	under	the	Congressional	Review	Act.	Of	course,	nothing	prevents	a	provider	from	exercising	testing	precautions	voluntarily	in	addition	to	vaccination.	Documentation	and	Storage	Section	483.80(i)	also	requires	LTC	facilities	to	track	and	securely	maintain	the	required	documentation	of	staff	COVID-19	vaccination	status.	They
include:	Longstanding	shortages	in	certain	fields	and	professions;	prolonged	physical,	mental,	and	emotional	stress	and	trauma	associated	with	responding	to	the	ongoing	PHE;	and	competing	personal	or	professional	obligations	(such	as	child	care)	or	opportunities	(for	example,	new	careers).	Section	1881(b)(1)(A)	of	the	Act	authorizes	the	Secretary
to	pay	only	those	dialysis	facilities	“which	meet	such	requirements	as	the	Secretary	shall	by	regulation	prescribe	for	institutional	dialysis	services	and	supplies	.	Hospice	patients	may	be	served	in	their	place	of	residence,	whether	that	residence	is	a	private	home,	an	LTC	facility,	an	assisted	living	facility,	or	even	a	recreational	vehicle,	as	long	as	such
locations	are	determined	to	be	the	patient's	place	of	residence.	FDA	Emergency	Use	Authorization	(EUA)	and	Licensure	of	COVID-19	Vaccines	The	FDA	provides	scientific	and	regulatory	advice	to	vaccine	developers	and	undertakes	a	rigorous	evaluation	of	the	scientific	information	it	receives	from	all	phases	of	clinical	trials;	such	evaluation	continues
after	a	vaccine	has	been	licensed	by	FDA	or	authorized	for	emergency	use.	The	analysis	in	this	RIA	and	the	preamble	as	a	whole	would,	however,	meet	the	requirements	of	UMRA.	The	IPCP	must	have	methods	to	prevent	and	control	the	transmission	of	infection	within	the	hospital	and	between	the	hospital	and	other	settings.	Since	health	care	worker
status	has	only	been	reported	for	a	minority	of	cases	(approximately	18	percent),	these	numbers	are	likely	gross	underestimates	of	true	burden	in	this	population.	In	addition,	the	ETS	requires	covered	employers	to	support	COVID-19	vaccination	for	each	employee	by	providing	reasonable	time	and	paid	leave	for	employees	to	receive	vaccines	and
recover	from	side	effects.	The	current	patchwork	of	regulations	undermines	the	efficacy	of	COVID-19	vaccine	mandates	by	encouraging	unvaccinated	workers	to	seek	employment	at	providers	that	do	not	have	such	patient	protections,	exacerbating	staffing	shortages,	and	creating	disparities	in	care	across	populations.	We	are	further	amending	the
requirements	at	§ 483.80	to	add	a	new	paragraph	(i),	titled	“COVID-19	Vaccination	of	facility	staff,”	to	specify	that	facilities	must	now	develop	and	implement	policies	and	procedures	to	ensure	that	all	staff	are	fully	Start	Printed	Page	61576	vaccinated—that	is,	staff	for	whom	it	has	been	2	weeks	or	more	since	they	completed	a	primary	vaccination
series	for	COVID-19,	with	the	completion	of	a	primary	vaccination	series	for	COVID-19	defined	as	the	administration	of	a	single-dose	vaccine,	or	the	administration	of	all	required	doses	of	a	multi-dose	vaccine.	However,	each	hospital	would	need	to	review	their	current	policies	and	procedures	and	modify	them,	if	necessary,	to	ensure	compliance	with
all	of	the	requirements	in	this	IFC,	especially	that	their	policies	and	procedures	cover	all	of	the	eligible	facility	staff	identified	in	this	IFC.	For	a	statistically	average	LTC	facility	resident,	the	average	pre-COVID-19	life	expectancy	if	death	occurs	while	in	the	facility	is	likely	to	be	on	the	order	of	3	years	or	fewer	but	taking	into	account	residents	who
recover	and	leave	the	facility	and	those	enrolled	for	skilled	nursing	services	we	estimate	overall	life	expectancies	to	be	about	5	years.[231]	We	also	estimate	that	vaccination	reduces	the	chance	of	infection	by	about	95	percent,	and	the	risk	of	death	from	the	virus	to	a	fraction	of	1	percent.[232]	In	Israel,	of	the	first	2.9	million	people	vaccinated	with
two	doses	there	were	only	about	50	infections	involving	severe	conditions	resulting	from	the	virus	after	the	14th	day	and	of	these	so	few	deaths	that	they	were	not	reported	in	statistical	summaries.	Outpatient	Clinical	Care	&	Services	These	clinical	settings	provide	necessary,	ongoing	care	for	individuals	who	need	ongoing	therapeutic,	and	in	some
cases	life-sustaining,	care.	Specifically,	sections	1102	and	1871	of	the	Social	Security	Act	(the	Act)	grant	the	Secretary	of	Health	and	Human	Services	authority	to	make	and	publish	such	rules	and	regulations,	not	inconsistent	with	the	Act,	as	may	be	necessary	to	the	efficient	administration	of	the	functions	with	which	the	Secretary	is	charged	under
this	Act	and	as	may	be	necessary	to	carry	out	the	administration	of	the	insurance	programs	under	the	Act.	Examples	of	appropriate	places	for	vaccine	documentation	include	a	facilities	immunization	record,	health	information	files,	or	other	relevant	documents.	Despite	these	uncertainties,	we	have	developed	an	estimate	of	staffing	disruption	costs,
primarily	to	provide	a	complete	cost	picture	even	if	this	element	is	particularly	uncertain.	Long	Term	Care	Facilities	(Skilled	Nursing	Facilities	and	Nursing	Facilities)	Long	term	care	(LTC)	facilities,	a	category	that	includes	Medicare	skilled	nursing	facilities	(SNFs)	and	Medicaid	nursing	facilities	(NFs),	also	collectively	called	nursing	homes,	must
meet	the	consolidated	Medicare	and	Medicaid	requirements	for	participation	(requirements)	for	LTC	facilities	(42	CFR	part	483,	subpart	B)	that	were	first	published	in	the	Federal	Register	on	February	2,	1989	(54	FR	5316).	The	estimates	in	this	analysis	are	based	on	inferences	from	scattered	data	on	average	length	of	stay,	mortality,	job	vacancies,
news	accounts,	and	other	sources	that	by	happenstance	are	available	for	one	type	of	facility	or	type	of	resident	or	another.	Current	regulations	are	set	forth	at	§ 418.60	Condition	of	participation:	Infection	control,	and	require	each	hospice	to	maintain	and	document	an	infection	control	program	to	prevent	and	control	infections	and	communicable
diseases.	By	regular	mail.	Thus,	all	HHA	should	already	have	infection	prevent	and	control	policies	and	procedures,	but	they	likely	do	not	comply	with	all	of	the	requirements	in	this	IFC.	ICRs	Regarding	the	Development	of	Policies	and	Procedures	for	ICFs-IID	§ 483.430(f),	“COVID-19	Vaccination	of	Facility	Staff”	1.	M.	The	authority	citation	for	part
486	continues	to	read	as	follows:	End	Amendment	Part	Start	Authority	42	U.S.C.	273,	1302,	1320b-8,	and	1395hh.	According	to	Table	3,	RHCs	have	40,000	employees	and	FQHCs	have	110,000	employees	for	a	total	of	150,000	employees.	Among	those	infected,	the	death	rate	for	older	adults	age	65	or	higher	was	hundreds	of	time	higher	than	for	those
in	their	20s	during	2020.[223]	Of	the	approximately	656,000	Americans	estimated	to	have	died	from	COVID-19	through	September	10,	2021,[224]	30	percent	are	estimated	to	have	died	during	or	after	an	LTC	facility	stay,	although	these	numbers	are	decreasing	as	vaccination	rates	increase	in	residents	and	staff	as	shown	in	the	CDC	Data	Tracker.
Although	an	individual	is	not	considered	fully	vaccinated	until	14	days	(2	weeks)	after	the	final	dose,	staff	who	have	received	the	final	dose	of	a	primary	vaccination	series	by	the	Phase	2	effective	date	are	considered	to	have	meet	the	individual	vaccination	requirements,	even	if	they	have	not	yet	completed	the	14-day	waiting	period.	The	best	data
come	from	long	term	care	facilities,	as	early	implementation	of	national	reporting	requirements	have	resulted	in	a	comprehensive,	longitudinal,	high	quality	data	set.	These	changes	are	necessary	to	help	protect	the	health	and	safety	of	residents,	clients,	patients,	PACE	participants,	and	staff,	and	reflect	lessons	learned	to	date	as	a	result	of	the	COVID-
19	public	health	emergency.	As	a	congregate	living	setting,	PRTFs	are	subject	to	many	of	the	same	elevated	transmission	risk	factors	as	LTC	facilities	and	ICFs-IID	as	set	forth	in	section	I.	*	*	*	*	*	Start	Amendment	Part19.	For	the	physical	therapists	in	all	2,078	organizations,	the	burden	would	be	16,624	hours	(8	×	2,078)	at	an	estimated	cost	of
$1,396,416	(672	×	2,078).	Therefore,	for	PRTFs,	RHCs/FQHCs,	and	HIT	suppliers,	we	require	that	they	have	a	process	for	ensuring	that	they	follow	nationally	recognized	infection	prevention	and	control	guidelines	intended	to	mitigate	the	transmission	and	spread	of	COVID-19.	Despite	this	progress,	the	proportion	of	fully	vaccinated	health	care	staff
has	approached	but	not	hit	the	70	percent	with	significant	variation	among	states.	Similar	patterns	hold	for	ESRD	facility	and	hospital	staff.[197 198 199]	Over	half	a	million	COVID-19	cases	and	1,900	deaths	among	health	care	staff	have	been	reported	to	CDC	since	the	start	of	the	PHE.[200]	When	submitting	case-level	COVID-19	reports,	State	and
territorial	jurisdictions	may	identify	whether	individuals	are	or	are	not	health	care	workers.	For	these	reasons	and	the	reasons	set	forth	in	section	II.A.	of	this	IFC,	we	are	adding	a	new	regulatory	requirement	at	§ 486.525(c)	related	to	establishing	and	implementing	policies	and	procedures	for	COVID-19	vaccination	of	all	staff	(includes	employees;
licensed	practitioner;	students,	trainees,	and	volunteers;	and	other	individuals)	who	provide	care,	treatment,	or	other	services	for	the	provider	or	its	patients.	They	provided	staff	to	work	in	COVID-19	hot	spots.	For	example,	a	plumber	who	makes	an	emergency	repair	in	an	empty	restroom	or	service	area	and	correctly	wears	a	mask	for	the	entirety	of
the	visit	may	not	be	an	appropriate	candidate	for	mandatory	vaccination.	Moreover,	through	the	treatment	cost	savings	to	the	hospitals	and	other	care	providers	resulting	from	the	vaccinations	that	will	be	made	due	to	this	rule,	significant	savings	would	accrue	to	payers.	Dialysis	treatments	are	most	often	delivered	in	the	ESRD	facility	but	can	be
performed	by	the	patients	themselves	at	home,	or	in	the	patient's	nursing	facility	with	assistance.	Any	burden	for	modifying	the	hospital's	policies	and	procedures	for	these	activities	is	already	accounted	for	above.	An	additional	member	of	the	transplant	ecosystem,	Organ	Procurement	Organizations	(OPOs)	coordinate	and	support	donation,	recovery,
and	placement	of	organs.	of	this	IFC.	We	note	that	the	concept	of	a	“primary	series”	is	commonly	understood	with	respect	to	vaccinations,	particularly	among	health	care	professionals	as	well	as	the	providers	and	suppliers	regulated	by	this	rule.	Finally,	as	previously	discussed,	there	are	other	concurrent	mandates	and	much	of	these	costs	could	as
well	be	attributed	to	those	efforts.	(3)	The	policies	and	procedures	must	include,	at	a	minimum,	the	following	components:	(i)	A	process	for	ensuring	all	staff	specified	in	paragraph	(d)(1)	of	this	section	(except	for	those	staff	who	have	pending	requests	for,	or	who	have	been	granted,	exemptions	to	the	vaccination	requirements	of	this	section,	or	those
staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations)	have	received,	at	a	minimum,	a	single-dose	COVID-19	vaccine,	or	the	first	dose	of	the	primary	vaccination	series	for	a	multi-dose	COVID-19	vaccine	prior	to	staff	providing	any	care,	treatment,	or	other
services	for	the	clinic	or	center	and/or	its	patients;	(ii)	A	process	for	ensuring	that	all	staff	specified	in	paragraph	(d)(1)	of	this	section	are	fully	vaccinated	for	COVID-19,	except	for	those	staff	who	have	been	granted	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,
as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations;	(iii)	A	process	for	ensuring	that	the	clinic	or	center	follows	nationally	recognized	infection	prevention	and	control	guidelines	intended	to	mitigate	the	transmission	and	spread	of	COVID-19,	and	which	must	include	the	implementation	of	additional	precautions	for	all	staff	who
are	not	fully	vaccinated	for	COVID-19;	(iv)	A	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	for	all	staff	specified	in	paragraph	(d)(1)	of	this	section;	(v)	A	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	of	any	staff	who	have	obtained	any	booster	doses	as	recommended	by	the	CDC;	(vi)
A	process	by	which	staff	may	request	an	exemption	from	the	staff	COVID-19	vaccination	requirements	based	on	an	applicable	Federal	law;	(vii)	A	process	for	tracking	and	securely	documenting	information	provided	by	those	staff	who	have	requested,	and	for	whom	the	facility	has	granted,	an	exemption	from	the	staff	COVID-19	vaccination
requirements;	(viii)	A	process	for	ensuring	that	all	documentation,	which	confirms	recognized	clinical	contraindications	to	COVID-19	vaccines	and	which	supports	staff	requests	for	medical	exemptions	from	vaccination,	has	been	signed	and	dated	by	a	licensed	practitioner,	who	is	not	the	individual	requesting	the	exemption,	and	who	is	acting	within
their	respective	scope	of	practice	as	defined	by,	and	in	accordance	with,	all	applicable	State	and	local	laws,	and	for	further	ensuring	that	such	documentation	contains;	(A)	All	information	specifying	which	of	the	authorized	COVID-19	vaccines	are	clinically	contraindicated	for	the	staff	member	to	receive	and	the	recognized	clinical	reasons	for	the
contraindications;	and	(B)	A	statement	by	the	authenticating	practitioner	recommending	that	the	staff	member	be	exempted	from	the	clinic's	or	center's	COVID-19	vaccination	requirements	for	staff	based	on	the	recognized	clinical	contraindications;	(ix)	A	process	for	ensuring	the	tracking	and	secure	documentation	of	the	vaccination	status	of	staff	for
whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations,	including,	but	not	limited	to,	individuals	with	acute	illness	secondary	to	COVID-19,	and	individuals	who	received	monoclonal	antibodies	or	convalescent	plasma	for	COVID-19	treatment;	and	(x)	Contingency	plans	for
staff	who	are	not	fully	vaccinated	for	COVID-19.	Start	Printed	Page	61614	We	also	considered	whether	it	would	be	appropriate	to	limit	COVID-19	vaccination	requirements	to	staff	who	have	not	previously	been	infected	by	SARS-CoV-2.	While	we	have	not,	until	now,	required	any	health	care	staff	vaccinations,	we	have	established,	maintained,	and
regularly	updated	extensive	health	and	safety	requirements	(CfCs,	CoPs,	requirements,	etc.)	for	Medicare-	and	Medicaid-certified	providers	and	suppliers.	The	ETS	generally	applies	to	all	workplace	settings	where	any	employee	provides	health	care	services	or	health	care	support	services;	however,	because	the	ETS	targets	settings	where	care	is
provided	for	individuals	with	known	or	suspected	COVID-19,	the	rule	contains	several	exceptions.	The	surgical	services	performed	in	ASCs	generally	are	scheduled,	non-life-threatening	procedures	that	can	be	safely	performed	in	either	a	hospital	setting	(inpatient	or	outpatient)	or	in	an	ASC.	Every	person	who	receives	a	COVID-19	vaccine	receives	a
vaccination	record	card	noting	which	vaccine	and	the	dose	that	was	received.	According	to	Table	3,	ESRD	facilities	have	170,000	employees.	Currently,	there	are	4,933	Medicare-and	Medicaid-certified	RHCs	and	10,384	FQHCs	that	participate	in	the	Medicare	and	Medicaid	programs	in	the	U.S.	The	Conditions	at	42	CFR	part	491,	subpart	A	are	the
minimum	health	and	safety	standards	a	center	or	clinic	must	meet	to	participate	in	the	Medicare	and	Medicaid	programs.	We	are	adding	a	new	paragraph	(n)	at	§ 485.70	which	requires	the	CORF	to	meet	the	same	COVID-19	vaccination	of	staff	requirements	as	those	we	are	issuing	for	the	other	providers	and	suppliers	identified	in	this	rule.	Current
regulations	at	§ 460.74	already	require	that	each	PACE	organization	follow	accepted	policies	and	standard	procedures	with	respect	to	infection	control	in	place.	Likewise,	for	individuals	who	participated	in	a	clinical	trial	at	a	site	in	the	U.S.	and	received	the	full	series	of	an	“active”	vaccine	candidate	(not	placebo)	and	“vaccine	efficacy	has	been
independently	confirmed	(for	example,	by	a	data	and	safety	monitoring	board),”	CDC	does	not	recommend	repeat	doses.[101]	D.	However,	since	we	do	not	have	a	reliable	method	to	estimate	how	many	have,	we	will	assess	the	burden	for	all	141	PACE	organizations.	Thus,	it	is	critical	that	hospices	protect	patients	and	staff	from	contracting	or
transmitting	COVID-19.	This	EUA	has	also	been	amended	to	allow	for	use	of	a	single	booster	dose	in	certain	individuals.	With	so	many	patients	depending	on	the	services	of	HHAs	nationwide,	it	is	imperative	that	HHAs	have	processes	in	place	to	address	the	safety	of	patients	and	staff	and	the	continued	provision	of	services.	Any	of	these	individuals
who	provide	such	health	care	services	at	a	facility	would	be	included	in	“staff”	for	whom	COVID-19	vaccination	is	now	required	as	a	condition	for	continued	provision	of	those	services	for	the	facility	and/or	its	patients.	We	welcome	comments	on	all	of	our	assumptions	and	welcome	any	additional	information	that	would	narrow	the	ranges	of
uncertainty	or	guide	us	in	any	important	revisions	to	the	requirements	established	in	what	is	an	“interim”	final	rule.	ICRs	Regarding	the	of	Development	of	Policies	and	Procedures	for	ASCs	§ 416.51(c),	“COVID-19	Vaccination	of	Staff”	1.	The	ICRs	for	this	section	would	require	each	PACE	organization	to	develop	the	policies	and	procedures	needed	to
satisfy	all	of	the	requirements	in	this	section.	The	administrator	would	conduct	research	to	either	modify	or	develop	policies	and	procedures.	This	IFC	is	also	exempt	because	that	provision	of	law	only	applies	to	final	rules	for	which	a	proposed	rule	was	published.	COVID-19	case	rates	among	staff	have	also	grown	in	tandem	with	broader	national
incidence	trends	since	the	Delta	variant's	emergence.	We	recognize	that,	in	some	circumstances,	employers	may	be	required	by	law	to	offer	accommodations	for	some	individual	staff	members.	Both	variables,	in	turn,	may	depend	in	significant	ways	on	the	overall	labor	market	and	on	the	ability	of	telehealth	measures	to	replace	in-person	staff	to
patient	encounters.	In	37	cases,	patients	for	whom	data	were	available	regarding	the	source	of	infection,	the	suspected	source	was	an	unvaccinated	person;	in	21	patients	(57	percent),	this	person	was	a	household	member;	in	11	cases	(30	percent),	the	suspected	source	was	an	unvaccinated	fellow	health	care	worker	or	patient.[43]	While	similarly
comprehensive	data	are	not	available	for	all	Medicare-	and	Medicaid-certified	provider	types,	the	available	evidence	for	ongoing	healthcare-associated	COVID-19	transmission	risk	is	sufficiently	alarming	in	and	of	itself	to	compel	CMS	to	take	action.	These	efforts	illustrate	that	staff	and	patients	of	ASCs	regularly	interact	with	staff	and	patients	of	other
health	care	organizations	and	facilities.	Follow	the	search	instructions	on	that	website	to	view	public	comments.	In	this	IFC	we	are	adding	new	§ 485.904(c)	which	requires	the	CMHC	to	meet	the	same	COVID-19	vaccination	of	staff	requirements	as	those	we	are	issuing	for	the	other	providers	and	suppliers	affected	by	this	rule.	For	each	LTC	facility,
this	would	require	1	hour	for	the	medical	director	during	the	first	year	at	an	estimated	cost	of	$171	(1	hour	×	$171).	Section	553(b)(B)	of	the	APA	and	section	1871(b)(2)(C)	of	the	Act	authorize	the	agency	to	waive	these	procedures,	however,	if	the	agency	finds	good	cause	that	notice	and	comment	procedures	are	impracticable,	unnecessary,	or
contrary	to	the	public	interest	and	incorporates	a	statement	of	the	finding	and	its	reasons	in	the	rule	issued.	These	hospitals	have	25	or	fewer	acute	care	inpatient	beds	(except	as	permitted	for	CAHs	having	distinct	part	units	under	§ 485.647,	where	the	beds	in	the	distinct	part	are	excluded	from	the	25	inpatient-bed	count	limit	specified	in	§ 
485.620(a)),	must	be	more	than	35	miles	away	from	another	hospital,	and	provide	emergency	care	services	24	hours	a	day,	7	days	a	week.	Amend	§ 494.30	by—	End	Amendment	Part	Start	Amendment	Parta.	In	a	small	but	informative	qualitative	study	of	33	home	health	care	workers	in	New	York	City,	one	of	the	key	themes	to	emerge	from	interviews
with	those	workers	was	a	keen	recognition	that	“providing	care	to	patients	placed	them	in	a	unique	position	with	respect	to	COVID-19	transmission.	If	it	was	0.49	or	below,	the	total	cost	was	rounded	down	to	the	next	dollar.	LTC	facility	staff	vaccination	rates	range	from	lows	of	56	percent	to	highs	of	over	90	percent,	depending	upon	the	State.
