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i UQdeU FedeUal RXle Rf ASSellaWe PURcedXUe 29(a)(4)(E), Whe IQVWiWXWe fRU PRlic\ 
IQWegUiW\ VWaWeV WhaW QR SaUW\¶V cRXQVel aXWhRUed WhiV bUief iQ ZhRle RU iQ SaUW, aQd 
QR SeUVRQ cRQWUibXWed PRQe\ iQWeQded WR fXQd Whe SUeSaUaWiRQ RU VXbPiVViRQ Rf WhiV 
bUief. 
ii ThiV bUief dReV QRW SXUSRUW WR UeSUeVeQW Whe YieZV, if aQ\, Rf NeZ YRUk UQiYeUViW\ 
SchRRl Rf LaZ. 
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RULE 26.1 DISCLOSURE STATEMENT 

The IQVWiWXWe fRU PRlic\ IQWegUiW\i iV a QRQSaUWiVaQ, QRW-fRU-SURfiW WhiQk WaQk aW 

NeZ YRUk UQiYeUViW\ SchRRl Rf LaZ.ii NR SXblicl\ held eQWiW\ RZQV aQ iQWeUeVW Rf 

PRUe WhaQ WeQ SeUceQW iQ PRlic\ IQWegUiW\. PRlic\ IQWegUiW\ dReV QRW haYe aQ\ 

PePbeUV ZhR haYe iVVXed VhaUeV RU debW VecXUiWieV WR Whe SXblic.  
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IQ fXUWheUaQce Rf iWV PiVViRQ, PRlic\ IQWegUiW\ haV filed DPLFXV bUiefV iQ 

1 All SaUWieV haYe cRQVeQWed WR WhiV filiQg. 
2 A fXll liVW Rf SXblicaWiRQV caQ be fRXQd iQ ReYeV]¶V RQliQe facXlW\ SURfile, 
DYDLODEOH DW 
hWWSV://iWV.laZ.Q\X.edX/facXlW\SURfileV/iQde[.cfP?fXVeacWiRQ=SURfile.RYeUYieZ&SeU
VRQid=20228 (laVW YiViWed OcW. 10, 2020).
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The IQVWiWXWe fRU PRlic\ IQWegUiW\ aW NeZ YRUk UQiYeUViW\ SchRRl Rf LaZ 

(³PRlic\ IQWegUiW\´) VXbPiWV WhiV bUief aV DPLFXV FXULDH iQ VXSSRUW Rf PlaiQWiffV-

ASSelleeV¶ challeQge WR Whe DeSaUWPeQW Rf HealWh aQd HXPaQ SeUYiceV¶ (³HHS´ RU 

Whe ³DeSaUWPeQW´) fiQal UXle, PURWecWiQg SWaWXWRU\ CRQVcieQce RighWV iQ HealWh CaUe; 

DelegaWiRQV Rf AXWhRUiW\, 84 Fed. Reg. 23,170 (Ma\ 21, 2019) (Whe ³FiQal RXle´).1 

INTEREST OF AMICUS CURIAE 

PRlic\ IQWegUiW\ iV a QRQSaUWiVaQ, QRW-fRU-SURfiW WhiQk WaQk dedicaWed WR 

iPSURYiQg Whe TXaliW\ Rf gRYeUQPeQW deciViRQPakiQg WhURXgh adYRcac\ aQd 

VchRlaUVhiS iQ Whe fieldV Rf adPiQiVWUaWiYe laZ, ecRQRPicV, aQd SXblic SRlic\. OXU 

legal aQd ecRQRPic e[SeUWV haYe SURdXced e[WeQViYe VchRlaUVhiS RQ Whe beVW 

SUacWiceV fRU UegXlaWRU\ iPSacW aQal\ViV aQd Whe SURSeU YalXaWiRQ Rf UegXlaWRU\ cRVWV 

aQd beQefiWV. MRVW QRWabl\, RXU diUecWRU, RichaUd L. ReYeV], haV SXbliVhed PRUe WhaQ 

eighW\ aUWicleV aQd bRRkV RQ eQYiURQPeQWal aQd adPiQiVWUaWiYe laZ, iQclXdiQg ZRUkV 

RQ Whe legal aQd ecRQRPic SUiQciSleV WhaW iQfRUP UaWiRQal UegXlaWRU\ deciViRQV. SHH, 

H.J., RichaUd L. ReYeV] & Michael A. LiYeUPRUe, RHWDNLQJ RDWLRQDOLW\: HRZ CRVW-

BHQHILW AQDO\VLV CDQ BHWWHU PURWHFW WKH EQYLURQPHQW DQG OXU HHDOWK (2008).2 
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QXPeURXV UeceQW caVeV addUeVViQg ecRQRPic aQal\VeV SeUfRUPed b\ adPiQiVWUaWiYe 

ageQcieV. SHH, H.J., BU. Rf IQVW. fRU PRl¶\ IQWegUiW\ aV APicXV CXUiae, NHZ YRUN Y. 

U.S. DHS¶W RI HRPHODQG SHF., 969 F.3d 42 (2d CiU. 2020) (cUiWiTXiQg cRVW-beQefiW 

aQal\ViV XQdeUl\iQg DeSaUWPeQW Rf HRPelaQd SecXUiW\¶V SXblic chaUge UXle fRU 

diVUegaUdiQg ke\ healWh aQd ZelfaUe haUPV). IQ PaQ\ VXch caVeV, cRXUWV haYe agUeed 

WhaW Whe adPiQiVWUaWiYe ageQc\¶V aQal\ViV²aQd WhXV Whe UXle Uel\iQg RQ WhaW 

aQal\ViV²ZaV aUbiWUaU\ aQd caSUiciRXV fRU PiVchaUacWeUi]iQg RU igQRUiQg Whe cRVWV 

Rf a UegXlaWRU\ URllback. SHH, H.J., CDOLIRUQLD Y. U.S. DHS¶W RI WKH IQWHULRU, 381 F. 

SXSS. 3d 1153, 1170 (N.D. Cal. 2019) (fiQdiQg BXUeaX Rf LaQd MaQagePeQW¶V 

UeSeal Rf PiQeUal-YalXaWiRQ UXle aUbiWUaU\ dXe iQ SaUW WR ageQc\¶V flaZed UegXlaWRU\ 

iPSacW aVVeVVPeQW).   

PRlic\ IQWegUiW\ haV SaUWicXlaU e[SeUWiVe RQ Whe UegXlaWRU\ iPSacW aQal\ViV WhaW 

HHS cRQdXcWed iQ VXSSRUW Rf Whe FiQal RXle. IQ 2008, PRlic\ IQWegUiW\ VXbPiWWed aQ 

e[SeUW UeSRUW RQ Whe defecWiYe aQal\ViV HHS SUeSaUed WR VXSSRUW a SUeYiRXV effRUW WR 

e[SaQd VWaWXWRU\ cRQVcieQce UighWV WhURXgh UXlePakiQg. ThaW 2008 UXle ZaV UeSealed 

iQ 2011, bXW Whe FiQal RXle iV ViPilaU iQ PaQ\ UeVSecWV aQd haV ViPilaU fXQdaPeQWal 

deficieQcieV iQ iWV cRVW-beQefiW aQal\ViV, aV PRlic\ IQWegUiW\ SRiQWed RXW iQ a MaUch 

2018 cRPPeQW leWWeU. IQVW. fRU PRlic\ IQWegUiW\, CRPPeQW LeWWeU RQ PURWecWiQg 

SWaWXWRU\ CRQVcieQce RighWV iQ HealWh CaUe (MaU. 27, 2018) (³PRlic\ IQWegUiW\ 
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3 AYDLODEOH DW hWWSV://ZZZ.UegXlaWiRQV.gRY/dRcXPeQW?D=HHS-OCR-2018-0002-
72071 (laVW YiViWed OcW. 10, 2020). 
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CRPPeQWV´).3 

ASSellaQWV challeQge Whe diVWUicW cRXUW RUdeUV gUaQWiQg VXPPaU\ jXdgPeQW fRU 

ASSelleeV aQd YacaWiQg Whe FiQal RXle. IQ VXSSRUW Rf WheiU PRWiRQV fRU VXPPaU\ 

jXdgPeQW, ASSelleeV aUgXed, aV Whe\ dR befRUe WhiV CRXUW, WhaW Whe FiQal RXle ZaV 

aUbiWUaU\ aQd caSUiciRXV becaXVe HHS failed WR ³UeaVRQabl\ eYalXaWe Whe beQefiWV aQd 

bXUdeQV Rf Whe [FiQal] RXle.´ BUief fRU S.F. 2. PRlic\ IQWegUiW\¶V e[SeUWiVe iQ cRVW-

beQefiW aQal\ViV SURYideV a XQiTXe SeUVSecWiYe RQ WhaW claiP. 

SUMMARY OF ARGUMENT 

AQ ageQc\¶V UeliaQce RQ a ³flaZed « cRVW beQefiW aQal\ViV´ caQ UeQdeU iWV 

acWiRQ aUbiWUaU\ aQd caSUiciRXV. CDOLIRUQLD Y. FCC, 39 F.3d 919, 930 (9Wh CiU. 1994). 

HHS haV SUeSaUed a UegXlaWRU\ iPSacW aQal\ViV fRU Whe FiQal RXle iQ Zhich iW 

cRQclXdeV WhaW ³Whe beQefiWV Rf WhiV UXle, alWhRXgh QRW alZa\V TXaQWifiable RU 

PRQeWi]ed, jXVWif\ Whe bXUdeQV.´ 84 Fed. Reg. aW 23,228. BXW Whe aQal\ViV XQdeUl\iQg 

WhaW aVVeUWiRQ iV fXQdaPeQWall\ flaZed iQ aW leaVW WZR UeVSecWV.  

FiUVW, alWhRXgh HHS ackQRZledgeV WhaW Whe FiQal RXle Zill iQcUeaVe Whe 

fUeTXeQc\ ZiWh Zhich cRQVcieQce UighWV aUe iQYRked aV gURXQdV fRU UefXViQg WR 

SURYide healWhcaUe, Whe DeSaUWPeQW dReV QRW PeaQiQgfXll\ aVVeVV²TXaliWaWiYel\ RU 

TXaQWiWaWiYel\²Whe cRVWV Rf VXch UefXValV. SSecificall\, iW failV WR cRQVideU Whe 
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ARGUMENT 

FiQal ageQc\ acWiRQV like Whe FiQal RXle aUe aUbiWUaU\ aQd caSUiciRXV XQdeU Whe 
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fiQaQcial, Sh\Vical, aQd SV\chRlRgical haUPV WhaW iQcUeaVed UefXValV Zill iPSRVe RQ 

ZRPeQ iQ Qeed Rf UeSURdXcWiYe VeUYiceV; leVbiaQ, ga\, biVe[Xal, aQd WUaQVgeQdeU 

(³LGBT´) SaWieQWV; aQd SaWieQWV liYiQg ZiWh HIV RU VeekiQg HIV-SUeYeQWiYe 

VeUYiceV. HHS alVR igQRUeV VWaffiQg cRVWV WhaW SURYideU RUgaQi]aWiRQV Zill iQcXU WR 

accRPPRdaWe iQcUeaVed UefXValV Rf caUe b\ WheiU ePSlR\eeV.  

