
 
 

Appendix i

APPENDIX 

Table of Contents 

Opinion, 
Sligo Creek Center v. United States Department  
of Health & Human Services, et al.,  
No. 25-1669 (4th Cir. June 5, 2026)..................... 1a 

Judgment, 
Sligo Creek Center v. United States Department  
of Health & Human Services, et al.,  
No. 25-1669 (4th Cir. June 5, 2026)................... 16a 

Final Decision on Review of  
Administrative Law Judge Decision, 

Sligo Creek Center, No. 3191 
(Department of Health and Human Services,  
Department Appeals Board, May 23, 2025) ...... 18a 

Decision, 
Sligo Creek Center, No. C-17-458 
(Department of Health and Human Services,  
Departmental Appeals Board,  
Civil Remedies Division, Oct. 23, 2020) ............ 95a 

Notice, 
Sligo Creek Center, No. 215327 
(Centers for Medicare & Medicaid Services,  
Jan. 31, 2017) ................................................... 201a 

U.S. Const. amend. VII ........................................ 212a 

42 U.S.C. § 1320a-7a ............................................ 213a 

42 U.S.C. § 1395i-3 (d), (g)-(h) ............................. 238a 



Appendix 1a 
 

PUBLISHED 

UNITED STATES COURT OF APPEALS  
FOR THE FOURTH CIRCUIT 
___________________________  

No. 25-1669 
___________________________ 

 
SLIGO CREEK CENTER, 

Petitioner,  

v. 

UNITED STATES DEPARTMENT OF HEALTH & 
HUMAN SERVICES; ROBERT F. KENNEDY, JR., 

Secretary of the United States Department of Health 
and Human Services, 

 
Respondents. 

------------------- 
 

AMERICAN HEALTH CARE ASSOCIATION;  
THE NATIONAL CENTER FOR ASSISTED  

LIVING, 
 

Amici Supporting Petitioner. 
____________  

 
On Petition for Review of an Order of the  

Department of Health & Human Services. (A-21-12) 
____________  

 
Argued: May 5, 2026          Decided: June 5, 2026 

____________  



Appendix 2a 
 

 
Before RUSHING and HEYTENS, Circuit Judges, 

and FLOYD, Senior Circuit Judge. 
____________  

 
Petition denied by published opinion.  Judge Heytens 
wrote the opinion, which Judge Rushing and Judge 

Floyd joined. 
____________  

 
ARGUED: Joseph L. Bianculli, HEALTH CARE 
LAWYERS, PLC, Deale, Maryland, for Petitioner.  
David L. Peters, UNITED STATES DEPARTMENT 
OF JUSTICE, Washington, D.C., for Respondents.  
Mark Emerson Reagan, HOOPER, LUNDY & BOOK-
MAN, P.C., San Francisco, California, for Amici Cu-
riae.  ON BRIEF: Brett A. Shumate, Assistant Attor-
ney General, Michael S. Raab, Daniel Aguilar, Civil 
Division, UNITED STATES DEPARTMENT OF JUS-
TICE, Washington, D.C., for Respondents.  David J. 
Vernon, Rachel L. Zacharias, Sheryl B. Xavier, 
HOOPER, LUNDY & BOOKMAN, P.C., Washington, 
D.C., for Amici Curiae. 

____________  

TOBY HEYTENS, Circuit Judge:    
Nursing homes “must comply with numerous stat-

utory and regulatory requirements” to participate 
in—i.e., receive reimbursement from—Medicare.  
Shalala v. Illinois Council on Long Term Care, Inc., 
529 U.S. 1, 6 (2000).  When participating facilities fail 
to comply with those requirements, Congress has au-
thorized the Secretary of Health and Human Services 
(HHS) to impose various consequences, including civil 
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monetary penalties.  See 42 U.S.C. § 1395i-3(h)(2)(B).  
Our primary question here:  When the Secretary com-
mences administrative proceedings against a Medi-
care participant seeking monetary penalties, does the 
Seventh Amendment guarantee that participant the 
right to a jury trial?  We hold the answer is no.  And 
because we see no other basis to disturb the chal-
lenged decision here, we deny the petition for review.   

I. 
Petitioner Sligo Creek Center ran a Medicare-par-

ticipating nursing home in Montgomery County, Mar-
yland.  In 2015, county health officials informed peti-
tioner that two facility employees and a former resi-
dent had been diagnosed with active tuberculosis 
(TB).  The county officials met with petitioner’s staff 
“to discuss [a] TB contact investigation and [a] re-
sponse to the situation.”  JA 69.  The officials claim 
they told petitioner’s staff that the facility “was at 
high risk for TB transmission” and that—although 
the county would provide guidance and oversight—
“[p]etitioner’s staff w[ere] responsible for testing its 
residents for TB and for follow up treatment.”  Id. 

Petitioner’s internal policies included a protocol for 
TB testing and treatment consistent with standard 
recommended practices.  The protocol stated that, 
once an active case was confirmed, all residents 
should receive skin tests for TB and those who tested 
positive should then get a chest x-ray.  A positive skin 
test and positive x-ray indicate active TB, while a pos-
itive skin test and negative chest x-ray indicate a la-
tent TB infection.  Although latent TB is asympto-
matic and noncontagious, untreated latent TB can 
convert to active TB, which can be dangerous and even 
deadly.  Petitioner’s protocol required it to “proceed 
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with evaluati[ng]” residents with positive skin tests 
and negative chest x-rays for latent TB treatment.  JA 
176-77.  That requirement was consistent with fed-
eral, state, and county guidance recommending that 
nursing home residents with latent TB receive treat-
ment “unless” it is “contraindicated or refused.”  JA 69 
(first quote); JA 86 (second quote).   

Petitioner followed the first few steps of this proto-
col.  It administered skin tests, and more than two 
dozen residents tested positive.  Petitioner then gave 
those residents chest x-rays.  All chest x-rays were 
negative, indicating latent TB infections. 

