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UNITED STATES DISTRICT COURT
MIDDLE DISTRICT OF TENNESSEE
NASHVILLE DIVISION

GREGORY ATKINS, et al., on behalf of
themselves and all others similarly
situated,

Plaintiff s,

TONY C. PARKER and

)
)
)
)
;
V. ) NO. 3:16-cv-1954
]
DR. KENNETH WILLIAMS )

)

)

Defendans.

FINDINGS OF FACT AND CONCLUSIONS OF LAW

This case, at its heart, is abdlié adequacy of medical treatment for state inmates with
chronic Hepatitis C (“HCV”) viral infectiond?laintiffs challenge théailure of current Tennessee
Department of Corrections (“TDOC”) poies and protocoldo timely provide Direct Acting
Antiviral drugs (DAAs”) to treatall HCV inmatesconstitutes deliberate indifference to their
serious medical needs in violation of the Eighth and Fourteenth Amendments. fRlanditheir
class seelprospectivanjunctive and declaratoryelief under42 U.S.C. § 198&gainstTDOC
Commissioneifony C. Parker an@hief Medical OfficetDr. Kenneth Williams (“Defendants”)
In response, Defendants conteM®OC’s 2019 HCV treatment policiesand protocolsare
improved, objectively reasonable, and the resutubfjectivemedical judgment.

The Court held a bench trial on July 16, 2019 through July 19, Baked on the record
before the Court, the Court finds that Defendant’s HCV treatment policiesteswand as applied
are not pdect, but Plaintiffs have failed to prove, by a preponderance of the eviddrate,

TDOC'scurrentHCV treatmenpolicy and protocolsiolate Plaintiffs’Eighth Amendment rights.
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The Court enters the following Findings of Fact and Conclusions of Lawcor@dance
with Rule 52(a) of the Federal Rules of Civil Procedure.

FINDINGS OF FACT

The Classand Claim

1. Plaintiffs area class offDOC inmates diagnosed with HOWVho have not yet
received treatment at the time of tri@doc. No. 219.) Specifically, thdassconsistof:

All persons currently incarcerated in any facility under the
supervision or control T DOC] or persons incarcerated in a public

or privately owned facility for whom[TDOC] has ultimate
responsibility for their medical care and who have at least 12 weeks
or more remaining to serve on their sentences and are either
currently diagnosed witfHCV] or are determined to hayeCV]

after an appropriatescreening test has been administered by
[TDOC].

(Doc. No. 32.)

2. Specifically, Plaintiffs allegethat thepractices and procedur@splemented by
Defendantdor the diagnosis, evaluation, and approvatfeatment wittDAAs of HCV inmates
do not meethe currentnedical standard of cgreubject HCV inmatet a substantial risk of harm
or death, and constitute deliberate indifference in violation of the right to dé&dm cruel and
unusual punishment guaranteed by tighth and Fourteenth Amendmenisl.)

3. There are approximately 21,000 inmates in TDOC cus{@tc. No. 1987Tr. Stip.
No. 20.)

4. At the time of trial, there were approximately 4,740 inm&atesvn to be infected

with chronicHCV. (Id., Trial Stip. No. 21.)

! This is not a complete recitation of the record. Except where the Court discusasydif
testimony on a specific issue, any contrary testimony on that matterdrasdresidered and
rejected in favor of the specific facdtound.Further, b the extent thatither a finding of facbr
conclusion of law magonstitutethe other, the Coureaches that conclusion
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5. The numbemaybehigherbecause a number of inmates have not yet been tested.
(No. 250, Tr. Vol. 1 at 115-11(iley); Doc. No. 251, Tr. Vol. 2 at 19200 (Williams).

6. As of July 16, 2019TDOC has prescribed DAAs for approximately 450 inmates
(P. Ex. 84; Doc. No. 251, Tr. Vol. 2 #6 (Williams)), which is approximately 10% of the known
number of inmates with chronic HCMd()

7. At least 109 inmates have died from complications of HCV in TDOC custody sinc
2009, althouglf{l) DAAs have only been available for part of that time é)dDAAs would not
necessarily have changed all of those specific outcomes ¢feeicombination of the long
pathology of HCV and théme at which inmate could have been treated by TDOC. (Doc. No.
251, Tr. Vol. 2 at 169-70 (Williamg).
. HCV

A. Background

8. HCV is a contagious virus spread through contact witiactedblood or bodily
fluids. (Doc. No. 198, Tr. Stip. No. 1.)

9. TheHCV virus travels to and infects the liver, the largest organ in the badging
an inflammatory process referred to as “hdjsati(ld.)

10.  An HCV infection occurs in two stages: acute and chronic. (Doc. No. 251, Tr. Vol.
2 at 16 (Ya9).

11.  For the first approximately six months following initldCV infection, persons are
in the “acute” phasgDoc. No. 198, Tr. Stip. No. 2; Doc. No. 251, Tr. Vol. 2 at 9-10 {Y.ao

12. During the acute HCV stage, approximately 15 to 25% of patiernlis

spontaneously clear or resolve. (Doc. No. 198, Tr. Stip. No. 3.)



13.  For themajority of patientshowever, HCV infections do not spontansly resolve
and result in chronic HCV infectionid(, Tr. Stip. No. 4.)

14.  Chronic HCVis a serious health condition that requires medical attention. (Doc.
No. 234 at 16-17 (pretrial conf. stipDoc. No. 251, Tr. Vol. 2 at 24 (Yao)).

15. Chronic HCV is a progressive disease. Specifically, chronic HCV damages the
liver by causing progressive scarring of the liver, known as fibrosiseApbintscore § used for
measuringhe degree of fibrosig-0 (no fibrosis), F1 (mild fibrosis), F2 (moderatierdsis), F3
(advanced fibrosis), arfé4 (cirrhosis)Doc. No. 251, Tr. Vol. 2 at 33 (Yao)). Chronic HCV also
affects other organs in the human bodg. &t 910). Beginning as early as the acute stage and
continuing through the chronic stage, HCV patients may experatigee jaundice, nauseand
pain (Id. at 10.) In advanced stages, HCV patients may expenascalitis, skiresiors, kidney,
heart,andcognitive symptoms. I. at 11.) The rate ofibrosis progression is not the same in all
HCV patients (Doc. No. 198, Tr. Stip. Nos-6; Doc. No. 251, Tr. Vol. 2 at 259 (Williais The
FibroSure score (a combination of age, platelet count, and bloodaegt®)ST to Platelet Ratio
Index (“APRI”) are noAnvasive methods used to determine a patient’s fibrosis stage. No.
251, Tr. Vol. 2 at 14 (Ya). These methods fail to detect severe IiMarosisa significant percent
of the time. [d.) TheFibroScan is a nemvasive, more accurate method of determining a patient’s
fibrosis stage utilizing sound waves to measure liver stiffngbsat(15; Def. Ex. 2.)

16.  Cirrhosis is the late stagE4) of liver scarringcaused by chronic HCVIhere are
two types of cirrhosis: compensated cirrhosis, which is asymptor(iatic adequate liver
function), and decompensated cirrhosis, which is symptonfaéc inadequate liver function)
(Doc. No. 198, Tr. Stip. No. 7.) During decompensated cirrhosisivitiehlas deteriorated such

that it cannot support the other organs required for the body to function. (Doc. No. 251, Tr. Vol. 2



at 13 (Yao)) Individuals with cirrhosis aralsoat risk of developing primary liver cancgre.,
hepatocellular cancer(Doc. No. 198, Tr. Stip. No. 7.Jhe occurrence of either decompensated
cirrhosis odiver cancelis referred to as erstage liver diseas€ld.)

17.  Chronic HCV symptoms can vary and are not dependent on a patient’s fibrosis or
cirrhosis stage. F@xample, some patients may haegy severesymptomsbut only have mild
liver fibrosis while others may progress to liver cirrhosid, if compensatednay have normal
liver function. (Doc. No. 251, Tr. Vol. 2 at 12 (Yao

18.  Chronic HCV is a major eese of liver failure(ld. at 13). When the liver is failing,
it cannot process toxins, raising the body’'s ammonia level and hepatoencephalsjlathy
attendant mental impairmentd(at 12-13.) Chronic HCV is also the number one reason for liver
transplatation in the United Statedd( at 13.)

19.  Approximately 20 to 40 percent of chronic HCV patients will progress to F4
cirrhosis and approximately 4% will develop liver cancht. t 10, 97.)

20. For those patients who progress to decompensated liver cirrhosis, the liver will
ultimately fail and be unable to support the bodty. &t 36-37.)

B. Treating HCV

21.  There is no vaccine for HCMd( at 39.)

22. Diagnosis of HCV starts with an antibody screening by means of a tasbdd.
at 1314.) If that is positive, a second blood tisstonducted for HCMRNA (ribonucleic acid) to
determine whether the virus is activigl.

23. In the pastthe standard treatment fa@hronic HCV infections involved injections

of a drug cded interferon, which activates the immune system. However, the intetfeedment



processvas long, reulted inlower success rateand causedevereside effects(Doc. No. 198,
Tr. Stip. No. 8.)

24. In 2011, the U.S. Food amtug Administration(*FDA”) approved DAAgo treat
HCV. (Id., Tr. Stip. No. 9.) DAAs are taken in pill form once a day and have minimal sid¢seffe
(Doc. No. 251, Tr. Vol. 2 at-20, 1921 (Yaqg). Upon the approval of DAAs, interferon treatment
for HCV was efectively abandoned(ld. at 21.)