Specifically,	during	the	last	6	months,	April	through	September	2021,	total	staff	deaths	were	202,	an	average	of	34	per	month	and	no	clear	trend	(the	last	4	weeks,	all	in	September,	2021	produced	fewer	than	20	deaths).	All	these	data	and	estimation	limitations	apply	to	even	the	short-term	impacts	of	this	rule,	and	major	uncertainties	remain	as	to	the
future	course	of	the	pandemic,	including	but	not	limited	to	vaccine	effectiveness	in	preventing	“breakthrough”	disease	transmission	from	those	vaccinated,	the	long-term	effectiveness	of	vaccination,	the	emergence	of	treatment	options,	and	the	potential	for	some	new	disease	variant	even	more	dangerous	than	Delta.	This	has	had	the	disastrous	effect
of	limiting	access	and	increasing	risk	to	both	routine	and	emergency	hospital	care	across	the	U.S.[164 165 166 167]	Transplant	centers,	psychiatric	hospitals,	and	swing	beds	are	governed	by	the	infection	control	CoPs	for	hospitals,	and	are	thus	subject	to	the	staff	vaccination	requirements	issued	in	this	IFC.	We	did	not,	however,	include	some
categories	of	visitors	who	do	not	have	a	business	relationship	with	the	provider,	such	as	family	member	visitors.	We	have	reviewed	scientific	evidence	on	testing	and	found	that	vaccination	is	a	more	effective	infection	control	measure.	Thus,	for	each	LTC	facility,	the	burden	for	the	IP	would	be	2	hours	at	a	cost	of	$138	(2	hours	×	69).	FDA	may
authorize	certain	unapproved	medical	products	or	unapproved	uses	of	approved	medical	products	to	be	used	in	an	emergency	to	diagnose,	treat,	or	prevent	serious	or	life-threatening	diseases	or	conditions	caused	by	threat	agents	when	certain	criteria	are	met,	including	there	are	no	adequate,	approved,	and	available	alternatives.[106]	The	safety	of
the	approved	and	authorized	COVID-19	vaccines	is	closely	monitored.	Policies	and	Procedures	Section	460.74(d)	requires	that	programs	for	all-inclusive	care	for	the	elderly	(PACE)	organizations	to	develop	and	implement	policies	and	procedures	to	ensure	their	staff	are	vaccinated	for	COVID-19	and	that	appropriate	documentation	of	those
vaccinations	are	tracked	and	maintained.	ICRs	Regarding	the	Development	of	Policies	and	Procedures	for	PRTFs	§ 441.151(c),	“COVID-19	Vaccination	of	Facility	Staff”	1.	It	is	essential	to	reduce	the	transmission	and	spread	of	COVID-19,	and	vaccination	is	central	to	any	multi-pronged	approach	for	reducing	health	system	burden,	safeguarding	health
care	workers	and	the	people	they	serve,	and	ending	the	COVID-19	pandemic.	Regardless,	we	believe	it	is	clear	that	reductions	in	patient/resident	fatalities	through	avoiding	staff-generated	infections	are	both	likely	to	be	a	significantly	larger	benefit	from	staff	vaccination	than	direct	benefits	to	staff.	It	covers	only	1	year	because	there	will	likely	be
many	developments	regarding	treatments	and	vaccinations	and	their	effects	in	future	years	and	we	have	no	way	of	knowing	which	will	most	likely	occur.	The	CoPs	are	set	forth	at	42	CFR	part	485,	subpart	H.	We	believe	that	this	would	require	a	physical	therapist	5	minutes	or	0.0833	hours	to	perform	the	required	documentation	at	adjusted	hourly
wage	of	$84	for	each	employee.	In	addition	to	these	longstanding	vaccination	requirements,	many	now	require	vaccination	for	COVID-19	as	well.	We	note	again	that	these	estimates	do	not	reflect	the	factor	that	multiple	vaccine	mandates	already	do	or	will	soon	apply	to	many	and	perhaps	most	providers	covered	by	our	rule	(employers'	own	self-
imposed	mandates,	State	and	local	mandates,	and	OSHA	ETS,	among	others).	However,	on	August	23,	2021,	FDA	licensed	Pfizer-BioNTech's	Comirnaty	Vaccine.	Amend	§ 482.42	by	adding	paragraph	(g)	to	read	as	follows:	End	Amendment	Part	Condition	of	participation:	Infection	prevention	and	control	and	antibiotic	stewardship	programs.	OSHA	has
also	engaged	in	rulemaking	in	response	to	the	PHE	for	COVID-19.	For	these	reasons	and	the	reasons	set	forth	in	section	II.A.	of	this	IFC,	we	are	adding	a	new	regulatory	requirement	at	§ 483.430(g)	related	to	establishing	and	implementing	policies	and	procedures	for	COVID-19	vaccination	of	all	staff	(includes	employees;	licensed	practitioner;
students,	trainees,	and	volunteers;	and	other	individuals)	who	provide	care,	treatment,	or	other	services	for	the	provider	or	its	patients.	A	confluence	of	structural	and	epidemiological	factors	has	also	contributed	to	disparate	risk	for	COVID-19	infection,	severe	illness,	and	death	in	certain	populations.	They	do	indicate,	however,	that	many	cases	of
death	or	severe	illness	can	be	prevented	by	increasing	the	number	of	vaccinated	persons,	both	for	those	vaccinated	and	for	others	they	might	otherwise	infect.	The	administrator	would	send	any	recommendations	for	changes	or	additional	policies	or	procedures	to	the	physician,	nurse	practitioner,	and	physician	assistant.	For	those	patients	recovering
from	severe	COVID-19	illness	with	long-term	symptoms,	prompt	comprehensive	outpatient	rehabilitation	services	upon	their	discharge	from	inpatient	care	is	necessary	to	restore	physical	and	mental	health.[175]	All	of	these	factors	stress	the	importance	of	rehabilitation	facilities	who	are	treating	patients	with	increased	morbidity	and	complex	needs.
There	is	wide	variation	among	states	in	staff	vaccination	rates.	Policies	and	Procedures	At	§ 485.725(f),	we	require	organizations	to	develop	and	implement	policies	and	procedures	to	ensure	their	staff	are	vaccinated	for	COVID-19	and	the	appropriate	documentation	is	tracked	and	maintained.	(These	amounts	might	reasonably	be	halved	for	average
LTC	facility	residents,	since	non-institutionalized	U.S.	adults	aged	80-89	years	report	average	health-related	quality	of	life	(HRQL)	scores	of	0.753,	and	this	figure	is	likely	to	be	lower	for	LTC	facility	residents.[252]	)	Assuming	that	the	average	life	expectancy	of	long	term	care	residents	is	5	years,	the	monetized	benefits	of	saving	one	statistical	life
would	be	about	$3.0	million	($590,000	x	annually	for	5	years)	at	a	3	percent	discount	rate	and	about	$4.8	million	($970,000	x	annually	for	5	years)	at	a	7	percent	discount	rate.	Therefore,	we	will	assess	the	burden	for	these	requirements	for	all	5,556	hospices.	As	discussed	later	in	this	analysis,	we	use	the	concept	of	the	value	per	statistical	life	and	per
statistical	case	to	capture	this	major	potential	benefit,	as	recommended	by	the	Office	of	the	Assistant	Secretary	for	Planning	and	Evaluation	based	on	standard	practices	in	cost-benefit	analysis.[229]	One	additional	factor	affecting	our	estimates	is	remaining	life	expectancy.	These	Federal	laws	continue	to	apply	during	the	PHE	and,	in	some	instances,
require	employers	to	offer	Start	Printed	Page	61569	accommodations	for	some	individual	staff	members	in	some	circumstances.	Moreover,	among	the	general	population	more	than	600,000	persons	a	day	are	currently	being	vaccinated	with	the	first	or	second	shot	and	about	100,000	a	day	have	recovered	from	infection	and	are	only	in	very	rare	cases
still	infectious.	In	some	percentage,	this	could	be	a	problem	of	misattribution	(for	example,	the	cause	of	death	was	indicated	as	“heart	disease”	but	in	fact	the	true	cause	was	undiagnosed	COVID-19),	but	some	proportion	are	also	believed	to	reflect	increases	in	other	causes	of	death	that	are	sensitive	to	decreased	access	to	care	and/or	increased
mental/emotional	strain.	This	guidance	can	also	be	applied	to	COVID-19	vaccines	listed	for	emergency	use	by	the	World	Health	Organization	(WHO)	and	some	vaccines	used	in	COVID-19	clinical	trials	conducted	in	the	U.S.	These	circumstances	are	addressed	in	more	detail	in	section	I.C.	of	this	IFC.	Unvaccinated	staff	jeopardize	patient	access	to
recommended	medical	care	and	services,	and	these	additional	risks	to	patient	health	and	safety	further	warrant	CMS	action.	We	believe	that	this	would	require	an	administrator	5	minutes	or	0.0833	hours	to	perform	the	required	documentation	at	adjusted	hourly	wage	of	$98	for	each	employee.	Individualized	counseling,	staff	meetings,	posters,
bulletin	boards,	and	e-newsletters	are	all	approaches	that	can	be	used.	This	timing	flexibility	applies	only	to	the	initial	implementation	of	this	IFC	and	has	no	bearing	on	ongoing	compliance.	End	Authority	Start	Amendment	Part12.	The	home	health	agency	(HHA)	must	develop	and	implement	policies	and	procedures	to	ensure	that	all	staff	are	fully
vaccinated	for	COVID-19.	The	appropriate	term	is	used	when	discussing	each	individual	provider	or	supplier,	but	when	we	are	discussing	all	or	multiple	providers	and	suppliers	we	will	use	the	general	term	“patient.”	Similarly,	despite	the	different	terms	used	for	specific	provider	and	supplier	entities	(such	as	campus,	center,	clinic,	facility,
organization,	or	program),	when	we	are	discussing	all	or	multiple	providers	and	suppliers,	we	will	use	the	general	term	“facility.”	A.	Hospice	Section	122	of	the	Tax	Equity	and	Fiscal	Responsibility	Act	of	1982	(Pub.	ICRs	Regarding	the	Development	of	Policies	and	Procedures	for	Hospices	§ 418.60(d),	“COVID-19	Vaccination	of	Facility	Staff”	1.	But
illnesses	and	deaths	associated	with	COVID-19	are	exacerbating	staffing	shortages	across	the	health	care	system.	This	will	greatly	contribute	to	a	reduction	in	the	spread	of	and	resulting	morbidity	and	mortality	from	the	disease,	positive	steps	towards	health	equity,	and	an	improvement	in	the	numbers	of	health	care	staff	who	are	healthy	and	able	to
perform	their	professional	responsibilities.	Although,	as	noted	earlier,	COVID-related	staff	shortages	are	occurring	absent	the	rule	due	to	numerous	factors,	such	as	infection,	quarantine	and	staff	illness.	(1)	Regardless	of	clinical	responsibility	or	patient	contact,	the	policies	and	procedures	must	apply	to	the	following	organization	staff,	who	provide
any	care,	treatment,	or	other	services	for	the	organization	and/or	its	patients:	(i)	Organization	employees;	(ii)	Licensed	practitioners;	(iii)	Students,	trainees,	and	volunteers;	and	(iv)	Individuals	who	provide	care,	treatment,	or	other	services	for	the	organization	and/or	its	patients,	under	contract	or	by	other	arrangement.	Vaccine	exemption	requests
and	outcomes	must	also	be	documented,	discussed	further	in	section	II.A.5.	of	this	IFC.	According	to	Table	3,	the	total	hourly	cost	for	the	administrator	in	this	setting	is	$122.	Consequences	for	individuals	who	have	COVID-19	include	morbidity,	hospitalization,	mortality,	and	post-COVID	conditions	(also	known	as	long	COVID).	Thus,	the	total	burden
for	hospices	to	comply	with	the	requirements	for	policies	and	procedures	in	this	IFC	is	55,560	hours	(44,448	+	11,112)	at	an	estimated	cost	of	$4,867,056	($3,511,392	+	$1,355,664).	V-safe	is	a	program	that	differs	from	the	Vaccine	Adverse	Event	Reporting	System	(VAERS),	which	we	discuss	in	section	I.C.	of	this	rule.	Since	patients	and	other
members	of	their	households	will	be	exposed	to	hospice	staff,	it	is	essential	that	staff	be	vaccinated	against	COVID-19	for	the	safety	of	the	patients,	members	of	their	households,	and	the	staff	themselves.	CMS	continues	to	encourage	individuals	not	to	submit	duplicative	comments.	Documentation	of	Staff	Vaccinations	In	order	to	ensure	that	providers
and	suppliers	are	complying	with	the	vaccination	requirements	of	this	IFC,	we	are	requiring	that	they	track	and	securely	document	the	vaccination	status	of	each	staff	member,	including	those	for	whom	there	is	a	temporary	delay	in	vaccination,	such	as	recent	receipt	of	monoclonal	antibodies	or	convalescent	plasma.	The	ICRs	in	this	section	will	be
included	in	an	emergency	revision	of	the	information	collection	request	currently	approved	under	the	appropriate	OMB	Control	number.	Contingency	plans	might	also	address	special	precautions	to	be	taken	when,	for	example,	there	is	a	regional	or	local	emergency	declaration,	such	as	for	a	hurricane	or	flooding,	which	necessitates	the	temporary
utilization	of	unvaccinated	staff,	in	order	to	assure	the	safety	of	patients.	Thus,	all	ESRD	facilities	should	have	infection	prevention	and	control	policies	and	procedures.	Currently,	the	United	States	(U.S.)	is	responding	to	a	public	health	emergency	(PHE)	of	respiratory	disease	caused	by	a	novel	coronavirus	that	has	now	been	detected	in	more	than	190
countries	internationally,	all	50	States,	the	District	of	Columbia,	and	all	U.S.	territories.	In	particular,	the	costs	of	the	vaccines	are	paid	by	the	Federal	Government	and	vaccine	costs	are	about	two-thirds	of	the	total	costs	we	have	estimated.	Also,	each	facility	must	have	a	contingency	plan	for	all	staff	not	fully	vaccinated	according	to	this	rule.	The
requirements	and	burden	will	be	submitted	to	OMB	as	an	emergency	reinstatement	of	an	existing	OMB	control	number	0938-0328.	We	believe	these	activities	Start	Printed	Page	61592	would	be	performed	by	the	infection	preventionist	(IP),	director	of	nursing	(DON),	and	medical	director	for	the	first	year	and	the	IP	in	subsequent	years	as	analyzed
below.	Comprehensive	assessment	of	balance,	strength,	range-of-motion,	and	proper	exercise	technique	is	supported	by	physical	touch,	and	three-dimensional	visualization	of	the	patient.	They	usually	follow	a	hospital	stay	and	are	primarily	funded	by	the	Medicare	program	or	other	health	insurance.	For	the	number	of	employees	for	each	provider	and
supplier,	those	numbers	were	obtained	from	Table	5:	Estimates	of	Number	of	Staff	by	Type	of	Provider	(thousands)	located	in	section	VI.B.	of	this	IFC.	The	policies	and	procedures	required	by	the	IFC	will	also	take	time	for	facilities	to	develop.	Based	upon	our	experience,	there	are	minimal	fluctuations	in	the	numbers	of	providers	and	suppliers
monthly.	The	statutory	authorities	that	permit	Medicare	payments	and	coverage	of	benefits	under	the	PACE	program,	as	well	as	the	establishment	of	PACE	organizations	as	a	State	option	under	Medicaid	to	provide	for	Medicaid	payments	and	coverage	of	benefits	under	the	PACE	program,	are	under	sections	1894	and	1934	of	the	Act.	(3)	The	policies
and	procedures	must	include,	at	a	minimum,	the	following	components:	(i)	A	process	for	ensuring	all	staff	specified	in	paragraph	(d)(1)	of	this	section	(except	for	those	staff	who	have	pending	requests	for,	or	who	have	been	granted,	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be
temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations)	have	received,	at	a	minimum,	a	single-dose	COVID-19	vaccine,	or	the	first	dose	of	the	primary	vaccination	series	for	a	multi-dose	COVID-19	vaccine	prior	to	staff	providing	any	care,	treatment,	or	other	services	for	the	HHA	and/or	its	patients;	(ii)	A
process	for	ensuring	that	all	staff	specified	in	paragraph	(d)(1)	of	this	section	are	fully	vaccinated	for	COVID-19,	except	for	those	staff	who	have	been	granted	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions
and	considerations;	(iii)	A	process	for	ensuring	the	implementation	of	additional	precautions,	intended	to	mitigate	the	transmission	and	spread	of	COVID-19,	for	all	staff	who	are	not	fully	vaccinated	for	COVID-19;	(iv)	A	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	of	all	staff	specified	in	paragraph	(d)(1)	of	this
section;	(v)	A	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	of	any	staff	who	have	obtained	any	booster	doses	as	recommended	by	the	CDC;	(vi)	A	process	by	which	staff	may	request	an	exemption	from	the	staff	COVID-19	vaccination	requirements	based	on	an	applicable	Federal	law;	(vii)	A	process	for	tracking	and
securely	documenting	information	provided	by	those	staff	who	have	requested,	and	for	whom	the	HHA	has	granted,	an	exemption	from	the	staff	COVID-19	vaccination	requirements;	Start	Printed	Page	61622	(viii)	A	process	for	ensuring	that	all	documentation,	which	confirms	recognized	clinical	contraindications	to	COVID-19	vaccines	and	which
supports	staff	requests	for	medical	exemptions	from	vaccination,	has	been	signed	and	dated	by	a	licensed	practitioner,	who	is	not	the	individual	requesting	the	exemption,	and	who	is	acting	within	their	respective	scope	of	practice	as	defined	by,	and	in	accordance	with,	all	applicable	State	and	local	laws,	and	for	further	ensuring	that	such