Under the protocol, petitioner was next supposed to 
“proceed with evaluat[ing]” those residents for latent 
TB treatment.  JA 176; accord Petr. Reply Br. 12.  But 
HHS later concluded—and petitioner now admits—
that petitioner neither ordered nor administered la-
tent TB treatment for residents with positive skin 
tests and negative x-rays.1  Nor did petitioner explain 
in any of those residents’ records why the facility was 
not administering latent TB treatment.  Indeed, peti-
tioner “conceded” to HHS that it never even “noted” 
any formal latent TB diagnosis “in any of the resi-
dent[s’] clinical records because no physician from the 
county or the facility rendered such a diagnosis.”  
JA 97.   

More than a year after the residents’ negative chest 
x-rays, a state health agency received “a substantial 
allegation” about petitioner’s “noncompliance” with 

 
1 One such resident received latent TB treatment because an 

unaffiliated physician independently evaluated that resident for 
a kidney transplant and prescribed the treatment.  
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Medicare’s participation requirements.  JA 72 (quota-
tion marks removed).  After an investigation, the state 
agency determined petitioner “failed to ensure timely 
follow up of the treatment and management of multi-
ple residents who were identified at risk for exposure 
to a serious infectious disease” (that is, active TB) 
“and failed to record in [those] residents’ clinical rec-
ords the rationale for treatment/non treatment for” la-
tent TB.  Id.  (alterations and quotation marks re-
moved).  The state agency thus concluded petitioner 
violated 42 C.F.R. § 483.65 (2016), which required 
each Medicare-participating nursing home to:   

establish and maintain an infection control 
program . . . under which it—(1) Investi-
gates, controls, and prevents infections in 
the facility; (2) Decides what procedures, 
such as isolation, should be applied to an in-
dividual  resident; and (3) Maintains a rec-
ord of incidents and corrective actions re-
lated to infections.   

§ 483.65(a) (2016).2 The state agency also concluded 
petitioner’s noncompliance created “immediate jeop-
ardy,” JA 72, which federal regulations define as “a 
situation in which [a] provider’s noncompliance with 
one or more requirements of participation has caused, 
or is likely to cause, serious injury, harm, impairment, 
or death to a resident.”  42 C.F.R. § 488.301.  The HHS 
component that administers Medicare “concurred 
with” the state agency’s conclusions, determined when 

 
2 Although the regulation has since been revised, the parties 

agree the version quoted above was in effect during all relevant 
times.  
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the “immediate jeopardy” began and ended, and “im-
posed a . . . per-day [civil monetary penalty]” on peti-
tioner for that period.  JA 73.   

Petitioner requested and received a hearing in front 
of an administrative law judge (ALJ) to contest both 
“the finding of ‘immediate jeopardy’ noncompliance” 
with the relevant regulation “and the associated” fine.  
JA 73.  The parties introduced “voluminous” evidence, 
including expert testimony.  Id.  The ALJ rejected pe-
titioner’s arguments, concluding: (1) petitioner had 
been noncompliant; (2) the noncompliance caused im-
mediate jeopardy during the period HHS asserted; 
and (3) the fine was reasonable.  Petitioner timely 
sought review from the HHS Departmental Appeals 
Board, which affirmed the ALJ’s decision.   

We have jurisdiction to review the Appeals Board’s 
decision under 42 U.S.C. § 1395i-3(h)(2)(B)(ii), which 
incorporates the judicial review provisions contained 
in Section 1320a-7a(e).  We determine de novo 
whether agency action complies with the Constitu-
tion.  See, e.g., Loper Bright Enters. v. Raimondo, 603 
U.S. 369, 392 (2024).  In contrast, the agency’s “find-
ings . . . with respect to questions of fact” are “conclu-
sive” so long as they are “supported by substantial ev-
idence on the record considered as a whole.”  42 U.S.C. 
§ 1320a-7a(e).   

II. 
Petitioner chiefly argues that HHS’s jury-less adju-

dication of this proceeding for monetary fines violated 
the Seventh Amendment as construed in SEC v. 
Jarkesy, 603 U.S. 109 (2024).  Like the Third Circuit 
in an analogous case, we are “unpersuaded” that 
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Jarkesy entitles petitioner to a jury trial in this con-
text.  Axalta Coating Sys. LLC v. Federal Aviation Ad-
min., 144 F.4th 467, 473 (3rd Cir. 2025).  

The Seventh Amendment declares that “the right of 
trial by jury shall be preserved” “[i]n Suits at common 
law.”  U.S. Const. amend. VII.  Under Jarkesy, we 
“conduct[] a two-part analysis” to determine whether 
petitioner was entitled to a jury trial here.  Axalta, 144 
F.4th at 473.  First, we ask, as a “threshold issue,” 
“whether this action implicates the Seventh Amend-
ment” at all.  Jarkesy, 603 U.S. at 120.  Second—and 
only if the answer to that first question is yes—we ask 
“whether the ‘public rights’ exception to Article III ju-
risdiction applies.”  Id.; accord Axalta, 144 F.4th at 
473, 475; see also AT&T, Inc. v. Federal Commc’ns 
Comm’n, 149 F.4th 491, 497-502 (5th Cir. 2025) (con-
ducting this two-step analysis), cert. granted, 2026 
WL 73092 (U.S. Jan. 9, 2026) (mem.) (No. 25-406).3   

We make quick work of the first step.  The govern-
ment “does not contest that the money penalty chal-
lenged here ‘implicates the Seventh Amendment.’” 
Gov’t Br. 26 (quoting Jarkesy, 603 U.S. at 125); accord 
Oral Arg. 24:33-25:06.  We thus decide this case on the 

 
3 During oral argument, petitioner suggested—echoing an 

amicus brief—that there may not even be a “ ‘public rights’ 
exception to Article III jurisdiction.”  Jarkesy, 603 U.S. at 120; 
see Oral Arg. 9:42-:55.  That argument fails twice.  First, peti-
tioner failed to preserve any such argument by not making it in 
the opening brief.  See Grayson O Co. v. Agadir Int’l LLC, 856 
F.3d 307, 316 (4th Cir. 2017).  Second, the current “law on the 
books” recognizes a public rights exception and we as an inferior 
court have no authority to abrogate it.  Axalta, 144 F.4th at 484 
(Bibas, J., concurring); cf. Jarkesy, 603 U.S. at 127 (concluding 
that case “does not fall within the exception”).  
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assumption that Jarkesy’s first requirement is satis-
fied.   