25. There are seval different geretic types ofHCV, known as “genotypes” (e.g.,
genotype 1, genotype 2, etcll.(at15.) DAAs arenowavailable for treatment of all known HCV
genotypes (i.e’pangenotype” DAAS). [d. at 21)

26. The aim of DAAs is to remove detectable HRNA from blood serum Id. at 22.)
The absence of HGRNA after 12 weeks is known as sustained virologic response (“SVR”), or
a “virologic cure.” (d.)

27. SVR, also knowras a “surrogate outcome,” is a “marker” of the end goal of HCV
treatment, which is preventirendstage liver disease amtCV-related mortality. 1. at 8#88.)
The FDA, NIH, and AASLD/IDSA use SVR as the marker for the success of DA#Ees (d.
at 88)

28.  All things being equal, the HCV virus rarely reappears after S@Rat(22-23.)

29. To proceed with DAAreatmenta physiciameed limited information: [d. at 14
16) a faceto-face physical examination to evaluate symptoids af 4445) and confirmation that

a patient has active HGRNA and is chronic (i.e., has had the infection for six months or more).

2 A previouslyused medication calledbavirin is still sometimes used, but only in conjunction
with DAAs for patients that havedvancedirrhosis. (Doc. No. 251, Tr. Vol. 2 at 30 (Y)ao



(Id. at 16.) Because of the effectiveness of DAAs, a fibrosis score is less impoti@atment or
management decisiorid()

30. The significant decision is whether DAA treatment is needed for 8 weeks or 12
weeks.(Id. at 16-17.)

C. “Standard of Care” for HCV

31. Dr. Zhigiang Yao presented his expert opinion regarding the “standard of care” for
treating chronic HCVDr. Yao, M.D., PhD., is a Distinguished Professor at East Tennessee State
University, Quillen College of Medicine and Director of the hepatitis prograrneajames H.
Quillen Veterans’ Administration (“VA”) Medical Center. He specializes intbatment of HCY
is boardeertified in both internal medicine anthfectious diseases, and is a member of the
AmericanAssociation for the Study of Liver Diseag¢&ASLD”) and thelnfectious Diseases
Society of Americg“IDSA”). In addition to conducting prolific research, Dr. Yao oversees the
treatment of 3,000 to 4,000 HCV patients each yédraf 59.) The Court finds Dr. Yao highly
knowledgeable and credible on the subjects of HCV and its treatihergxplainedthat tre
“standard of careineans thébest practice” physiciarsould follow. (d. at 121.)

32. According to Dr. Yao, because eartreatment of chronic HCV stops the
progression of the damage to patient’s liver and prevents damage to other organs)dlreaesisn
to not treat mildly symptomatic patienttd.(at 29, 102.)

33. Dr. Yaobelievesthat the standard of care or best practiequiresa physiciarto
wait six months for the acute phase to spontaneously clear the HCV infection. If natoie
physician should treat the patient with DAAs “as early as possitleat 21, 103, 107, 121), or
“in a timely manner” (Pl. Ex. 8 at-80 (Yao Rep.) (emphasis added); P. Ex. 9 at 2 (Yao Supp.

Rep.) (emphasis added)), regardless of fibrosis stage. He does not beli¢herdisany basis



for prioritizing care for only stage F4 and F3 patientsld((emphasis addgd Delaying carein
Dr. Yao’s opinionmay hae “adverse effects.” (P. Ex. 8 at 11 (Yao Rep.)

34. The AASLD, the professional organization primarily comprised of
gastroenterologists and hepatologistee tIDSA the professional organization primarily
comprised of infectious disease specialidte Centers for Disease Control, tational Institute
for Health (‘NIH"), the Veteran Administration A”), Medicare, state Medicaid programs, and
multiple private insurate companies agree thatmediate treatment of DAA's the standard of
carefor chronic HCV. (Doc. No. 251, Tr. Vol. 2 at 26-27 (Y30)

35. An AASLD/IDSA panel haspublished the “Recommendations for Testing,
Managing, and Treating Hepatitis C” (“AASLIDSA Guideline”) since 2014 (P. Ex. 8.) The
AASLD/IDSA Guideline contains treatment “recommendationsld.)( Since 2015, the
AASLD/IDSA Guidelinehas stated that evidence supp@#SA treatment for all HCVpatients
regardless of their liver fibrosis stagex¢ept those with short life expectancies that cannot be
remediated by treating HCV or by other directed thexafdyoc. No. 251, Tr. Vol. 2 at 228
(Yao)).

36. A majority of medical providers in the United States who treat HCV follow the
AASLD/IDSA Guidane recommendationsld at 101-102.)

37. TDOC called two experts regarding thECV standard of care. Dr. Martha S.
Gerrity is a Professor of Medicine in the Department of Medicine Division of Genezdldihe
at Oregon Health and Scienddsiversitywho also works at the Portland VA and Beentific
Resource Center for the Agency fdealthcare ResearcfDoc. No. 252, Tr. Vol. 3 at 18485
(Gerrity)). She is board certified in internal medicine and is an acadgnaral internist with

training in clinical epidemiology, clinical research methods and educd@tioat 184186) She is



not a gastroenterologist, infectious disease specialist, hepatotogistf in the field of HCV, or
HCV researcherand she has never prescribed DAfBoc. No. 252, Tr. Vol. 3 at 21920
(Gerrity).) Dr. Ronald Koretz is an emeritus professor of clinical medicine at the DavidnGef
UCLA School of Medicine and former gastroenterologist at the Olive VieWAJ@edical Center

in Los Angeles County, CaliforniéDoc. No. 253, Tr. Vol. 4 at-3 (Koretz).) He is boardertified

in internal medicine and gastroenterology, which inclugiseralfamiliarity with treatment of
liver disease.If. at 7.) However, he is neither an infectious disease specialist nortalbgisé
and has never prescribed DAAKI.(at 63-67.)

38.  Dr. Gerrity offered an opinion criticizing the trustworthiness and methodology of
the AASLD/IDSA Guideline. She opined that it is of poor methodological quality and
untrustworthy because its authors did not take a systematic appooatdke it sufficienty
evidencebased. (Doc. No. 252, Tr. Vol. 3 at 1846 (Gerrity). The Court finds Dr. Gerrity’s
opinionweak Specifically, based on her demeanor at trial she appearsatlvbeatinga personal
cause She did not offer any convincing explanation regagdimhy she does not accefte
AASLD/IDSA Guideline that has been accepted by tlgeneralscientific community Her
testmonywas alsevasive. For example, when asked if she knew aheulational Institutes of
Health adherence tdhe AASLD/IDSA Guideline Dr. Gerrity responded, “I'm not sure what
institute you're describing.”Ild. at 230.) She was curiously unfamiliar with the positions of
Medicare/Medicaid and World Health Organization, even though she recentlgrguepn
academic report on the AASLD/IDSA Guideline at the request of state Medicaatiors because
it was a “very important issue” to thenid.(at 203204, 230.) Dr. Gerrity did not provide a
sufficiently credible explanation of her opinion, failed to sufficiently dis¢ri@di Yao’s opinon,

and appeared to be advancing a personal, albeit acaderbiasdig, agenda.



39.  The Court alseejectsDr. Gerrity’s opinion because afconflict of interest. Upon
direct examination, Dr. Gerrited the Court to believe that she was not compensatédukf work
on this case and attended the trial ongegsonal vacationld. at 186.) Shattempted to lead the
Court to believe she was testifying free of any bias and only due sirdmgthof her beliefs
However, on crossexamination it was revealed that Dr. Gerrity is employed by the Center for
EvidenceBased Policy, which encompasses Medicaid Evidenc®ased Decision Projectd(
at 185, 221, 236.) The State of Tennessee is a member of this group and pays a fee of approximately
$120,000 to $150,000 per year that goes, in part, directly to pay Dr. Gerrity\s ¢iaaat 185,

221, 236.) The Court disapproves of her gross lack of candor.

40. Dr. Koretz offered a similar opinion regarding the lack of evidence supporting the
AASLD/IDSA Guideline, as well as what he believes to be a lack of proof that iDeedment
actually affects thelinical outcomes of HCV patients. (Doc. No. 253, Tr. Vol. 4. at632
(Koretz)). The Court also declines to credit Dr. Koretz’s opinitia demeanor and tone reflected
deeply held extreme personal opinions that affected his conclusions. He rejecesoth8\R as
a marker of HCV treatment success. He overenthusiastically believes that theresvédence
that [DAA] treatment is beneficial for anybodylt( at 7071.) Not only is there no support in the
record for tleseextreme positiog, they aredirectly contradictedby established medicindhe
FDA has approved DAAs, and DAAs are accepted, used, and consdeoedsfuby the medical
communityin treating HCV. Dr. Yao testified that he hag&@0% S/R (i.e., virologic cure rate)
in his HCV practicafter DAA administrationEven TDOC’s own Medical Director and Associate
Medical Director consider DAAs to becare forchronicHCV measured by SVRId. at 9192.)