documentation	contains	(A)	All	information	specifying	which	of	the	authorized	COVID-19	vaccines	are	clinically	contraindicated	for	the	staff	member	to	receive	and	the	recognized	clinical	reasons	for	the	contraindications;	and	(B)	A	statement	by	the	authenticating	practitioner	recommending	that	the	staff	member	be	exempted	from	the	HHA's	COVID-
19	vaccination	requirements	for	staff	based	on	the	recognized	clinical	contraindications;	(ix)	A	process	for	ensuring	the	tracking	and	secure	documentation	of	the	vaccination	status	of	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations,	including,	but	not
limited	to,	individuals	with	acute	illness	secondary	to	COVID-19,	and	individuals	who	received	monoclonal	antibodies	or	convalescent	plasma	for	COVID-19	treatment;	and	(x)	Contingency	plans	for	staff	who	are	not	fully	vaccinated	for	COVID-19.	Thus,	we	believe	most	HIT	suppliers	should	already	have	infection	prevention	and	control	policies	and
procedures,	including	COVID-19	vaccination.	The	RHC/FQHC	must	develop	and	implement	policies	and	procedures	to	ensure	that	all	staff	are	fully	vaccinated	for	COVID-19.	Thus,	for	each	RHC/FQHC,	the	burden	for	the	administrator	would	be	8	hours	at	a	cost	of	$864	(8	×	108).	the	Secretary	shall	consult	with	appropriate	State	agencies	and
recognized	national	listing	or	accrediting	bodies[.]”	For	the	reasons	discussed	in	greater	detail	throughout	sections	I.	We	believe	it	would	be	overly	burdensome	to	mandate	that	each	provider	and	supplier	ensure	COVID-19	vaccination	for	all	individuals	who	enter	the	facility.	By	express	or	overnight	mail.	Section	1866(e)(2)	of	the	Act	and	42	CFR
489.2(c)(2)	recognize	CMHCs	as	providers	of	services	for	purposes	of	provider	agreement	requirements	but	only	with	respect	to	providing	partial	hospitalization	services.	Section	485.70,	Personnel	qualifications,	sets	forth	the	qualifications	that	various	personnel	must	meet,	as	a	condition	of	participation.	Data	suggest	the	current	surge	in	COVID-19
cases	associated	with	emergence	of	the	Delta	variant	has	exacerbated	health	care	staffing	shortages.	The	IP	would	need	to	research	COVID-19	vaccines,	modify	the	policies	and	procedures,	as	necessary,	and	work	with	the	DON	and	administrator	to	develop	the	policies	and	procedures	and	obtain	appropriate	approval.	F.	V.	On	the	other	hand,	a	crew
working	on	a	construction	project	whose	members	use	shared	facilities	(restrooms,	cafeteria,	break	rooms)	during	their	breaks	would	be	subject	to	these	requirements	due	to	the	fact	that	they	are	using	the	same	common	areas	used	by	staff,	patients,	and	visitors.	The	governing	body	would	also	need	to	review	these	policies	and	procedures,	which
would	be	included	in	its	“legal	responsibility	for	establishing	and	implementing	policies	regarding	the	management	and	operation	of	the	facility.”	The	administrator	would	conduct	research	to	either	modify	or	develop	policies	and	procedures.	Hence,	the	burden	for	these	documentation	requirements	for	all	159	CORFs	would	be	833	(0.0833	×	10,000)
hours	at	an	estimated	cost	of	$81,634	(833	×	98).	Deaths	from	COVID-19	in	unvaccinated	LTC	facility	residents	during	2020	were	about	130,000,	or	close	to	one	tenth	of	the	average	LTC	facility	resident	census	of	1.4	million,	a	huge	contrast	to	the	handful	of	deaths	in	the	vaccination	results	from	Israel.[253]	We	do	not	have	sufficient	data	so	as	to
accurately	estimate	annual	resident	inflows	and	outflows	over	time,	but	it	is	clear	that	over	two	million	new	residents	and	over	700,000	new	employees	make	the	total	number	of	individuals	involved	during	the	year	far	higher	than	point	in	time	or	average	counts.	On	the	other	hand,	there	have	been	significant	reductions	in	provider	and	supplier
staffing	needs	in	some	categories.	We	further	note	that	CMS	already	has	and	uses	discretion	in	enforcement	when	inspectors	find	a	violation.	As	a	result,	we	estimate	the	total	costs	of	vaccination	to	be	approximately	$466	million	(2,390,000	unvaccinated	employees	x	$195).	As	discussed	throughout	the	preamble	of	this	IFC,	the	PHE	continues	to
strain	the	U.S.	health	care	system.	The	ICRs	for	this	section	would	require	each	LTC	facility	to	develop	the	policies	and	procedures	needed	to	satisfy	all	of	the	requirements	in	this	section.	Clinics,	Rehabilitation	Agencies,	and	Public	Health	Agencies	as	Providers	of	Outpatient	Physical	Therapy	and	Speech-Language	Pathology	Services	Under	the
authority	of	section	1861(p)	of	the	Act,	the	Secretary	has	established	CoPs	that	clinics,	rehabilitation	agencies,	and	public	health	agencies	(collectively,	“organizations”)	must	meet	when	they	provide	outpatient	physical	therapy	(OPT)	and	speech-language	pathology	(SLP)	services.	We	note	that	these	costs	and	benefits	are	highly	dependent	on
whether,	for	example,	staff	vaccination	refusals	in	coming	months	are	closer	to	1	percent	than	to	10	percent,	and	the	extent	to	which	increased	confidence	in	the	safety	of	working	in	a	health	care	setting	leads	to	offsetting	increases	in	the	return	of	former	health	care	employees	to	the	workforce.	Despite	emergency	expansion	of	critical	care	units,
these	waves	of	severely	ill	patients	have	overwhelmed	hospitals,	health	care	systems,	and	the	professionals	and	other	staff	who	work	in	them.	Accordingly,	it	is	imperative	that	the	risk	for	healthcare-associated	COVID-19	transmission	be	minimized	during	the	influenza	season.	LTC	facility	and	home	health	care	patients	are	on	average	both	the	oldest
and	most	health-impaired	of	those	in	settings	covered	by	this	rule.	These	delays	likely	contributed	to	increased	disability	or	illness.[174]	Moreover,	patients	admitted	to	the	hospital	have	been	discharged	as	soon	as	possible	to	provide	beds	for	individuals	with	more	critical	conditions,	including	COVID-19.	The	approach	for	valuing	mortality	risk
reductions	is	based	on	the	value	per	statistical	life	(VSL),	which	estimates	individuals'	willingness	to	pay	(WTP)	to	avoid	fatal	risks.	On	November	6,	2020,	we	issued	a	fourth	IFC	(Additional	Policy	and	Regulatory	Revisions	in	Response	to	the	COVID-19	Public	Health	Emergency	(85	FR	71142	through	71205)).	The	ICP	would	conduct	research	and	then
either	modify	or	develop	the	policies	and	procedures	needed	to	comply	with	this	section's	requirements.	For	all	5,556	hospices,	the	burden	would	be	44,448	hours	(8	hours	×	5,556)	at	an	estimated	cost	of	$3,511,392	($632	×	5,556).	Start	Part	PART	460—PROGRAMS	OF	ALL-INCLUSIVE	CARE	FOR	THE	ELDERLY	(PACE)	End	Part	Start	Amendment
Part7.	Under	Federal	law,	including	the	ADA	and	Title	VII	of	the	Civil	Rights	Act	of	1964	as	noted	previously,	workers	who	cannot	be	vaccinated	or	tested	because	of	an	ADA	disability,	medical	condition,	or	sincerely	held	religious	beliefs,	practice,	or	observance	may	in	some	circumstances	be	granted	an	exemption	from	their	employer.	This	rule
provides	a	priority	for	staff	at	a	far	lower	risk	of	mortality	and	severe	disease	that	benefits	both	groups.[247]	It	achieves	this	benefit	because	by	preventing	the	spread	of	COVID-19	from	provider	and	supplier	staff,	it	actually	provides	a	higher	mortality	and	morbidity	reduction	for	patients	at	far	higher	risk	than	the	staff	who	become	vaccinated.[248]
The	HHS	“Guidelines	for	Regulatory	Impact	Analysis”	explain	in	some	detail	the	concept	of	Quality	Adjusted	Life	Years	(QALYs).[249]	QALYs,	when	multiplied	by	a	monetary	estimate	such	as	the	Value	of	a	Statistical	Life	Year	(VSLY),	are	estimates	of	the	value	that	people	are	willing	to	pay	for	life-prolonging	and	life-improving	health	care
interventions	of	any	kind	(see	sections	3.2	and	3.3	of	the	HHS	Guidelines	for	a	detailed	explanation).	In	addition,	§ 483.80(d)(3)	requires	LTC	facilities	to	educate,	offer,	and	document	the	vaccination	status	for	residents	and	staff	for	the	COVID-19	immunizations.	Examples	of	acceptable	forms	of	proof	of	vaccination	include:	CDC	COVID-19	vaccination
record	card	(or	a	legible	photo	of	the	card),	Documentation	of	vaccination	from	a	health	care	provider	or	electronic	health	record,	or	State	immunization	information	system	record.	Start	Part	PART	482—CONDITIONS	OF	PARTICIPATION	FOR	HOSPITALS	End	Part	Start	Amendment	Part9.	Because	this	rule	has	only	the	small	impact	per	employee
calculated	for	RFA	purposes,	the	Department	has	determined	that	this	IFC	will	not	have	a	significant	impact	on	the	operations	of	a	substantial	number	of	small	rural	hospitals.	CORFs	have	resumed	operations	and	are	providing	services	to	an	increasing	number	of	patients;	therefore,	COVID-19	vaccination	of	staff	is	pivotal	for	inhibiting	spread	of
infection	and	ensuring	health	and	safety	of	patients.	Since	we	were	unable	to	located	a	reliable	number	for	CAH	employees,	the	documentation	burden	for	CAHs	resulting	from	the	documentation	requirement	in	this	rule	is	included	in	the	hospitals'	burden	above.	Delta	may	be	overtaken	by	other	virus	mutations,	which	creates	another	uncertainty.	We
further	note	that	recommendations	for	booster	doses	currently	vary	by	vaccine	and	population,	and	expect	that	they	will	continue	to	vary	for	the	foreseeable	future.	Hence,	the	burden	for	these	documentation	requirements	for	all	357	PRTFs	would	be	2,499	(0.0833	×	30,000)	hours	at	an	estimated	cost	of	$184,926	(2,499	×	74).	Start	Preamble
Centers	for	Medicare	&	Medicaid	Services	(CMS),	HHS.	In	Table	6	we	present	estimates	of	total	numbers	of	staff	individuals	regulated	under	this	rule,	distinguishing	between	numbers	at	the	beginning	of	a	year	and	at	any	one	time	during	the	year,	versus	the	much	higher	numbers	when	turnover	is	considered.	Thus,	for	this	analysis,	if	a	provider	is
required	to	have	at	least	one	infection	preventionist	(IP),	such	as	hospitals,	we	believe	the	IP	would	be	responsible	for	documenting	the	vaccination	status	for	all	employees.	The	ICRs	for	this	section	would	require	each	hospice	to	develop	the	policies	and	procedures	needed	to	satisfy	all	of	the	requirements	in	this	section.	As	explained	earlier	in	the
preamble,	this	rule	includes	facility	contractors	and	consulting	specialists	as	well	as	other	persons	providing	part-time	or	occasional	services	to	these	providers	and	suppliers	and	their	patients.	Hospices	use	an	interdisciplinary	approach	to	deliver	medical,	social,	physical,	emotional,	and	spiritual	services	through	the	use	of	a	broad	spectrum	of
support.	We	use	the	VSL	of	approximately	$11.5	million	in	2021	as	described	in	the	HHS	Guidelines,	adjusted	for	changes	in	real	income	and	inflated	to	2020	dollars	using	the	Consumer	Price	Index.[250]	Using	LTC	facilities	as	an	example,	and	assuming	that	the	average	rate	of	death	from	COVID-19	(following	SARS-CoV-2	infection)	at	typical	LTC
facility	resident	ages	and	conditions	is	5	percent,	and	the	average	rate	of	death	after	vaccination	is	essentially	zero,	the	expected	value	of	each	resident	who	would,	in	the	absence	of	this	rule,	otherwise	be	infected	with	SARS-CoV-2	is	about	$575,000	($11.5	million	×	.05).	Thus,	for	each	CORF,	the	burden	for	the	administrator	would	be	8	hours	at	a
cost	of	$784	(8	×	98).	Populations	at	Higher	Risk	for	Severe	COVID-19	Outcomes	COVID-19	can	affect	anyone,	with	symptoms	ranging	from	mild	(infections	not	requiring	hospitalization)	to	very	severe	(requiring	intensive	care	in	a	hospital).	Partial	hospitalization	programs	provide	structured,	outpatient	mental	health	services	that	are	more	intense
than	office	visits	with	physicians	or	therapists.	Based	on	these	requirements	and	our	experience	with	RHCs/FQHCs,	we	believe	activities	associated	with	this	IFC	would	be	performed	by	the	RHC	administrator,	physician,	nurse	practitioner,	physician	assistant,	and	medical	director	as	analyzed	below.	However,	we	have	no	reliable	means	to	estimate
the	number	or	percentage	of	LTC	facilities	that	have	already	mandated	vaccination.	Depending	on	the	average	length	of	stay	(that	is,	turnover)	in	different	facilities,	Start	Printed	Page	61607	an	average	population	at	any	one	time	of,	for	example,	100	persons	could	be	consistent	with	radically	different	numbers	of	individuals,	such	as	112	individuals	in



one	facility	if	one	person	left	each	month	and	was	replaced	by	another	person,	compared	to	365	if	one	person	left	each	day	and	was	replaced	that	same	day	by	another	person.	For	COVID-19	vaccines,	vaccination	providers	and	licensed	and	authorized	vaccine	manufacturers,	must	report	select	adverse	events	to	VAERS	following	receipt	of	COVID-19
vaccines	(including	serious	adverse	events,	cases	of	multisystem	inflammatory	syndrome	(MIS),	and	COVID-19	cases	that	result	in	hospitalization	or	death).[107]	Providers	also	must	adhere	to	any	revised	safety	reporting	requirements.	The	data	on	cumulative	COVID-19	cases	among	health	care	personnel	show	677,000	cases	(most	of	which
incapacitated	workers	at	least	temporarily),	and	2,200	deaths,	all	of	which	permanently	eliminated	those	workers	as	sources	of	future	care.[243]	Table	7	shows	all	of	the	costs	that	we	have	estimated.	According	to	Table	3,	an	RN	in	home	health	services	total	hourly	cost	is	$73.	FDA	has	issued	EUAs	for	two	additional	vaccines	for	the	prevention	of
COVID-19,	one	for	the	Moderna	COVID-19	vaccine	(December	18,	2020)	(indicated	for	use	in	individuals	18	years	of	age	and	older),	and	the	other	for	Janssen	(Johnson	&	Johnson)	COVID-19	Vaccine	(February	27,	2021)	(indicated	for	use	in	individuals	18	years	of	age	and	older).	Contingency	planning	may	extend	beyond	the	specific	requirements	of
this	rule	to	address	topics	such	as	staffing	agencies	that	can	supply	vaccinated	staff	if	some	of	the	facility's	staff	are	unable	to	work.	As	there	are	no	substantive	regulatory	differences	across	settings,	we	discuss	the	provisions	broadly	in	this	section	of	the	rule,	along	with	their	rationales.	this	IFC,	the	COVID-19	pandemic	presents	a	serious	and
continuing	threat	to	the	health	and	to	the	lives	of	staff	of	health	care	facilities	and	of	consumers	of	these	providers'	and	suppliers'	services.	We	also	require	that	providers	and	suppliers	must	have	a	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	of	any	staff	who	have	obtained	any	booster	doses	as	recommended	by	the
CDC.	Background	The	Centers	for	Medicare	&	Medicaid	Services	(CMS)	establishes	health	and	safety	standards,	known	as	the	Conditions	of	Participation,	Conditions	for	Coverage,	or	Requirements	for	Participation	for	21	types	of	providers	and	suppliers,	ranging	from	hospitals	to	hospices	and	rural	health	clinics	to	long	term	care	facilities	(including
skilled	nursing	facilities	and	nursing	facilities,	collectively	known	as	nursing	homes).	Using	the	VSL	approach	to	estimation	would	produce	life-saving	benefits	of	about	$400,000	for	these	100	people	($20,000	×	100	×	.05),	again	assuming	the	death	rate	for	those	ill	from	COVID-19	of	this	age	and	condition	is	one	in	twenty.	Amend	§ 483.430	by	revising
paragraph	(f)	to	read	as	follows:	End	Amendment	Part	Condition	of	participation:	Facility	staffing.	Start	Part	PART	494—CONDITIONS	FOR	COVERAGE	FOR	END-STAGE	RENAL	DISEASE	FACILITIES	End	Part	Start	Amendment	Part27.	In	the	remainder	of	this	rule	and	throughout	the	requirements,	we	use	the	term	“organizations”	instead	of	“clinics,
rehabilitation	agencies,	and	public	health	agencies	as	providers	of	outpatient	physical	therapy	and	speech-language	pathology	services”	for	consistency	with	current	regulatory	language.	The	agency	has	examined	case	studies	from	other	employers	and	concludes	that	vaccine	mandates	are	vastly	more	effective	than	other	measures	at	achieving	ideal
vaccination	rates	and	the	resulting	patient	protections	from	morbidity	and	mortality.	Hence,	ICFs-IID	should	already	have	policies	and	procedures	for	infection	prevention	and	control.	Stakeholders	also	report	that	applying	the	staff	vaccination	requirements	to	these	individuals	who	may	only	make	unscheduled	visits	to	the	facility	would	be	extremely