That leaves the second step:  “whether the public 
rights doctrine justifies the administrative adjudica-
tion of [HHS]’s enforcement action.”  Axalta, 144 F.4th 
at 475.  To be sure, Jarkesy described some of the 
Court’s public rights “precedents” as “confusing,” 603 
U.S. at 130 (quotation marks removed).  But we agree 
with the Third Circuit that the Jarkesy Court “re-
solved the public rights question . . . in a notably un-
complicated way: by analogizing [Jarkesy’s] enforce-
ment action to the action at issue in one public rights 
precedent—Granfinanciera, S.A. v. Nordberg, 492 
U.S. 33 (1989)—and distinguishing it from the en-
forcement action at issue in another—Atlas Roofing 
Co. v. Occupational Safety & Health Review Commis-
sion, 430 U.S. 442 (1977).”  Axalta, 144 F.4th at 473-
74.  Taking the same approach, we ask whether the 
enforcement proceeding here “more closely resembles 
the essentially common law action in Granfinanciera” 
or “the action in Atlas Roofing.”  Id. at 475; see id. 
(noting Jarkesy “distinguished, but did not over-
rule, . . . Atlas Roofing”).   

Jarkesy explained the difference between Granfi-
nanciera and Atlas Roofing and why the issue before 
it fell on Granfinanciera’s side of the line.  In 
Jarkesy—as in Granfinanciera—Congress had 
“simply reclassified a pre-existing, common law cause 
of action.”  Granfinanciera, 492 U.S. at 60.  The ac-
tions in both Jarkesy and Granfinanciera, though not 
identical to any common law causes of action, “tar-
get[ed] the same basic conduct as” well-recognized 
common law actions, “employ[ed] the same terms of 
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art, and operate[d] pursuant to similar legal princi-
ples.”  Jarkesy, 603 U.S. at 134.  In contrast, the stat-
ute authorizing the enforcement action in Atlas Roof-
ing “did not borrow its cause of action from the com-
mon law,” avoided “common law terms of art,” and cre-
ated a “self-consciously novel” type of action “‘un-
known to the common law.’” Id. at 136-37 (quoting At-
las Roofing, 430 U.S. at 461).   

Like the Third Circuit in Axalta, we conclude peti-
tioner had no Seventh Amendment right to a jury trial 
here because this action “cannot be distinguished 
from the enforcement action considered in Atlas Roof-
ing.”  Axalta, 144 F.4th at 475-76.  As in Atlas Roofing, 
Congress did not merely repackage (or assign to a dif-
ferent party) a common law cause of action when it 
authorized proceedings like the one HHS initiated 
here.  See Jarkesy, 603 U.S. at 135; cf. Sun Valley Or-
chards, LLC v. U.S. Dep’t of Lab., 148 F.4th 121, 124, 
128-29 & n.4 (3rd Cir. 2025) (concluding claims 
brought under a statute authorizing the Secretary of 
Labor to sue on migrant laborers’ behalf to “enforce[]” 
the laborers’ “work contract[s]” sufficiently “resem-
ble[d] [a] common law breach of contract” claim to dis-
tinguish the case from Atlas Roofing), cert. granted, 
2026 WL 1127242 (U.S. Apr. 27, 2026) (mem.) (No. 25-
966).  Instead, Congress created a detailed series of 
new requirements that apply only to “skilled nursing 
facilit[ies]” that voluntarily participate in Medicare, 
and are administered by both state and federal gov-
ernment actors.  42 U.S.C. § 1395i-3(a) (defining that 
term); see § 1395i-3(a)-(k) (laying out the require-
ments); cf. Jarkesy, 603 U.S. at 137 (describing the 
statute authorizing the Atlas Roofing action as “self-
consciously novel” “[i]n both concept and execution”).  
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Those requirements are enforced by an intricate and 
“novel” enforcement scheme that would have been 
“unknown to the common law.”  Jarkesy, 603 U.S. at 
138-39 (quotation marks removed); see id. at 137 (dis-
tinguishing schemes that merely “enable the Federal 
Government to bring or adjudicate claims that traced 
their ancestry to the common law”).  Indeed, petitioner 
conceded at oral argument (see Oral Arg. 2:35-4:35), 
that it would have had no right to a jury trial had reg-
ulators refrained from seeking a monetary fine and in-
stead withheld reimbursement, see 42 U.S.C. § 1395i-
3(h)(2)(B)(i); “appoint[ed] temporary management to 
oversee the operation of [petitioner’s] facility,” 
§ 1395i-3(h)(2)(B)(iii); or even terminated its ability to 
participate in Medicare altogether, see § 1395i-
3(h)(2)(A)(i).  “Atlas Roofing binds us.  And under its 
rule, this case involves public rights.”  Axalta, 144 
F.4th at 482 (Bibas, J., concurring).  

Seeking to avoid that conclusion, petitioner insists 
this enforcement scheme is analogous to unspecified 
(but nonetheless “traditional”) common law tort “con-
cepts,” “obligation[s],” “standards of care,” and “pen-
alt[ies].”  Petr. Reply Br. 4-6 (emphasis removed).  We 
disagree.  

The first reason for our disagreement involves the 
underlying basis for the relevant obligation.  True, the 
HHS enforcement action here involved petitioner’s 
failure to fulfill a duty.  But that duty did not stem 
from any common law duty of care that applies to all 
people or those who participate in a particular type of 
activity.  Instead, the duty here arose from petitioner’s 
choice to participate in a voluntary government pro-
gram (Medicare) where public funds are spent to 
achieve public benefits.  The statute and regulation 
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the agency concluded petitioner violated required it to 
“establish and maintain” an adequate infection con-
trol policy, 42 U.S.C. § 1395i-3(d)(3)(A) (emphasis 
added); accord 42 C.F.R. § 483.65 (2016), which in-
cludes “comply[ing] with [petitioner’s] own policies 
and relevant state and local public health authority 
requirements.”  Amicus Br. 22.  We see no indication 
that those policies and requirements—which can be 
quite detailed and “technical,” Almy v. Sebelius, 679 
F.3d 297, 302 (4th Cir. 2012) (quotation marks re-
moved)—simply codify and restate general common 
law tort duties of care.   