The Court finds that, on balance, Dr. Koretz's personal beliefs have clouded his judgdesit a

into question his entire analysis.
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1. TDOC’s HCV Treatment Policy

41. TDOC has written policies and practices foedical treatmendf chronic HCV
(Doc. No. 250, Tr. Vol. &t 193 (Williams)).

42. TDOC is led by Commissioner Tony C. Parker. (Doc. No. 198, Tr. Stip. No. 12.)
Parkeris essentially thehief executive officer of TDOC and is charged with overseeing the
administrative functions of the Department. (Doc. No. 250, Tr. Val.Z (Parler)). Heis vested
with ultimatesupervisoryauthority overall TDOC employees(ld. at 2829). Parker has ultimate
authority over the TDOCDirector of Medical Serviceqld. at 2728, 34, 17374.) He hasno
medical traininganddoes not participate in anfDOC medical or clinical decisiondd( at 66
67.) Neither does heparticipate in developing or approving amedical clinical guidelines,
protocols or practices, including those regarding HQW. &t 67.) Parker relies on TDOC'’s
medical health care pregsionals to determine TDOC's policies for medical treatment and making
decisions regarding the particular care inmates receive, including thmedrg¢atf HCV in TDOC
facilities. (d. at 5152, 6780.) He hadittle substantive knowledge of HCV policy atrdatment
aside from what he is told by the medical stdff. &t 6789.) While Parker broadly supports the
requests of Dr. Williams for funding related to HCV treatment, he does not bereohesd with
the specifics.Ifl. at 93 (Parker)d. at182-83 (Williams)).

43. TDOC's Director of Medical ServiceandChief Medical Officeris Dr. Kenneth
Williams. (Doc. No. 198, Tr. Stip. No. 10.) He responsite for developing, updatingand
ensuring adherence T®MOC’s policies and practices for inmateedical treatmen{ld., Tr. Stip.
No. 11; Doc. No. 250, Tr. Vol. &t 67 (Parker))Under the direction of Dr. WilliamsZenturion
provides contracted medical care in the 10 facilities operated by TDOC, whd€iiarprovides

medical care in the faciiés it operates under contract with TDODo€. No. 250, Tr. Vol. At
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150-151, 185-19QWilliams)). He managsthemedical aspects of these contracts providing front
line care at TDOC facilities subject to TDOC policies and practi@ds.Dr. Williams supervises
and works closely on HCV treatment policy with TDOC Associate Medical Dir@&r. Kenneth
Wiley. (Id. at174 (Williams);Id. at 109 (Wiley)).

44. TDOC’s HCV policies and protocols, devised under the leadership of Dr. Williams,
are contained in:Evaluation and Management of Chronic Hepatitis C Virus (HCV) Infettion
(“2019 HCV Guidancé). (Doc. No. 198, Tr. Stip. No. 14; J. Ex. 38.)

45.  The 2019 HCV Guidanceeplaes the first TDOC HCV policy of 2016, entitled
“Chronic HCV Guidance: Recommendations for Testing, Managing, and Treapagitis C
(“2016 HCV Guidance”) (Doc. No. 198,Tr. Stip. No. 13.) The 2016iCV Guidance reflects
TDOC's transition from interferon treatment to administration of DAB&qd. No. 250, Tr. Vol.

1 at 197 (Williams)).

46. The 2019 HCV Guidance isugmentedby anHCV treatment workflow outline
(“2019 HCV Workflow”) thatprovides a summary GiDOC piotocols formedical practitioners
(J. Ex. 40.)

47. TDOC'spolicies reflect its recognition that HCV inmates may die from the disease.
(Doc. No. 250, Tr. Vol. &t 170171 (Williams)). As described by Dr. Williams and Dr. Wiley,
TDOC seeks to provide treatment for inmates in a cost effective mannerriagtesfficient for
the greatest numbef individual inmates(ld. at 222(Williams); Id. at117-119, 144 (Wiley)).
This is consistent with TDOC's belief that it is responsible medicine to addresskist patients
first. (Id. at117, 145 (Wiley); Doc. No. 251, Tr. Vol. 2 at 214, 259¢@dlliams)).

48.  The cornerstone of TDOC’s HCV policy atiek 2019 HCV Guidance is ti®OC

Advisory Committee on HIV and Viral Hepatitis Prevention and Treatment (“TAQHT his
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special committeenakesDAA treatment determinations fddCV inmates based upon their
medical records(Doc. No. 198, Tr. Stip. No. 17.) TACHH is chaired by Dr. Williams and was
formed by him in 2015 to facilitate the treatment of HCV inmatés. Tr. Stip. No. 18; Doc. No.
251, Tr. Vol. 2 at 139145, 241 (Williams)). Dr. Wiley has always been a key member, and
TACHH includes arninfectious disease specialigboc. No. 2®, Tr. Vol. 1 at 126129 (Wiley);
Doc. No. 251, Tr. Vol. 2 at 17677 (Williams). Notably, Parker is neither involved in, nor
familiar with, the details of TACHH(Doc. No. 2B, Tr. Vol. 1 at 59 (Wiley)).TACHH reviews
laboratory data, test results, and medical provider reptitsat30.) TACHH does not interface
with patientsbut a “complete workup” is done by frelirie providers prior to an inmate’s referral
to TACHH for consideration for DAAs.I4. at 137138 (Wiley); Doc. No. 251, Tr. Vol. 2 at 171
(Williams)).

A. The 2019 HCV Guidance

49. The 2019 HCV Guidancapplies taall healthcare professionals who treahates
in TDOC-operated orprivately-operated facilities. foc. No. 198 Tr. Stip. No. 15.) It is
“mandatory” because it provides the baseline that medical practitioners are expeudbdrt
(Doc. No. 251, Tr. Vol. 2 at 19092 (Williams)). A provider may deviate from the 2019 HCV
Guidance only with Dr. Williamspermisson. (Id.) He does not allow providers to deviate below
TDOC protocols.|@.)

50. The 2019 HCV Guidance contrdise testing,evaluation, stagingprioritization,
treatmentand monitoringgf TDOC inmateswith chronic HCV.(Doc. No. 198, Tr. Stip. No. 16;
J. Ex. 38.) It is being continuously improved. (Doc. No. 251, Tr. Vat.1B89 (Williams)).

51. Dr. Yao believes that the 2019 HCV Guidance is a “significant” and “positive

improvement over the 2016 HCV Guidance. (Doc. No. 250, Tr. Vai42, 120, 155 (Yao)).
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52. Under the 2019 HCV Guidandemates ar@owtested for HCV at intaki®s TDOC
unless they specifically declin® be tested(Doc. No. 251, Tr. Vol. 2 at 17679, 199-200
(Williams); J. Ex. 38 at 2.Jhe new “opt-out” protocolis informed refusal of HCV testings
opposed to informed consend.] However, inmates may request HCV testing attamg after
intake. (. Ex.at 3 Doc. No. 250, Tr. Vol. 2 at 270 (Willianys During subsequent periodic health
visits, HCV testing is recommended to inmates with clinical conditions or risk factarsiaiesl
with a higher prevalence of HCV infection. (J. Ex.83&-3.)

53. Under the 2019 HCV Guidance, inmates undergo a baseline evaluation within two
months of a blood test confirming an active HCV infectidch. &t 4.)

54.  The baseline evaluation includes a history and physical examinafiaied to
signs, symptoms, and other possible causes of liver disease, the likely datetioihingéex any
past HCV treatmentld.) Lab tests are also performeddetectthe presence of coinfections and
comorbid conditions, viral load, HCV genotypend treatment resistancdd.f The baseline
evaluationalsoincludes blood tests to assess liver fibrosis unless the inmate is already known t
have cirrhosis.Id. at 56.) TDOC uses the results of APRI and FibroSure blood tests to assess
fibrosis progressionld. at 6.) These tests are an improvement in the 2016 HCV Guid@ue.

No. 251, Tr. Vol. 2 at31 (Williams)).

55. TDOC usesFibroScarto scan every HCV inmate imDOC custody (Id. at 236.)
Once the necessabaselineinformation is collected, inmate medical recoadsreviewed fora
treatmentregime (Id. at 132) Of known HCV inmates that have been evaluated and staged by
fibrosis level (based upon FibroSure and FibroScan testnghe time of trialapproximately
63% are in the FO or F1 stage; 9% are in the F2 stage; and 29% are in the F3 or Fll.stdge.

227.)
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1. Prioritization and Treatment

56. TDOC made a significant change HCV inmates’ eligibility for DAAs in May
2019. As opposed to the 2016 HCV Guidance, which providediitginmates with F3 or F4
fibrosis stages should be referred to TACHH for DAA treatment (P. Ex. 80 athe 2019 HCV
Guidance provides thall HCV inmates areligible to be referred to the TACHH for possible
DAA treatment regardless of fibrosis stage. (J. Ex. 38 at 9; Doc. No. 251, Tr. Vol. 22538433
(Williams)).

57. In keeping with TDOC’s policy of treating the sickest first, the 2019 HCV
Guidance providesriteria for prioritizing DAA treatment among HCV inmates. (J. Ex. 38 at 9.)

58.  The highest prioritization is given to inmates with “advanced patholedyat is,
fibrosis stage F4 or F3 (as diagnosed by an APRI score, FibroSure, FibroSeaouualir oliver
biopsy), cirrhosis, coinfection regardless of fibrosis score, and comorbid condégardless of
fibrosis score.lf.)

59. Intermediate prioritization is given to inmates with “moderate patholedlyat is,
fibrosis stage F2 (diagnosed by the above methods) or comorbid chronic kidney dideas®. (
10.)