burdensome.	Since	patients	and	other	members	of	their	households	will	be	exposed	to	HHA	staff,	it	is	essential	that	staff	be	vaccinated	against	COVID-19	for	the	safety	of	the	patients,	members	of	their	households,	and	the	staff	themselves.	A	recent	study	of	health	care	workers	in	8	states	found	that,	between	December	14,	2020,	through	August	14,
2021,	full	vaccination	with	COVID-19	vaccines	was	80	percent	effective	in	preventing	RT-PCR-confirmed	SARS-CoV-2	infection	among	frontline	workers.[218]	Emerging	evidence	also	suggests	that	vaccinated	people	who	become	infected	with	Delta	have	potential	to	be	less	infectious	than	infected	unvaccinated	people,	thus	decreasing	transmission
risk.[219]	For	example,	in	a	study	of	breakthrough	infections	among	health	care	workers	in	the	Netherlands,	SARS-CoV-2	infectious	virus	shedding	was	lower	among	vaccinated	individuals	with	breakthrough	infections	than	Start	Printed	Page	61586	among	unvaccinated	individuals	with	primary	infections.[220]	As	noted	earlier	in	this	section,	a
combination	of	factors,	including	but	not	limited	to	failure	to	achieve	sufficiently	high	levels	of	vaccination	based	on	voluntary	efforts	and	patchwork	requirements,	potential	harm	to	patients	from	unvaccinated	health-care	workers,	and	continuing	strain	on	the	health	care	system	and	known	efficacy	and	safety	of	available	vaccines,	have	persuaded	us
that	a	vaccine	mandate	for	health	care	workers	is	an	essential	component	of	the	nation's	COVID-19	response.	Administration	of	Vaccines	Outside	the	U.S.,	Listed	for	Emergency	Use	by	the	WHO,	Heterologous	Primary	Series,	and	Clinical	Trials	We	expect	the	majority	of	staff	will	likely	receive	a	COVID-19	vaccine	authorized	for	emergency	use	by	the
FDA	or	licensed	by	the	FDA.	Most	states	have	separate	licensing	requirements	for	health	care	staff	and	health	care	providers	that	would	be	applicable	to	physician	office	staff	and	other	staff	in	small	health	care	entities	that	are	not	subject	to	vaccination	requirements	under	this	IFC.	(2)	The	policies	and	procedures	of	this	section	do	not	apply	to	the
following	HHA	staff:	(i)	Staff	who	exclusively	provide	telehealth	or	telemedicine	services	outside	of	the	settings	where	home	health	services	are	directly	provided	to	patients	and	who	do	not	have	any	direct	contact	with	patients,	families,	and	caregivers,	and	other	staff	specified	in	paragraph	(d)(1)	of	this	section;	and	(ii)	Staff	who	provide	support
services	for	the	HHA	that	are	performed	exclusively	outside	of	the	settings	where	home	health	services	are	directly	provided	to	patients	and	who	do	not	have	any	direct	contact	with	patients,	families,	and	caregivers,	and	other	staff	specified	in	paragraph	(d)(1)	of	this	section.	The	total	burden	for	all	1,358	CAHs	would	be	5,432	hours	(4	×	1,358)	at	an
estimated	cost	of	$662,704	(1,358	×	488).	Hence,	for	each	ESRD,	the	burden	for	the	administrator	would	be	2	hours	at	an	estimated	cost	of	$194	(2	×	97).	The	PACE	model	involves	a	multidisciplinary	team	of	providers	known	as	the	interdisciplinary	team	(IDT)	that	comprehensively	assesses	and	meets	the	needs	of	each	PACE	participant	by	planning
and	coordinating	all	participant	care.	Finally,	this	IFC	was	not	preceded	by	a	general	notice	of	proposed	rulemaking	and	the	RFA	requirement	for	a	final	regulatory	flexibility	analysis	does	not	apply	to	final	rules	not	preceded	by	a	proposed	rule.	For	purposes	of	this	IFC,	and	if	permitted	or	recommended	by	CDC,	COVID-19	vaccine	doses	from	different
manufacturers	may	be	combined	to	meet	the	requirements	for	a	primary	vaccination	series.	For	purposes	of	this	analysis	(these	are	rough	estimates	because	there	are	no	data	routinely	published	on	patient	and	resident	turnover	or	providing	unduplicated	counts	of	persons	served),	we	assume	that	the	expected	longevity	for	each	group	is	identical	on
average,	and	that	a	total	of	3.9	million	different	persons	are	served	each	year.	The	authority	citation	for	part	484	continues	to	read	as	follows:	End	Amendment	Part	Start	Authority	42	U.S.C.	1302	and	1395hh.	Rather	than	accept	lower	payment	levels,	management	can	simply	terminate	the	unvaccinated	employees,	a	power	they	have	with	or	without
the	reduced	payment	alternative.	4.	Current	regulations	for	PRTFs	do	not	address	infection	prevention	and	control	or	vaccinations.	This	documentation	will	be	an	ongoing	process	as	new	staff	are	onboarded.	(Costs	could	actually	be	lower	because	this	study	is	almost	a	decade	old	and	internet	services	have	in	recent	years	made	recruitment	and	job
application	procedures	far	easier.)	An	additional	cost	category	may	result	from	COVID-19-related	staff	shortages,	discussed	extensively	earlier	in	this	IFC.	Therefore,	the	total	burden	for	all	2,078	organizations	for	this	rule	would	be	21,613	(20,780	+	833)	hours	at	an	estimated	cost	of	$1,873,676	(1,803,704	+	69,972).	We	do	not	believe	that	this
exception	for	employees	that	do	not	meet	our	professional	requirements	should	prohibit	us	from	issuing	staff	qualifications	referencing	infection	prevention,	which	we	intend	to	apply	to	all	personnel.	For	those	who	have	not	completed	the	primary	series	of	a	vaccine	listed	for	emergency	use	by	the	WHO,	they	may	receive	an	FDA	approved	or
authorized	COVID-19	vaccination	series.	Individuals	with	diabetes,	for	example,	are	disproportionately	African	American	and	disproportionately	older,	which	leads	to	greater	risks	from	kidney	failure	and	other	adverse	health	effects,	including	greater	susceptibility	to	the	ravages	of	COVID-19.[230]	Health	care	staff	of	most	types	of	providers	and
suppliers	are	of	typical	working	ages.	To	qualify	for	Medicare	reimbursement,	CMHCs	must	comply	with	requirements	for	coverage	of	partial	hospitalization	services	at	§ 410.110	and	conditions	for	Medicare	payment	of	partial	hospitalization	services	at	42	CFR	424.24(e).	The	quality,	utility,	and	clarity	of	the	information	to	be	collected.	The	findings
indicate	there	were	375,235	excess	deaths,	with	83	percent	attributable	to	direct,	and	17	percent	attributable	to	indirect	effects	of	COVID-19.	Data	from	CDC's	National	Healthcare	Safety	Network	(NHSN)	have	shown	that	case	rates	among	LTC	facility	residents	are	higher	in	facilities	with	lower	vaccination	coverage	among	staff;	specifically,
residents	of	LTC	facilities	in	which	vaccination	coverage	of	staff	is	75	percent	or	lower	experience	higher	crude	rates	of	preventable	SARS-CoV-2	infection.[206]	Similarly,	several	articles	published	in	CDC's	Morbidity	and	Mortality	Weekly	Reports	(MMWRs)	regarding	nursing	home	outbreaks	have	also	linked	the	spread	of	COVID-19	infection	to
unvaccinated	health	care	workers	and	stressed	that	maintaining	a	high	vaccination	rate	is	important	for	reducing	transmission.[207 208 209]	And	multiple	studies	have	demonstrated	SARS-CoV-2	transmissions	between	health-care	workers	and	patients	in	hospitals,	despite	universal	masking	and	other	protocols.[210 211 212 213]	Acute	and	LTC
facilities	engage	many,	if	not	all,	of	the	same	health	care	professionals	and	support	services	of	other	provider	and	supplier	types.	This	second	dose	could	(and	must,	for	purposes	of	this	IFC)	be	administered	prior	to	the	Phase	2	effective	date,	but	the	individual	would	still	be	subject	to	meeting	additional	precautions	as	described	in	section	II.A.3.	of	this
IFC	until	14	days	had	passed.	One	obvious	example	is	whether	vaccine	efficacy	will	last	more	than	the	approximately	1	year	proven	to	date	and	whether	boosters	are	needed.[244]	Some	in	the	scientific	community	believe	that	“booster”	vaccinations	after	6	or	8	months	would	be	desirable	to	maintain	a	high	level	of	protection	against	the	predominant
Delta	version	of	the	virus.	1982)	(TEFRA),	added	section	1861(dd)	to	the	Act	to	provide	coverage	for	hospice	care	to	terminally	ill	Medicare	beneficiaries	who	elect	to	receive	care	from	a	Medicare-participating	hospice.	While	these	vaccine	costs	are	currently	incurred	by	the	Federal	Government,	we	include	them	to	provide	an	estimate	of	total	costs,
regardless	of	who	pays.	For	staff	we	assume	one	fifth	of	this	rate,	or	2	percent.	Currently,	there	are	2,078	clinics,	rehabilitation	agencies,	and	public	health	agencies	that	provide	outpatient	physical	therapy	and	speech-language	services.	Accordingly,	OPO	staff	members	that	provide	organ	donation	and	transplantation	services	directly	to	CAH	patients
and	families	must	meet	the	vaccination	requirements	of	this	IFC	in	the	same	manner	as	they	meet	such	requirements	for	hospitals.	COVID-19	Vaccine	Development	and	Approval	FDA	analysis	has	shown	that	all	of	the	currently	approved	or	authorized	vaccines	are	safe	and	CDC	reports	that	over	408	million	doses	of	the	vaccine	have	been	given
through	October	18,	2021.[81]	Bringing	a	new	vaccine	to	the	public	involves	many	steps,	including	vaccine	development,	clinical	trials,	and	U.S.	Food	and	Drug	Administration	(FDA)	authorization	or	approval.	The	ICRs	for	this	section	would	require	each	CHMC	to	develop	the	policies	and	procedures	needed	to	satisfy	all	of	the	requirements	in	this
section.	(3)	The	policies	and	procedures	must	include,	at	a	minimum,	the	following	components:	(i)	A	process	for	ensuring	all	staff	specified	in	paragraph	(i)(1)	of	this	section	(except	for	those	staff	who	have	pending	requests	for,	or	who	have	been	granted,	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19
vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations)	have	received,	at	a	minimum,	a	single-dose	COVID-19	vaccine,	or	the	first	dose	of	the	primary	vaccination	series	for	a	multi-dose	COVID-19	vaccine	prior	to	staff	providing	any	care,	treatment,	or	other	services	for	the	facility	and/or
its	residents;	(ii)	A	process	for	ensuring	that	all	staff	specified	in	paragraph	(i)(1)	of	this	section	are	fully	vaccinated	for	COVID-19,	except	for	those	staff	who	have	been	granted	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to
clinical	precautions	and	considerations;	(iii)	A	process	for	ensuring	the	implementation	of	additional	precautions,	intended	to	mitigate	the	transmission	and	spread	of	COVID-19,	for	all	staff	who	are	not	fully	vaccinated	for	COVID-19;	(iv)	A	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	of	all	staff	specified	in	paragraph
(i)(1)	of	this	section;	(v)	A	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	of	any	staff	who	have	obtained	any	booster	doses	as	recommended	by	the	CDC;	(vi)	A	process	by	which	staff	may	request	an	exemption	from	the	staff	COVID-19	vaccination	requirements	based	on	an	applicable	Federal	law;	(vii)	A	process	for
tracking	and	securely	documenting	information	provided	by	those	staff	who	have	requested,	and	for	whom	the	facility	has	granted,	an	exemption	from	the	staff	COVID-19	vaccination	requirements;	(viii)	A	process	for	ensuring	that	all	documentation,	which	confirms	recognized	clinical	contraindications	to	COVID-19	vaccines	and	which	supports	staff
requests	for	medical	exemptions	from	vaccination,	has	been	signed	and	dated	by	a	licensed	practitioner,	who	is	not	the	individual	requesting	the	exemption,	and	who	is	acting	within	their	respective	scope	of	practice	as	defined	by,	and	in	accordance	with,	all	applicable	State	and	local	laws,	and	for	further	ensuring	that	such	documentation	contains:
(A)	All	information	specifying	which	of	the	authorized	COVID-19	vaccines	are	clinically	contraindicated	for	the	staff	member	to	receive	and	the	recognized	clinical	reasons	for	the	contraindications;	and	(B)	A	statement	by	the	authenticating	practitioner	recommending	that	the	staff	member	be	exempted	from	the	facility's	COVID-19	vaccination
requirements	for	staff	based	on	the	recognized	clinical	contraindications;	(ix)	A	process	for	ensuring	the	tracking	and	secure	documentation	of	the	vaccination	status	of	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations,	including,	but	not	limited	to,
individuals	with	acute	illness	secondary	to	COVID-19,	and	individuals	who	received	monoclonal	antibodies	or	convalescent	plasma	for	COVID-19	treatment;	and	(x)	Contingency	plans	for	staff	who	are	not	fully	vaccinated	for	COVID-19.	The	PACE	organization	must	develop	and	implement	policies	and	procedures	to	ensure	that	all	staff	are	fully
vaccinated	for	COVID-19.	Our	fourth	and	final	major	cost	category	is	staffing	and	service	disruptions.	While	every	health	care	facility	should	be	following	recommended	infection	control	and	prevention	measures	as	recommended	by	CDC	as	part	of	their	provision	of	safe	health	care	services,	not	all	of	the	providers	and	suppliers	subject	to	the
requirements	of	this	IFC	have	specific	infection	control	and	prevention	regulations	in	place.	These	settings	require	that	health	care	staff	enter	the	patient's	personal	home	(regardless	of	location	in	a	private	home,	assisted	living	facility,	or	another	setting)	to	provide	services	and	care	in	person,	thus	exposing	patients	and	other	members	of	their
household,	to	the	staff.	Currently,	this	would	include	the	authorized	Pfizer-BioNTech	(interchangeable	with	the	licensed	Comirnaty	vaccine	made	by	Pfizer	for	BioNTech),	Moderna,	and	Janssen	(Johnson	&	Johnson)	COVID-19	vaccines.	Since	we	have	no	reliable	means	to	estimate	the	number	of	CAHs	that	may	have	already	addressed	COVID-19
vaccination	of	their	staff,	we	will	base	our	estimate	for	these	requirements	on	all	1,358	CAHs.	We	believe	these	activities	would	be	performed	by	the	IP,	the	director	of	nursing	(DON),	and	an	administrator.	Given	that	these	numbers	are	compared	against	2.9	million	recipients	of	the	second	dose,	both	rates	are	near	zero.[233]	C.	The	burden	for	the
administrator	in	each	organization	would	be	2	hours	at	an	estimated	cost	of	$196	(2	×	98).	Likewise,	42	CFR	491.2	defines	a	FQHC	as	an	entity	as	defined	in	§  405.2401(b).	effective	for	preventing	infection,	and	especially	severe	illness	and	death	[and]	reduce	the	risk	of	spreading	the	virus.” [126]	Moreover,	the	Start	Printed	Page	61566	statement
observes	that	“the	COVID	crisis	exacerbated	long-standing	workforce	challenges,	and	some	in	the	sector	fear	that	a	vaccine	mandate	could	lead	to	worker	resignations.	Thus,	we	believe	it	is	necessary	to	require	vaccination	for	all	staff	that	interact	with	other	staff,	patients,	residents,	clients,	or	PACE	program	participants	in	any	location,	beyond	those
that	physically	enter	facilities,	clinics,	homes,	or	other	sites	of	care.	In	the	first	instance,	an	additional	dose	of	vaccine	is	administered	when	the	immune	response	following	a	primary	vaccine	series	is	likely	to	be	insufficient.	Under	the	RFA,	“small	entities”	include	small	businesses,	nonprofit	organizations,	and	small	governmental	jurisdictions.	Hence,
we	will	base	our	estimate	for	this	ICR	on	all	15,401	LTC	facilities.	However,	§ 486.525,	Required	services,	does	state	that	these	providers	must	“provide	home	infusion	therapy	services	in	accordance	with	nationally	recognized	standards	of	practice,	and	in	accordance	with	all	applicable	state	and	federal	laws	and	regulations.”	We	believe	that
“nationally	recognized	standards	of	practice”	include	appropriate	policies	and	procedures	for	infection	prevention	and	control.	Informal	education	may	also	occur	as	staff	go	about	their	daily	duties,	and	some	who	have	been	vaccinated	may	promote	vaccination	to	others.	ACTION:	Interim	final	rule	with	comment	period.	For	the	administrator,	we
estimate	this	would	require	8	hours	initially	to	perform	research	and	revise	or	develop	the	policies	and	procedures	to	meet	these	requirements.	Section	1102	of	the	Act	grants	the	Secretary	of	Health	and	Human	Services	authority	to	make	and	publish	such	rules	and	regulations,	not	inconsistent	with	the	Act,	as	may	be	necessary	to	the	efficient
administration	of	the	functions	with	which	the	Secretary	is	charged	under	the	Act.	According	to	Table	3,	the	total	hourly	cost	for	the	administrator	is	$98.	Past	experience	with	influenza,	and	available	evidence,	suggest	that	vaccination	of	health	care	staff	offers	a	critical	layer	of	protection	against	healthcare-associated	COVID-19	(HA-COVID-19).