SecRQd, Whe alleged beQefiWV Rf Whe FiQal RXle aUe eQWiUel\ VSecXlaWiYe. HHS 

claiPV WhaW Whe UXle Zill iQcUeaVe Whe UaQkV Rf healWhcaUe SURfeVViRQalV, iPSURYe Whe 

TXaliW\ Rf dRcWRU-SaWieQW UelaWiRQVhiSV, UedXce ³PRUal diVWUeVV´ aPRQg healWhcaUe 

SURfeVViRQalV, aQd SURPRWe Whe ³VRcieWal gRRd´ Rf SeUVRQal fUeedRP fRU iQdiYidXalV 

WR cRQdXcW WhePVelYeV baVed RQ WheiU UeligiRXV beliefV aQd PRUal cRQYicWiRQV. 84 Fed. 

Reg. aW 23,246. BXW WheVe fiQdiQgV aUe XQVXSSRUWed b\²aQd iQ VRPe iQVWaQceV 

cRQWUadicWed b\²UecRUd eYideQce. 

B\ diVPiVViQg UeaVRQabl\ fRUeVeeable cRVWV aQd WRXWiQg ZhRll\ VSecXlaWiYe 

beQefiWV, HHS ³iQcRQViVWeQWl\ aQd RSSRUWXQiVWicall\ fUaPe[V]´ Whe FiQal RXle¶V 

effecWV, BXV. RRXQGWDEOH Y. SEC, 647 F.3d 1144, 1148±49 (D.C. CiU. 2011), aQd 

³SXW[V] a WhXPb RQ Whe Vcale´ iQ faYRU Rf iWV adRSWiRQ, CWU. IRU BLRO. DLYHUVLW\ Y. NDW¶O 

HZ¶\ TUDIILF SDI. AGPLQ., 538 F.3d 1172, 1198 (9Wh CiU. 2008). HHS¶V UeliaQce RQ 

WhiV RQe-Vided aQal\ViV UeQdeUV Whe FiQal RXle aUbiWUaU\ aQd caSUiciRXV. 
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AdPiQiVWUaWiYe PURcedXUe AcW (³APA´), 5 U.S.C. � 706(2), if Whe ageQc\ failV WR 

³e[aPiQe Whe UeleYaQW daWa,´ ³cRQVideU aQ iPSRUWaQW aVSecW Rf Whe SURbleP,´ RU 

³aUWicXlaWe a VaWiVfacWRU\ e[SlaQaWiRQ fRU iWV acWiRQ iQclXdiQg a UaWiRQal cRQQecWiRQ 

beWZeeQ Whe facWV fRXQd aQd Whe chRice Pade.´ MRWRU VHKLFOH MIUV. AVV¶Q Y. SWDWH 

FDUP MXW. AXWR. IQV. CR., 463 U.S. 29, 43 (1983) (iQWeUQal TXRWaWiRQ PaUkV RPiWWed). 

WheQ Whe jXVWificaWiRQ iQclXdeV a cRVW-beQefiW aQal\ViV, ³a VeUiRXV flaZ XQdeUPiQiQg 

WhaW aQal\ViV caQ UeQdeU Whe UXle XQUeaVRQable,´ NDW¶O AVV¶Q RI HRPH BXLOGHUV Y. 

EPA, 682 F.3d 1032, 1040 (D.C. CiU. 2012), eYeQ if Whe ageQc\ ZaV QRW VWaWXWRUil\ 

RbligaWed WR cRQdXcW Whe aQal\ViV, LG. aW 1039±40. FiQall\, if aQ acWiRQ UeSUeVeQWV a 

chaQge iQ SRlic\, Whe ageQc\ PXVW SURYide a ³UeaVRQed e[SlaQaWiRQ . . . fRU 

diVUegaUdiQg facWV aQd ciUcXPVWaQceV WhaW XQdeUla\ . . . Whe SUiRU SRlic\.´ FCC Y. FR[ 

THOHYLVLRQ SWDWLRQV, IQF., 556 U.S. 502, 515±16 (2009); VHH DOVR OUJDQL]HG VLOO. RI 

KDNH Y. U.S. DHS'W RI AJULF., 795 F.3d 956, 968 (9Wh CiU. 2015) (³[E]YeQ ZheQ 

UeYeUViQg a SRlic\ afWeU aQ elecWiRQ, aQ ageQc\ Pa\ QRW ViPSl\ diVcaUd SUiRU facWXal 

fiQdiQgV ZiWhRXW a UeaVRQed e[SlaQaWiRQ.´). 

HeUe, iQ aVVeVViQg Whe likel\ iPSacWV Rf Whe FiQal RXle, HHS failV WR cRQVideU 

UeleYaQW iQfRUPaWiRQ UegaUdiQg Whe haUPV WhaW PRUe fUeTXeQW cRQVcieQce-UelaWed 

deQialV Rf healWhcaUe ZRXld iPSRVe RQ SaWieQWV aQd SURYideUV, failV WR giYe a UeaVRQed 

e[SlaQaWiRQ fRU diVUegaUdiQg iWV SUiRU cRQclXViRQV UegaUdiQg WheVe haUPV, aQd failV WR 

RffeU cUedible eYideQce iQ VXSSRUW Rf iWV deWeUPiQaWiRQ WhaW Whe FiQal RXle ZRXld 
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I. HHS DOES NOT ADEQUATELY ASSESS THE FINAL RULE¶S
SIGNIFICANT INDIRECT COSTS TO PATIENTS AND PROVIDER
ORGANIZATIONS

HHS¶V aQal\ViV Rf Whe FiQal RXle¶V ³ecRQRPic iPSlicaWiRQV,´ 84 Fed. Reg. aW

23,228, failV WR accRXQW fRU PaQ\ Rf Whe FiQal RXle¶V likel\ cRVWV. While WhiV aQal\ViV 

WallieV Whe FiQal RXle¶V diUecW cRPSliaQce cRVWV fRU SURYideUV, iQ Whe fRUP Rf 

faPiliaUi]aWiRQ aQd SaSeUZRUk-UelaWed e[SeQVeV, VHH 84 Fed. Reg. aW 23,240 Wbl.6, iW 

failV WR aVVeVV Whe QeZ SRlic\¶V LQGLUHFW cRVWV, iQ Whe fRUP Rf haUPV WR SaWieQWV ZhR 

aUe UefXVed caUe RQ cRQVcieQce gURXQdV aQd addiWiRQal VWaffiQg bXUdeQV fRU Pedical 

ePSlR\eUV ZhR PXVW accRPPRdaWe VXch UefXValV. IQdeed, WheVe effecWV aUe QRW eYeQ 

liVWed iQ HHS¶V VXPPaU\ Rf XQTXaQWified cRVWV. SHH LG. aW 23,227 Wbl.1. 

HHS¶V failXUe WR aVVeVV iQdiUecW cRVWV iV, fiUVW, flaWl\ cRQWUaU\ WR Whe 

UeTXiUePeQWV Rf E[ecXWiYe OUdeU 12,866, Zhich iQVWUXcWV ageQcieV WR cRQVideU QRW 

jXVW ³diUecW cRVW . . . WR bXViQeVVeV aQd RWheUV iQ cRPSl\iQg ZiWh Whe UegXlaWiRQ,´ bXW 

alVR ³aQ\ adYeUVe effecWV´ Whe UXle PighW haYe RQ ³Whe efficieQW fXQcWiRQiQg Rf Whe 

ecRQRP\, SUiYaWe PaUkeWV . . . healWh, VafeW\, aQd Whe QaWXUal eQYiURQPeQW.´ E[ec. 

OUdeU NR. 12,866 � 6(a)(3)(C)(ii), 58 Fed. Reg. 51,735 (OcW. 4, 1993). LRQgVWaQdiQg 

gXidaQce fURP Whe Office Rf MaQagePeQW aQd BXdgeW ViPilaUl\ diUecWV ageQcieV WR 

³lRRk be\RQd Whe diUecW beQefiWV aQd diUecW cRVWV Rf [WheiU] UXlePakiQg aQd cRQVideU 
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geQeUaWe VXfficieQW beQefiWV WR RffVeW iWV QegaWiYe effecWV. AV a UeVXlW, Whe FiQal RXle 

iV aUbiWUaU\ aQd caSUiciRXV XQdeU Whe APA aQd VhRXld be YacaWed. 
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4 AYDLODEOH DW 
hWWSV://ZZZ.ZhiWehRXVe.gRY/ViWeV/ZhiWehRXVe.gRY/fileV/RPb/ciUcXlaUV/A4/a-4.Sdf 
(laVW YiViWed OcW 11, 2020).
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aQ\ iPSRUWaQW aQcillaU\ [i.e., iQdiUecW] beQefiWV aQd cRXQWeUYailiQg UiVkV.´ Office Rf 

MgPW. & BXdgeW, CLUFXODU A-4 RQ RHJXODWRU\ AQDO\VLV 26 (2003) [heUeiQafWeU 

CLUFXODU A-4].4 

MRUe iPSRUWaQWl\, igQRUiQg iQdiUecW cRVWV YiRlaWeV HHS¶V dXWieV XQdeU Whe 

APA. AgeQc\ deciViRQV PXVW be ³baVed RQ cRQVideUaWiRQ Rf Whe UeleYaQW facWRUV,´ 

VHH SWDWH FDUP, 463 U.S. aW 42, aQd ³[a]geQcieV haYe lRQg WUeaWed cRVW aV a ceQWUall\ 

UeleYaQW facWRU ZheQ decidiQg ZheWheU WR UegXlaWe,´ MLFKLJDQ Y. EPA, 135 S. CW. 

2699, 2707 (2015); VHH DOVR MLQJR LRJDQ CRDO CR. Y. EPA, 829 F.3d 710, 732 (D.C. 

CiU. 2016) (KaYaQaXgh, J., diVVeQWiQg) (³AV a geQeUal UXle, Whe cRVWV Rf aQ ageQc\¶V 

acWiRQ aUe a UeleYaQW facWRU WhaW Whe ageQc\ PXVW cRQVideU befRUe decidiQg ZheWheU 

WR acW.´).  

ReleYaQW cRVWV ³iQclXde[] PRUe WhaQ Whe e[SeQVe Rf cRPSl\iQg ZiWh 

UegXlaWiRQV´ aQd eQcRPSaVV ³aQ\ diVadYaQWage.´ MLFKLJDQ, 135 S. CW. aW 2707. 

AccRUdiQgl\, cRXUWV haYe UeSeaWedl\ VWUXck dRZQ UXleV WhaW diVUegaUd SRWeQWiall\ 

VigQificaQW iQdiUecW cRVWV. SHH, H.J., CRPSHW. EQWHU. IQVW. Y. NDW¶O HZ¶\ TUDIILF SDI. 