60. Ultimately, which inmates receive DAA treatment is determined by the TACHH,
which evaluates HCV inmates and makes treatment decisions that are “pieific.” (d.) As
Dr. Williamsexplains it is “not just whethefinmatesjwere F1, F2, F3, FAut also what else was
going on[that] was taken into considerati@md then a decision was mdd@oc. No. 251, Tr.
Vol. 2 at 251 (Williams)). As a result, lower fibrosis stage patients campfreed for DAA
treatment. For examplend coincidentally right before trial, TACHH approved multiple F1/F2

inmates for DAA treatment at its May 29, 2019atieg. (J. EX. 37.As Drs. William and Wiley
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explainedthe 2019 HCV Guidance does maicludeany HCV cases from review on an individual
basis for administration of DAAs. (Doc. No. 251, Tr. Vol. 242143 (Williams); Doc. No. 250,
Tr. Vol. 1 at 158159 (Wiley)). If patients with lower fibrosis stages have concerningcéspe
their condition, they receive more detailed consideratidn). (

61. TACHH meets at least once a mordhd recently twice a montio, review medical
records and make DAA treatmedecisions(Doc. No. 251, Tr. Vol. 2 at42 (Williams) Doc.

No. 29, Tr. Vol. 1 at 129 (Wiley)).During the firstmonthly meetingit reviewscases of patients
in lower stages of fibrosis. (Doc. No. 251, Tr. Vol. 2 at 142, 244, (®%lliams)). If DAA
treatment may be appropriateat case is considered #ie second meeting withn infectious
disease specialipresen{ld. at 142, 252)along withinmates with F3 or F4 stage fibrosis or other
complicating factors.Id.)

62. The number of inmates considered for DAA treatment at TACHH meetings is
increasing(J. Ex. 37; Doc. No. 251, Tr. Vol.& 140141 (Williams)). Dr. Williams expects that
under the 2019 HCV Guidance TACHH will soon consider up to four times as many patrents pe
month for treatment as in the past. (Doc. No. 251, Tr. Vol. 2 at44qWilliams)).

63. Dr. Yao opined that the 2019 HCV Guidance prioritization structure is “under the
standard of care” because it does aygplythe AASLD/ISLD Guideline and does not dixgily
recommend earlPpAA treatmentof all HCV patients. (Doc. No. 250, Tr. Vol. 1 at-43, 102,
119, 120121 (Yao))However, it is apparent to the Court that witle 2019 HCV Guidanc#oes
not “explicitly” recommend immediate treatment of all HCV inmates, neitloesit preclude
immediate teatment of any HCVhmatewith DAAs. And, Dr. Yaoconcedeshat a prioritization

structure is “understandable” when there are finite resources and stdéfiraj.102.)
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64. Dr. Koretz endorsed only the staged treatment of F3 amihfates However, his
analysis takes a weir@hd somewhat inhumane theoretical approach. He recommendfehat
sickest HCVinmatesnot be administered DAAat all, but placedinto long-term (i.e.multi-year)
randomized trials, even thoughany would receive a placebo and di2o¢. No. 253, Tr. Vol. 4
at 7075, 8%89 (Koretz)). Dr. Koretzdescribes his approach lais “dream world’ He concedes
it is not possible because he “can’t do research on prisoners,” so he would not “stand i the wa
of HCV inmateswith F3 or F4 fibrosis scores being treated with DAAG. &t 7475.) Neither
partydisputes that treatment of inmateish F3 or F4 fibrosis scores appropriate.

65. Dr. Koretz's extremeapproachs troubling.He is a member of a subgroup of the
Cochrane Collaboration, an international, evidelngged medicine group, that has espoused
highly controversial views on this particular subjetd. &t 10, 9598.) As explained at trial, the
European Association for Study of the Liver (“EASI>)published an editorial in which it
analogized Dr. Koretz’s position regarding withholding DAAs in favor of {tergn studies to the
“ethicalanathemaf theinfamaus Tuskegee study conducted by th8.Bublic Health Service in
which patients with syphiligvere left untreated to observe the natural history even after advent of
and proven efficacy genicillin.” (1d. at 9596.) EASL concluded that “[t]he premise . will be
viewed as so egregioughyistaken that the conclusions will rightly 8isregarded. As the findings
do not assist or advandie field, they will not be pertinent to clinicalecisionmaking or
guidelines: (1d. at 98.) Dr. Koreta opinionis too extreme for this Court.

66. TDOC'’'s 2019 HCV Guidance’s prioritization structure mirrors that of the U.S.
Bureau of Prisons as memorialized in “Evaluation and Management of Chronic idépafitus

(HCV) Infection Clinic Guidance,” published August 2018 (“2018 BOP Guidance”). (P. Ex. 11

3 EASL is theEuropean counterpart of tHe\SLD. (Doc. No. 253, Tr. Vol. 4 at 95 (Koretz)).
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at 89.) The 2018 BOP Guidance states that the “Bureau of Prisons has establislitgaptesia
to ensure that inmates with the greatest need are identified and treateddirst.’8() Similar to
the 2019 HCV Guidance, the 2018 BOP Guidance classifies patients with filkaggs 8 or F4
as “high priority”; stage F2 as “intermediate priority”; and F1 or FO as fidority.” (Id. at 89.)
67. This same type of prioritization was historically recoemued by the
AASLD/IDSA and the VA (Doc. No. 250, Tr. Vol. &t 2930 (Yao); P. Ex. 8 at 62l fact, the
AASLD/IDSA Guidelines continue to recommend prioritization when resourcesdee fi

Although treatment is best administered early in the coursieeo
disease before fibrosis progression and the development of
complications, the most immediate benefits will be realized by
populations at highest risk for liveelated complications. Thus,
where resources limit the ability to treat all infected pasie
immediately as recommended, it is most appropriate to treat first
those at great risk of disease complications and those at risk of
disease complications and those at risk for transmitting HCV or in
whom treatment may reduce transmission risk. Whereh su
limitations exist, prioritization of immediate treatment for those . . .
is recommended, including patients with progressive liver disease
(Metavir stage F3 or F4), transplant recipients, or those with severe
extrahepatic manifestations. . . .

Recommadations . . .If resources limit the ability to treat all

infected patients immediately as recommended, then it is most

appropriate to treat those at greatest risk of disease complications

before treating those with less advanced disease.
(P. Ex. 8 at 62-63 (emphasis added)).

2. Monitoring

68. Under the 2019 HCV Guidancd| HCV inmatesare enrolled in the chronic care

clinic and evaluated at least every six months. (J. Ex. 38.aTth8se monitoringisits include
(1) education and review of systems; (2) vital signs and a physical examjr(8) laboratory

testingincluding a complete blood count (“CBC”), prothrombin time and international norrdalize

ratio (“PT/INR”), a liver panel, serum creatinine; calculaggmimular filtration rate (“calculated
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GFR"); and (4) calculation of fibrosis progression by APR¥réSure andribroScarscores(EX.
38 at 13.)Monitoring of untreatedinmates with advanced fibrosis (F3) or cirrhosis (F4) also
include an ultrasound toreen forhepatocellular carcinoméd.)

69. The Court fing that TDOC’sregularmonitoring of HCV inmates is impressive
because ititilizesa comprehensive approach al@monstratea willingness to update an inmates’
staging for TACHH priorityconsideration based on chasgefibrosis level.lt critically reflects
TDOC's subjective intent to provide ongoing assessment of all HCV inmates.

B. The 2019 HCV Workflow

70.  Dr. Williams designed the 2019 HCV Workflow as a set of detailed medical
praditioner expectations that translate the 2019 HCV Guidance into practice gntigbgl ]
patients in front of TACHH faster.” (Doc. No. 251, Tr. Vol. 2 at 270 (Williams); J. Ex. 40.)

71. The 2019 HCV Workflow provides specific steps health care providesitake
to (1) test for HCV; (2) diagnose chronic versus acute HCV; and (3) enroll chi@\ patients
in the chronic care clinic. (J. Ex. 40 at L then provides detailed steps for the implementation of
the prioritization plan.lfl. at 2) It dictates that inmates staged as F4 or F3 fibrosis level will be
referred to TACHH wth all supporting diagnostic resultdd() Inmates staged as F2, F1, or FO
fibrosis levelcan_alsde referred for TACHH evaluatigbut full supporting documentation need
not be sent until requested by TACHH.}

72. The 2019 HCV Workflow als@reatedspecific proceduretd ensurg1l) prompt
communication of TACHH orders to infection control nurae$DOC facilites (2) issuance of
ordersbased on TACHH recommendat®K3) follow-up of TACHH orders and (4)follow-up to

verify thatDAA treatmenthas starteavithout any delay.ld. at 3)
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73. The 2019 HCV Workflonalsoprovides specific procedures for the monitoring of
HCV inmates by means of extensive laboratory testing, both before, during, and afker DA
administration.ld. at 1, 4.)