What is more, the obligations at issue here are—
unlike common law torts—untethered to any injury. 
“Suits at common law to vindicate private rights re-
quired both injuria (a legal wrong) and damnum (ac-
tual, concrete harm).”  In re: Express Scripts, Inc., ___ 
F.4th ___, ___ n.8 (4th Cir. 2026) [2026 WL 13555370, 
at *5, n.8].  Here, in contrast, Congress has authorized 
HHS to take various actions—including imposing 
monetary penalties—even when no resident has suf-
fered or is at immediate risk of suffering harm.  See 
42 U.S.C. § 1395i-3(h)(2)(A)(i) (authorizing “any of the 
remedies described in subparagraph (B)” even absent 
immediate jeopardy).  And even when (as here) HHS 
seeks greater penalties because a facility “immedi-
ately jeopardize[d] the health or safety of its resi-
dents,” § 1395i-3(h)(2)(A)(ii), HHS still is not required 
to show that any resident suffered actual harm.  See 
42 C.F.R. § 488.301 (defining “[i]mmediate jeopardy” 
as “a situation in which the provider’s noncompliance 
with one or more requirements of participation has 
caused, or is likely to cause, serious injury, harm, im-
pairment, or death to a resident” (emphasis added)); 
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see also § 488.845(b) (describing factors affecting the 
size of a penalty).   

Thus, having considered the nature of the enforce-
ment proceeding here, we conclude it is not suffi-
ciently analogous to any common law tort to be 
properly characterized as just a “reclassified” common 
law tort action.  Axalta, 144 F.4th at 474 (quotation 
marks removed).   

Petitioner and its amici also briefly suggest the en-
forcement proceeding here can be analogized to a com-
mon law contract action.  Once again, we disagree.  To 
be sure, facilities must “execute a [p]rovider [a]gree-
ment” with the government “to participate in” Medi-
care.  Amicus Br. 15 n.5.  But as we just explained, 
Congress authorized enforcement actions like this one 
for mere violations of statutory and regulatory obliga-
tions without requiring the government to incur any 
actual damages as a non-breaching party to a provider 
agreement.  See 42 U.S.C. § 1395i-3(h).  We know of 
no similar common law contract claims.   

Like Atlas Roofing, this case involves “a new cause 
of action, and remedies therefor, unknown to the com-
mon law.”  430 U.S. at 461.  This case is also “mark-
edly different from the fraud cause of action consid-
ered in Granfinanciera and Jarkesy.”  Axalta, 144 
F.4th at 477.  So, like the Third Circuit in Axalta, we 
conclude that HHS’s ability “to enforce” the statutory 
and regulatory obligations at issue here “is a public 
right that Congress may assign to the executive 
branch for adjudication without offense to the Seventh 
Amendment.”  Id.4   

 
4 Given our holding that petitioner had no right to a jury trial, 

we need not reach petitioner’s “corollary” contention that HHS 
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III. 

Petitioner’s remaining challenges—that HHS acted 
arbitrarily or capriciously and that the record does not 
support the agency’s decision—also fail.  HHS con-
cluded that:  (1) the then-applicable version of 42 
C.F.R. § 483.65 required petitioner to follow its inter-
nal infection control policy; and (2) petitioner violated 
the policy by failing to “proceed with evaluati[ng]” its 
residents with positive skin tests and negative x-rays 
for latent TB treatment.  JA 79-80.  Both conclusions 
survive judicial scrutiny.   

Start with petitioner’s assertion that HHS’s deci-
sion was arbitrary or capricious because it penalized 
petitioner’s failure to meet “new[,] implied regulatory 
requirements.”  Petr. Br. 45; see 5 U.S.C. § 706(2)(A).  
Petitioner insists that, under the relevant statute and 
regulations, the only thing it had to do was follow 
county health officials’ orders, and because the county 
issued no orders, it fulfilled those obligations by doing 
nothing.  We disagree.  The statute and regulations 
required petitioner not just to “establish” “an infection 
control program” but also to “maintain” that program.  
42 U.S.C. § 1395i-3(d)(3)(A); 42 C.F.R. § 483.65 (2016).  
Petitioner does not dispute HHS’s conclusion that its 
program required petitioner to “evaluat[e]” residents 
with positive skin tests and negative x-rays “for” la-
tent TB treatment.  JA 176; see Petr. Reply Br. 12.  
Because petitioner thus had notice of its obligation to 
conduct those evaluations, HHS did not impose any 
impermissible “ad hoc” requirements.  Petr. Br. 46 
(quotation marks removed); cf. Golden Living Ctr.-

 
“should have held off seizing—or should have returned”—certain 
funds pending any such trial.  Petr. Br. 44.   