AGPLQ., 956 F.2d 321, 326±27 (D.C. CiU. 1992) (UePaQdiQg fXel-efficieQc\ UXle dXe 

WR ageQc\¶V failXUe WR cRQVideU iQdiUecW VafeW\ cRVWV); CRUURVLRQ PURRI FLWWLQJV Y. 

EPA, 947 F.2d 1201, 1225 (5Wh CiU. 1991) (VWUikiQg dRZQ UXle fRU failXUe WR cRQVideU 
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A. HHS Does Not Adequately Consider Costs to Patients Denied Care
as a Result of the Final Rule

HHS e[SecWV WhaW, aV a UeVXlW Rf Whe FiQal RXle, ³PRUe iQdiYidXalV, haYiQg beeQ 
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iQdiUecW VafeW\ effecWV Rf VXbVWiWXWiQg aVbeVWRV-fUee caU bUakeV). 

HHS¶V failXUe WR cRQVideU iQdiUecW cRVWV WR SaWieQWV ZRXld be iPSeUPiVVible iQ 

aQ\ UXlePakiQg, bXW iV SaUWicXlaUl\ aUbiWUaU\ heUe becaXVe HHS SUeYiRXVl\ 

UecRgQi]ed Whe VigQificaQce Rf WhRVe cRVWV. IQ 2011, HHS ciWed iQdiUecW cRVWV WR 

jXVWif\ UeSealiQg a 2008 cRQVcieQce UXle WhaW SXUSRUWed WR iPSlePeQW PaQ\ Rf Whe 

VaPe VWaWXWRU\ SURYiViRQV aV Whe FiQal RXle, iQ YeU\ ViPilaU Za\V. SHH 76 Fed. Reg. 

9968, 9974 (Feb. 23, 2011) (³2011 ReVciVViRQ´) (fiQdiQg WhaW Whe 2008 UXle ³cRXld 

liPiW acceVV WR UeSURdXcWiYe healWh VeUYiceV aQd iQfRUPaWiRQ, iQclXdiQg 

cRQWUaceSWiRQ, aQd cRXld iPSacW a Zide UaQge Rf Pedical VeUYiceV, iQclXdiQg caUe fRU 

Ve[Xal aVVaXlW YicWiPV, SURYiViRQ Rf HIV/AIDS WUeaWPeQW, aQd ePeUgeQc\ VeUYiceV´); 

VHH DOVR 73 Fed. Reg. 78,072 (Dec. 19, 2008) (³2008 RXle´). BXW iQ Whe FiQal RXle, 

HHS ³fail[V] WR VXSSl\ a UeaVRQed e[SlaQaWiRQ fRU iWV SRlic\ chaQge fURP Whe SUeYiRXV 

RXle.´ E.R. 30. PeU Whe UeaVRQiQg WhaW Whe EaVWeUQ DiVWUicW Rf WaVhiQgWRQ 

³adRSW[ed],´ LG., HHS igQRUeV iWV ³SUiRU facWXal fiQdiQg . . .  iQ faYRU Rf a QeZ, 

cRQWUadicWRU\ RQe . . . ZiWhRXW ackQRZledgiQg RU e[SlaiQiQg Whe iQcRQViVWeQc\ iQ iWV 

SRViWiRQV,´ Zhich alRQe ³iV VXfficieQW WR UeQdeU [Whe FiQal RXle] aUbiWUaU\ aQd 

caSUiciRXV.´ NHZ YRUN Y. HHS, 414 F. SXSS. 3d 475, 547, 551 (S.D.N.Y. 2019) 

(TXRWiQg EQFLQR MRWRUFDUV, LLC Y. NDYDUUR, 136 S. CW. 2117, 2126 (2016)). 
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aSSUiVed Rf [cRQVcieQce] UighWV, Zill aVVeUW WheP.´ 84 Fed. Reg. aW 23,250. PXW 

aQRWheU Za\, Whe FiQal RXle Zill lead PRUe healWhcaUe ZRUkeUV WR decliQe WR SURYide 

VeUYiceV (RU iQfRUPaWiRQ abRXW VeUYiceV) RQ PRUal RU UeligiRXV gURXQdV. IW fRllRZV 

WhaW SaWieQW SRSXlaWiRQV alUead\ e[SeUieQciQg cRVWV aVVRciaWed ZiWh cRQVcieQce-

UelaWed UefXValV Rf caUe²like ZRPeQ iQ Qeed Rf UeSURdXcWiYe healWh VeUYiceV; LGBT 

SaWieQWV; aQd SaWieQWV liYiQg ZiWh HIV RU VeekiQg HIV-SUeYeQWiYe VeUYiceV²Zill Vee 

WhRVe cRVWV iQcUeaVe XQdeU Whe FiQal RXle. BXW HHS UefXVeV WR aVVeVV WheVe cRVWV 

aSSURSUiaWel\, iQ TXaQWiWaWiYe RU TXaliWaWiYe WeUPV. 

1. Conscience-Based Refusals of Care Impose Costs on Patients

AV PRlic\ IQWegUiW\ ePShaVi]ed iQ iWV cRPPeQWV RQ Whe SURSRVed YeUViRQ Rf 

Whe FiQal RXle, cRQVcieQce-UelaWed UefXValV Rf caUe caQ iPSRVe fiQaQcial, Sh\Vical, 

aQd SV\chRlRgical cRVWV RQ SaWieQWV. PRlic\ IQWegUiW\ CRPPeQWV aW 5. AW PiQiPXP, 

a SaWieQW deQied caUe PXVW Veek RXW aQ alWeUQaWiYe SURYideU. FXUWheUPRUe, VRPe 

SaWieQWV deQied caUe Pa\ be WRR diVcRXUaged WR Veek RXW alWeUQaWiYeV aQd decide WR 

fRUgR WUeaWPeQW alWRgeWheU, leadiQg WR QegaWiYe healWh cRQVeTXeQceV. OU, if caUe iV 

deQied iQ aQ XUgeQW RU ePeUgeQc\ ViWXaWiRQ, WheUe Pa\ QRW be adeTXaWe WiPe WR fiQd 

aQ alWeUQaWiYe, SRWeQWiall\ leadiQg WR caWaVWURShic healWh cRQVeTXeQceV. 

NXPeURXV cRPPeQWeUV bRlVWeUed PRlic\ IQWegUiW\¶V aUgXPeQW ZiWh eYideQce 

Rf deQialV Rf caUe RQ cRQVcieQce gURXQdV aQd Whe UeVXlWiQg haUPV. RecRUd eYideQce 

VhRZV WhaW ZRPeQ, fRU e[aPSle, alUead\ VXffeU VigQificaQW Sh\Vical, SV\chRlRgical, 
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5 AYDLODEOH DW hWWSV://SeUPa.cc/6SZU-W5TV. ThiV UeSRUW ZaV ciWed iQ 43 VeWV Rf 
cRPPeQWV RQ Whe FiQal RXle, accRUdiQg WR a VeaUch Rf Whe dRckeW. SHH 
hWWSV://ZZZ.UegXlaWiRQV.gRY/dRckeW?D=HHS-OCR-2018-0002 (laVW YiViWed OcW. 11, 
2020). 
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aQd fiQaQcial haUPV fURP cRQVcieQce-UelaWed deQialV Rf UeSURdXcWiYe healWh VeUYiceV. 

TheVe iQclXde UefXValV b\ UeligiRXVl\ affiliaWed hRVSiWalV WR SURYide VWeUili]aWiRQ 

WUeaWPeQW aW Whe WiPe Rf ceVaUeaQ deliYeU\²deVSiWe Whe facW WhaW WhiV iV Whe VafeVW aQd 

PRVW cRVW-effecWiYe WiPe aW Zhich WR XQdeUgR Whe SURcedXUe²eYeQ iQ caVeV ZheUe a 

VXbVeTXeQW SUegQaQc\ ZRXld VeYeUel\ WhUeaWeQ Whe healWh RU life Rf Whe PRWheU; 

UefXValV b\ ShaUPacieV WR fill SUeVcUiSWiRQV fRU ePeUgeQc\ cRQWUaceSWiRQ RU WR 

WUaQVfeU SUeVcUiSWiRQV WR ShaUPacieV WhaW Zill, eYeQ fRU UaSe VXUYiYRUV; aQd UefXValV 

b\ iQVXUaQce SlaQV WR cRYeU biUWh cRQWURl. NaW¶l WRPeQ¶V LaZ CWU., RHIXVDOV WR 

PURYLGH HHDOWK CDUH TKUHDWHQ WKH HHDOWK DQG LLYHV RI PDWLHQWV NDWLRQZLGH 1 (AXg. 

30, 2017).5 

LGBT SeRSle aQd iQdiYidXalV liYiQg ZiWh HIV alVR cRQWeQd ZiWh deQialV Rf 

healWh VeUYiceV, iQclXdiQg WhRVe XQUelaWed WR WheiU Ve[Xal RUieQWaWiRQ, geQdeU ideQWiW\, 

aQd HIV VWaWXV. IG. A UigRURXVl\ cRQdXcWed, QaWiRQZide VXUYe\ fRXQd iQ 2010 WhaW 

QeaUl\ 8 SeUceQW Rf leVbiaQ, ga\, aQd biVe[Xal UeVSRQdeQWV aQd alPRVW 27 SeUceQW Rf 

WUaQVgeQdeU UeVSRQdeQWV UeSRUWed beiQg UefXVed QeceVVaU\ healWhcaUe becaXVe Rf 

WheiU Ve[Xal RUieQWaWiRQ aQd geQdeU ideQWiW\, UeVSecWiYel\. LaPbda Legal, WKHQ 

HHDOWK CDUH IVQ¶W CDULQJ: LDPEGD LHJDO¶V SXUYH\ RQ DLVFULPLQDWLRQ AJDLQVW LGBT 
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2. The Final Rule Will Lead to an Increase in Refusals of Care

HHS UecRgQi]eV WhaW UefXValV Rf caUe caQ caUU\ cRVWV fRU SaWieQWV. 84 Fed. Reg. 