C. TDOC’s Progress

74.  Plaintiffs have introduced evidence that, prior to the 2019 HCV Guidance and 2019
HCV Workflow, TDOC has been incossent and slow in evaluating, staging, and treating inmates
with chronic HCV with DAAs. This is born out in the minutes of TACHH meetings thadidered
and approved a very few inmates for DAA treatment. (Doc. No. 250, Tr. Vol. 1 at 131 (Wiley)
75.  Plaintiffs presented compelling proof through individual inmates that TDOC'’s
treatment of HCV inmates has bemmatic unevenand poor, resulting in deadiof DAA treatment
whereit wasclearlyappropriate Thereis convincing evidence thaDOC’s DAA pasttreatment
protocols haveeenunevenandhave bordeedon deliberate indifference t@rious medical needs
of individual inmates. The Court finds by a preponderance of the evidence that:
I. Scott Spanglewas diagnosed with HCV and F4 cirrhosis in March 2018.
(Doc. No. 252, Tr. Vol. 3 at 589 (Spangler); P. Ex. 46.) TACHH reviewed
his case in August 2018 and denied DAA treatment in lieu of investigation
of possible acute hepatic necrosis. (Doc. No. 252, Tr. Vol. 3 at 73
(Spangler); P. Ex. 46.)
il. Gregory Atkins entered TDOC custody as an HCV inmate in 2005. (Doc.
No. 252, Tr. Vol. 3 at 785, 97 (Atkins)). Atkins refused FibroSure testing
in September 2018, but December 2018 testing showed that he biad&4

cirrhosis. [d. at 106107) He has never received any treatment despite
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seeking it between 2013 and 2017 and being approved for interferon
treatment in 20131d. at 79, 83, 86-91; P. Ex. 36.)

Thomas Rollins, Jr. was diagnosed with HCV in 2001 or 2004. (Doc. No.
252, Tr. Vol. 3 at 130 (Rollins)). He had unsuccessful interferon and
ribavirin treatment in 20121d.) He has been seeking HCV treatment from
TDOC since he became incarcerated in 2046. gt 132133.) TACHH
reviewed Rollins’s case iNlarch 2019. I[d. at 151.) The minutes for that
meeting staged Rollins at FB.(Ex. 47), but his blood tests and medical
records reflected only F2. (P. Ex. 43.) TACHH denied treatment with
reconsideration in one year. (Doc. No. 252, Tr. Vol. 3 at(R8lins); P.

Ex. 47.)

Samuel Hensley was unsuccessful in obtaining treatment for HCV from
2006 to 2017. (Doc. No. 252, Tr. Vol. 3 at-4D (Hensley)). His facility

level providersmay not haveappropriatelyrecorded his symptoms or
forwarded his caseto TACHH. (d. at 4647.) Hensley was approved by
TACHH for DAA treatment in May 2018, buit was delayed until
December 2018ld. at 4142; P. Ex. 41, 42.)

Russell Davis was unsuccessful in seeking treatment for HCV from 2009 to
2017. (Doc. No. 252, Tr. Vol. 3 atZb (Davis)). Davis was tested at the F2
stage in May 2016. (P. Ex. 39 at 361.) He was finally considered by TACHH
after reaching F4 cirrhosis stage in 2018, approved for DAA treatment, and
received that treatment. (P. Ex. 39; Doc. No. 252, Tr. Vol. 3 at 16, 22, 33

34 (Davis)).
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Vi. Kevin Profitt was diagnosed with an HCV and Hepatitis Brdection in
August 2017. (Doc. No. 252, Tr. Vol. 3 at 115 (Profitt); P. Ex. 42.) In May
2018, TACHH reviewed his case and recommended that he be treated f
Hepatitis B prior to administration of DAAs. (J. Ex. 26 at 4.) In December
2018, TDOC began treating Profitt for Hepatitis B. (Doc. No. 252, Tr. Vol.
3 at 115 (Profitt)). Profitt's body cleared the HCV during Hepatitis B
treatment and does not need to be considered further by TAQ# Hat (
115-119.)

Vii. Christopher Gooch unsuccessfully sought treatraéiet being diagnosed
with chronic HCV at intake in May 2016. (Doc. No. 252, Tr. Vol. 3 at-157
165 (Gooch)). His December 2018 FibroScan results indicated F2 fibrosis.
(Id. at 165, 173.) In May 2019, his FibroScan results indicated progression
to F3 fibrosis. [d. at 165167, 174; P. Ex. 38.) Shortly after getting these
results (and shortly before trial), Gooch first filled out paperwork for
referral toTACHH and is eligible for consideration for DAAs. (Doc. No.
252, Tr. Vol. 3 at 174-175 (Gooch); J. Ex. 38.)

viii.  Several of these individual inmates and their relatives complained about
their perceived treatment delays, including filingrievances and
communicating to TDOC officials such as Parker and Dr. Williase(
e.qg, Doc. No. 252, Tr. Vol. 3 at 10, 13, 26 (Davis); 141 (Rollins)).

76.  The Court credits the testimony of these witnesses, who demonstrated the personal

impact of chraic HCV and the need for timely consideration for DAA treatment. Howeverpexce
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to the extent delayare continuing past May 2019, their testimony concerns events that occurred
before the 2019 HCV Guidance and 2019 HCV Workflow.

77. Indeed, several of these withesses have encountered changed circumstances in
2019. Spangler was never monitored for HCV by the chronic care clinic prior to 2019, but he is
currently enrolled for monitoring. (Doc. No. 252, Tr. Vol. 3 at 67 (Spangkt}he time of tria)
Spangler and Atkins have been placed on the agenda of an upcoming TACHH meeting for
consideration(Doc. No. 251, Tr. Vol. 2 at 255 (Williams)). Hensley and Davis achieved SVR
(i.e., virologic cure) after DAA treatment approved by TACHH and do not needdonsé&lered
further by TACHH. (Doc. No. 252, Tr. Vol. 3 at 33-34 (Davis); 55 (Hensley)).

78.  Dr. Williams reassigned the TDOC coordinator of continuous quality improvement
to be the TDOC HCWeatment management coordinateith sole responsibility tonove patients
tothe TACHHfor assessment and treatment decigiboc. No. 251, Tr. Vol. 2 at 244 (Williams)).

79.  Dr. Williams estimates that TACHH will review all F3 and F4 stage HCV inmates
for treatment in the next nine to twelve monthd. &t 228.)

80. In connection with the 2019 HCV Guidance and 2019 HCV Workflow, Dr.
Williams also ordered development and implementation of an online recordkeepingceesour
known as HepCOR, which is intended to supplant older paper recordkeeping. (Doc. Na. 251
Vol. 2 at 237 (Williams)). Using HepCOR, provideas all points in the delivery of care system
enterHCV inmate records anthformation online. ld. at 237240.) This facilitates the work of
TACHH and the delivery of treatmentd() Patient informton is in the process of being loaded

into HepCOR. Id. at 272.) Once this is fullynplemented, it will assist TACHHId. at 271-72.)
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D. Funding for TDOC HCV Treatment

81. In 2015, a course of DAA treatment cost approximately $80,0004wn@ale case
and $189,000 for a complicated case. (Doc. No. 251, Tr. Vol. 1 at 221 (Williams)). In 2019, a
course of DAAs now costs TDOC between $13,000 and $32,000, depending on theldrand. (
222))

82. TDOC secured $4.6 million in recurring funds f@AA treatment over the course
of the 20162017 and 201-2018 legislative yeargD. Ex. 22; Doc. No. 251, Tr. Vol. 2 at 229
(Williams)).

83. At Dr. William’s request TDOC obtained a ortme allocation of $26.4 million
for DAA medicationdor the 2019-2020 fiscal yeald( at167.)

84. TDOC's total budget from all sources for the 2A®0 fiscal year for DAA
treatmentis thus approximately $31 million. (Doc. No. 251, Tr. Vol. 2 at 238 (Williamg).

85. Dr. Williams anticipates that funding cgmovide treatment for approximately
1,800 to 1,900 inmates with chronic HCW.}

86. TDOC has always used all aébudgeted HCV funds to purchase DAAKI. (at
230.) In fact, TDOC has run over budget on DAA medication spenddy. (

CONCLUSIONS OF LAW

Eighth Amendment Deliberate Indifference

87. The Eighth Amendment bars the “inflict[ion]” of “cruel and unusual punishments”
to HCV inmatesU.S. Const. amend. VIII.

88.  There is no question that TDOC has an obligation to pré\adequate” medical

care forHCV inmatesFarmer v. Brennarb11 U.S. 825, 83@1994) Estelle v. Gamble429 U.S.

97, 103 (1976).
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89. In Rhinehart v. Scutt, the Sixth Circuit clarified how the Eighth Amendment

framework “appl[ies] in today’s prison context.” 894 F.3d, 721, 736 (2018). There, an inmate with
endstage liver diseas€'ESLD”) claimed deliberate indifference by several prison medical
provider defendants based on being derag@quatemedical care. The Court of Appeals
summarized the inmate’s Eighth Amendment burden as follows:

The government has an obligation to provide medical care for those
whom it is punishing by incarceratioBut mere failure to provide
adequate medical care to a prisoner will not violdie Eighth
Amendment. In those circumstances, a constitutional violation arises
only when the doctor exhibits deliberate indifference to a pris®ner
serious illness or injurythat can be characterized as obduracy and
wantonness rather than inadvertermreerror in good faith] To
establish a prison officisd deliberate indifference to a serious
medical need, an inmate must show two components, one objective
and the other subjectivéhe plaintiff must show both that the alleged
wrongdoing was objectively harmful enough to establish a
congtitutional violation and that the official acted with a culpable
enough state of mind, rising above gross negligence.