Appendix 14a 
 

Mountain View v. Secretary of Health & Hum. Servs., 
832 Fed. Appx. 967, 974-83 (6th Cir. 2020) (holding it 
was arbitrary and capricious to penalize a facility for 
“fail[ing] to consider adding additional staffing” be-
cause no statute or regulation—either expressly or 
through incorporation—required facilities to do so).5   

The record also contains “evidence that a reasona-
ble mind might accept as adequate to support [HHS’s] 
conclusion” that petitioner did not, in fact, proceed 
with the required evaluations.  Putnam Ctr. v. United 
States Dep’t of Health & Hum. Servs., 770 Fed. Appx. 
630, 638 (4th Cir. 2019) (quotation marks removed) 
(explaining 42 U.S.C. § 1320a-7a(e)’s “substantial ev-
idence” standard).  As the ALJ found (and petitioner 
did not contest), residents with positive skin tests and 
negative x-rays had “clinical records” that lacked any 
“note[s]” of their latent TB diagnoses.  JA 97.  Peti-
tioner also “provided no evidence that [its] attending 
physicians or nurse practitioners were asked to eval-
uate th[ose] residents” “for [latent TB] treatment or 
asked to order [such] treatment; and if not, why not.”  
JA 98.  But see 42 C.F.R. § 483.65(a)(1) (requiring fa-
cilities to “maintain an infection control program” “un-
der which” they “[m]aintain[] a record of . . . corrective 

 
5 In its reply brief, petitioner also argues its policy’s direction 

to “proceed with evaluation” for latent TB treatment for resi-
dents with positive skin tests and negative x-rays did not require 
petitioner to “do the[] evaluations.”  Petr. Reply Br. 11 (emphasis 
added).  For one thing, petitioner forfeited that argument by 
failing to raise it in its opening brief.  See Grayson O, 856 F.3d at 
316.  For another, we disagree.  The policy is internal and thus 
governs only petitioner, directing it (and only it) to proceed 
with—in other words, conduct—such evaluations.  
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actions related to infections”).  We thus reject peti-
tioner’s assertion that the agency’s decision was not 
supported by substantial evidence.   

*  *  * 
The Seventh Amendment did not guarantee peti-

tioner the right to a jury trial here, and HHS’s deci-
sion was supported by substantial evidence and nei-
ther arbitrary nor capricious.  The petition for review 
is   

DENIED.  
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FILED: June 5, 2026 
 

UNITED STATES COURT OF APPEALS  
FOR THE FOURTH CIRCUIT 
___________________________  

No. 25-1669  
(A-21-12) 

___________________________ 
 

SLIGO CREEK CENTER 

Petitioner  

v. 

UNITED STATES DEPARTMENT OF HEALTH & 
HUMAN SERVICES; ROBERT F. KENNEDY, JR., 

Secretary of the United States Department of Health 
and Human Services 

Respondents 

------------------- 
 

AMERICAN HEALTH CARE ASSOCIATION;  
THE NATIONAL CENTER FOR ASSISTED  

LIVING 
 

Amici Supporting Petitioner 
____________  

 
JUDGMENT 
____________  

In accordance with the decision of this court, the pe-
tition for review is denied. 
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This judgment shall take effect upon issuance of 
this court’s mandate in accordance with Fed. R. App. 
P. 41. 

 
/s/ NWAMAKA ANOWI, CLERK  
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Department of Health and Human Services  
DEPARTMENTAL APPEALS BOARD  

Appellate Division 
 

Sligo Creek Center  
Docket No. A-21-12  
Decision No. 3191  

May 23, 2025 

FINAL DECISION ON REVIEW OF  
ADMINISTRATIVE LAW JUDGE DECISION 

Sligo Creek Center (Petitioner), a Maryland skilled 
nursing facility (SNF), requests review of the October 
23, 2020 Administrative Law Judge (ALJ) decision, 
Sligo Creek Center, DAB CR5745 (2020) (ALJ Deci-
sion).  The issue before the ALJ was whether Peti-
tioner was in substantial compliance with the require-
ment to adopt and implement infection control policies 
in 42 C.F.R. § 483.65, from June 14, 2016 through De-
cember 11, 2016.  The ALJ concluded that:  (i) Peti-
tioner was not in substantial compliance with section 
483.65 as alleged by the Centers for Medicare and 
Medicaid Services (CMS); (ii) CMS’s determination 
that Petitioner’s noncompliance with section 483.65 
posed immediate jeopardy to resident health and 
safety from June 14 through October 5, 2016 was not 
clearly erroneous; and (iii) the $12,541 per-day civil 
money penalty (CMP) that CMS imposed against Pe-
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titioner for the period of immediate jeopardy was rea-
sonable.1  For the reasons discussed below, we affirm 
the ALJ Decision.   

Legal Background  

A. Social Security Act and Medicare Regulations  
To participate in the Medicare program, a SNF 

must be in “substantial compliance” with the partici-
pation requirements in 42 C.F.R. Part 483, subpart B.  
42 C.F.R. §§ 483.1(b), 488.400.  Substantial compli-
ance requires a level of compliance “such that any 
identified deficiencies pose no greater risk to resident 
health or safety than the potential for causing mini-
mal harm.”  Id. § 488.301.  The term “noncompliance,” 
as used in the applicable regulations, is synonymous 
with lack of substantial compliance.  Id.  The partici-
pation requirements at issue in this appeal include 
the requirement to establish and maintain an infec-
tion control program found at 42 C.F.R. § 483.65,2 
which required:   

 
1 CMS also alleged violations of 42 C.F.R. §§ 483.20(k)(3)(i), 

483.35(i), and 483.70(h)(4), but Petitioner did not challenge 
them, or the remedy imposed. 

2 In October 2016, the participation requirements for long-term 
care facilities in subpart B of Part 483, including the require-
ments related to infection control, were revised, effective Novem-
ber 28, 2016.  Final Rule, Medicare and Medicaid Programs; 
Reform of Requirements for Long-Term Care Facilities, 81 Fed. 
Reg. 68,688 (Oct. 4, 2016); 82 Fed Reg. 32,256 (July 13, 2017) 
(technical corrections).  The revision of the infection control 
requirements was significant, but the ALJ determined that the 
revision incorporated the pre-revision sections 483.65(a) and (b) 
into section 483.80(a).  See ALJ Decision at 1-2 n.1; 42 C.F.R. 
§ 483.80. The ALJ notified the parties of the plan to use the 
version in effect in October 2016 and the parties did not object. 
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The facility must establish and maintain an 
infection control program designed to pro-
vide a safe, sanitary, and comfortable envi-
ronment and to help prevent the develop-
ment and transmission of disease and infec-
tion.   
(a) Infection control program.  The facility 
must establish an infection control program 
under which it—  

(1) Investigates, controls, and pre-
vents infections in the facility;  
(2) Decides what procedures, such as 
isolation, should be applied to an in-
dividual resident; and  
(3) Maintains a record of incidents 
and corrective actions related to in-
fections.   