Based	upon	our	experience	with	CAHs,	we	believe	many	CAHs	have	already	developed	policies	and	procedures	requiring	COVID-19	vaccination	for	staff.	They	may	operate	as	independent	institutions	or	as	part	of	a	larger	health	care	system	or	learning	institution.	Staff	hesitancy	may	and	likely	will	change	over	time	as	the	benefits	of	vaccination
become	clear	to	increasing	numbers	of	individuals	working	in	health	care	Start	Printed	Page	61608	settings.	For	the	IP,	we	estimate	these	activities	would	require	8	hours.	Home	Infusion	Therapy	Suppliers	(HIT)	Suppliers	Section	5012	of	the	21st	Century	Cures	Act	(Pub.	These	services	are	rehabilitative	and	generally	last	only	days,	weeks,	or
months.	For	example,	a	recent	analysis	from	Yale	New	Haven	Hospital	(YNHH)	found	health	care	units	with	at	least	1	inpatient	case	of	HA-COVID-19	had	lower	staff	vaccination	rates.[42]	Similarly,	a	small	study	in	Israel	demonstrated	that	transmission	of	COVID-19	was	linked	to	unvaccinated	persons.	Therefore,	for	all	5,194	hospitals,	the	total
burden	for	the	requirements	for	policies	and	procedures	is	62,328	hours	(41,552	+	20,776)	at	an	estimated	cost	of	$5,817,280	(3,282,608	+	2,534,672).	For	the	ICP,	we	estimate	this	would	require	8	hours	initially	to	perform	research	and	revise	or	develop	the	policies	and	procedures	to	meet	these	requirements.	Specifically,	there	are	no	infection
prevention	and	control	requirements	for	PRTFs,	RHCs/FQHCs,	and	HIT	suppliers.	Any	burden	for	modifying	the	clinic's	or	center's	policies	and	procedures	for	these	activities	is	already	accounted	for	above.	Health	care	staff	are	at	high	risk	for	SARS-CoV-2	exposure,	the	virus	that	causes	COVID-19,	due	to	interactions	with	patients	and	individuals	in
the	Start	Printed	Page	61562	community.[79]	Receiving	a	complete	primary	vaccination	series	reduces	the	risk	of	COVID-19	by	90	percent	or	more	thereby	inhibiting	the	spread	of	disease	to	others.[80]	Furthermore,	a	COVID-19	vaccination	requirement	reduces	the	likelihood	of	medical	removal	of	health	care	staff	from	the	workplace,	as	required	by
the	OSHA	COVID-19	Healthcare	ETS.	Psychiatric	Residential	Treatment	Facilities	(PRTFs)	PRTFs	are	non-hospital	facilities	that	provide	inpatient	psychiatric	services	to	Medicaid-eligible	individuals	under	the	age	of	21	(also	called	the	“psych	under	21	benefit”).	Recently,	however	the	Departments	of	Defense	and	Veterans	Affairs	staff,	and	civilian
Federal	Government	employees	have	become	subject	to	requirements	similar	to	those	imposed	in	this	rule.[225]	This	IFC	will	close	a	gap	in	current	regulations	for	all	categories	of	health	care	provider	whose	health	and	safety	practices	are	directly	regulated	by	CMS.	Hence,	the	burden	for	these	documentation	requirements	for	all	2,078	organizations
would	be	833	(0.0833	×	10,000)	hours	at	an	estimated	cost	of	$69,972	(833	×	84).	Currently,	the	Conditions	of	Participation:	“Health	Care	Services”	at	§ 483.460(a)(4)(i)	require	that	ICFs-IID	offer	clients	and	staff	vaccination	against	COVID-19	when	vaccine	supplies	are	available	(86	FR	26306).	The	ICRs	for	this	section	would	require	each	CORF	to
develop	the	policies	and	procedures	needed	to	satisfy	all	of	the	requirements	in	this	section.	We	further	note	Start	Printed	Page	61615	that	the	vaccinations,	and	hence	the	benefits	and	costs,	estimated	for	this	rule	are	more	or	less	simultaneously	being	created	voluntarily	by	some	employers	(self-mandates),	through	the	OSHA	vaccination	rule
applicable	to	employers	of	100	or	more	persons,	and	by	some	State	or	local	mandates.	This	second	IFC	contained	additional	information	on	changes	Medicare	made	to	existing	regulations	to	provide	flexibilities	for	Medicare	beneficiaries	and	providers	to	respond	effectively	to	the	PHE	for	COVID-19.	Providers	and	suppliers	have	the	flexibility	to	use
the	appropriate	tracking	tools	of	their	choice.	IV.	Vaccination	against	COVID-19	is	a	critical	protective	action	for	all	individuals,	especially	health	care	workers,	because	the	SARS-Cov-2	virus	poses	direct	threats	to	patients,	clients,	residents,	PACE	program	participants,	and	staff.	In	response	to	the	PHE,	organizations	experienced	a	reduction	in
patients.	For	these	reasons,	we	are	issuing	this	IFC	based	on	these	authorities	and	in	accordance	with	established	rule	making	processes.	We	estimate	this	would	require	2	hours	each	for	the	physician,	nurse	practitioner,	and	physician	assistant.	Therefore,	we	will	assess	the	burden	for	these	requirements	for	all	11,649	HHAs.	We	believe	these
activities	would	be	performed	by	the	RN	and	an	administrator.	All	health	care	workers	have	a	general	ethical	duty	to	protect	those	they	encounter	in	their	professional	capacity.[153]	Patient	safety	is	a	central	tenet	of	the	ethical	codes	and	practice	standards	published	by	health	care	professional	associations,	licensure	and	certification	bodies,	and
specialized	industry	groups.	The	authority	citation	for	part	494	continues	to	read	as	follows:	End	Amendment	Part	Start	Authority	42	U.S.C.	l302	and	l395hh.	For	all	5,780	ICFs-IID,	the	total	burden	would	be	11,560	hours	(2	×	5,780)	at	an	estimated	cost	of	$1,109,760	(5,780	×	192).	As	shown	in	Table	6,	it	is	normal	for	there	to	be	roughly	2.66	million
new	hires	(column	two)	in	the	health	care	settings	we	address	in	this	rule,	compared	to	a	baseline	of	roughly	10.4	million	staff	(column	one).	Current	regulations	at	§ 486.525	already	require	that	HIT	suppliers	provide	their	services	in	accordance	with	nationally	recognized	standards	of	practice.	Comprehensive	Outpatient	Rehabilitation	Facilities
(CORFs)	CORFs	are	non-residential	facilities	that	are	established	and	operated	exclusively	for	the	purpose	of	providing	diagnostic,	therapeutic,	and	restorative	services	to	outpatients	for	the	rehabilitation	of	injured	persons,	sick	persons,	and	persons	with	disabilities,	at	a	single	fixed	location,	by	or	under	the	supervision	of	a	physician.	*	*	*	*	*	(d)
COVID-19	Vaccination	of	PACE	organization	staff.	Vaccinated	people	with	a	breakthrough	COVID-19	case	are	less	likely	to	develop	serious	disease,	be	hospitalized,	and	die	than	those	who	are	unvaccinated	and	get	COVID-19.[120]	The	combined	protections	offered	by	vaccination	and	ongoing	implementation	of	other	infection	control	measures,
especially	source	control	(masking),[121]	remain	critical	to	safeguarding	patients,	residents,	clients,	PACE	program	participants,	and	staff.	The	ICRs	for	this	section	would	require	each	organization	to	develop	the	policies	and	procedures	needed	to	satisfy	all	of	the	requirements	in	this	section.	The	administrator	would	need	to	have	meetings	with	the
physical	therapist	to	discuss	the	revisions	and	draft	any	necessary	policies	and	procedures,	as	well	as	approve	the	final	policies	and	procedures.	As	documented	subsequently	in	this	analysis	and	in	a	research	report	on	this	issue,	about	1.5	million	individuals	work	in	LTC	facilities	at	any	one	time.[234]	A	number	of	these	individuals	work	in	multiple
LTC	facilities	which	may	play	additional	roles	in	transmission.[235 236]	These	individuals	are	at	high	risk	both	to	become	ill	with	COVID-19	and	to	transmit	the	SARS-	Start	Printed	Page	61605	CoV-2	virus	to	residents	or	visitors,	or	among	themselves.	Hence,	total	lives	saved	under	this	rule	may	well	reach	several	hundred	a	month	or	perhaps	several
thousand	a	month	for	all	three	groups	in	total.	The	ASPE	analysis	of	individual-level	health	data	and	county-level	vaccination	rates	found	that	higher	county	vaccination	rates	were	associated	with	significant	reductions	in	the	odds	of	COVID-19	infection,	hospitalization,	and	death	among	Medicare	fee-for-service	(FFS)	beneficiaries	between	January	and
May	2021.	As	estimated	in	Table	6,	the	number	of	unvaccinated	health	care	workers	still	remains	in	the	millions	despite	recent	progress.	The	providers	and	suppliers	regulated	under	this	rule	are	diverse	in	nature,	management	structure,	and	size.	According	to	Table	3,	the	total	hourly	cost	for	the	DON	is	$96.	For	the	medical	director,	we	estimate	1
hour	would	be	required	to	perform	this	function.	Thus,	for	each	organization,	the	burden	for	the	physical	therapist	would	be	8	hours	at	a	cost	of	$672	(8	×	84).	On	March	11,	2020,	the	WHO	publicly	declared	COVID-19	a	pandemic.	Furthermore,	in	well-defined	areas	where	there	is	no	reasonable	expectation	that	any	person	with	suspected	or
confirmed	COVID-19	will	be	present,	the	ETS	exempts	fully	vaccinated	workers	from	masking,	distancing,	and	barrier	requirements.	Each	ASC	must	also	have	a	contingency	plan	for	any	staff	that	are	not	fully	vaccinated	according	to	this	rule.	Therefore,	any	individual	that	performs	their	duties	at	any	site	of	care,	or	has	the	potential	to	have	contact
with	anyone	at	the	site	of	care,	including	staff	or	patients,	must	be	fully	vaccinated	to	reduce	the	risks	of	transmission	of	SARS-CoV-2	and	spread	of	COVID-19.	The	completion	of	a	primary	vaccination	series	for	COVID-19	is	defined	here	as	the	administration	of	a	single-dose	vaccine,	or	the	administration	of	all	required	doses	of	a	multi-dose	vaccine.
For	other	providers	and	suppliers,	we	assessed	the	burden	using	a	registered	nurse	(RN),	another	member	of	the	health	care	staff,	such	as	a	physical	therapist,	or	an	administrator.	According	to	Table	3,	ICFs-IID	have	80,000	employees.	The	burden	in	the	first	year	for	the	DON	in	each	LTC	facility	would	be	1	hour	at	an	estimated	cost	of	$96	(1	hour	×
96).	We	welcome	comments	on	these	or	other	options.	The	CoPs	for	organizations	at	42	CFR	part	485,	subpart	H	are	the	minimum	health	and	safety	standards	an	organization	must	meet	to	obtain	Medicare	certification.	(1)	Regardless	of	clinical	responsibility	or	patient	contact,	the	policies	and	procedures	must	apply	to	the	following	clinic	or	center
staff,	who	provide	any	care,	treatment,	or	other	services	for	the	clinic	or	center	and/or	its	patients:	(i)	RHC/FQHC	employees;	(ii)	Licensed	practitioners;	(iii)	Students,	trainees,	and	volunteers;	and	(iv)	Individuals	who	provide	care,	treatment,	or	other	services	for	the	clinic	or	center	and/or	its	patients,	under	contract	or	by	other	arrangement.
Therefore,	we	will	not	assess	any	additional	burden	for	the	documentation	requirements	in	this	rule.	But	providers	that	have	required	staff	vaccination	have	reported	high	vaccine	accepted	by	previously	hesitant	care	professionals,	and	many	providers	report	that	when	staff	vaccination	rates	are	high,	they	become	providers	of	choice	in	their
communities.” [127]	A	non-profit	federation	of	affiliated	State	health	organizations,	representing	more	than	14,000	non-profit	and	for-profit	nursing	homes,	assisted	living	communities,	and	facilities	for	individuals	with	disabilities	expressed	support	for	all	health	care	“strongly	urges	the	vaccination	of	all	health	care	personnel”	to	“protect	all	residents,
staff	and	others	in	our	communities	from	the	known	and	substantial	risks	of	COVID-19.”	They	also	assert	that	“COVID-19	vaccines	protect	health	care	personnel	when	working	both	in	health	care	facilities	and	in	the	community,”	and	“provide	strong	protection	against	workers	unintentionally	carrying	the	disease	to	work	and	spreading	it	to	patients
and	peers.” [128]	Numerous	health	systems	and	individual	health	care	employers	across	the	country	have	implemented	vaccine	mandates	independent	of	this	rule.	As	discussed	later	in	the	analysis	we	provide	data	on	the	average	costs	of	hospitalization	of	these	patients	(it	is,	however,	unclear	as	to	how	much	that	cost	will	change	over	time	due	to
improving	treatment	options).	This	EUA	has	been	amended	to	allow	for	the	use	of	a	third	dose	for	certain	immunocompromised	individuals	12	years	of	age	and	older.	On	the	other	hand,	staff	shortages	might	be	offset	by	persons	returning	to	the	labor	market	who	were	unwilling	to	work	at	locations	where	some	other	employees	are	unvaccinated	and
hence	provide	some	risk,	to	those	who	have	completed	the	primary	vaccination	series	for	COVID-19.	Section	1871	of	the	Act	grants	the	Secretary	of	Health	and	Human	Services	authority	to	prescribe	regulations	as	may	be	necessary	to	carry	out	the	administration	of	the	Medicare	program.	(2)	The	policies	and	procedures	of	this	section	do	not	apply	to
the	following	facility	staff:	(i)	Staff	who	exclusively	provide	telehealth	or	telemedicine	services	outside	of	the	facility	setting	and	who	do	not	have	any	direct	contact	with	Start	Printed	Page	61627	patients	and	other	staff	specified	in	paragraph	(b)(1)	of	this	section;	and	(ii)	Staff	who	provide	support	services	for	the	facility	that	are	performed	exclusively
outside	of	the	facility	setting	and	who	do	not	have	any	direct	contact	with	patients	and	other	staff	specified	in	paragraph	(b)(1)	of	this	section.	However,	we	have	no	reliable	means	to	estimate	how	many	suppliers	have	done	so.	Start	Printed	Page	61603	This	rule	presents	additional	difficulties	in	estimating	both	costs	and	benefits	due	to	the	high
degree	to	which	all	current	provider	and	supplier	staff	Start	Printed	Page	61604	have	already	received	information	about	the	benefits	and	safety	of	COVID-19	vaccination,	and	the	rare	serious	risks	associated	with	it.	It	is	likely	that	half	or	more	of	these	savings	would	primarily	accrue	to	Medicare	given	the	age	or	disability	status	of	most	clients	and
Medicare's	role	as	primary	payer,	but	there	would	also	be	substantial	savings	to	Medicaid,	private	insurance	paid	by	employers	and	employees,	and	private	out-of-pocket	payers	including	patients	and	residents.	Sections	1905(c)	and	(d)	of	the	Act	gave	the	Secretary	authority	to	prescribe	regulations	for	intermediate	care	facility	services	in	facilities	for
individuals	with	intellectual	disabilities	or	persons	with	related	conditions.	Provider	and	supplier	compliance	with	the	Federal	rules	issued	under	these	statutory	authorities	are	mandatory	for	participation	in	the	Medicare	and	Medicaid	programs.	6.	Nevertheless,	CDC	does	recognize	that,	in	certain	situations	(for	example,	when	the	vaccine	product
given	for	the	first	dose	cannot	be	determined	or	is	no	longer	available),	a	different	vaccine	may	be	used	to	complete	the	primary	COVID-19	vaccination	series.	As	previously	noted,	health	system	strain	can	adversely	impact	patient	access	to	care	and	care	quality.	Collection	of	Information	Requirements	Under	the	Paperwork	Reduction	Act	of	1995
(PRA),	we	are	required	to	provide	30-day	notice	in	the	Federal	Register	and	solicit	public	comment	before	a	collection	of	information	requirement	(ICR)	is	submitted	to	the	Office	of	Management	and	Budget	(OMB)	for	review	and	approval.	Organizations	care	for	patients	recovering	from	COVID-19	and	those	who	delayed	receiving	non-COVID-19
related	care	due	to	fears	of	exposure	to	illness	after	the	onset	of	the	pandemic.	However,	since	we	do	not	have	a	reliable	means	to	estimate	how	many	facilities	have	already	done	so,	we	will	base	the	burden	analysis	for	this	estimate	on	all	15,317	RHC/FQHCs	(4,933	RHCs	and	10,384	FQHCs).	This	IFC	implemented	requirements	in	the	CARES	Act	that
providers	of	COVID-19	diagnostic	tests	make	public	their	cash	prices	for	those	tests	and	established	an	enforcement	scheme	to	enforce	those	requirements.	H.	End-Stage	Renal	Disease	(ESRD)	Facilities	ESRD	facilities	provide	a	set	of	life-sustaining	services	to	individuals	without	kidney	function,	including	dialysis,	medication,	routine	evaluations	and
monitoring,	nutritional	counselling,	social	support,	and	organ	transplantation	evaluation	and	referral.	In	implementing	the	COVID-19	vaccination	policies	and	procedures	required	by	this	IFC,	however,	employers	must	comply	with	applicable	Federal	anti-discrimination	laws	and	civil	rights	protections.	The	population	of	older	adults,	and	LTC	facility
residents	in	particular,	have	been	hard	hit	by	the	impacts	of	the	pandemic.	They	play	a	critical	role	in	helping	to	alleviate	access	to	care	barriers	and	health	equity	gaps	in	these	communities.	As	in	the	May	13,	2021	COVID-19	IFC,	we	considered	applying	the	§ 483.80(h)	definition	to	the	staff	vaccination	requirements	in	this	rule,	but	previous	public
feedback	and	our	own	experience	tells	us	the	definition	in	§ 483.80(h)	was	overbroad	for	these	purposes.	For	the	medical	director,	we	have	estimated	the	revision	of	policies	and	procedures	would	also	require	1	hour.	For	these	reasons	and	the	reasons	set	forth	in	section	II.A.	of	this	IFC,	we	are	adding	a	new	regulatory	requirement	at	§ 441.151(c)
related	to	establishing	and	implementing	policies	and	procedures	for	COVID-19	vaccination	of	all	staff	(includes	employees;	licensed	practitioner;	students,	trainees,	and	volunteers;	and	other	individuals)	who	provide	care,	treatment,	or	other	services	for	the	provider	or	its	clients.	While	this	IFC	does	not	expressly	require	COVID-19	vaccine
counseling	or	education,	we	anticipate	that	some	providers	and	suppliers	will	conduct	such	activities	as	a	part	of	their	procedures	for	ensuring	compliance	with	the	provisions	of	this	rule.	CMS	is	the	Federal	agency	responsible	for	establishing	health	and	safety	regulations	for	Medicare-	and	Medicaid-certified	providers	and	suppliers.	CMS	will
continue	to	review	the	evidence	and	stakeholder	feedback	on	this	issue.	Regulatory	Impact	Analysis	A.	We	find	good	cause	to	waive	notice	of	proposed	rulemaking	under	the	APA,	5	U.S.C.	553(b)(B),	and	section	1871(b)(2)(C)	of	the	Act.	As	estimated	previously,	the	total	costs	of	this	rule	for	1	year	are	about	$1.3	billion,	most	of	which	is	directly
proportional	to	number	of	employees.	Start	Printed	Page	61585	LTC	facility	staff	vaccination	rates	range	from	lows	of	56	percent	to	highs	of	over	90	percent,	depending	upon	the	State.	The	largest	part	of	those	costs	is	for	hospitalization.	Based	upon	our	experience	with	LTC	facilities,	we	believe	some	facilities	have	already	developed	policies	and
procedures	requiring	COVID-19	vaccination	for	staff,	including	COVID-19	vaccine	mandates.	OSHA	is	the	Federal	agency	responsible	for	setting	and	enforcing	standards	to	ensure	safe	and	healthy	working	conditions	for	workers.	The	burden	for	the	administrator	in	each	ASC	would	be	2	hours	at	an	estimated	cost	of	$196	(2	×	$98).	According	to	Table
3,	ASCs	have	200,000	employees.	However,	for	employees	that	request	exemptions	or	have	to	be	contacted	repeatedly	for	the	appropriate	documentation,	it	would	likely	take	more	time	to	comply	with	this	requirement.	HHAs	provide	care	and	services	for	qualifying	older	adults	and	people	with	disabilities	who	are	beneficiaries	under	the	Hospital
Insurance	(Part	A)	and	Supplemental	Medical	Insurance	(Part	B)	benefits	of	the	Medicare	program.	(1)	Regardless	of	clinical	responsibility	or	participant	contact,	the	policies	and	procedures	must	apply	to	the	following	PACE	organization	staff,	who	provide	any	care,	treatment,	or	other	services	for	the	PACE	organization	and/or	its	participants:	(i)
PACE	organization	employees;	(ii)	Licensed	practitioners	providing	services	on	behalf	of	the	PACE	organization;	(iii)	Students,	trainees,	and	volunteers	providing	services	on	behalf	of	the	PACE	organization;	and	(iv)	Individuals	who	provide	care,	treatment,	or	other	services	on	behalf	of	the	PACE	organization,	under	contract	or	by	other	arrangement.