Id. at 737 (emphasis added) (citations and internal quotation marks omitted). Thistatteed
because “only the unnecessary and wanton infliction of pain implicates the Eigighdiment

Id. quoting_Wilson v. Seiter, 501 U.S. 294, 297 (1991)) (internal quotation marks and citation

omitted)

A. The Objective Component

90. The Court of Appeals explained that the objective component requiiesateo
provetwo things. The first is that they have a “serious medical né&ddiehart 894 F.3d at 736

(citing Estelle 429 U.S. at 106 “[A] serious medical condition carries with it a ead medical

need.]” Rhinehart, 894 F.3d at 737.
91. The second ithat“the alleged deprivation of medical care was serious enough to

violate the Eighth Amendmentld. at 737 (citingrarmer 511 U.S. at 834-35%ee alsdBostic v.

25



Biggs Civil No. 3:14CV-1068, 2015 WL 1190177, at *3 (M.D. Tenn. Mar. 13, 2015) (same).
Where the claim is that a particular treatment should be provided, an inmate musstdat@dhat

“the inmate’s symptoms ‘would [ ] be[ ] alleviated by’ the treatmentthednmate’s condition
‘require[s]’ that treatment.ld. at 749 (citingAnthony, 701 F. App’x at 464)f that is established,

the inmate must further show that the treatment actually being prov&dédsa grossly
incompetent, inadequate, @xcessive as to shock the conscience or to be intolerable to

fundamental fairness. Id. (citing Miller v. Calhoun Cty., 408 F.3d 803, 819 (6th Cir. 200%))

meet this burden, Plaintiffs mystesentwo types of medical proof: (1) that the provided timeant
was not adequate medical treatmfenthe inmate’s condition, and (2) the treatment provided had

a detrimental effectd. (citing Santiago v. Ringle, 734 F.3d 585, 591 (6th Cir. 20B&ckmore

v. Kalamazoo Cty., 390 F.&90, 8986th Cir. 2004) Napier v. Madison Cty., Ky., 238 F.3d 739,

742 (6th Cir. 2001)Anthony v. Swansgrn701 F. Appx 460, 464 (6th Cir. 2017)

92. In making this determination iRhinehart the Court of Appeals noted the well
established legal principles that: (1) tighth Amendment does not require that prisoners receive
“unqualified access to health care” of their choRBinehart894 F.3d at 750 (quoting Hudson v.
McMillian, 503 U.S. 1, 9 (1992); and (&1 inmate is entitled to adequate medical chne,not
the best care possible [d( (citing Miller, 408 F.3d at 819 Neither an inmates “disagreement
with the testing and treatment he has receiveal “a desire for additional or different treatmént
risesto the level of an Eighth Amendment violationless the treatment actually being provided
is objectively harmful enough to establish a constitutional violatibrat 740 (quoting Dodson v.

Wilkinson, 304 F. Appx 434, 440 (6th Cir. 2008Anthony, 701 F. Appx at 464; see als®arrah

v. Krishar, 865 F.3d 361, 372 (6th Cir. 2017)A6 a general rule, a patient’s disagreement with

26



his physicians over the proper course of treatment alleges, at most, a medpralkctice claim,
which is not cognizable under § 19§3.

93. The Sixth Circuitapplied these principles irRhinehart. The inmate soughta
specific procedure (a TIPS procedure) to treat his ESRRnehart 894 F.3d at 750. In its
objective component analysis, the Court of Appeals acknowledgedhthataintiffs’ expert
“testified that a TIPS procedure is tlgold standardof treatment for patients with ESLDId.
However, it found that the “@drnative treatmenprovided to the inmate, which includecegular

monitoring and pain medicatigrdid not rise to the level of constitutional inadequddy/(citing

Johnson v. Million, 60 F. App 548, 549 (6th Cir. 2003) (holding thertinmate with liver disease

could not establish deliberaitedifference claim against his prison healthcare providers wieen
inmate was regedly examined for his pain and prescribed medications, ordered blood tests, and
advised about his diet).

B. The Subjective Component

94. The subjective component of deliberate indifference requires Plaintiffshand t
class tsshow thaDefendants acted with sufficiently culpable state of minBarmer 511 U.S. at
834; Rhinehart894 F.3d at 738. This requires proof ttteg defendant “sujectively perceived
facts from which to infer substantial risk to the prisoner, that he did in fact dramf¢hence, and
that he then disregarded that risk” by failing to take reasonable measatestedt.Rhinehart,

894 F.3d at 738 (quotimrgomstock 273 F.3cat 703); Phillips v. Roane Cty., Tenn., 534 F.3d 531,

540 (6th Cir. 2008)).
95. Ths a ‘high bar” Id. Plaintiffs and the class must establish that the defendant
“consciously expos|[ed]them toan“excessiverisk” of “serious harm.” Rhinehart894 F.3d at 738

(emphasesn original) (citation and internal quotation marks omittedihe Sixth Circuit has
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described thignental stateas“equivalent to criminal recklessnesdd. (quotingSantiago 734
F.3d at 59&nd citingFarmer 511 U.S. at 834While a court ientitled to “conclude that a prison
official knew of a substantial risk from the very fact that the risk was obViéasmer 511 U.S.
at 842 ,“a plaintiff also must presemufficientevidence from which the court could @iude that
adefendantso recklessly ignored the risk that he was deliberately indifferahttdRhinehart

894 F.3d at 738 (quotin@airelli v. Vakilian 80 F. Appx 979, 983 (6th Cir. 2003))n this case

where Plaintiffs challenge the adequacy of their medical treatrientsubjectivecomponent
“must be determined in light of the prison authoritiesrrentattitudes and conducincluding
attitudes and conduct at the time suit is brought and persisting thefdadterer 511 U.S. at 845

(quoting_Helling v. McKinney, 509 U.S. 25, 36 (1993)).

96. The Court of Appeals hasxplainedthat, in considering culpable state of mind,
courts especially in an inadequate medical treatment contexst be“deferential to the

judgments of medical pfessionals.’Rhinehart 894 F.3d at 738 (quoting Richmond v. Huqg, 885

F.3d 928, 94@6th Cir. 2018)) A doctor isnotimmune from a deliberaiadifference claim simply
because he provided “some treatment for the infatesdical needs but, on the other hand, a
doctor “is not liable under the Eighth Amendment if he or she provides reasaoeabieent, even

if the outcome of the treatment is insufficient or even harinfdl. (citing Farmer 511 U.S. at

844).

97. In Rhinehart for example,the plaintifs could not establish the subjective
component of their claim against a doctor who declined to order a medical procedur@imiatiee
with ESLD.Id. at 751 There, he doctor was familiar with ESLD and the procedure at issod
evaluate inmates to see if they were a candidate for the procedure, and madesioissdaiter

weighing potential health benefits'a process that required medical judgmeid.”In Rhinehart,
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the Court of Appealsheld that lecause the record shedthat the doctor“made a medical
judgment in declining to refer [the inmafe] [the] procedure, théplaintiffs] cannot establish the
subjective component of their claim against Rifd. (emphasis added).
. Analysis

98. Plaintiffs proceed under Section 198atprovides a federal cause of action against
government officials who, while acting under color of state law, “deprived div@aht of rights,

privileges or immunities secured by the Constitution or laws diithieed States.Bennett v. City

of Eastpointe, 410 F.3d 810, 817 (6th Cir. 2005) (citing McKnight v. Rees, 88 F.3d 417, 419 (6th

Cir. 1996)).

99. The parties have stipulated that Defendants were acting under color of state law
all times relevant tthis case. (Doc. No. 234 at 20 (pretrial conf. $tip)

100. Plaintiffs’ bring this Section 1983 action against two state officilhse Court
considerghe culpability of each defendant separat8geRhinehart 894 F.3d at 7385arretson

v. City of Madison Heights, 407 F.3d 789, 797 (6th Cir. 2005).

101. While ultimately in charge of TDOC, Parker is not personally involved in
administration of TDOC’s HCV treatment policies. He haspaoticipatel in developing the 2019
HCV Guidance or 2019 HCV Workflomhas only a passing familiarity with TACHHs not
involved in the consideration of patients for treatment with DAAs, and is not involved in #ils det
of Dr. Williams’ medical budget requests.

102. As TDOC's Director of Medical Services and Chief Medical Offi€ar, Williams
is directly responsible for all aspects of TD@@hatemedical care and HCV treatment policies

He developed and drafted the 2019 HCV Guidance and 2019 HCV Workflow and issibfgpo
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for overseeing implementation and administratioreaéh He formed and is chair of TACHH,
which decides whether an inmate receibdg\ treatment

A. Commissioner Parker

103. Plaintiffs have not established that Commissioner Parker, a supervifioigl,o
violated their Eighth Amendment rights.
104. “[Section] 1983 liability must be based on more thagpondeat superior, or the

right to control employe€s.Shehee v. Luttell, 199 F.3d 295, 300 (6th Cir. 199®well v.

Sanders668 F.3d 344, 351 n.3 (6th Cir. 2012). A plaintiff must prove that a supervisory official

“caused” a violation of his or her constitutional rights, Thomas v. Nationwide Chidrosp,
882 F.3d 608, 612 (6th Cir. 2018), lemonstrahg that the superisory official “either
encouraged the] misconduct or in some other way directly participated irSh&hee199 F.3d

at 300;Howell, 668 F.3d at 351 n.3At a minimum a plaintiff must show that the official at least
implicitly authorized, approved, dknowingly acquiesced irf ] unconstitutional conduk}’
Shehee199 F.3d at 300. Liability also “cannot be based upomere failure to act. Id. (citing

Salehpour v. Univ. of Tenn., 159 F.3d 199, 206 (6th Cir. 1998)

105. Plaintiffs have not established by a preponderance of the evidence that Parker
encouraged, actively participated in, lorowingly approved any particular aspect of TDOC'’s
policy concerning treatment of HCMmates.This is consistent with the conasionsof other

courts on liability of the head of the department of corrections.