(b) Preventing spread of infection.   
(1) When the infection control pro-
gram determines that a resident 
needs isolation to prevent the spread 
of infection, the facility must isolate 
the resident.   
(2) The facility must prohibit employ-
ees with a communicable disease or 

 
See ALJ Decision at 1- 2 n.1; see also Transcript (Tr.) at 99-100.  
Like the ALJ, we apply the regulations in effect in October 2016 
when the state survey agency conducted the complaint inves-
tigation and survey in this case.  See Consulate Healthcare of 
Jacksonville, DAB No. 3119, at 1 n.1 (2023) (citing North Las 
Vegas Care Ctr., DAB No. 2946, at 1.n.1 (2019)). 
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infected skin lesions from direct con-
tact with residents or their food, if di-
rect contact will transmit the disease.   
(3) The facility must require staff to 
wash their hands after each direct 
resident contact for which handwash-
ing is indicated by accepted profes-
sional practice. 

Compliance with Medicare participation require-
ments is verified through onsite surveys performed by 
state survey agencies.  Id.  §§ 488.10(a), 488.11.  A 
state survey agency reports any “deficiency” (failure 
to meet a participation requirement) it finds in a 
Statement of Deficiencies (SOD) that organizes defi-
ciency findings by alpha-numeric “Tags” correspond-
ing to regulatory requirements and CMS guidance.3 
See id. § 488.110(1), (m); Vibra Hospital of Charleston-
TCU, DAB No. 3094, at 2 n.2 (2023); see generally 
CMS Pub. 100-07, State Operations Manual (SOM), 
Chapter 7, Survey and Enforcement Process for 
Skilled Nursing Facilities & Nursing Facilities; Cross 
Creek Health Care Ctr., DAB No. 1665, at 7 (1998) (ex-
plaining that the SOM “is distributed to state survey 

 
3 The version of the SOM in effect at the time of the survey can 

be found at CMS Ex. 51.  Specifically, it calls for all infection 
prevention and control practices to reflect current CDC guide-
lines and consistently comply with state and local health depart-
ment requirements (such as COMAR) for reporting communica-
ble diseases.  CMS Ex. 51, at 5, 10.  Although the SOM does not 
have the force and effect of law, the provisions of the Act and 
regulations interpreted clearly do have such force and effect.  See 
Ind. Dep’t. of Pub. Welfare v. Sullivan, 934 F.2d 853 (7th Cir. 
1991); N.W. Tissue Ctr. v. Shalala, 1 F.3d 522 (7th Cir. 1993). 
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agencies to assist them in conducting facility sur-
veys”).  A SOD also indicates the survey agency’s as-
sessment of the “seriousness” (addressing the scope 
and severity) of any cited deficiency.  Id. §§ 488.404(a)-
(b).  The most serious noncompliance poses immediate 
jeopardy, meaning it “has caused, or is likely to cause, 
serious injury, harm, impairment, or death to a resi-
dent.”  Id. § 488.301 (defining “immediate jeopardy”).   

CMS may impose one or more enforcement “reme-
dies” on a SNF found to be out of substantial compli-
ance.  Act § 1819(h); 42 C.F.R. §§ 488.400; 488.402(b)-
(c); 488.404; 488.406; 488.408(a)-(e).  Available reme-
dies include a CMP, assessed either per day or per in-
cident.  42 C.F.R. §§ 488.406(a)(3); 488.430.  When 
CMS assessed the remedy here, daily CMPs could 
range from $6,291 to $20,628 per day for noncompli-
ance posing immediate jeopardy, and from $103 to 
$6,188 per day for less serious noncompliance.4  Id. 
§§ 488.408(d)(1)(iii), (e)(1)(iii); 488.438(a)(1)(i)-(ii).  
Within either range, CMS sets an amount by consid-
ering specified factors.  Id. §§ 488.404; 488.408(b), 
(d)(2), (e)(2); 488.438(b), (f).  A per-day CMP may ac-
crue “as early as the date that the facility was first out 
of compliance” and continues until it achieves sub-
stantial compliance, or its provider agreement termi-
nates.  Id. §§ 488.440(a)(1), 488.454(a). 

A SNF may appeal a determination of noncompli-
ance that led to the imposition of a remedy by request-
ing an ALJ hearing and appealing any unfavorable 

 
4 Under the regulation, the range of CMPs that CMS may 

impose is adjusted annually for inflation under 45 C.F.R. Part 
102.  See 42 C.F.R. § 488.438(a) (Oct. 1, 2016); see also Interim 
Final Rule, Adjustment for Civil Monetary Penalties for Infla-
tion, 81 Fed. Reg. 61,538, 61,563 (Sept. 6, 2016). 
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ALJ decision to the Board.  42 C.F.R. §§ 488.408(g)(1), 
498.3(b)(13), 498.5(b)-(c).  However, certain issues are 
not appealable, including CMS’s choice of remedy and 
CMS’s noncompliance level determination (unless it 
would affect the applicable CMP range).  Id. 
§§ 488.408(g)(2); 498.3(b)(13)-(14); see also Meridian 
Nursing Center, DAB No. 2265, at 13, 16 (2009), aff’d 
Fal-Meridian, Inc. v. U.S. Dep’t of Health & Human 
Servs., 604 F.3d 445 (7th Cir. 2010) (citing Ridge Ter-
race, DAB No. 1834, at 7 (2002)). 

B.  U.S. Centers for Disease Control and Preven-
tion (CDC) Guidelines5 

Tuberculosis (TB) is an infectious disease that is 
caused by the bacterium Mycobacterium tuberculosis 
(M. tuberculosis).  M. tuberculosis is carried in air-
borne droplets and is spread by people who have pul-
monary or laryngeal TB when they cough, sneeze, 
shout, or sing.  TB is not normally spread by surface 
contact.  However, M. tuberculosis can remain air-
borne on normal air currents in a building for a pro-
longed period and can spread throughout a room or 
building.  Infection occurs usually within two to 12 
weeks when a person inhales the droplet with M. tu-
berculosis, at which point an individual tests positive 
when tested for TB.  See CMS Ex. 41, at 6, 115-16; 
CMS Ex. 42, at 2-3; CMS Ex. 53, at 9. 