Implementing	essential	infection	control	practices,	including	vaccination,	is	a	basic	infection	control	treatment	standard.	As	a	specific	example,	we	assume	that	about	90	percent	of	existing	LTC	facility	residents	and	75	percent	of	existing	staff	will	have	been	vaccinated	by	the	date	Phase	1	of	this	IFC	takes	effect	(we	use	the	same	or	similar
assumptions	for	all	provider	types).	(1)	Regardless	of	clinical	responsibility	or	patient	contact,	the	policies	and	procedures	must	apply	to	the	following	qualified	home	infusion	therapy	supplier	staff,	who	provide	any	care,	treatment,	or	other	services	for	the	qualified	home	infusion	therapy	supplier	and/or	its	patients:	(i)	Qualified	home	infusion	therapy
supplier	employees;	(ii)	Licensed	practitioners;	(iii)	Students,	trainees,	and	volunteers;	and	(iv)	Individuals	who	provide	care,	treatment,	or	other	services	for	the	qualified	home	infusion	therapy	supplier	and/or	its	patients,	under	contract	or	by	other	arrangement.	ICF-IID	clients	with	certain	underlying	medical	or	psychiatric	conditions	may	be	at
increased	risk	of	serious	illness	from	COVID-19.[162]	On	March	2,	2021,	CDC	issued	Interim	Considerations	for	Phased	Implementation	of	COVID-19	Vaccination	and	Sub	Prioritization	Among	Recommended	Populations,	which	notes	that	increased	rates	of	transmission	have	been	observed	in	these	settings,	and	that	jurisdictions	may	choose	to
prioritize	vaccination	of	persons	living	in	congregate	settings	based	on	local,	State,	tribal,	or	territorial	epidemiology.	ICRs	Regarding	the	Development	of	Policies	and	Procedures	for	HHAs	§ 484.70(d),	“COVID-19	Vaccination	of	Home	Health	Agency	Staff”	1.	97-248,	enacted	September	3.	For	those	reasons	we	have	not	quantified	into	annual	totals
either	the	life-extending	or	medical	cost-reducing	benefits	of	this	rule	and	have	used	only	a	1-year	projection	for	the	cost	estimates	in	our	Accounting	Statement	(our	first-year	estimates	are	for	the	last	two	months	of	2021	and	the	first	ten	months	of	2022).	The	administrator,	physician,	nurse	practitioner,	and	physician	assistant	would	need	to	make
the	necessary	revisions	and	draft	any	necessary	policies	and	procedures.	For	example,	for	hospitals	and	CAHs,	the	appropriate	term	is	patient,	but	for	ICFs-IID,	it	is	client.	114-255,	enacted	December	13,	2016)	(Cures	Act)	created	a	separate	Medicare	Part	B	benefit	category	under	1861(s)(2)(GG)	of	the	Act	for	coverage	of	home	infusion	therapy-
associated	professional	services	for	certain	drugs	and	biologicals	administered	intravenously	or	subcutaneously	for	periods	of	15	minutes	or	more	in	the	patient's	home	through	a	pump	that	is	an	item	of	durable	medical	equipment.	For	example,	the	guidelines	will	instruct	surveyors	on	how	to	determine	if	a	provider	or	supplier	is	compliant	with	the
requirements	by	reviewing	the	entity's	records	of	staff	vaccinations,	such	as	a	list	of	all	staff	and	their	individual	vaccination	status	or	qualifying	exemption.	Hence,	the	burden	for	these	documentation	requirements	for	all	7,893	ESRD	facilities	would	be	14,161	(0.0833	×	170,000)	hours	at	an	estimated	cost	of	$1,033,753	(14,161	×	73).	Policies	and
Procedures	At	§ 483.430(f),	we	require	ICFs-IID	to	develop	and	implement	policies	and	procedures	to	ensure	their	staff	are	vaccinated	for	COVID-19	and	that	appropriate	documentation	of	those	vaccinations	are	tracked	and	maintained.	We	have	not	included	requirements	for	Organ	Procurement	Organizations	or	Portable	X-Ray	suppliers,	as	these
only	provide	services	under	contract	to	other	health	care	entities	and	would	thus	be	indirectly	subject	to	the	vaccination	requirements	of	this	rule,	as	discussed	in	section	II.A.1.	of	this	rule.	We	believe	that	this	would	require	an	RN	5	minutes	or	0.0833	hours	to	perform	the	required	documentation	at	adjusted	hourly	wage	of	$69	for	each	employee.
Since	we	estimate	that	about	2.4	million	employees	will	need	to	be	vaccinated	(or	replaced)	in	the	first	year	(rightmost	column	of	Table	6),	most	in	the	first	two	months	after	this	rule	is	published,	total	costs	would	be	about	$180	million.	Currently	there	are	129	Medicare-certified	CMHCs	in	the	U.S.	The	Secretary	has	established	in	regulations,	at	42
CFR	part	485,	subpart	J,	the	minimum	health	and	safety	standards	a	CMHC	must	meet	to	obtain	Medicare	certification.	For	purposes	of	estimation	(and	not	reflecting	any	more	knowledge	than	recent	press	accounts),	we	further	assume	that	there	will	be	a	“booster”	shot	at	the	same	cost,	for	a	total	vaccination	cost	of	$120	per	employee.	For	the
physician	assistants	in	all	15,317	RHCs/FQHCs,	the	burden	would	be	30,634	hours	(2	×	15,317)	at	an	estimated	cost	of	$3,400,374	(15,317	×	222).	The	guidelines	will	also	instruct	surveyors	to	conduct	interviews	staff	to	verify	their	vaccination	status.	We	recognize	this	sentence	is	inconsistent	with	newly	added	§ 485.70(n)	which	requires	vaccination
of	all	facility	staff.	For	the	physical	therapist,	we	estimate	this	would	require	8	hours	to	perform	research	and	revise	or	develop	the	policies	and	procedures	to	meet	these	requirements.	Repeat	vaccine	doses	are	not	recommended	by	CDC	for	individuals	who	previously	completed	the	primary	series	of	a	vaccine	approved	or	authorized	by	the	FDA,	even
if	administration	of	the	vaccine	occurred	outside	of	the	U.S.	Individuals	who	receive	a	COVID-19	vaccine	for	which	two	doses	are	required	to	complete	the	primary	vaccination	series	should	adhere	as	closely	as	possible	to	the	recommended	intervals.	The	terminated	or	self-terminated	workers	are	not	going	to	disappear.	Following	completion	of	their
second	dose,	certain	individuals	who	had	received	the	Pfizer-BioNTech	COVID-19	vaccine	may	receive	a	booster	dose	at	least	6	months	after	completion	of	the	primary	vaccination	series.	(1)	Regardless	of	clinical	responsibility	or	client	contact,	the	policies	and	procedures	must	apply	to	the	following	facility	staff,	who	provide	any	care,	treatment,	or
other	services	for	the	facility	and/or	its	clients:	(i)	Facility	employees;	(ii)	Licensed	practitioners;	(iii)	Students,	trainees,	and	volunteers;	and	(iv)	Individuals	who	provide	care,	treatment,	or	other	services	for	the	facility	and/or	its	clients,	under	contract	or	by	other	arrangement.	Any	provision	of	this	section	held	to	be	invalid	or	unenforceable	by	its
terms,	or	as	applied	to	any	person	or	circumstance,	shall	be	construed	so	as	to	continue	to	give	maximum	effect	to	the	provision	permitted	by	law,	unless	such	holding	shall	be	one	of	utter	invalidity	or	unenforceability,	in	which	event	the	provision	shall	be	severable	from	this	section	and	shall	not	affect	the	remainder	thereof	or	the	application	of	the
provision	to	persons	not	similarly	situated	or	to	dissimilar	circumstances.	Therefore,	for	all	15,317	RHCs/FQHCs,	the	estimated	burden	associated	with	the	policies	and	procedures	requirement	would	be	229,755	hours	(122,536	+	30,634	+	30,634	+	30,634	+	15,317)	at	a	cost	of	$29,653,712	(13,233,888	+	6,494,408	+	3,277,838	+	3,400,374	+
3,247,204).	For	the	physicians	in	all	15,317	RHCs/FQHCs,	the	burden	would	be	30,634	hours	(2	×	15,317)	at	an	estimated	cost	of	$6,494,408	(424	×	15,317).	Patients,	residents,	clients,	PACE	program	participants,	and	staff	alike	are	not	adequately	protected	from	COVID-19.	It	would	have	also,	complicated	administration	and	likely	require	standards
that	do	not	now	exist	for	reliably	measuring	the	declining	levels	of	antibodies	over	time	in	relation	to	risk	of	reinfection.	The	effective	delivery	of	quality	home	health	services	is	essential	to	the	care	of	the	HHA's	patients	to	provide	necessary	care	and	services	and	prevent	hospitalizations.	The	ASC	must	develop	and	implement	policies	and	procedures
to	ensure	that	all	staff	are	fully	vaccinated	for	COVID-19.	Health	care	consumers	seeking	services	from	the	provider	and	suppliers	included	in	this	rule	are	often	at	significantly	higher	risk	of	severe	disease	and	death	than	their	paid	care	givers.[144]	As	discussed	in	section	I.F.	of	this	IFC,	COVID-19	has	disproportionally	affected	minority	and
underserved	populations,	who	will	receive	safer	care	and	better	outcomes	through	this	requirement.[145]	Families,	unpaid	caregivers,	and	communities	will	also	experience	overall	benefit.[146 147]	Staff	will	directly	benefit	from	the	protective	effects	of	COVID-19	vaccination,	but	the	primary	reason	that	we	are	issuing	this	IFC	requiring	health	care
workers	be	vaccinated	against	COVID-19	is	for	the	protection	of	residents,	clients,	patients,	and	PACE	program	participants.	For	these	reasons	and	the	reasons	set	forth	in	section	II.A.	of	this	IFC,	we	are	adding	a	new	regulatory	requirement	at	§ 485.70(n)	related	to	establishing	and	implementing	policies	and	procedures	for	COVID-19	vaccination	of
all	staff	(includes	employees;	licensed	practitioner;	students,	trainees,	and	volunteers;	and	other	individuals)	who	provide	care,	treatment,	or	other	services	for	the	provider	or	its	patients.	In	this	regard	we	note	that	one	of	the	claimed	barriers	to	vaccination	has	recently	been	removed,	now	that	one	vaccine	is	now	no	longer	emergency-authorized,	but
fully	licensed.	We	have	issued	PHE	waivers	for	most	Medicare-	and	Medicaid-certified	Start	Printed	Page	61561	providers	and	suppliers,	with	the	goal	of	supporting	each	facility's	operational	flexibility	while	preserving	health	and	safety	and	core	health	care	functions.	The	authority	citation	for	part	491	continues	to	read	as	follows:	End	Amendment
Part	Start	Authority	42	U.S.C.	263a	and	1302.	End	Authority	Start	Amendment	Part26.	This	definition	of	“fully	vaccinated”	is	consistent	with	the	CDC	definition.	Policies	and	Procedures	At	§ 416.51(c),	we	require	ASCs	to	develop	and	implement	policies	and	procedures	to	ensure	their	staff	are	vaccinated	for	COVID-19	and	track	and	maintain
documentation	of	their	vaccination	status.	The	ICRs	for	this	section	would	require	each	PRTF	to	develop	the	policies	and	procedures	needed	to	satisfy	all	of	the	requirements	in	this	section.	Phase	2,	effective	60	days	after	publication	of	this	IFC,	requires	that	the	primary	vaccination	series	has	been	completed	and	that	staff	are	fully	vaccinated,	except
for	those	staff	have	been	granted	exemptions,	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	CDC,	due	to	clinical	precautions	and	considerations.	RHCs	and	FQHCs	provide	primary	care,	diagnostic	laboratory,	and	immunization	services,	and	they	have	incorporated	COVID-19	screening,	triage,	testing,
diagnosis,	treatment,	and	vaccination	into	these	services.	The	January	31,	2020	determination	that	a	PHE	for	COVID-19	exists	and	has	existed	since	January	27,	2020,	lasted	for	90	days,	and	was	renewed	on	April	21,	2020;	July	23,	2020;	October	2,	2020;	January	7,	2021;	April	15,	2021;	July	19,	2021;	and	October	18,	2021.	Therefore,	for	all	337	HIT
suppliers,	the	total	burden	for	the	requirements	for	policies	and	procedures	is	3,370	hours	(2,696	+	674)	at	an	estimated	cost	of	$89,979	(24,601	+	65,378).	The	authority	citation	for	part	416	continues	to	read	as	follows:	End	Amendment	Part	Start	Authority	42	U.S.C.	1302	and	1395hh.	Thus,	for	each	ICFs-IID,	the	burden	for	the	RN	would	be	8	hours
at	a	cost	of	$552	(8	hours	×	69).	*	*	*	*	*	(d)	*	*	*	(4)	The	services	must	be	furnished	by	personnel	that	meet	the	qualifications	of	§ 485.70	and	the	number	of	qualified	personnel	must	be	adequate	for	the	volume	and	diversity	of	services	offered.	Yet	another	uncertainty	is	treatment	costs,	with	a	recently	announced	antiviral	pill	that	could	potentially
provide	substantial	reductions	in	severity	of	illness	and	subsequent	treatment	costs,	on	a	time	schedule	as	yet	unknown.[245]	D.	Hence,	these	patients	experience	episodic	issues	and	seek	care	to	restore	their	level	of	functioning	and	wellness	to	baseline.	Conditions	for	certification	for	RHCs	and	Conditions	of	Coverage	for	FQHCs	are	found	at	42	CFR
part	491,	subpart	A.	Nonetheless,	assuming	no	major	unforeseen	events	that	would	impinge	on	our	estimates,	we	would	expect	lower	costs	in	future	years	if	for	no	other	reason	than	increases	in	the	fraction	of	new	hires	already	vaccinated	as	well	as	other	positive	results	from	the	President's	plan	or	individual	vaccination	decisions.	However,	many
centers	have	begun	to	see	and	treat	patients	in	person	again	and	have	resumed	their	customary	partial	hospitalization	programming	schedules.	According	to	Table	3,	an	RN	working	with	for	an	ESRD	facility	would	have	a	total	hourly	cost	of	$73.	The	administrator	and	mental	health	clinician	would	need	to	make	the	necessary	revisions	and	draft	any
necessary	policies	and	procedures.	Accounting	Statement	and	Table	The	Accounting	Table	summarizes	the	quantified	impact	of	this	rule.	*	*	*	*	*	(b)	COVID-19	Vaccination	of	facility	staff.	On	average,	acute	patients	stay	in	CAHs	for	less	than	96	hours.	Patient	and	resident	benefits	are	especially	likely	to	be	many	times	higher	because	the	risks	of
death	and	serious	disease	complications	are	so	many	times	higher	among	older	persons	and	people	with	multiple	chronic	conditions.	CDC	has	posted	a	collection	of	informational	toolkits	for	specific	communities	and	settings	at	��coronavirus/2019-ncov/vaccines/toolkits.html.	Infection	Prevention	and	Control	We	require	through	this	IFC	that	all
applicable	providers	and	suppliers	have	a	process	for	ensuring	the	implementation	of	additional	precautions,	intended	to	mitigate	the	transmission	and	spread	of	COVID-19,	for	all	staff	who	are	not	fully	vaccinated	for	COVID-19.	As	explained	in	the	HHS	Guidelines,	the	average	individual	in	studies	underlying	the	VSL	estimates	is	approximately	40
years	of	age,	allowing	us	to	calculate	a	value	per	life-year	of	approximately	$590,000	and	$970,000	for	3	and	7	percent	discount	rates	respectively.	Because	these	patients	are	at	home,	essential	care	must	be	provided,	regardless	of	COVID-19	vaccination	or	infection	status.	Phase	1,	effective	30	days	after	publication,	includes	nearly	all	provisions	of
this	IFC,	including	the	requirements	that	all	staff	have	received,	at	a	minimum,	the	first	dose	of	the	primary	series	or	a	single	dose	COVID-19	vaccine,	or	requested	and/or	been	granted	a	lawful	exemption,	prior	to	staff	providing	any	care,	treatment,	or	other	services	for	the	facility	and/or	its	patients.	Hence,	a	requirement	for	these	staff	to	receive
COVID-19	vaccination	is	necessary	to	assure	health	and	safety	for	the	individuals	residing	in	their	respective	service	areas	and	their	patients.	The	requirements	and	burden	will	be	submitted	to	OMB	under	OMB	control	number	0938-1091	(expiration	date	November	30,	2022).	Programs	of	All-Inclusive	Care	for	the	Elderly	(PACE)	Organizations	The
Programs	of	All-Inclusive	Care	for	the	Elderly	(PACE)	program	provides	a	model	of	managed	care	service	delivery	for	frail	older	adults,	most	of	whom	are	dually	eligible	for	Medicare	and	Medicaid	benefits,	and	all	of	whom	are	assessed	as	being	eligible	for	LTC	facility	placement	according	to	the	Medicaid	standards	established	by	their	respective
states.	For	these	reasons	and	the	reasons	set	forth	in	section	II.A.	of	this	IFC,	we	are	adding	a	new	regulatory	requirement	at	§ 485.640(f)	related	to	establishing	and	implementing	policies	and	procedures	for	COVID-19	vaccination	of	all	staff	(including	employees;	licensed	practitioner;	students,	trainees,	and	volunteers;	and	other	individuals)	who
provide	care,	treatment,	or	other	services	for	the	provider	or	its	patients.	In	particular,	LTC	facility	residents	are	near	the	upper	end	of	the	age	spectrum.	In	addition,	there	may	be	other	times	that	staff	encounter	fellow	employees,	such	as	in	an	administrative	office	or	at	an	off-site	staff	meeting,	who	will	themselves	enter	a	health	care	facility	or	site
of	care	for	their	job	responsibilities.	Any	burden	for	modifying	the	agency's	policies	and	procedures	for	these	activities	is	already	accounted	for	above.	Contracting	any	infectious	disease,	especially	COVID-19,	could	result	in	additional	pain	or	perhaps	even	accelerate	a	patient's	death.	Comments,	including	mass	comment	submissions,	must	be
submitted	in	one	of	the	following	three	ways	(please	choose	only	one	of	the	ways	listed):	1.	For	those	few	staff	absolutely	unwilling	to	accept	vaccination,	it	would	simply	delay	the	day	of	final	action	and	the	day	of	hiring	a	vaccinated	replacement.	Each	CORF	must	also	have	a	contingency	plan	for	all	staff	not	fully	vaccinated	according	to	this	rule.