4 See, e.g.Pevia v. Wexford Health Source, Inc., No. CV EllB-1950 and ELHL7-631, 2018
WL 999964, at *13 (D. Md. Feb. 20, 2018), aff'd sub ndtevia v. Comm’r of Cory.731 F.
App’x 243 (4th Cir. 2018) (dismsing claim against Commissioner of Correction due to
inadequate involvement in HCV treatment policy as supervisory offiéibl):Jamal v. Kerestes
Case No. 3:1%v-00967, 2016 WL 4574646, at *12 (M.D. Pa. Aug. 31, 2016) (dismissing claim
against Depamient of Corrections officials not personally involved in “the [HCV] Treatment
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106. Plaintiffs have also failed to establish the subjective component of their didibera
indifference claim against Parker. This is because a prison official who lacksahteadning does
not act with the necessary culpable state of mind when he “reasonably]defels medical

professionals’ opinions.Olmstead v. FentresSty., No. 2:16cv-46, 2019 WL 1556657, at *8

(M.D. Tenn. Apr. 10, 2019kee als&pears v. Ruth, 589 F.3d 249, 255 (6th Cir. 2009) (concluding

that nonmedical jail personnel are entitled to reasonably rely on medittgl icGaw v. Sevier

Cty., 715 F. App’x 495, 498-99 (6th Cir. 201€p(lecting cases holding same).

107. Parker hasho medical training, lacks substantive medical knowledge regarding
HCV, and relies exclusively on Dr. Williams, Dr. Wiley, and other TDOC mediealth care
professionals to create policies and procedures for the treatment of HCV inBeai@sse Parker
has reasonably relied on these TDOC medical professionals to create the TDO@blties at
issue in this case, devise the 2019 HCV Guidance and 2019 HCV Workflow, and direct TACHH,
he has not formed mental state exceeding gross negligence.

108. Plaintiffs’ Section 1983 claim against Parker will be dismissed.

B. Dr. Williams

1. Objective Component

109. The classis defined to includé inmates who have or will be diagnosed with HCV.
(Doc. No. 32.) As Dr. Yao explained, HCV is a progressive illness from which thexihdeother
organsare subject tserious risks. These risks are many, includiprggressive liver fibrosis
potentially leading to cirrhosis; pain; extrahepatic @ieer) manifestations including bleeding,

skin, kidney, heartand cognitivesymptomsaccumul&on offluid in the body;serious infections;

Review Committee, the “development, adoption, or implementation of the [ ] [HCV] ptaipc
the protocol’s application to [the] [p]laintiff”).
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cancer multi-organ failure;and deathlt is not surprising thabr. Yao describes HCV asery
dangerous. While not all HCV inmates develop the same symptomsgressat the same rate,
for many the disease will continue to worsen over time.

110. The proof establishes by an overwhelming preponderance of the evitleatce
chronic HCV is a séwus medical conditionSeeDoc. No. 219 at | 4 (pretrial conf. ship.Other

courtsagree.SeeStafford v. Carter, No. 1:1¢v-00289IJMS-MJD, 2018 WL 4361639, at *12

(S.D. Ind. Sept. 13, 2018) (“[T]he Court concludes, as have many other courts thatmsdered

the issue, that chronic HCV constitutes a serious medical con8itiBevig 2018 WL 999964,

at *16 (finding chronidHCV “to be sure . . constituts a serious medical negdHoffer v. Jones
290 F. Supp. 3d 1292, 1299 (N.D. Fla. 2017) (“Nor should it be surprising that this Court finds

chronic HCV to be a serious medical needCdlemanBey v. United States, 512 F. Supp. 2d 44,

47 (D.D.C. 2007) (“[C]hronigHCV] infection presents a serious medical need as the condition
may lead to lier disease, including cirrhosis.”). Indeed, courts have so found about the hepatitis

C virus regardless of whether infection has reached the chronic Ségge.g, Hix v. Tennessee

Dep't of Corr, 196 F. App’x 350, 356 (6th Cir. 2006) (“[H]epatitis C likely constitutes a serious
medical need sufficient to satisfy the objective component of our Eighth Amendmessisia);

Owens v. Hutchinson, 79 F. App’x 159, 161 (6th Cir. 2003) (“Owens has adequately alleged that

he suffered from an objectively sanmedical conditior [HCV].”); Parks v. Blanchette 44 F.

Supp. 3d 282, 314 (D. Conn. 2015) (holding thatt ‘{s] wellestablished that Hepatitis C is

sufficiently seriou’ for purposes of the objective prondlilton v. Wright, 928 F. Supp. 2d 530,

547-48 (N.D.N.Y. 2013) (“It is well-established that HCV is a serious medical tcamid]").
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111. Plaintiffs have also demonstratbgl a preponderance of the evidence, especially
through the impressive testimony of Dr. Y#wat DAAs alleviate HCV by achieving SVR for the
vast majority of HCV patients.

112. The Court must determine whether TDOC’s HCV treatment policy, as reflected in
the 2019 HCV Guidance and 2019 HCV Workflow, is “so grossly incompetent, inadequate, or
excessive aso shock the conscience or to be intolerable to fundamental fafriéss Court
cannot make that conclusion.

113. Plaintiffs’ rely upon the AASLD/IDSA Guideline and Dr. Yao’s expert opinion
testimonythat favor administering DAAs tonmateswith chronic HCV as soon as possible
Plaintiffsthen reasothat TDOC’s HCV treatment policies fall short of the prevailing standard of
care becaugbeydo notguaranteémmediate universal treatment of all HCV inmates with DAASs.
(Doc. No. 255 at 1®6-28, 42) Less than that best practice standard of care, Plaintiffs maintain,
is a deprivation of medical care that violates the Eighth Amendniénat(40-43.)

114. More specifically, Dr. Yao opined that treatment with DAASs “as early aslpessi
after diagnogs of chronic HCV is the generally accepted standard of care or “best practice.” He
further opined that prioritization of patients or delayed administration of DA&sdidenefit and
may be detrimental to HCV patients in the ldegn because earlier &gment of chronic HCV
stops the progression of the damage to patient’s liver and prevents damage to atiser orga

115. Notably, however, Dr. Yao alsbelievesthat the 2019 HCV Guidance was a
“significant improvement” over prior TDOC policieble concedgthat TDOC's prioritization
structure is a practical strategy for HC&re when resources are limited. Indeed, Dr. Yao utilized
a prioritization method at the VA before Congress approved a new strategy and fiording

universal care.
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116. The AASLD/IDSA Guideline consists of treatment recommendations, not
mandatory practice requirements. (P. Ex. 8.) To the extent that Plaintjfsupen the
AASLD/IDSA Guideline the Court finds that its recommendations are helpful understanding the
“best possiblépractice, andorovide ‘evidence of a preferred public health poficlgutdo “not
necessarilydeterminethe standard for judgindconstitutional] deliberate indifferencé See

Buffkin v. Hooks, No. 1:18CV502, 2019 WL 1282785, at *6 (M.D.N.C. Mar. 20, 2019) (noting

that the AASLD/IDSA disclaims that its guidelines “should not be relied onggest a course of
treatment for a particular individual” and cautioning against use of the BABSA Guideline
as a legal measure of Eighth Amendment deliberate indifference).

117. Notably, even the AASLD/IDSA Guidelineacknowledges the logic of a
prioritization system when resources are limited. In such a casgognizeghat “it is most
appropriateo treat those at greatest risk of disease complications before treatingvitiokess
advanced diseagdecause “the most immediate benefits will be realized by populations at highest
risk for liver-related complications.” (P. Ex. 8 at 62-63).

118. TheCourt does not take issue with Dr. Yao’s view of the “best pradiceieating
HCV, as reflected in the AASLD/IDSA Guideline. Howevérjs well established that HCV
inmatesare entitled to adequate care, not the “best care posasitiled “gold standrd.” Rhinehart,

894 F.3d at 750.

119. When considered together, the 2019 HCV Guidance and 2019 HCV Workflow
create anultifacetedset of policies and protocols fOAA treatmentof chronicHCV inmateghat
includes: evaluation staging for referral to TACHHconsiderationby and designation for
treatment by TACHHKH monitoring and regular testing by the chronic care ¢linitd use of

HepCOR to streamline and facilitate inmate monitoring and treatment. Importanf29iaeiCV
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Guidancds an improvement from paseatment protocols. It serves the dual goals of maximizing
and prioritizingtreatment foHCV inmates. First, iallows inmates topt-out, as opposed to opt-
in, of HCV testingat intake Thistestingat intakebegirs the HCV treatmenprocess. Second, it
providesthat, upon diagnosi$JCV inmates undergo a prompt and more comprehensive baseline
evaluation, including blood and fibrosis tests. Third, it provides for referrallbH@V inmates,

and does not preclude referral of ad@V inmates, to TACHH. Fourth, it iplements a flexible
prioritization system foMACHH to order DAA treatmentWhile TACHH utilizes athreetier
prioritizationsystemlower priority inmatesare still eligible for DAAs While Plaintiffs complain

that the prioritization system doast “guarantee” DAA treatment for anyone at any |€Dsic.