Latent TB infection (LTBI) is a condition in which 
a person is infected with M. tuberculosis but does not 
have active TB.  People with LTBI are asymptomatic, 

 
5 Our decision, like that of the ALJ, only refers to CDC 

publications in the record.  For all exhibits that are full or 
excerpted portions of the Guidelines, we refer to the exhibit page 
numbers rather than the original document’s page numbers. 
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do not feel sick, have a positive skin test but a nega-
tive chest x-ray (CXR) for TB, and do not transmit the 
disease.  A person infected with LTBI is at risk for 
progressing to TB.  Treatment (referred to as preven-
tative therapy, chemoprophylaxis, or prophylaxis) is 
indicated for those at risk for progression to active TB.  
See CMS Ex. 41, at 46; CMS Ex. 53, at 4; see also CMS 
Ex. 49, at 126-29.  For most persons, the only evidence 
of LTBI is an immune response against mycobacterial 
antigens demonstrated by a positive skin test or a 
blood antigen assay such as QuantiFERON®-TB Gold 
test (QFT-G).6  CMS Ex. 53, at 12.  Once a person has 
contracted LTBI, the risk for progression to active TB 
varies.  The greatest risk for progression to disease oc-
curs within the first 2 years after infection.  Id. 

TB and infectious TB mean that the disease caused 
by M. tuberculosis is clinically active and patients are 
generally symptomatic.  See CMS Ex. 53, at 4.  Infec-
tious TB refers to active TB of the lungs or larynx.  
People with infectious TB have the potential to trans-
mit the disease.  Id.  This decision will use the terms 
“LTBI” and “active TB.” 
  

 
6 QFT-G is a Food and Drug Administration (FDA)-approved 

blood assay test that provides more accurate results than skin 
tests and can be used in all circumstances in which the skin test 
is used, including contact investigations and evaluation of those 
who had received the Bacille Calmette-Guérin (BCG) vaccina-
tion.  CMS Ex. 39, at 18.  The BCG vaccine is used in most coun-
tries where TB disease is endemic.  The vaccine is effective in 
preventing disseminated and meningeal TB disease in infants 
and young children.  It may have approximately 50% efficacy for 
preventing pulmonary TB disease in adults.  See CMS Ex. 41, at 
110. 
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CDC guidance further provides: 
 Residents and staff of congregate settings such 

as long-term care facilities are among those at 
highest risk for exposure and infection.  CMS 
Ex. 41, at 7. 

 Treatment of LTBI is essential to control and 
eliminate TB because it substantially reduces 
the risk that M. tuberculosis will progress to ac-
tive TB.  Id. at 55. 

 Persons at high risk for progression from LTBI 
to active TB include people infected with M. tu-
berculosis within the previous two years.  Id. at 
7. 

 Approximately five percent of people with 
newly acquired LTBI progress to active TB 
within two years if there is no intervention.  
CMS Ex. 53, at 37. 

 Approximately five to 10 percent of people with 
LTBI who are not treated will develop active TB 
during their lifetime.  CMS Ex. 30, at 7; CMS 
Ex. 41, at 6. 

 Health care facilities pose an increased risk for 
transmission of TB due to the congregate set-
ting.  CMS Ex. 30, at 9; CMS Ex. 41, at 7, 29; 
CMS Ex. 53, at 17. 

 Elderly residents in SNFs and nursing facilities 
(NFs) “are almost twice as likely to acquire TB 
as those living in the community,” accordingly 
the CDC recommends that nursing home resi-
dents with LTBI “should be offered treatment 
according to current recommendations.”  CMS 
Ex. 53, at 60. 
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 Control of TB in nursing homes requires, 
among other things, prompt detection and diag-
nosis, isolation of those who are infectious, and 
initiating standard therapy; there is evidence of 
the value in treating LTBI in elderly residents 
of nursing homes to prevent future outbreaks 
and that treatment of LTBI can reduce the risk 
for death due to progression to active TB.  CMS 
Ex. 32, at 5-6; CMS Ex. 33, at 6; CMS Ex. 41, at 
86; CMS Ex. 53, at 60, 70. 

 CDC recommended strategies for controlling 
TB in the United States include identification 
of people with LTBI that are at risk for progres-
sion to active TB and treatment with an effec-
tive drug regimen.  CMS Ex. 30, at 16; CMS Ex. 
53, at 17.  The preferred treatment for LTBI is 
nine months of isoniazid (INH), but other treat-
ment regimens are characterized as acceptable 
alternatives.  CMS Ex. 30, at 18; CMS Ex. 41, 
at 55, 86. 

 The responsibility for TB control and preven-
tion in the United States rests upon public 
health officials, including federal, state, county, 
and local public health agencies.  CMS Ex. 53, 
at 22. 

 The primary responsibility for ensuring the 
quality and completeness of all TB-related ser-
vices rests with the jurisdictional health 
agency.  CMS Ex. 53, at 25; P. Ex. 4, at 2, 7; P. 
Ex. 5, at 1-2. 

C. Maryland Regulations and Guidelines 
The Code of Maryland Regulations (COMAR) in ef-

fect at the time of the survey addressed a number of 
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processes involving SNFs, including Medical Director 
Duties and TB control, and identified actions for both 
health care providers and health officers.7  See CO-
MAR, Department of Health, Diseases, Communica-
ble Diseases and Related Conditions of Public Health 
Importance § 10.06.01 (2017); Department of Health, 
Hospitals, Comprehensive Care Facilities and Ex-
tended Care Facilities, Medical Director Duties 
§ 10.07.02.11-1 (2017), and Infection Control Program 
(ICP) § 10.07.02.21 (2017).  These regulations incorpo-
rate CDC Guidelines for Preventing the Transmission 
of Mycobacterium Tuberculosis in Health-Care Facili-
ties (Morbidity and Mortality Weekly Report (MMWR) 
1994; Vol. 43/No. RR-13).8  COMAR § 10.07.02.01-
1(B)(1). 