Adding	a	new	paragraph	(b).	Hence,	we	are	revising	§ 485.58(d)(4)	to	state	that	personnel	that	do	not	meet	the	qualifications	specified	in	§ 485.70(a)	through	(m)	may	be	used	by	the	facility	in	assisting	qualified	staff.	Therefore,	the	total	burden	for	all	357	PRTFs	for	this	rule	would	be	6,069	(3,570	+	2,499)	hours	at	an	estimated	cost	of	$483,378
(298,452	+	184,926)	The	requirements	and	burden	will	be	submitted	to	OMB	under	OMB	control	number	0938-0833	(expiration	date	May	31,	2022).	Redesignating	paragraphs	(b)	and	(c)	as	paragraphs	(c)	and	(d)	respectively,	and	End	Amendment	Part	Start	Amendment	Partb.	This	template	can	be	viewed	at	https://	Start	Printed	Page	61573
www.saferfederalworkforce.gov/downloads/RELIGIOUS%20REQUEST%20FORM%20-%2020211004%20-%20MH508.pdf	.	This	planning	should	also	address	the	safe	provision	of	services	by	individuals	who	have	requested	an	exemption	from	vaccination	while	their	request	is	being	considered	and	by	those	staff	for	whom	COVID-19	vaccination	must
be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations.	The	qualified	home	infusion	therapy	supplier	must	develop	and	implement	policies	and	procedures	to	ensure	that	all	staff	are	fully	vaccinated	for	COVID-19.	For	purposes	of	this	section,	staff	are	considered	fully	vaccinated	if	it	has	been	2	weeks	or
more	since	they	completed	a	primary	vaccination	series	for	COVID-19.	We	note	that	this	includes	those	individuals	who	may	not	be	physically	in	the	LTC	facility	for	a	period	of	time	due	to	illness,	disability,	or	scheduled	time	off,	but	who	are	expected	to	return	to	work.	The	development	and/or	revision	and	approval	of	these	policies	and	procedures
would	also	require	activities	by	an	administrator.	For	all	ESRD	facilities,	the	burden	would	be	63,144	hours	(8	hours	×	7,893)	at	an	estimated	cost	of	$4,609,512	(7,893	×	584).	These	requirements	are	set	forth	in	§§ 418.52	through	418.116.	However,	certain	rehabilitation	services	require	physical	contact	with	patients,	such	as	fitting	or	adjusting	a
prosthesis	or	assistive	device	and	assessing	strength	with	manual	resistance.	Documentation	and	Storage	Section	483.430(f)	also	requires	ICFs-IID	to	track	and	securely	maintain	the	required	documentation	of	staff	COVID-19	vaccination	status.	Consistent	with	the	Executive	Order,	we	find	that	State	and	local	laws	that	forbid	employers	in	the	State
or	locality	from	imposing	vaccine	requirements	on	employees	directly	conflict	with	this	exercise	of	our	statutory	health	and	safety	authority	to	require	vaccinations	for	staff	of	the	providers	and	suppliers	subject	to	this	rule.	The	burden	for	the	administrators	in	all	129	CHMCs	would	be	1,032	hours	(8	×	129)	at	an	estimated	cost	of	$116,616	(904	×
129).	A	major	caution	about	these	estimates:	None	of	the	sources	of	enrollment	information	for	these	programs	regularly	collect	and	publish	information	on	client	or	staff	turnover	during	a	year.	In	addition,	for	many	infectious	diseases,	it	is	not	necessary	for	CMS	to	impose	such	requirements	because	other	entities,	including	employers,	states,	and
licensing	organizations,	already	impose	sufficient	standards	for	those	specific	diseases.	In	that	discussion,	we	considered	LTC	facility	staff	to	be	those	individuals	who	work	in	the	facility	on	a	regular	(that	is,	at	least	once	a	week)	basis.	According	to	Table	3,	hospitals	have	6,070,000	employees.	Waivers	CMS	and	other	Federal	agencies	have	taken
many	actions	and	exercised	extensive	regulatory	flexibilities	to	help	health	care	providers	contain	the	spread	of	SARS-CoV-2.	In	addition,	it	is	likely	that	those	facilities	would	not	comply	with	all	of	the	requirements	in	this	rule.	Phase	1	also	includes	the	requirements	for	facilities	to	have	appropriate	policies	and	procedures	developed	and	implemented,
and	the	requirement	that	all	staff	must	have	received	a	single	dose	COVID-19	vaccine	or	the	initial	dose	of	a	primary	series	by	December	6,	2021.	The	vaccine	continues	to	be	available	in	the	U.S.	under	EUA,	and	the	EUA	was	subsequently	amended	to	include	use	in	individuals	12	through	15	years	of	age,	to	allow	for	the	use	of	an	additional	dose	in
the	primary	series	for	certain	immunocompromised	individuals,	and	to	allow	for	use	of	a	single	booster	dose	to	be	administered	at	least	6	months	after	completion	of	the	primary	series	in	certain	individuals.	We	believe	that	this	would	require	an	RN	5	minutes	or	0.0833	hours	to	perform	the	required	documentation	an	adjusted	hourly	wage	of	$79	for
each	employee.	As	OPO	staff	do	not	provide	patient	care,	and	typically	work	in	locations	removed	from	health	care	facilities,	we	are	not	issuing	vaccination	requirements	for	OPOs	in	this	IFC.	Hence,	for	each	HHA,	the	burden	would	be	2	hours	at	an	estimated	cost	of	$194	(2	×	97).	On	August	23,	2021,	FDA	licensed	the	first	COVID-19	vaccine.	This
means	that	the	morbidity	and	mortality	reductions	from	this	rule	when	they	are	adjusted	for	the	age	ranges	affected	disproportionally	benefit	racial	minorities.	Reductions	in	health	care	costs	from	hospitalizations	of	employees	would	produce	another	$20,000	($20,000	×	100	×	.01).	The	ICRs	for	this	section	would	require	each	ICFs-IID	to	develop	the
policies	and	procedures	needed	to	satisfy	all	of	the	requirements	in	this	section.	Using	LTC	facilities	as	our	main	example,	the	LTC	facility	candidates	for	vaccination	in	the	first	year	covered	by	this	rule,	about	three-fourths	are	age	65	years	or	above.	of	this	IFC	set	out	the	specific	authorities	for	each	provider	or	supplier	type.	Section	1905(h)	of	the
Act	defines	inpatient	psychiatric	hospital	services	for	individuals	under	21	as	any	inpatient	facility	that	the	Secretary	has	prescribed	in	regulations	that	in	the	case	of	any	individual	involve	active	treatment	which	meets	such	standards	as	may	be	prescribed	in	regulations	by	the	Secretary.	These	CoPs	contain	specific	requirements	for	infection	control
and	prevention	at	§ 485.640.	Vaccination	requires	time,	especially	those	vaccines	delivered	in	a	series,	and	facilities	may	wish	to	coordinate	scheduling	of	staff	vaccination	appointments	in	a	staggered	manner	so	that	appropriate	coverage	is	maintained.	Any	delay	in	the	implementation	of	this	rule	would	result	in	additional	deaths	and	serious	illnesses
among	health	care	staff	and	consumers,	further	exacerbating	the	newly-arising,	and	ongoing,	strain	on	the	capacity	of	health	care	facilities	to	serve	the	public.	For	the	administrators	in	all	2,078	organizations,	the	burden	would	be	4,156	hours	(2	×	2,078)	at	an	estimated	cost	of	$407,288	(4,156	×	98).	Start	Part	PART	485—CONDITIONS	OF
PARTICIPATION:	SPECIALIZED	PROVIDERS	End	Part	Start	Amendment	Part17.	Hospitals	also	administer	general	and	specialty	care	that	cannot	safely	be	provided	in	other	settings,	under	the	supervision	of	physicians	and	licensed	practitioners.	This	would	require	conducting	research	and	revising	the	policies	and	procedures	as	needed.	To	improve
immune	response	for	those	individuals	with	moderately	to	severely	compromised	immune	systems	who	receive	the	Pfizer-BioNTech	Vaccine,	Comirnaty,	or	Moderna	Vaccine,	the	CDC	advises	an	additional	(third)	dose	of	an	mRNA	COVID-19	vaccine	after	completing	the	primary	vaccination	series.[96]	In	addition,	certain	individuals	who	received	the
Pfizer-BioNTech	COVID-19	Vaccine	may	receive	a	booster	dose	at	least	6	months	after	completing	the	primary	vaccination	series.[97]	This	IFC	requires	Medicare-	and	Medicaid-certified	providers	and	suppliers	to	ensure	that	staff	are	fully	vaccinated	for	COVID-19,	unless	the	individual	is	exempted.	Depending	on	the	future	nature	of	the	COVID-19
pandemic,	we	may	retain	these	provisions	as	a	permanent	requirement	for	facilities,	regardless	of	whether	the	Secretary	continues	the	ongoing	PHE	declarations.	That	said,	currently	there	are	endemic	staff	shortages	for	almost	all	categories	of	employees	at	almost	all	kinds	of	health	care	providers	and	supplier	and	these	may	be	made	worse	if	any
substantial	number	of	unvaccinated	employees	leave	health	care	employment	altogether.	Despite	the	recent	nation-wide	surge	in	infections	from	the	Delta	variant	of	COVID-19,	uptake	of	vaccines	and	other	measures	(masking,	screening	visitors,	and	social	distancing	in	particular)	to	prevent	COVID-19,	in	combination	with	available	therapeutic
options	to	treat,	has	reduced	COVID-19-related	patient	deaths	in	all	settings.	II.	As	discussed	above,	the	revision	and	approval	of	these	policies	and	procedures	would	also	require	activities	by	an	administrator.	In	the	context	of	this	rule,	and	the	lives	at	stake,	there	is	no	obvious	ethical	or	managerial	reason	to	give	a	relative	handful	of	vaccination-
resisting	individuals	more	time	until	they	leave	the	organization.	Further,	CDC	data	indicate	that	nurses	and	aides	in	these	settings	are	more	likely	to	be	members	of	racial	and	ethnic	minority	communities.[140]	This	disparity	in	vaccination	coverage	may	be	exacerbating	existing	and	emerging	disparities	related	to	COVID-19	cases	and	impact,	placing
members	of	communities	who	experience	social	risk	factors—those	in	rural	areas	with	geographic	and	transportation	barriers	to	care,	those	in	low	income	areas	who	experience	persistent	poverty	and	inequality,	and	others—at	further	increased	risk	for	COVID-19-associated	morbidity	and	mortality.[141]	This	disparity	may	be,	in	part,	reduced	by	the
potential	positive	health	equity	impacts	of	requiring	staff	vaccination	among	provider	and	supplier	types	subject	to	rulemaking.	However,	despite	all	of	these	efforts,	including	CMS's	mandate	for	vaccination	education	and	offering	of	vaccines	to	LTC	facility	and	ICF-IID	staff,	residents,	and	clients	(86	FR	26306),	OSHA's	June	21,	2021	ETS	to	protect
health	care	and	health	care	support	service	workers	from	occupational	exposure	to	COVID-19	(86	FR	3276),	and	ongoing	CDC	information	and	encouragement,	vaccine	uptake	among	health	care	staff	has	not	been	as	robust	as	hoped	for	and	have	been	insufficient	to	protect	the	health	and	safety	of	individuals	receiving	health	care	services	from
Medicare-	and	Medicaid-certified	providers	and	suppliers,	particularly	given	the	advent	of	the	Delta	variant	and	the	potential	for	new	variants.	Far	more	than	most	occupations,	LTC	facility	work	requires	sustained	close	contact	with	multiple	persons	daily.	Other	individuals	who	may	infrequently	enter	a	facility	or	site	of	care	for	specific	limited
purposes	and	for	a	limited	amount	of	time,	but	do	not	provide	services	by	contract	or	under	arrangement,	may	include	delivery	and	repair	personnel.	Thus,	unless	otherwise	indicated,	all	of	the	numbers	for	the	providers	and	suppliers	in	this	analysis	were	located	on	September	1,	2021	on	the	Quality,	Certification	&	Oversight	Reports	(QCOR)	website
at	��main.jsp.	In	addition,	the	patients'	homes	may	have	poor	ventilation	or	members	of	the	household	may	not	be	complying	with	recommended	safety	precautions.	All	PACE	organizations	would	need	to	review	their	current	infection	prevention	and	control	policies	and	procedures	and	develop	or	modify	them	to	satisfy	the	requirements	in	this
section.	Assuming	a	fully	loaded	average	wage	per	employee	of	$90,000,	the	first-year	cost	does	not	approach	the	3	percent	threshold.	For	purposes	of	this	estimate	we	ignore	the	existence	of	exemptions.	In	addition,	parallel	Medicaid	statutes	provide	authority	to	establish	requirements	to	protect	beneficiary	health	and	safety,	as	reflected	in	Table	1.