6 AYDLODEOH DW hWWSV://SeUPa.cc/6SJU-Q9WB. ThaW VXUYe\¶V fiQdiQgV ZeUe echRed iQ 
a 2011 IQVWiWXWe Rf MediciQe UeSRUW, TKH HHDOWK RI LHVELDQ, GD\, BLVH[XDO, DQG 
TUDQVJHQGHU PHRSOH: BXLOGLQJ D FRXQGDWLRQ IRU BHWWHU UQGHUVWDQGLQJ (2011), 
hWWSV://ZZZ.QaS.edX/caWalRg/13128/Whe-healWh-Rf-leVbiaQ-ga\-biVe[Xal-aQd-
WUaQVgeQdeU-SeRSle-bXildiQg, aQd ZeUe laUgel\ UeSURdXced b\ a VXUYe\ Rf LGBT 
SeRSle cRQdXcWed iQ 2016, Shabab AhPed MiU]a & CaiWliQ RRRQe\, CWU. fRU AP. 
PURgUeVV, DLVFULPLQDWLRQ PUHYHQWV LGBTQ PHRSOH IURP AFFHVVLQJ HHDOWK CDUH 
(2016), hWWSV://SeUPa.cc/S3BR-F3WW. Each Rf WheVe dRcXPeQWV ZaV ciWed b\ 
dR]eQV Rf cRPPeQWeUV RQ Whe FiQal RXle, accRUdiQg WR a VeaUch Rf Whe dRckeW. SHH 
hWWSV://ZZZ.UegXlaWiRQV.gRY/dRckeW?D=HHS-OCR-2018-0002 (laVW YiViWed OcW. 11, 
2020). 
7 AYDLODEOH DW hWWSV://ZZZ.Qcbi.QlP.Qih.gRY/SPc/aUWicleV/PMC4567851. ThiV 
aUWicle ZaV ciWed b\ 71 cRPPeQWeUV, accRUdiQg WR a VeaUch Rf Whe dRckeW. SHH 
hWWSV://ZZZ.UegXlaWiRQV.gRY/dRckeW?D=HHS-OCR-2018-0002 (laVW YiViWed OcW. 11, 
2020). 
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PHRSOH DQG PHRSOH LLYLQJ ZLWK HIV 10 (2010).6 SXch deQialV caQ caUU\ VXbVWaQWial 

cRVWV fRU affecWed LGBT aQd HIV-SRViWiYe SaWieQWV. IQ RQe e[aPSle iQ Whe UecRUd, aQ 

HIV-SRViWiYe SaWieQW deQied WUeaWPeQW fRU cheVW SaiQ eQded XS ³adPiWWed WR Whe 

hRVSiWal . . . ZiWh gaVWURiQWeVWiQal hePRUUhagiQg´ a Zeek laWeU, aQd ³ZaV diagQRVed 

ZiWh SQeXPRQia, a VWaSh iQfecWiRQ, aQd AIDS.´ NaW¶l WRPeQ¶V LaZ CWU. aW 2. OQ a 

PRUe geQeUal leYel, QeaUl\ 20 SeUceQW Rf WUaQVgeQdeU UeVSRQdeQWV WR a MaVVachXVeWWV-

baVed VXUYe\ iQdicaWed WhaW SUiRU PiVWUeaWPeQW b\ healWhcaUe SURYideUV had led WheP 

WR SRVWSRQe RU fRUgR WUeaWPeQW ZheQ Vick RU iQjXUed. SaUi L. ReiVQeU eW al., LHJDO 

PURWHFWLRQV LQ PXEOLF AFFRPPRGDWLRQV SHWWLQJV: A CULWLFDO PXEOLF HHDOWK IVVXH IRU 

TUDQVJHQGHU DQG GHQGHU-NRQFRQIRUPLQJ PHRSOH, 93 MilbaQk Q. 484, 494 (2015).7 
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aW 23,251 (³DiffeUeQW W\SeV Rf haUP caQ UeVXlW fURP deQial Rf a SaUWicXlaU SURcedXUe 

baVed RQ aQ e[eUciVe Rf [a UeligiRXV RU PRUal] belief RU cRQYicWiRQ.´). BXW HHS Zill 

QRW cRQcede WhaW VXch UefXValV Zill iQcUeaVe XQdeU Whe FiQal RXle. IQVWead, iW aUgXeV 

WhaW cRPPeQWeUV claiPiQg ³WhaW Whe UXle ZRXld UeVXlW iQ haUP´ failed WR ³eVWabliVh[] 

a caXVal UelaWiRQVhiS beWZeeQ WhiV UXle aQd hRZ iW ZRXld affecW healWh caUe acceVV.´ 

IG. aW 23,250. ThiV SURfeVVed XQceUWaiQW\ iV iQcRQViVWeQW ZiWh HHS¶V claiPV abRXW Whe 

FiQal RXle¶V beQefiWV, fiQdiQgV HHS Pade iQ Whe 2011 ReVciVViRQ, aQd VWXdieV WhaW 

HHS UelieV XSRQ iQ Whe cXUUeQW SURceediQg. 

AV QRWed eaUlieU, iQ iWV deVcUiSWiRQ Rf Whe FiQal RXle¶V beQefiWV, HHS claiPV 

WhaW ³aV a UeVXlW Rf WhiV UXle, PRUe iQdiYidXalV, haYiQg beeQ aSSUiVed Rf [WheiU 

cRQVcieQce] UighWV, Zill aVVeUW WheP.´ IG. IW iV difficXlW WR iPagiQe hRZ a UXle cRXld 

caXVe PRUe ZRUkeUV WR aVVeUW a UighW WR deQ\ caUe ZiWhRXW DOVR caXViQg aQ iQcUeaVe 

iQ deQialV Rf caUe. HHS caQQRW haYe iW bRWh Za\V. If Whe FiQal RXle affecWV SURYideUV¶ 

behaYiRU iW Zill alVR affecW SaWieQWV¶ e[SeUieQce. HHS¶V lRgical iQcRQViVWeQc\ RQ WhiV 

SRiQW UeQdeUV Whe FiQal RXle aUbiWUaU\ aQd caSUiciRXV. SHH GHQ. CKHP. CRUS. Y. 

UQLWHG SWDWHV, 817 F.2d 844, 857 (D.C. CiU. 1987) (deePiQg ageQc\ cRQclXViRQ 

aUbiWUaU\ aQd caSUiciRXV ZheUe VXSSRUWiQg aQal\ViV ZaV ³iQWeUQall\ iQcRQViVWeQW´).  

HHS¶V XQZilliQgQeVV WR cRQcede WhaW Whe FiQal RXle Zill UeVXlW iQ iQcUeaVed 

UefXValV Rf caUe iV SaUWicXlaUl\ XQUeaVRQable iQ lighW Rf iWV cRQWUaU\ fiQdiQgV iQ Whe 

2011 ReVciVViRQ. TheUe, HHS agUeed ZiWh cRPPeQWeUV WhaW Whe 2008 RXle ³cRXld 
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8 CiWiQg W. ChaYkiQ eW al., CRQVFLHQWLRXV OEMHFWLRQ DQG RHIXVDO WR PURYLGH 
RHSURGXFWLYH HHDOWKFDUH: A WKLWH PDSHU E[DPLQLQJ PUHYDOHQFH, HHDOWK 
CRQVHTXHQFHV, DQG PROLF\ RHVSRQVHV, 123 IQW¶l J. G\QecRl. & ObVWeW. S41 (2013); 
K. MRUUell & W. ChaYkiQ, CRQVFLHQWLRXV OEMHFWLRQ WR AERUWLRQ DQG RHSURGXFWLYH
HHDOWKFDUH: A RHYLHZ RI RHFHQW LLWHUDWXUH DQG IPSOLFDWLRQV IRU AGROHVFHQWV, 27
CXUU. OSiQ. ObVWeW. G\QecRl. 333 (2015).
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liPiW acceVV WR UeSURdXcWiYe healWh VeUYiceV aQd iQfRUPaWiRQ, iQclXdiQg 

cRQWUaceSWiRQ, aQd cRXld iPSacW a Zide UaQge Rf Pedical VeUYiceV, iQclXdiQg caUe fRU 

Ve[Xal aVVaXlW YicWiPV, SURYiViRQ Rf HIV/AIDS WUeaWPeQW, aQd ePeUgeQc\ VeUYiceV.´ 

76 Fed. Reg. aW 9974. BecaXVe Whe FiQal RXle ³geQeUall\ UeiQVWaWeV Whe VWUXcWXUe Rf 

Whe 2008 RXle,´ 84 Fed. Reg. aW 23,179, iW SUeVXPabl\ alVR WhUeaWeQV acceVV WR caUe 

fRU Ve[Xal aVVaXlW YicWiPV aQd WhRVe liYiQg ZiWh HIV. If HHS diVagUeeV, iW PXVW 

SURYide a ³UeaVRQed e[SlaQaWiRQ´ fRU UeachiQg a diffeUeQW cRQclXViRQ WhaQ iW did iQ 

Whe 2011 ReVciVViRQ²fRU e[aPSle, b\ ciWiQg eYideQce VXggeVWiQg WhaW, cRQWUaU\ WR 

Whe DeSaUWPeQW¶V SUeYiRXV fiQdiQgV, aQ e[SaQViYe cRQVcieQce UXle Zill QRW UedXce 

acceVV WR caUe fRU WheVe SRSXlaWiRQV. FR[, 556 U.S. aW 515±16. 

HHS dReV ciWe WZR VWXdieV WhaW iW claiPV fRXQd ³iQVXfficieQW eYideQce WR 

cRQclXde WhaW cRQVcieQce SURWecWiRQV haYe QegaWiYe effecWV RQ acceVV WR caUe.´ 84 

Fed. Reg. aW 23,251.8 BXW WhRVe VWXdieV acWXall\ VhRZ WhaW cRQVcieQce-baVed UefXValV 

DUH a PaWeUial baUUieU WR caUe aQd WhaW Whe RQl\ RSeQ ePSiUical TXeVWiRQ iV Whe e[WeQW 

WR Zhich VXch UefXValV QegaWiYel\ affecW SaWieQW healWh. SHH ChaYkiQ aW S42 

(chaUacWeUi]iQg cRQVcieQWiRXV RbjecWiRQ aV ³RQe Rf PaQ\ baUUieUV WR UeSURdXcWiYe 
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healWhcaUe´); MRUUell & ChaYkiQ aW 334 (³CRQVcieQWiRXV RbjecWiRQ . . . aSSeaUV WR 

cRQVWiWXWe a baUUieU WR caUe, eVSeciall\ fRU ceUWaiQ VXbgURXSV. . . .´). ThXV, HHS¶V 

cRQclXViRQ WhaW Whe FiQal RXle Zill QRW QegaWiYel\ affecW acceVV WR caUe ³UXQV cRXQWeU 

WR Whe eYideQce befRUe Whe ageQc\´ aQd iV WheUefRUe aUbiWUaU\ aQd caSUiciRXV. SWDWH 

FDUP, 463 U.S. aW 43. 

3. Uncertainty Does Not Excuse HHS¶s Failure to Estimate the
Final Rule¶s Effects on the Rate and Nature of Conscience-
Related Refusals of Care

IQ addiWiRQ WR VXggeVWiQg WhaW Whe FiQal RXle Pa\ haYe QR QegaWiYe effecWV RQ 

SaWieQWV¶ acceVV WR caUe, HHS claiPV WhaW eVWiPaWiQg Whe Vi]e Rf VXch effecWV iV ViPSl\ 

WRR difficXlW. 84 Fed. Reg. aW 23,252. BXW XQceUWaiQW\ abRXW Whe SUeciVe PagQiWXde Rf 

a UegXlaWRU\ effecW dReV QRW jXVWif\ aVVigQiQg WhaW effecW QR YalXe iQ a cRVW-beQefiW 

aQal\ViV. CWU. IRU BLRORJLFDO DLYHUVLW\, 538 F.3d aW 1190 (fiQdiQg UXle aUbiWUaU\ aQd 

caSUiciRXV ZheUe ageQc\ aUgXed ceUWaiQ beQefiWV ZeUe ³WRR XQceUWaiQ WR VXSSRUW WheiU 

e[SliciW YalXaWiRQ aQd iQclXViRQ´ iQ a UegXlaWRU\ cRVW-beQefiW aQal\ViV). TheUe Pa\ 

be ³a UaQge Rf YalXeV´ fRU Whe FiQal RXle¶V cRVWV WR SaWieQWV, bXW WhaW YalXe ³iV 

ceUWaiQl\ QRW ]eUR.´ IG. aW 1200. ThXV, Whe cRVWV PXVW be ³accRXQWed fRU iQ Whe 

ageQc\¶V aQal\ViV.´ IG.  