No. 255 at T 15such a guarantas not required under current Eighth Amendment jurisprudence.
Finally, the 2019 HCV Guidance directs that all HiDwhates be enrolled in the chronare clinic

for close, regular, and comprehensive monitoring. The results of this monitadrigsiing are
used in part to update inmates’ TACHH stagirigr DAA treatment Treatment by the chronic
care clinic continues until an inmate is administered DAAs and achieves SVR.

120. Dr. Williams has requested and obtainedrereased budget for treatment of HCV
inmates with DAAs and expects that funding, in tandem with the 2019 HCV Guidance and
accelerated work of TACHH, to increase the number of inmates that vatiroistered DAAs.

121. Dr. Williams has devised a reasonablkeucture for the diagnosis, evaluation,
staging, treatment, and monitoring of inmates with chronic HCV. True, Dr. Willeamd TDOC
have not put forth the “gold standard” of immediate, unive»®A treatment regardless of
fibrosis stage recommended by AASLD/IDSA and advocated by Dr. Yao. But the 2019 HCV
Guidance and 2019 HCV Workflow are not so unreasonable or so contrary to medical standards

that no competent medical professional would makdla choices, particularly given the
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resources available to TDOC. Plaintiffs have not established, by a prepomedefréme evidence,

that the policies and protocdtstreatchronicHCV inmates with DAAs set fortim the 2019 HCV

Guidance and 2019 HCV Workflow are “grossly incompetent” or “conscience shocking.”
122. Other courts have jectedsimilar claimsfor DAA treatment on the same basis

relied upon by the Court. For example, in Roy v. Lawson, 739 F. App’x 26662§6th Cir.

2018) the Fifth Circuitrejectedan HCV inmate’s claim thathe defendast weredeliberately
indifferent when they failed to refer him flnmediate treatment based on a low fibrosis score and
insteadperformed only blood work, labs, and monitoritdespite the highisk nature of the
diseas€ The Court noted that there was no evidence the inmate was depradgmhoiite medical
care ‘particularly in the absence of any medical evidence showing that his condgigrece

immediate care or subjected him to any wanton infliction of pairSpiess v. PerryCivil Action

No. 1:17CV281RHW, 2019 WL 2373199, at *2 (S.D. Miss. June 5, 2018) HCV inmate
complained of being denied DAA3he Court found that “constant, routine monitofingas

sufficient to defeat a claim of constitutionally inadequatical careld. In Peviav. Wexford

Health Source, In¢cthe courtrejectedhe objective component argument thaHEV inmate was

entitled to receive a DAAas soon a$it] became availabjé because the inmate was stable and
being ‘monitored, as required by existing protocbRevig 2018 WL 999964, at *16. The Court
focused on “medical necessity not simply that which may be considered. desirable.”ld.

Likewise, inWalton v. PersonCase No. 1:1&v-00157TWP-TAB, 2017 WL 2807326, at *5

(S.D. Ind. June 28, 2017), an HCV inmate with no lab tests showing development of fibrosis sued
for being denied DAAs. Ale Court held that “while fears of developing liver damage are
understandable,’esting and placing inmate on lower end of treatment priority scale wasonot “s

contrary to accepted professional standartik.Finally, in Phelps v. Wexford Health Sources,
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Inc., Civil Action No. ELH-16-2675,2017 WL 528424, at *9 (D. Md. Feb. 8017) anHCV
inmate claimed his medical treatment was objectively inadequate because he had neateekn tr
with DAAs. The Court rejected the claibecausehe inmatevasenrolled in chronic care clinic,
received regular tests amdonitoiing, and individial treatments could be consideredagpecial
panel.ld.

123. The Court’s analysis of the objective component differentiates this casé¢hireen
cases that found in favor of HCV inmates who challenged state prison HCV treatmeiespoli

These cases ardistinguishable on either tiparticularsof the policies at issue or the objective

component analysis. First, Akbu-Jamal vWetze| the court enjoined a Pennsylvania Department
of Corrections (“PDOC”) HCV policy. No. 3:16V-2000, 2017 WL 34700, at *15 (M.D. Pa. Jan.
3, 2017). There, the PDOC policy contdla prioritizationsystem, but it also had two important
limitations: inmates had to have cirrhosis to be considered for DAA treatnmenhaal to have
dangerous esophageal varices t@tanted DAA treatmentld.) The court noted that “[shply
prioritizing [HCV] treatment so that those in the greatest need are treated first likely nobuld
constitute a constitutional violation(ld. (emphasis added)However, withthose additional
requirementsthose with mild or moderate fibrosimacceptably Fa[d] no chance of receiving
[DAAs].” Id. at *16. Not so here. While TDOC has a prioritizatigstem no inmate is foreclosed
from consideration by TACHH, and there aeexclusiongrom DAA treatment.

124. In Hoffer v. Jones290 F. Supp. 3d at 13d#, andStafford v. Carter2018 WL

4361639, at *12, HCV inmates challenged the treatment policies of the Floridan@iadal
Departments of Corrections, respectively. However, in tbasef-circuit casestheanalysis of
the objective component consisted of no more than deeming chronic HCV to be a sericak medi

need Hoffer, 290 F. Supp. 3d at 1298tafford 2018 WL 4361639, at *11-*12. Those courts did
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not discuss the furthéssue required in the Sixth Circuit where the adequacy of care is at issue,
the degree to which there has been an objective deprivation of medical cars likbig because
those cases arrived in a different posture. For exampldpifer, the court was faced with a
“sordid” state of affairs in which funding was essentially “not availablé’eat anyone with HCV

and only 13 of perhaps as many as 20,000 inmates had been treated withHOA&s.290 F.
Supp. 3d at 1293, 1298. And 8tafford the Department of Correctiongad ‘not stated that it
[wa]s their intention to treat even the individuals Wve]re categorized as high priorityld. at
*17-*18. Again, not so herdt is TDOC’scurrentpolicy to treat all HCV inmates. The 2019 HCV
Guidance ad 2019 HCV Workflow are a set of treatment policies and protocols intended and
designed to steadily increase the numbei©V inmates treated with DAAs. This case does not

fit within Abu-Jamaj Hoffer, or Stafford

125. Plaintiffs have not satisfied the objective component of the Eighth Amendment
deliberate indifference analysis by a preponderance of the evidence

2. Subjective Component

126. Plaintiffs have also not met their burden on the subjective component dhEigh
Amendment deliberate indifference.

127. The proofdoes not establish, by a preponderance of the evidence, that Dr. Williams
has acted with a culpable state of mind equivalent to criminal recklessmess fihe proof ighe
opposite. Dr. Williams has used, and is using, his medical judgment to providealelascare for
TDOC HCV inmatesthrough creation, administration, and modification of TDOC policies and
treatment protocols for HCV inmateall of this is a process that involves his reasoned medical

judgment.Id.
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128. Because the evidence reflects tiat Williams’ medical judgmenhas been
consciously exerciseggarding TDOC’s HCV treatment policies and protocols, the @aumriot
conclude thatDr. Williams has acted or will act with culpable state of mind approaching
“criminal recklessness” regardj the inmates’ HCV treatmeree e.g, Roy, 739 F. App’xat
266-267(finding that “[tlhe true nature ofplaintiff's] complaint is a challenge to the medical
judgment exercised by prison medical staff in determining the appropriate ajuns[HCV]
treatment, which does not give rise to a constitutional violgtidteber 487 F. App’x at 549
(“Plaintiff' s disagreemerwith the course of treatment employed fails to support an inference that
Defendants acted with disregard for the harm posétaiatiff by Hepatitis C?); Parks 144 F.
Supp. 3d at 31%If medical judgment was consciously exercised, even if that judgment was
‘objectively unreasonabléhe defendant’s conduct does not constitute deliberate indiffefgnce.

King v. CalderwoodCase No. 2:18v-02080GMN-PAL, 2016 WL 4771065, at *6 (D. Nev.

Sept. 12, 2016)doncludingdisagreemenbver DAA treatmentdoes not amount to deliberate
indifference unless thenedical director chose a course of treatment that was “medically
unacceptable” under the circumstances).

CONCLUSION

There is room for much continued improvement in TDOC's treatment of HCV inmates
with DAAs. TheEighth Amendmenis not frozen in time. The evidence at trial made clear that
HCV is serious and progressitiealth onditiory that this area of medicine conterito evolve;
that DAAs are a virologic cure; and that DAAs are becoming increasingly mordaiffe.The
Court notes that Dr. Williams made a number of promises and projections about &tticipa
success under the 2019 H@uidance. Te time it takes to treat HCV inmates with DAAs should

continue to dwindle. Inimne HCV should be no different than other illnesses such as HIV and
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tuberculosis for which treatment lingered in nascent stages before reachitigphroass. Time

will tell whether TDOC implemes the 2019 HCV Guidance in the dedicated manner it has
represented and continues to accelerate approval of inmates for treatrheDAA®. It would
behoove TDOC to do so atmlengagedr. Yaoto assist in maintaining thigrogresslest treatment
that is not grossly inadequate today be subject ta¢haived claim in the future.

The Court will issue an appropriate order.

R WA

WAVERLY D,JCRENSHAW, JR
CHIEFUNITED STATES DISTRICT JUDGE
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