The	facility	must	also	implement	successful	corrective	action	in	affected	problem	areas,	maintain	a	record	of	incidents	and	corrective	actions	related	to	infections,	and	prohibit	employees	with	symptoms	or	sign	of	a	communicable	Start	Printed	Page	61593	disease	from	direct	contact	with	clients	and	their	food.	We	expect	to	make	a	determination
based	on	public	comments,	incidence,	disease	outcomes,	and	other	factors	regarding	whether	it	will	be	necessary	to	conduct	final	rulemaking	and	make	this	rule	permanent.	The	1135	waivers	and	1812(f)	flexibilities	allowed	us	to	rapidly	expand	efforts	to	help	control	the	spread	of	SARS-CoV-2.	However,	each	CAH	would	need	to	review	their	current
policies	and	procedures	and	modify	them,	if	necessary,	to	ensure	compliance	with	all	of	the	requirements	in	this	IFC,	especially	that	their	policies	and	procedures	cover	all	of	the	eligible	facility	staff	identified	in	this	IFC.	Hence,	the	burden	for	these	documentation	requirements	for	all	141	PACE	organizations	would	be	833	(0.0833	×	10,000)	hours	at
an	estimated	cost	of	$61,642	(833	×	74).	For	example,	national	COVID-19	vaccination	rates	for	LTC	facility,	hospital,	and	ESRD	facility	staff	are	67	percent,	64	percent,	and	60	percent,	respectively.	In	order	to	fairly	evaluate	whether	an	information	collection	should	be	approved	by	OMB,	section	3506(c)(2)(A)	of	the	Paperwork	Reduction	Act	of	1995
requires	that	we	solicit	comment	on	the	following	issues:	The	need	for	the	information	collection	and	its	usefulness	in	carrying	out	the	proper	functions	of	our	agency.	While	a	significant	number	of	health	care	staff	have	been	infected	with	SARS-CoV-2,[68]	evidence	indicates	their	infection-induced	immunity,	also	called	“natural	immunity,”	is	not
equivalent	to	receiving	the	COVID-19	vaccine.	At	the	other	extreme,	rural	and	other	community-care	oriented	health	centers	serve	the	full	age	spectrum	and	a	lower	fraction	of	severely	health-impaired.	(2)	The	policies	and	procedures	of	this	section	do	not	apply	to	the	following	facility	staff:	(i)	Staff	who	exclusively	provide	telehealth	or	telemedicine
services	outside	of	the	facility	setting	and	who	do	not	have	any	direct	contact	with	clients	and	other	staff	specified	in	paragraph	(f)(1)	of	this	section;	and	(ii)	Staff	who	provide	support	services	for	the	facility	that	are	performed	exclusively	outside	of	the	facility	setting	and	who	do	not	have	any	direct	contact	with	clients	and	other	staff	specified	in
paragraph	(f)(1)	of	this	section.	However,	while	facilities	are	not	required	to	ensure	vaccination	of	every	individual,	they	may	choose	to	extend	COVID-19	vaccination	requirements	beyond	those	persons	that	we	consider	to	be	staff	as	defined	in	this	rulemaking.	Amend	§ 485.58	by	revising	paragraph	(d)(4)	to	read	as	follows:	End	Amendment	Part
Condition	of	participation:	Comprehensive	rehabilitation	program.	We	understand	that	some	states	and	localities	have	established	laws	that	would	seem	to	prevent	Medicare-	and	Medicaid-certified	providers	and	suppliers	from	complying	with	the	requirements	of	this	IFC.	For	more	information,	providers	and	suppliers	should	consult	the	CDC	website
at	��vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html#.	Amend	§ 485.725	by	adding	paragraph	(f)	to	read	as	follows:	End	Amendment	Part	Condition	of	participation:	Infection	control.	The	definition	at	§ 405.2401	includes	an	entity	that	has	entered	into	an	agreement	with	CMS	to	meet	Medicare	Program	requirements	under	§ 
405.2434.	The	ICP	would	work	with	the	ASC	administrator	in	developing	these	policies	and	procedures.	Hospice	care	provides	palliative	care	rather	than	curative	treatment	to	terminally	ill	patients.	Complementary	to	the	OSHA	ETS,	this	interim	final	rule	requires	certain	providers	and	suppliers	participating	in	Medicare	and	Medicaid	programs	to
ensure	staff	are	fully	vaccinated	for	COVID-19,	unless	exempt,	because	vaccination	of	staff	is	necessary	for	the	health	and	safety	of	individuals	to	whom	care	and	services	are	furnished.	There	are	currently	5,768	Medicare-	and/or	Medicaid-certified	ICFs-IID.	Accordingly,	OPO	staff	members	that	provide	organ	transplantation	services	directly	to
hospital	and	transplant	center	patients	and	families	must	meet	the	vaccination	requirements	of	this	IFC.	This	committee	establishes	policies	and	procedures	for	investigating,	controlling,	and	preventing	infections	in	the	organization	and	monitors	staff	performance	to	ensure	compliance	with	those	policies	and	procedures.	We	believe	that	many	of	the
providers	and	suppliers	covered	in	this	rule	have	already	either	encouraged	their	employees	to	get	Start	Printed	Page	61589	vaccinated	for	COVID-19	or	have	mandates	for	the	vaccine.	As	discussed	above,	the	revision	and	approval	of	these	initial	policies	and	procedures	would	also	require	activities	by	the	ASC	administrator.	Overall	Impact	We	have
examined	the	impacts	of	this	rule	as	required	by	Executive	Order	12866	on	Regulatory	Planning	and	Review	(September	30,	1993),	Executive	Order	13563	on	Improving	Regulation	and	Regulatory	Review	(January	18,	2011),	the	Regulatory	Flexibility	Act	(RFA)	(September	19,	1980,	Pub.	Again,	we	have	no	way	to	estimate	such	behavioral	changes.
The	requirements	and	burden	will	be	submitted	to	OMB	under	OMB	control	number	0938-1245	(expiration	date	April	30,	2023).	We	acknowledge	that	we	have	not	previously	imposed	such	requirements,	but,	as	discussed	throughout	section	I.	According	to	Table	3,	the	IP's	total	hourly	cost	is	$79.	Thus,	for	each	HHA,	the	burden	for	the	RN	would	be	8
hours	at	a	cost	of	$584	(8	hours	×	73).	The	physical	therapist	would	need	to	work	with	an	administrator	to	make	the	necessary	revisions.	Hence,	the	burden	for	these	documentation	requirements	for	all	11,649	HHAs	would	be	175,763	(0.0833	×	2,110,000)	hours	at	an	estimated	cost	of	$12,830,699	(175,763	×	73).	We	are	particularly	concerned	about
transplant	center	patients,	who	are	among	the	most	severely	immunocompromised	individuals	due	to	anti-rejection	medications	that	ensure	the	function	of	transplanted	organs.	*	*	*	*	*	(c)	Standard:	COVID-19	vaccination	of	center	staff.	(1)	Regardless	of	clinical	responsibility	or	resident	contact,	the	policies	and	procedures	must	apply	to	the	following
facility	staff,	who	provide	any	care,	treatment,	or	other	services	for	the	facility	and/or	its	residents:	(i)	Facility	employees;	(ii)	Licensed	practitioners;	(iii)	Students,	trainees,	and	volunteers;	and	(iv)	Individuals	who	provide	care,	treatment,	or	other	services	for	the	facility	and/or	its	residents,	under	contract	or	by	other	arrangement.	Individuals	and
states	are	not	included	in	the	definition	of	a	small	entity.	These	toolkits	provide	staff,	facility	administrators,	clinical	leadership,	caregivers,	and	health	care	consumers	with	information	and	resources.	We	estimate	this	would	require	1	hour	for	both	the	DON	and	medical	director.	Therefore,	the	total	burden	for	all	159	CORFs	for	this	rule	would	be
2,105	(1,272	+	833)	hours	at	an	estimated	cost	of	$206,290	(124,656	+	81,634).	(3)	The	policies	and	procedures	must	include,	at	a	minimum,	the	following	components:	(i)	A	process	for	ensuring	all	staff	specified	in	paragraph	(b)(1)	of	this	section	(except	for	those	staff	who	have	pending	requests	for,	or	who	have	been	granted,	exemptions	to	the
vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations)	have	received,	at	a	minimum,	a	single-dose	COVID-19	vaccine,	or	the	first	dose	of	the	primary	vaccination	series	for	a	multi-dose	COVID-19	vaccine	prior	to



staff	providing	any	care,	treatment,	or	other	services	for	the	facility	and/or	its	patients;	(ii)	A	process	for	ensuring	that	all	staff	specified	in	paragraph	(b)(1)	of	this	section	are	fully	vaccinated	for	COVID-19,	except	for	those	staff	who	have	been	granted	exemptions	to	the	vaccination	requirements	of	this	section,	or	those	staff	for	whom	COVID-19
vaccination	must	be	temporarily	delayed,	as	recommended	by	the	CDC,	due	to	clinical	precautions	and	considerations;	(iii)	A	process	for	ensuring	the	implementation	of	additional	precautions,	intended	to	mitigate	the	transmission	and	spread	of	COVID-19,	for	all	staff	who	are	not	fully	vaccinated	for	COVID-19;	(iv)	A	process	for	tracking	and	securely
documenting	the	COVID-19	vaccination	status	for	all	staff	specified	in	paragraph	(b)(1)	of	this	section;	(v)	A	process	for	tracking	and	securely	documenting	the	COVID-19	vaccination	status	of	any	staff	who	have	obtained	any	booster	doses	as	recommended	by	the	CDC;	(vi)	A	process	by	which	staff	may	request	an	exemption	from	the	staff	COVID-19
vaccination	requirements	based	on	an	applicable	Federal	law;	(vii)	A	process	for	tracking	and	securely	documenting	information	provided	by	those	staff	who	have	requested,	and	for	whom	the	facility	has	granted,	an	exemption	from	the	staff	COVID-19	vaccination	requirements;	(viii)	A	process	for	ensuring	that	all	documentation,	which	confirms
recognized	clinical	contraindications	to	COVID-19	vaccines	and	which	supports	staff	requests	for	medical	exemptions	from	vaccination,	has	been	signed	and	dated	by	a	licensed	practitioner,	who	is	not	the	individual	requesting	the	exemption,	and	who	is	acting	within	their	respective	scope	of	practice	as	defined	by,	and	in	accordance	with,	all
applicable	State	and	local	laws,	and	for	further	ensuring	that	such	documentation	contains	(A)	All	information	specifying	which	of	the	authorized	COVID-19	vaccines	are	clinically	contraindicated	for	the	staff	member	to	receive	and	the	recognized	clinical	reasons	for	the	contraindications;	and	(B)	A	statement	by	the	authenticating	practitioner
recommending	that	the	staff	member	be	exempted	from	the	facility's	COVID-19	vaccination	requirements	for	staff	based	on	the	recognized	clinical	contraindications;	(ix)	A	process	for	ensuring	the	tracking	and	secure	documentation	of	the	vaccination	status	of	staff	for	whom	COVID-19	vaccination	must	be	temporarily	delayed,	as	recommended	by	the
CDC,	due	to	clinical	precautions	and	considerations,	including,	but	not	limited	to,	individuals	with	acute	illness	secondary	to	COVID-19,	and	individuals	who	received	monoclonal	antibodies	or	convalescent	plasma	for	COVID-19	treatment;	and	(x)	Contingency	plans	for	staff	who	are	not	fully	vaccinated	for	COVID-19.	Hence,	the	burden	for	these
documentation	requirements	for	all	337	HIT	suppliers	would	be	1,666	(0.0833	×	20,000)	hours	at	an	estimated	cost	of	$121,618	(1,666	×	73).	Waiver	of	Proposed	Rulemaking	We	ordinarily	publish	a	notice	of	proposed	rulemaking	in	the	Federal	Register	and	invite	public	comment	on	the	proposed	rule	before	the	provisions	of	the	rule	take	effect,	in
accordance	with	the	Administrative	Procedure	Act	(APA),	5	U.S.C.	553,	and	section	1871	of	the	Act.	In	accordance	with	the	provisions	of	Executive	Order	12866,	this	regulation	was	reviewed	by	the	Office	of	Management	and	Budget.	The	goal	of	hospice	care	is	to	provide	non-curative,	but	supportive	care	of	an	individual	during	the	final	days,	weeks,
or	months	of	a	terminal	illness.	ICRs	Regarding	the	Development	of	Policies	and	Procedures	for	CORFs	§ 485.70(n),	“COVID-19	Vaccination	of	Facility	Staff”	1.	In	the	May	13,	2021	COVID-19	IFC,	we	included	an	extensive	discussion	on	the	subject	of	“staff”	in	relation	to	the	LTC	facility	staff	and	to	whom	the	testing,	reporting,	and	education	and
offering	of	COVID-19	vaccine	requirements	of	that	rule	might	apply.	The	requirements	and	burden	will	be	submitted	to	OMB	under	OMB	control	number	0938-855B	(expiration	date	March	31,	2024).	Start	Part	Start	Printed	Page	61626	PART	491—CERTIFICATION	OF	CERTAIN	HEALTH	FACILITIES	End	Part	Start	Amendment	Part25.	Policies	and
Procedures	At	§ 491.8(d),	we	require	RHCs/FQHCs	to	develop	and	implement	policies	and	procedures	to	ensure	their	staff	are	vaccinated	for	COVID-19	and	that	appropriate	documentation	of	those	vaccinations	are	tracked	and	maintained.	This	is	a	generic	Excel-based	tool	available	for	free	to	anyone,	not	just	NHSN	participants,	that	facilities	can	use
to	track	COVID-19	vaccinations	for	staff	members.	End	Authority	Start	Amendment	Part18.	In	granting	such	exemptions	or	accommodations,	employers	must	ensure	that	they	minimize	the	risk	of	transmission	of	COVID-19	to	at-risk	individuals,	in	keeping	with	their	obligation	to	protect	the	health	and	safety	of	patients.	Section	416.51,	Infection
control,	requires	ASCs	to	maintain	an	infection	control	program	that	seeks	to	minimize	infections	and	communicable	diseases.	Over	half	a	million	COVID-19	cases	and	1,900	deaths	among	health	care	staff	have	been	reported	to	CDC	since	the	start	of	the	PHE.[56]	When	submitting	case-level	COVID-19	reports,	State	and	territorial	jurisdictions	may
identify	whether	individuals	are	or	are	not	health	care	workers.	While	national	data	about	ICFs-IID	clients	is	limited,	we	take	an	example	from	Florida	where	almost	one	quarter	of	clients	(23	percent)	require	24-hour	nursing	services	and	a	medical	care	plan	in	addition	to	their	services	plans.[163]	Data	from	a	single	State	are	not	nationally
representative	and	thus	we	are	unable	to	generalize,	but	it	is	illustrative.	Finally,	we	considered	requiring	daily	or	weekly	testing	of	unvaccinated	individuals.	(1)	Regardless	of	clinical	responsibility	or	patient	contact,	the	policies	and	procedures	must	apply	to	the	following	facility	staff,	who	provide	any	care,	treatment,	or	other	services	for	the	facility
and/or	its	patients:	(i)	Facility	employees;	(ii)	Licensed	practitioners;	(iii)	Students,	trainees,	and	volunteers;	and	(iv)	Individuals	who	provide	care,	treatment,	or	other	services	for	the	facility	and/or	its	patients,	under	contract	or	by	other	arrangement.	CMS	establishes	requirements	for	acceptable	quality	in	the	operation	of	health	care	entities.	As
presented	in	the	third	numeric	column	of	Table	6,	the	total	number	of	employees	or	otherwise	compensated	individuals	working	in	all	these	different	facilities	over	the	course	of	a	year	is	about	13	million	persons,	which	is	almost	half	again	larger	than	the	annual	average	number	of	staff	shown	in	the	first	numeric	column.	While	COVID-19	cases,
hospitalizations,	and	deaths	declined	over	the	first	6	months	of	2021,	the	emergence	of	the	Delta	variant	reversed	these	trends.[59]	Between	late	June	2021	and	September	2021,	daily	cases	of	COVID-19	increased	over	1200	percent;	new	hospital	admissions,	over	600	percent;	and	daily	deaths,	by	nearly	800	percent.[60]	Available	data	also	continue
to	suggest	that	the	majority	of	COVID-19	cases	and	hospitalizations	are	occurring	among	individuals	who	are	not	fully	vaccinated.	B.	We	will	also	provide	guidance	on	how	surveyors	should	cite	providers	and	suppliers	when	noncompliance	is	identified.	Vaccine	safety	is	critically	important	for	all	vaccination	programs.	As	an	example	of	the	likely
magnitude	of	hiring	costs,	one	analysis	of	direct	hiring	costs	for	workers	in	the	long-term	care	sector	(including	LTC	facilities,	home	health	care,	and	ICFs-IID)	found	that	the	direct	costs	of	hiring	new	workers	was	on	average	about	$2,500	in	2004.[242]	Assuming	that	this	amount	should	be	raised	to	$4,000	based	on	inflation	since	then,	that	a
comparable	estimate	for	higher	skills	health	care	professions	would	be	$6,000,	and	that	health	care	workers	covered	by	this	rule	are	half	lower	skilled	and	half	higher	skilled,	the	recruitment	and	hiring	cost	for	additional	hires	equal	to	5	percent	of	the	normal	annual	hiring	total	of	2.4	million	workers	would	be	$600	million	(an	average	of	$5,000	×
120,000).	We	believe	our	requirements	provide	more	than	enough	time	for	reasonable	counselling	and	other	management	measures.	For	the	providers	and	suppliers	included	in	this	IFC	that	are	already	subject	to	meeting	specific	infection	prevention	and	control	requirements	on	Start	Printed	Page	61572	an	ongoing	basis,	we	require	that	they	have	a
process	for	ensuring	the	implementation	of	additional	precautions,	intended	to	mitigate	the	transmission	and	spread	of	COVID-19,	for	all	staff	who	are	not	fully	vaccinated	for	COVID-19.	We	encourage	providers	and	suppliers,	where	possible,	to	consider	on-site	vaccination	programs,	which	can	significantly	reduce	barriers	that	health	care	staff	may
face	in	getting	vaccinated,	including	transportation	barriers,	need	to	take	time	off	of	work,	and	scheduling.	the	burden	for	all	LTC	facilities	would	be	15,401	hours	(1	×	15,401)	at	an	estimated	cost	of	$2,633,571	(171	×	15,401).	According	to	Table	3,	hospices	have	340,000	employees.	Start	Printed	Page	61567	CMS	believes	that	the	developing	data
about	staff	vaccination	rates	and	rates	of	COVID-19	cases,	and	the	urgent	need	to	address	COVID-related	staffing	shortages	that	are	disrupting	patient	access	to	care,	provides	strong	justification	as	to	the	need	to	issue	this	IFC	requiring	staff	vaccination	for	most	provider	and	supplier	types	over	which	we	have	authority.	While	employers	have	the
flexibility	to	establish	their	own	processes	and	procedures,	including	forms,	we	point	to	The	Safer	Federal	Workforce	Task	Force's	“request	for	a	religious	exception	to	the	COVID-19	vaccination	requirement”	template	as	an	example.	In	order	to	provide	protection	as	soon	as	possible,	we	are	establishing	two	implementation	phases	for	this	IFC.	(1)
Regardless	of	clinical	responsibility	or	patient	contact,	the	policies	and	procedures	must	apply	to	the	following	HHA	staff,	who	provide	any	care,	treatment,	or	other	services	for	the	HHA	and/or	its	patients:	(i)	HHA	employees;	(ii)	Licensed	practitioners;	(iii)	Students,	trainees,	and	volunteers;	and	(iv)	Individuals	who	provide	care,	treatment,	or	other
services	for	the	HHA	and/or	its	patients,	under	contract	or	by	other	arrangement.	25 26 27 28 29 30 31Start	Printed	Page	61558	As	a	result,	CDC,	the	Society	for	Healthcare	Epidemiology	of	America,	and	others	recommend—and	a	number	of	states	require—	annual	influenza	vaccination	for	health	care	staff.[32 33 34]	In	addition	to	preventing
morbidity	and	mortality	associated	with	COVID-19,	currently	approved	or	authorized	vaccines	also	demonstrate	effectiveness	against	asymptomatic	SARS-CoV-2	infection.	For	all	141	PACE	organizations,	the	burden	would	be	1,128	hours	(8	hours	×	141)	at	an	estimated	cost	of	$83,472	(592	×	141).	*	*	*	*	*	(d)	Standard:	COVID-19	Vaccination	of
Home	Health	Agency	staff.	The	ICRs	for	this	section	would	require	each	RHC/FQHC	to	develop	the	policies	and	procedures	needed	to	satisfy	all	of	the	requirements	in	this	section.	CAHs	also	administer	general	and	specialty	care	that	cannot	safely	be	provided	in	other	settings,	under	the	supervision	of	physicians	and	licensed	practitioners.	We	believe
these	activities	would	be	performed	by	the	IP,	the	director	of	nursing	(DON),	and	an	administrator.	CMS	Authority	To	Require	Staff	Vaccinations	CMS	has	broad	statutory	authority	to	establish	health	and	safety	regulations,	which	includes	authority	to	establish	vaccination	requirements.	We	note	that	health	care	workers	were	among	the	first	groups
provided	access	to	vaccinations,	which	were	initially	authorized	for	emergency	use.	In-center	dialysis	precludes	social	distancing	because	it	involves	being	in	close	proximity	(
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