HHS UeSeaWedl\ cRPSlaiQV WhaW iW lackV Whe QeceVVaU\ daWa WR cRQVideU cRVWV WR 

SaWieQWV. SHH, H.J., 84 Fed. Reg. aW 23,252 (³The DeSaUWPeQW iV QRW aZaUe Rf a VRXUce 

fRU daWa RQ Whe SeUceQWageV Rf SURYideUV ZhR haYe UeligiRXV beliefV RU PRUal 
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cRQYicWiRQV agaiQVW each SaUWicXlaU VeUYice RU SURcedXUe . . . .´); LG. (³[T]he 

DeSaUWPeQW lackV Whe SUedicaWe fRU eVWiPaWiQg Whe iPSacW RQ healWh RXWcRPeV Rf aQ\ 

chaQge iQ Whe aYailabiliW\ Rf VeUYiceV.´). BXW HHS cRXld JHQHUDWH VXch daWa b\ 

cRQdXcWiQg iWV RZQ VXUYe\V. IQdeed, WhiWe HRXVe gXidaQce RQ UegXlaWRU\ iPSacW 

aQal\ViV XUgeV ageQcieV WR dR jXVW WhaW ZheQ cRQfURQWed ZiWh VigQificaQW XQceUWaiQWieV 

abRXW UegXlaWRU\ effecWV. CLUFXODU A-4 aW 39 (³WheQ XQceUWaiQW\ haV VigQificaQW 

effecWV RQ Whe fiQal cRQclXViRQ abRXW QeW beQefiWV, \RXU ageQc\ VhRXld cRQVideU 

addiWiRQal UeVeaUch SUiRU WR UXlePakiQg.´). AQ ageQc\ dReV QRW SURYe WhaW iW iV 

iPSRVVible WR aVceUWaiQ Whe aQVZeU WR a TXeVWiRQ b\ UefXViQg WR aVk iW. 

EYeQ if HHS cRXld QRW fXll\ TXaQWif\ aQd PRQeWi]e Whe FiQal RXle¶V e[SecWed 

cRVWV fRU SaWieQWV, iW VhRXld aW leaVW haYe liVWed SURcedXUeV, PedicaWiRQV, RU 

iQfRUPaWiRQ WhaW PighW be deQied RU ZiWhheld dXe WR Whe UXle, deVcUibed Whe SRWeQWial 

cRQVeTXeQceV Rf VXch deQialV, aQd aVVigQed dRllaU YalXeV WR VRPH Rf WheVe 

cRQVeTXeQceV. IG. aW 27 (³If \RX aUe QRW able WR TXaQWif\ Whe effecWV, \RX VhRXld 

SUeVeQW aQ\ UeleYaQW TXaQWiWaWiYe iQfRUPaWiRQ alRQg ZiWh a deVcUiSWiRQ Rf Whe 

XQTXaQWified effecWV . . . .´). HHS PighW, fRU iQVWaQce, haYe PRQeWi]ed Whe cRVW Rf 

VeaUchiQg fRU aQd WUaYeliQg WR aQ alWeUQaWiYe SURYideU bXW diVcXVVed UelaWed 

SV\chRlRgical diVWUeVV TXaliWaWiYel\. 

IQVWead, HHS blaPeV cRPPeQWeUV fRU QRW dRiQg Whe DeSaUWPeQW¶V ZRUk fRU iW. 

84 Fed. Reg. aW 23,250 (aUgXiQg WhaW cRPPeQWeUV failed ³WR aQVZeU Whe difficXlW 
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TXeVWiRQ Rf hRZ WhiV UXle ZRXld affecW acceVV WR caUe aQd healWh RXWcRPeV, aQd hRZ 

WR TXaQWif\ WhRVe effecWV´); LG. aW 23,252 (³NR cRPPeQW aWWePSWed a deWailed 

deVcUiSWiRQ Rf Whe acWXal iPSacW e[SecWed fURP Whe UXle RQ acceVV WR caUe, healWh 

RXWcRPeV, aQd aVVRciaWed cRQceUQV.´). BXW Zhile cRPPeQWeUV caQ VXSSl\ daWa WR 

iQfRUP aQ ageQc\¶V aQal\ViV, aQd did VR heUe, Whe ageQc\ beaUV Whe XlWiPaWe bXUdeQ 

Rf VXSSl\iQg ³a VaWiVfacWRU\ e[SlaQaWiRQ fRU iWV acWiRQ,´ iQclXdiQg dXe cRQVideUaWiRQ 

Rf ³UeleYaQW facWRUV´ like cRVW. SWDWH FDUP, 463 U.S. aW 42. 

HHS¶V cUiWiciVP Rf cRPPeQWeUV fRU QRW SURYidiQg iW ZiWh a cRPSleWe 

aVVeVVPeQW Rf Whe FiQal RXle¶V effecWV RQ acceVV WR caUe iV SaUWicXlaUl\ galliQg giYeQ 

WhaW Whe XQceUWaiQW\ VXUURXQdiQg WhRVe effecWV iV laUgel\ Rf HHS¶V RZQ PakiQg. HHS 

UeSeaWedl\ decliQeV WR SURYide gXidaQce ZiWhiQ Whe FiQal RXle RQ ciUcXPVWaQceV 

XQdeU Zhich Whe UXle SURWecWV UefXValV Rf caUe. FRU e[aPSle, iQ UeVSRQVe WR cRPPeQWV 

ZaUQiQg WhaW Whe FiQal RXle cRXld QegaWiYel\ ³iPSacW cRXQVeliQg RU UefeUUalV fRU 

LGBT SeUVRQV,´ HHS cRXld haYe claUified ZheWheU Whe FiQal RXle¶V SURWecWiRQV 

aSSl\ WR SURYideUV ZhR deQ\ caUe baVed RQ RbjecWiRQV WR a SaWieQW¶V Ve[Xal 

RUieQWaWiRQ RU geQdeU ideQWiW\. 84 Fed. Reg. aW 23,189. IQVWead, HHS Va\V RQl\ WhaW 

iW ³dReV QRW SUe‐jXdge PaWWeUV ZiWhRXW Whe beQefiW Rf VSecific facWV aQd 

ciUcXPVWaQceV´ aQd WhaW iQYRcaWiRQV Rf cRQVcieQce UighWV ³Zill be eYalXaWed RQ a 

caVe‐b\‐caVe baViV.´ IG. SiPilaUl\, iQ UeVSRQVe WR cRQceUQV abRXW deQialV Rf HIV RU 

iQfeUWiliW\ WUeaWPeQW, HHS Zill QRW Va\ ZheWheU VXch deQial ZRXld be SURWecWed 
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4. HHS Cannot Excuse Its Failure to Assess Patient Costs by
Making a Conclusory Assertion that Any Such Costs Are
Justified

HHS aWWePSWV WR e[cXVe iWV failXUe WR aVVeVV Whe FiQal RXle¶V cRVWV WR SaWieQWV 

b\ aVVeUWiQg WhaW ³Whe DeSaUWPeQW e[SecWV aQ\ decUeaVeV iQ acceVV WR caUe WR be 

RXWZeighed b\ VigQificaQW RYeUall iQcUeaVeV iQ acceVV geQeUaWed b\ WhiV UXle.´ 84 Fed. 

Reg. aW 23,252. IQ RWheU ZRUdV, HHS claiPV WhaW aQ\ cRVWV WR SaWieQWV aVVRciaWed ZiWh 

Whe FiQal RXle aUe fXQcWiRQall\ iUUeleYaQW becaXVe Whe\ aUe RXWZeighed b\ beQefiWV. 

BXW eYeQ if WhiV ZeUe WUXe²aQd, aV diVcXVVed iQ SecWiRQ II, HHS haV SURYided 

QR cUedible eYideQce Rf WhiV²a cRQclXViRQ UegaUdiQg Whe FiQal RXle¶V QHW effecWV 

dReV QRW VXbVWiWXWe fRU a diVcXVViRQ Rf Whe UeleYaQW facWRU Rf cRVW. HHS PXVW VSecif\ 

ZhR Zill be haUPed b\ Whe FiQal RXle aQd iQ ZhaW Za\V Whe\ Zill be haUPed, eYeQ 

if iW belieYeV WhRVe cRVWV aUe jXVWified b\ beQefiWV WR RWheUV. YeW Whe DeSaUWPeQW failV 

WR dR VR. FRU e[aPSle, HHS VXggeVWV WhaW cRQVcieQce SURWecWiRQV XQdeU Whe FiQal 

RXle PighW, iQ VRPe ciUcXPVWaQceV, e[WeQd WR aPbXlaQce dUiYeUV ZhR UefXVe 

³ePeUgeQc\ WUaQVSRUWaWiRQ Rf SeUVRQV ZiWh cRQdiWiRQV VXch aV aQ ecWRSic SUegQaQc\, 
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cRQdXcW, QRWiQg RQl\ WhaW, if iW UeceiYed a cRPSlaiQW RQ Whe VXbjecW, iW ³ZRXld e[aPiQe 

Whe facWV aQd ciUcXPVWaQceV Rf Whe cRPSlaiQW WR deWeUPiQe ZheWheU iW fallV ZiWhiQ Whe 

VcRSe Rf Whe VWaWXWe iQ TXeVWiRQ aQd WheVe UegXlaWiRQV.´ IG. aW 23,188. If HHS Zill QRW 

e[SlaiQ hRZ iWV FiQal RXle chaQgeV Whe legal VWaWXV TXR, iW caQQRW e[SecW cRPPeQWeUV 

WR aVVeVV Whe cRVWV Rf WhaW chaQge. 



18

9 AYDLODEOH DW 
hWWSV://aVSe.hhV.gRY/V\VWeP/fileV/Sdf/242926/HHS_RIAGXidaQce.Sdf (laVW YiViWed 
OcW. 11, 2020). 
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ZheUe Whe SRWeQWial SURcedXUeV SeUfRUPed aW Whe hRVSiWal Pa\ iQclXde abRUWiRQ.´ 84 

Fed. Reg. aW 23,187. BXW Whe FiQal RXle¶V UegXlaWRU\ iPSacW aQal\ViV PakeV QR 

PeQWiRQ Rf Whe SRWeQWiall\ VeYeUe healWh cRQVeTXeQceV Rf VXch a UefXVal.  

IQ Whe abVeQce Rf aQ ackQRZledgePeQW Rf WheVe cRVWV, HHS¶V cRQclXVRU\ 

aVVeUWiRQ WhaW Whe FiQal RXle Zill haYe a QHW SRViWiYe effecW RQ healWhcaUe acceVV 

³add[V] QRWhiQg WR Whe ageQc\¶V defeQVe Rf iWV WheViV e[ceSW SeUhaSV Whe iPSlicaWiRQ 

WhaW iW ZaV cRPPiWWed WR iWV SRViWiRQ UegaUdleVV Rf aQ\ facWV WR Whe cRQWUaU\.´ CKHP. 

MIUV. AVV¶Q Y. EPA, 28 F.3d 1259, 1266 (D.C. CiU. 1994). IQdeed, Whe DeSaUWPeQW¶V 

RZQ GXLGHOLQHV IRU RHJXODWRU\ IPSDFW AQDO\VLV ZaUQ deciViRQPakeUV faciQg aQ 

³abVeQce Rf iQfRUPaWiRQ´ agaiQVW ³ZeighW[iQg] QRQTXaQWified effecWV iQ a PaQQeU 

cRQViVWeQW ZiWh WheiU RZQ (XQaUWicXlaWed aQd SeUhaSV XQcRQVciRXV) beliefV, ZiWhRXW 

VXfficieQWl\ SURbiQg Whe UaWiRQale RU Whe ZeighWiQg.´ HHS, GXLGHOLQHV IRU RHJXODWRU\ 

IPSDFW AQDO\VLV 47 (2016) [heUeiQafWeU HHS GXLGHOLQHV].9 TR ³cRXQWeUbalaQce WhiV 

WeQdeQc\,´ Whe HHS GXLGHOLQHV UeTXiUe ³[c]leaU SUeVeQWaWiRQ Rf Whe aYailable 

eYideQce,´ LG., Zhich Whe DeSaUWPeQW XWWeUl\ failV WR SURYide iQ iWV aQal\ViV Rf Whe 

FiQal RXle. 
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5. HHS Cannot Excuse Its Failure to Assess Patient Costs by
Claiming that the Costs Are Attributable to Congressional
Decisions

HHS¶V fiQal e[cXVe fRU iQadeTXaWel\ aVVeVViQg Whe FiQal RXle¶V cRVWV fRU 

SaWieQWV²a claiP iW UeQeZV iQ iWV RSeQiQg bUief²iV WhaW ³[W]he RXle¶V 

defiQiWiRQV . . . QeceVVaUil\ iPSRVe QR cRVWV be\RQd Whe [cRQVcieQce] VWaWXWeV 

WhePVelYeV.´ BUief fRU DefeQdaQWV-ASSellaQWV 18; VHH DOVR 84 Fed. Reg. aW 23,251 

(aUgXiQg WhaW RbjecWiRQV WR Whe FiQal RXle ³aUe Ueall\ RbjecWiRQV WR SRlic\ deciViRQV 

Pade b\ . . . CRQgUeVV iQ eQacWiQg Whe FedeUal cRQVcieQce aQd aQWi-diVcUiPiQaWiRQ 

laZV iQ Whe fiUVW Slace´). ThiV aUgXPeQW, WRR, iV XQaYailiQg. While CRQgUeVV did SaVV 

Whe VWaWXWRU\ SURYiViRQV XQdeUl\iQg Whe FiQal RXle, HHS haV Pade a diVcUeWiRQaU\ 

deciViRQ WR adRSW QeZl\ e[SaQViYe defiQiWiRQV Rf WeUPV iQ WhRVe SURYiViRQV, aV Zell 

aV QeZ eQfRUcePeQW SURcedXUeV. ThaW diVcUeWiRQaU\ deciViRQ haV cRVWV UelaWiYe WR Whe 

VWaWXV TXR, Zhich Whe APA RbligaWeV HHS WR cRQVideU. FXUWheUPRUe, if iW ZHUH WUXe 

WhaW QR cRVWV WR SaWieQWV aVVRciaWed ZiWh iQYRcaWiRQV Rf cRQVcieQce UighWV cRXld be 

aWWUibXWed WR Whe FiQal RXle, iW ZRXld QeceVVaUil\ alVR be WUXe WhaW Whe FiQal RXle cRXld 

claiP QR cUediW fRU SaWieQW RU SURYideU EHQHILWV aVVRciaWed ZiWh VXch iQYRcaWiRQV. 

HHS, iQ VhRUW, caQQRW UaWiRQall\ claiP WhaW Whe FiQal RXle haV iQcUePeQWal beQefiWV 

ZiWhRXW ackQRZledgiQg cRUUeVSRQdiQg iQcUePeQWal cRVWV. SHH CDOLIRUQLD Y. U.S. 

BXUHDX RI LDQG MJPW., 277 F. SXSS. 3d 1106, 1123 (N.D. Cal. 2017) (ageQcieV 

caQQRW cRQVideU RQl\ ³RQe Vide Rf Whe eTXaWiRQ´ b\ calcXlaWiQg beQefiWV aQd igQRUiQg 
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cRVWV). 

B. HHS Completely Ignores Costs to Provider Organi]ations of
Accommodating Increased Refusals of Care

IQ addiWiRQ WR failiQg WR adeTXaWel\ aVVeVV cRVWV WhaW PRUe fUeTXeQW cRQVcieQce-

UelaWed UefXValV Rf caUe Zill iPSRVe RQ SaWieQWV, HHS cRPSleWel\ igQRUeV cRVWV WhaW 

SURYideU RUgaQi]aWiRQV Zill iQcXU iQ accRPPRdaWiQg VXch UefXValV. AV Whe APeUicaQ 

Medical AVVRciaWiRQ ZaUQed iQ cRPPeQWV, iQcUeaVed iQYRcaWiRQV Rf cRQVcieQce 

UighWV b\ healWhcaUe ZRUkeUV ³cRXld VigQificaQWl\ iPSacW Whe VPRRWh flRZ Rf healWh 

caUe RSeUaWiRQV fRU Sh\ViciaQV, hRVSiWalV, aQd RWheU healWh caUe iQVWiWXWiRQV aQd cRXld 

be XQZRUkable iQ PaQ\ ciUcXPVWaQceV.´ APeUicaQ Medical AVVRciaWiRQ, CRPPeQW 

LeWWeU RQ PURWecWiQg SWaWXWRU\ CRQVcieQce RighWV iQ HealWh CaUe 4±5 (MaU. 27, 

2018). 

While Whe FiQal RXle aXWhRUi]eV ePSlR\eUV WR UeTXeVW VRPe adYaQce QRWice Rf 

RbjecWiRQV, 84 Fed. Reg. aW 23,191±92, ePSlR\eUV Pa\ Pake VXch UeTXeVWV RQl\ afWeU 

hiUiQg aQ ePSlR\ee, aQd caQQRW WheQ fiUe WhaW ePSlR\ee fRU cRQVcieQce-baVed UefXValV 

Rf caUe. EYeQ laUge, XUbaQ hRVSiWalV Zill likel\ beaU VigQificaQW cRVWV ZheQ 

accRPPRdaWiQg ePSlR\eeV ZhR UefXVe WR SURYide RU aVViVW ZiWh ceUWaiQ fRUPV Rf 

caUe. SHH, H.J., HeaUiQg TUaQVcUiSW, DDQTXDK Y. UQLY. RI MHG. & DHQWLVWU\ RI NHZ 

JHUVH\, NR. 11-cY-06377, (D.N.J. Dec. 16, 2011) (iQdicaWiQg WhaW hRVSiWal hiUed 

addiWiRQal QXUVeV dXe WR QXPeURXV UefXValV WR aVViVW ZiWh SURYiViRQ Rf abRUWiRQ RU 
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II. THE FINAL RULE¶S PURPORTED BENEFITS ARE SPECULATIVE
AND UNSUPPORTED BY EVIDENCE

IQ iWV UegXlaWRU\ iPSacW aQal\ViV, HHS claiPV Whe FiQal RXle Zill \ield WhUee

W\SeV Rf beQefiWV: a QeW iQcUeaVe iQ acceVV WR healWhcaUe, beWWeU TXaliW\ Rf caUe, aQd 

³VRcieWal gRRdV WhaW e[WeQd be\RQd healWh caUe.´ 84 Fed. Reg. aW 23,246. HHS 

e[SlaiQV fXUWheU WhaW Whe FiQal RXle Zill deliYeU WheVe beQefiWV WhURXgh fRXU 

PechaQiVPV: fiUVW, iW Zill iQcUeaVe ³Whe aYailabiliW\ Rf TXalified healWh caUe 

SURfeVViRQalV,´ iQ SaUW b\ SUeYeQWiQg e[iWV fURP Whe field; VecRQd, iW Zill iPSURYe Whe 

TXaliW\ Rf dRcWRU-SaWieQW UelaWiRQVhiSV; WhiUd, iW Zill UedXce ³PRUal diVWUeVV´ aPRQg 

SURYideUV; aQd, fRXUWh, iW Zill SURPRWe Whe ³VRcieWal gRRd´ Rf ³SURWecWiRQ Rf UeligiRXV 

beliefV aQd PRUal cRQYicWiRQV´ b\ giYiQg SURYideUV gUeaWeU ³SeUVRQal fUeedRP´ WR acW 

iQ accRUdaQce ZiWh WheiU beliefV. 84 Fed. Reg. aW 23,246. BXW HHS ciWeV QR cUedible 

10 HHS ciWeV DDQTXDK²bXW QRW WhiV SaUWicXlaU heaUiQg WUaQVcUiSW²iQ Whe FiQal 
RXle. 84 Fed. Reg. aW 3888. 
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UelaWed SURcedXUeV).10 FRU SURYideU RUgaQi]aWiRQV ZiWh acceVV WR feZeU UeVRXUceV, 

VXch aV WhRVe iQ UePRWe lRcaWiRQV, Whe cRVWV Rf fiQdiQg UeSlacePeQW VWaff aQd adjXVWiQg 

SaWieQW aQd SURYideU VchedXleV WR accRPPRdaWe iQcUeaVed iQYRcaWiRQ Rf cRQVcieQce 

UighWV cRXld be gUeaWeU VWill. BXW VXch cRVWV aUe QRW PeQWiRQed iQ HHS¶V UegXlaWRU\ 

iPSacW aQal\ViV. ThiV RPiVViRQ iV SaUWicXlaUl\ egUegiRXV giYeQ WhaW, elVeZheUe, HHS 

e[SUeVVl\ cRQWePSlaWeV ³Whe XVe [Rf] alWeUQaWe VWaff´ aQd RWheU VWaffiQg adjXVWPeQWV 

WR accRPPRdaWe RbjecWiRQV. 84 Fed. Reg. aW 23,191±92, 23,202, 23,263.  
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A. HHS Does Not Adequately Support Its Conclusion That the Final
Rule Will Increase the Number of U.S. Healthcare Professionals

HHS claiPV WhaW ³[Q]XPeURXV VWXdieV aQd cRPPeQWV VhRZ WhaW Whe failXUe WR 

SURWecW cRQVcieQce iV a baUUieU WR caUeeUV iQ Whe healWh caUe field,´ 84 Fed. Reg. aW 

23,246, bXW Whe UecRUd cRQWaiQV RQl\ a haQdfXl Rf aQecdRWeV UeSRUWiQg eaUl\ 

UeWiUePeQWV fRU UeaVRQV Rf cRQVcieQce, aQd QR daWa eYideQciQg a QRWiceable UaWe Rf 
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eYideQce WR VXSSRUW WheVe aVVeUWiRQV. 

While ³aQ ageQc\¶V SUedicWiYe jXdgPeQWV . . . aUe eQWiWled WR SaUWicXlaUl\ 

defeUeQWial UeYieZ,´ WhaW defeUeQce iV giYeQ RQl\ ³VR lRQg aV [Whe SUedicWiRQV] aUe 

UeaVRQable.´ BNSF R\. CR. Y. SXUIDFH TUDQVS. BG., 526 F.3d 770, 781 (D.C. CiU. 

2008) (KaYaQaXgh, J.) (iQWeUQal TXRWaWiRQ PaUkV RPiWWed). HeUe, Whe DeSaUWPeQW¶V 

ZhRll\ ³cRQclXVRU\ [aQd] XQVXSSRUWed VXSSRViWiRQV´ Rf Whe FiQal RXle¶V beQefiWV aUe 

XQUeaVRQable aQd WhXV ³QRW [eQWiWled WR] defeU[eQce].´ UQLWHG THFKV. CRUS. Y. DHS¶W 

RI DHI., 601 F.3d 557, 562 (D.C. CiU. 2010) (iQWeUQal TXRWaWiRQV PaUkV RPiWWed). AQd 

becaXVe Whe DeSaUWPeQW UelieV eQWiUel\ RQ WheVe VSecXlaWiYe aQd XQVXSSRUWed 

aVVXPSWiRQV WR jXVWif\ Whe FiQal RXle, Whe UXle iV aUbiWUaU\ aQd caSUiciRXV. NDW¶O FXHO 

GDV SXSSO\ CRUS. Y. FHG. EQHUJ\ RHJ¶\ CRPP¶Q, 468 F.3d 831, 839 (D.C. CiU. 2006) 

(ageQc\ acWiRQ YacaWed ZheUe ageQc\ ³SURYided QR eYideQce Rf a Ueal SURbleP´ Whe 

acWiRQ ZRXld VRlYe); AUL]RQD CDWWOH GURZHUV¶ AVV¶Q Y. U.S. FLVK & WLOGOLIH, BXUHDX 

RI LDQG MJPW., 273 F.3d 1229, 1244 (9Wh CiU. 2001) (acWiRQ fRXQd aUbiWUaU\ aQd 

caSUiciRXV ZheUe baVed RQ ³VSecXlaWiRQ . . . QRW VXSSRUWed b\ Whe UecRUd´). 
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11 NRWabl\, WhRXgh Whe headliQe Rf Whe 2009 VXUYe\ ZaV ³OQliQe SXUYe\ Rf 2,852 
MePbeUV Rf FDLWK-BDVHG Medical AVVRciaWiRQV,´ all UeVSRQdeQWV ZeUe PePbeUV Rf 
a CKULVWLDQ Pedical aVVRciaWiRQ. MePRUaQdXP fURP Kell\aQQe CRQZa\, PUeVideQW 
& CEO, Whe SRlliQg cRPSaQ\�, iQc./WRPaQTUeQd, WR IQWeUeVWed PaUWieV 4 (ASU. 8, 
2009), DYDLODEOH DW hWWSV://SeUPa.cc/PC6K-5SML (deVcUibiQg VXUYe\ PeWhRdRlRg\) 
(ePShaVeV added). The VXUYe\¶V UeVXlWV aUe aYailable aW hWWSV://SeUPa.cc/WP7R-
ARXV. 
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SURfeVViRQal e[iW. IQVWead, HHS UefeUV UeSeaWedl\ WR Whe UeVXlWV Rf aQ RQliQe VXUYe\ 

Rf Velf-VelecWiQg PePbeUV Rf fiYe ChUiVWiaQ Pedical aVVRciaWiRQV cRQdXcWed RQ behalf 

Rf Whe ChUiVWiaQ Medical aQd DeQWal AVVRciaWiRQ iQ 2009, jXVW afWeU HHS SURSRVed 

WR UeSeal Whe 2008 RXle.11 SHH 84 Fed. Reg. aW 23,175±253 QQ.15, 38, 309, 316±18, 

322, 340, 347, 349. HHS highlighWV UeSeaWedl\ WhaW 91 SeUceQW Rf UeVSRQdeQWV Vaid 

WhaW Whe\ ³ZRXld UaWheU VWRS SUacWiciQg PediciQe alWRgeWheU WhaQ be fRUced WR YiRlaWe 

[WheiU] cRQVcieQce.´ SHH LG. aW 23,191 QQ.46 & 48, 23,246-47. AW RQe SRiQW, iW SaiUV 

WhiV SRiQW ZiWh a UefeUeQce WR Whe claiP, VXbPiWWed b\ Whe APeUicaQ AVVRciaWiRQ Rf 

PUR-Life ObVWeWUiciaQV aQd G\QecRlRgiVWV (³AAPLOG´) iQ 2009, WhaW iWV PePbeUV 

³RYeUZhelPiQgl\ ZRXld leaYe Whe Pedical SURfeVViRQ²RU UelRcaWe WR a cRQVcieQce-

fUieQdl\ jXUiVdicWiRQ²befRUe Whe\ ZRXld acceSW cReUciRQ WR SaUWiciSaWe RU aVViVW iQ 

SURcedXUeV WhaW YiRlaWe WheiU cRQVcieQceV.´ 84 Fed. Reg. aW 23,247.  

BXW HHS cRQdXcWed QR fRllRZ-XS VXUYe\ aQd VXSSlieV QR TXaQWiWaWiYe daWa 

abRXW acWXal e[iWV fURP Whe SURfeVViRQ RU UelRcaWiRQV iQ UeVSRQVe WR Whe 2011 

ReVciVViRQ. IW PakeV QR aWWePSW, iQ RWheU ZRUdV, WR aVVeVV ZheWheU Whe SRVW-VXUYe\ 

eliPiQaWiRQ Rf Whe e[SaQViYe SURWecWiRQV iQ Whe 2008 RXle SURPSWed aQ\ VXUYe\ 
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B. HHS Does Not Adequately Support Its Conclusion That the Final
Rule Will Improve Healthcare Quality

HHS aUgXeV WhaW Whe FiQal RXle Zill iPSURYe SaWieQW caUe b\ iQdXciQg UeligiRXV 

SURYideU RUgaQi]aWiRQV WR e[SaQd Whe VcRSe Rf WheiU RSeUaWiRQV iQ WeUPV Rf bRWh 

VeUYice SURYiViRQ aQd geRgUaSh\. 84 Fed. Reg. aW 23,248. BXW QR FRPPHQWHU 

iQdicaWed WR HHS WhaW Whe cRPPeQWeU had cRQfiQed eiWheU Whe VcRSe RU geRgUaShic 

fRRWSUiQW Rf iWV VeUYiceV aV a UeVXlW Rf Whe 2011 ReVciVViRQ, WhaW Whe ³VWaWXV TXR 

UiVk[ed] dUiYiQg [iW] RXW Rf XQdeUVeUYed cRPPXQiWieV alWRgeWheU,´ VHH LG., RU WhaW iW 

had SlaQV WR e[SaQd iQ aQ\ Za\ VhRXld Whe FiQal RXle be adRSWed. GiYeQ WhaW HHS 

SRiQWed WR RUgaQi]aWiRQV like AVceQViRQ aV SRWeQWiall\ cXUWailiQg chaUiW\ caUe ZiWhRXW 

Whe FiQal RXle, LG., Whe abVeQce Rf VXbVWaQWiaWiQg VWaWePeQWV fURP WheVe RUgaQi]aWiRQV 

iQ WheiU cRPPeQWV ZeighV agaiQVW HHS¶V claiP. SHH, H.J., AVceQViRQ, CRPPeQW 
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UeVSRQdeQWV WR fRllRZ WhURXgh RQ WheiU WhUeaWV WR leaYe Whe Pedical SURfeVViRQ. IQ Whe 

abVeQce Rf ³a cRQVcieQWiRXV effRUW WR Wake iQWR accRXQW ZhaW iV kQRZQ aV WR SaVW 

e[SeUieQce,´ Whe DeSaUWPeQW¶V ³WheRUeWical RU PRdel-baVed aSSURacheV´ WR 

deciViRQPakiQg aUe QRW eQWiWled WR defeUeQce. AP. PHWUROHXP IQVW. Y. EPA, 862 F.3d 

50, 69 (D.C. CiU. 2017), PRGLILHG RQ UHK¶J, 883 F.3d 918 (D.C. CiU. 2018) (ciWaWiRQ 

aQd iQWeUQal TXRWaWiRQ PaUkV RPiWWed).  
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LeWWeU RQ PURWecWiQg SWaWXWRU\ CRQVcieQce RighWV iQ HealWh CaUe (MaU. 27, 2018).12 

C. HHS Does Not Adequately Support Its Conclusion That the Final
Rule Will Reduce the Prevalence of Moral Distress

HHS cRQWeQdV WhaW Whe FiQal RXle ³Zill UedXce Whe iQcideQce Rf Whe haUP WhaW 

beiQg fRUced WR YiRlaWe RQe¶V cRQVcieQce iQflicWV RQ SURYideUV.´ 84 Fed. Reg. aW 

23,249. IQ PakiQg WhiV aVVeUWiRQ, HHS claiPV WR Uel\ RQ ³[V]XbVWaQWial acadePic 

liWeUaWXUe [WhaW] dRcXPeQWV Whe e[iVWeQce aPRQg healWh caUe SURYideUV Rf µPRUal 

diVWUeVV¶ . . . .´ IG. BXW Zhile Whe liWeUaWXUe HHS ciWeV dReV UecRgQi]e Whe e[iVWeQce Rf 

PRUal diVWUeVV aPRQg VRPe Pedical SURYideUV, iW UaUel\ if eYeU VSecificall\ liQkV WhaW 

diVWUeVV WR Whe W\Se Rf cRQdXcW addUeVVed b\ Whe FiQal RXle.  

OQe aUWicle ciWed b\ HHS VXggeVWV WhaW PRUal diVWUeVV haV beeQ geQeUaWed 

PaiQl\ b\ ³bURad V\VWePic chaQgeV . . . iQ hRZ healWh caUe iQVWiWXWiRQV aUe RUgaQi]ed, 

hRZ healWh caUe iV fiQaQced, aQd hRZ healWh caUe UeVRXUceV aUe PaQaged,´ Zhich 

³UedXce[d] Whe aPRXQW Rf WiPe caUegiYeUV aUe allRWWed WR VSeQd ZiWh SaWieQWV.´ ChUiVW\ 

A. ReQWPeeVWeU, MRUDO DDPDJH WR HHDOWK CDUH PURIHVVLRQDOV DQG TUDLQHHV:

LHJDOLVP DQG OWKHU CRQVHTXHQFHV IRU PDWLHQWV DQG CROOHDJXHV, 33 J. Med. & 

PhilRVRSh\ 27, 37 (2008). AQRWheU ideQWifieV aV VRXUceV Rf PRUal diVWUeVV 

XQQeceVVaU\ WeVWV, iQcRPSeWeQW caUe, iQadeTXaWe cRQVeQW fRU WUeaWPeQW, SRRU VWaffiQg, 

12 AYDLODEOH DW hWWSV://ZZZ.UegXlaWiRQV.gRY/dRcXPeQW?D=HHS-OCR-2018-0002-
68575 (laVW YiViWed OcW. 11, 2020). 
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IQ addiWiRQ WR PiVUeSUeVeQWiQg Whe FDXVHV Rf PRUal diVWUeVV aV deVcUibed iQ Whe 
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aQd cRVW cXWV, aPRQg RWheUV. JRaQ McCaUWh\ & ChUiV GaVWPaQV, MRUDO DLVWUHVV: A 

RHYLHZ RI WKH AUJXPHQW-BDVHG NXUVLQJ EWKLFV LLWHUDWXUH, 22 NXUViQg EWhicV 131, 

148±49 (2015); VHH DOVR 84 Fed. Reg. aW 23,249 Q.337 (ciWiQg McCaUWh\ & 

GaVWPaQV). AV a UeVXlW, Whe FiQal RXle PighW LQFUHDVH UaWheU WhaQ UedXce PRUal 

diVWUeVV aPRQg VRPe SURYideUV, iQVRfaU aV iW leadV WR a lack Rf WUeaWPeQW, iQadeTXaWe 

caUe, aQd iQadeTXaWe cRQVeQW fRU WUeaWPeQW (ZheQ SaWieQWV aUe deQied iQfRUPaWiRQ 

abRXW WUeaWPeQW RSWiRQV dXe WR a SURYideU¶V UeligiRXV RU PRUal beliefV). 

FiQall\, a WhiUd VWXd\ ciWed b\ HHS fiQdV, baVed RQ a VXUYe\ Rf 250 QXUVeV, 

WhaW Whe PRVW fUeTXeQW aQd iQWeQVe VRXUce Rf PRUal diVWUeVV ³UelaWed WR cRQceUQ fRU 

SaWieQWV¶ feeliQgV aQd ePRWiRQV´²agaiQ VXggeVWiQg WhaW Whe FiQal RXle PighW 

acWXall\ iQcUeaVe VXch diVWUeVV b\ caXViQg PRUe UefXValV Rf caUe fRU ceUWaiQ SaWieQWV. 

FaUiba BRUhaQi eW al., TKH RHODWLRQVKLS BHWZHHQ MRUDO DLVWUHVV, PURIHVVLRQDO SWUHVV, 

DQG IQWHQW WR SWD\ LQ WKH NXUVLQJ PURIHVVLRQ, 7 J. Med. EWhicV & HiVW. Med. 1, 5 

(2014); 84 Fed. Reg. aW 23,249 Q.330 (ciWiQg BRUhaQi eW al.). WhaW iV PRUe, Whe VWXd\ 

fiQdV QR cRUUelaWiRQ beWZeeQ Whe PRUal diVWUeVV leYelV UeSRUWed b\ UeVSRQdeQWV aQd 

WheiU VWaWed iQWeQWiRQ WR leaYe Whe SURfeVViRQ Rf QXUViQg. BRUhaQi, VXSUD, aW 4. ThXV, 

iW diUecWl\ cRQWUadicWV Whe DeSaUWPeQW¶V claiP WhaW alleYiaWiQg PRUal diVWUeVV Zill 

SUeYeQW e[iWV fURP Whe Pedical SURfeVViRQ. SHH SWDWH FDUP, 463 U.S. aW 56±57 (acWiRQ 

iV aUbiWUaU\ aQd caSUiciRXV if e[SlaQaWiRQ ³UXQV cRXQWeU WR Whe eYideQce´).  
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effecWV . . . . YRX VhRXld SURYide a diVcXVViRQ Rf Whe VWUeQgWhV aQd liPiWaWiRQV Rf Whe 

TXaliWaWiYe iQfRUPaWiRQ.´). BXW HHS haV QRW TXaQWified, iQ e[acW RU aSSUR[iPaWe 

WeUPV, Whe QXPbeU Rf Pedical SUacWiWiRQeUV ZhRVe PRUal diVWUeVV Zill be alleYiaWed 

XQdeU Whe FiQal RXle, QRU aQ\ Rf Whe fRllRZiQg aQWecedeQW TXaQWiWieV Rf iQdiYidXalV: 

(1) WhRVe e[SeUieQciQg PRUal diVWUeVV fRU aQ\ UeaVRQ; (2) WhRVe e[SeUieQciQg PRUal

diVWUeVV fRU Whe UeaVRQV Rf cRQceUQ WR HHS; RU (3) WhRVe ZhR ZRXld UefXVe WR aVViVW 

iQ RU cRQdXcW Pedical SURcedXUeV WhaW SURPSW WheiU PRUal diVWUeVV.  

B\ PakiQg XQVXSSRUWed aVVeUWiRQV UegaUdiQg Whe FiQal RXle¶V effecWV RQ PRUal 

diVWUeVV, Whe DeSaUWPeQW XQdeUPiQeV Whe YalidiW\ Rf iWV UegXlaWRU\ iPSacW aQal\ViV 

aQd, iQ WXUQ, Whe legaliW\ Rf Whe FiQal RXle. 
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acadePic liWeUaWXUe, HHS failV WR SURYide eYeQ a PiQiPal aPRXQW Rf eYideQce RU 

iQfRUPaWiRQ WR VXSSRUW iWV claiP WhaW Whe FiQal RXle Zill UedXce Whe SUHYDOHQFH Rf 

PRUal diVWUeVV. The HHS GXLGHOLQHV e[SlaiQ WhaW ZheQ Whe effecWV Rf a UXle aUe leVV 

WaQgible aQd difficXlW WR TXaQWif\²becaXVe, fRU iQVWaQce, Whe UXle iPSlicaWeV 

³iPSRUWaQW hXPaQ YalXeV, VXch aV digQiW\, eTXiW\, aQd SUiYac\´²HHS VhRXld 

aWWePSW WR ³cRXQW Whe QXPbeU Rf SeRSle affecWed.´ HHS GXLGHOLQHV aW 48; VHH DOVR 

CLUFXODU A-4 aW 27 (³If \RX aUe QRW able WR TXaQWif\ Whe effecWV, \RX VhRXld SUeVeQW 

aQ\ UeleYaQW TXaQWiWaWiYe iQfRUPaWiRQ alRQg ZiWh a deVcUiSWiRQ Rf Whe XQTXaQWified 
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CONCLUSION 

ThiV CRXUW VhRXld affiUP Whe diVWUicW cRXUW RUdeUV. 

DaWed: OcWRbeU 20, 2020 ReVSecWfXll\ VXbPiWWed, 

/V/ RichaUd L. ReYeV]_______ 
RichaUd L. ReYeV] 
Jack LieQke 
INSTITUTE FOR POLICY INTEGRITY 
139 MacDRXgal SWUeeW, ThiUd FlRRU 
NeZ YRUk, NY 10012 
(212) 992-8932
UichaUd.UeYeV]@Q\X.edX
CRXQVHO IRU APLFXV CXULDH
IQVWLWXWH IRU PROLF\ IQWHJULW\13

13 PRlic\ IQWegUiW\ gUaWefXll\ ackQRZledgeV JaPeV MeUeVPaQ aQd CUiV Ra\, fRUPeU 
VWXdeQWV iQ NeZ YRUk UQiYeUViW\ SchRRl Rf LaZ¶V RegXlaWRU\ PRlic\ CliQic, fRU 
aVViVWiQg iQ Whe SUeSaUaWiRQ Rf aQ eaUlieU YeUViRQ Rf WhiV bUief.
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DATED: OcWRbeU 20, 2020 /V/ RichaUd L. ReYeV]_______ 
RichaUd L. ReYeV] 
Jack LieQke 
INSTITUTE FOR POLICY INTEGRITY 
139 MacDRXgal SWUeeW, ThiUd FlRRU 
NeZ YRUk, NY 10012 
(212) 992-8932
UichaUd.UeYeV]@Q\X.edX
CRXQVHO IRU APLFXV CXULDH
IQVWLWXWH IRU PROLF\ IQWHJULW\
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CERTIFICATE OF COMPLIANCE WITH RULE 32(a)(  7) 

CRXQVel heUeb\ ceUWifieV WhaW, iQ accRUdaQce ZiWh FedeUal RXle Rf ASSellaWe 

PURcedXUe 32(a)(7), Whe fRUegRiQg bUief cRQWaiQV 6,414 ZRUdV, aV cRXQWed b\ 

cRXQVel¶V ZRUd SURceVViQg V\VWeP, aQd WhiV cRPSlieV ZiWh Whe aSSlicable ZRUd liPiW 

eVWabliVhed b\ Whe CRXUW. 

ThiV bUief cRPSlieV ZiWh Whe W\Seface UeTXiUePeQWV Rf Fed. R. ASS. P. 32(a)(5) 

aQd Whe W\Se-VW\le UeTXiUePeQWV Rf Fed. R. ASS. P. 32(a)(6) becaXVe WhiV dRcXPeQW 

haV beeQ SUeSaUed iQ a SURSRUWiRQall\ VSaced W\Seface XViQg MicURVRfW WRUd, YeUViRQ 

16.39, iQ 14-SRiQW TiPeV NeZ RRPaQ fRQW. 
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DATED: OcWRbeU 20, 2020 /V/ RichaUd L. ReYeV]_______ 
RichaUd L. ReYeV] 
Jack LieQke 
INSTITUTE FOR POLICY INTEGRITY 
139 MacDRXgal SWUeeW, ThiUd FlRRU 
NeZ YRUk, NY 10012 
(212) 992-8932
UichaUd.UeYeV]@Q\X.edX
CRXQVHO IRU APLFXV CXULDH
IQVWLWXWH IRU PROLF\ IQWHJULW\
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CERTIFICATE OF SERVICE 

I heUeb\ ceUWif\ WhaW RQ WhiV 20Wh da\ Rf OcWRbeU, 2020, a WUXe aQd cRUUecW cRS\ 

Rf Whe fRUegRiQg bUief ZaV filed ZiWh Whe CleUk Rf Whe UQiWed SWaWeV CRXUW Rf ASSealV 

fRU Whe NiQWh CiUcXiW Yia Whe CRXUW¶V CM/ECF V\VWeP. CRXQVel fRU all SaUWieV aUe 

UegiVWeUed CM/ECF XVeUV aQd Zill be VeUYed b\ Whe aSSellaWe CM/ECF V\VWeP.  