A health officer is required to recommend appropri-
ate treatment for LTBI for contacts of communicable 
TB as well as provide for supervised treatment of 
LTBI for children under four (4).  Id. 
§ 10.06.01.21(B)(2)-(3); see CMS Ex. 38, at 19.  A facil-
ity Medical Director is responsible for overall coordi-
nation, execution, and monitoring of physician ser-
vices, and shall perform other essential duties related 
to clinical care and physician practices, including 
serving as a liaison with local health officials and pub-
lic health agencies that have policies and programs 

 
7 COMAR section 10.06.01.02(13) defines “health officer” as the 

health officer in each of the 23 counties and the Commissioner of 
Health in Baltimore City, or the duly designated representative 
of the health officer, or both. 

8 We note that this version of the CDC Guidelines was not the 
current version. The CDC updated the Guidelines in 2005.  See 
CMS Ex. 41, Guidelines For Preventing The Transmission of 
Mycobacterium tuberculosis In Health-Care Settings, (MMWR 
2005; Vol. 54/No. RR-17). 
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that may affect the facility’s care and services to resi-
dents.  Id. § 10.07.02.11-1(A)(1), (G)(3); see CMS Ex. 
38, at 13-14.  A SNF is required to develop written 
policies, consistent with COMAR, to govern the nurs-
ing care and related medical or other services it pro-
vides, including Infection Control and TB surveil-
lance.  Id. § 10.07.02.09(A)(15)-(16); see CMS Ex. 38, 
at 7.  A facility’s ICP shall include monitoring of the 
health status of all residents to determine if the resi-
dents are free from communicable TB.  Id. 
§ 10.07.02.21-2(A).  Additionally, a facility shall as-
sess residents for TB according to CDC Guidelines, 
perform a yearly symptom review and assess and 
manage a resident with a history of previous positive 
TB skin test, previous history of active TB, or positive 
skin test conversion9 in accordance with CDC Guide-
lines.  Id. § 10.07.02.21-2(B)(1), (4)-(5). 

The Maryland Department of Health and Mental 
Hygiene issued Guidelines for Prevention and Treat-
ment of TB in 2007.  CMS Ex. 39.  These Guidelines 
reference the 2005 version of the CDC Guidelines For 
Preventing The Transmission of Mycobacterium tuber-
culosis In Health-Care Settings, 2005.  MMWR 2005; 
Vol. 54/No. RR-17.  See CMS Ex. 39, at 8, 45.  These 
Guidelines address the roles of both the local health 
departments and providers, and state that limited 
public health resources should be allocated and prior-
itized, and list activities in descending priority order, 
with three levels.  Id. at 10.  Treatment of LTBI is 

 
9 “Skin test conversion” is a change in the result of a skin test 

for TB that is interpreted to indicate a change from being unin-
fected to infected.  A conversion is presumptive evidence of new 
TB infection and poses an increased risk for progression to active 
TB disease.  See CMS Ex. 40, at 41. 
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listed in both the second and third level, depending on 
the individual’s risk.  Id. at 11-12 (Table 4).  The Mar-
yland Guidelines also include: 

 It is the responsibility of the local health de-
partment to identify, evaluate promptly, and 
ensure an appropriate course of treatment is 
prescribed and completed for all people sus-
pected of having active TB.  Id. at 10. 

 A private provider undertaking to treat one 
with active TB is undertaking a public health 
function that includes prescribing an appropri-
ate treatment regime and ensuring adherence 
to that regime until treatment is completed.  Id. 

 A decision to test is a decision to treat, includ-
ing recent contacts exposed to TB infection and 
residents of SNFs/nursing facilities (NFs).  Id. 
at 12-14. 

 Treatment should be targeted to high-risk 
groups regardless of age, including the recently 
infected and those in SNFs/NFs.  Id. at 19. 

 The purpose of treating LTBI is to reduce the 
chance an individual with LTBI progresses to 
active TB.  Id. 

 Individuals found to have a positive skin test 
should be examined by a provider to rule out 
active TB disease and be evaluated for treat-
ment of LTBI.  The evaluation consists of TB 
symptom review, CXR, and testing and evalua-
tion of other medical conditions.  Id. 

 Either INH or rifampin is used for treatment of 
LTBI.  Id. at 20-21. 
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Case Background10 
Petitioner operates a long-term care facility in 

Takoma Park, Maryland that participates in Medi-
care as a SNF.  The factual basis of this appeal is 
nearly undisputed and involves the occurrence of ac-
tive TB and LTBI, involving both staff members and 
residents, in Petitioner’s facility in 2015 and 2016. 

A. Petitioner’s written policy concerning TB 
Management 

Petitioner’s written infection control policy (ICP) in-
cluded policies and procedures specific to TB Manage-
ment.  P. Ex. 6.11  The policy’s stated purpose was “[t]o 
reduce the risk for [TB] among patients” and “[t]o pro-
vide appropriate management post exposure.”  Id. at 
1.  The practice standards for screening indicated that 
all residents are tested upon admission.  Id. ¶ 1.1.  The 
standards for post exposure indicated that when TB is 
identified, “notify the state Health Department and 
follow its recommendations for investigation and fol-
low-up”; “[i]nvestigate to identify if any patients or 
employees have been exposed”; and “[f]ollow Tubercu-
losis Post Exposure procedure to determine treatment 

 
10 This section is drawn from the ALJ Decision and the record 

before the ALJ and provides context for the issues Petitioner 
raises on appeal. 

11 P. Ex. 6 contains excerpts from the ICP. This policy and its 
procedures were mandated by Genesis HealthCare, who man-
aged and operated Petitioner, along with other SNFs across the 
U.S during the time period at issue.  To avoid confusion, we will 
refer to these as Petitioner’s policy and procedures.  See Tr. at 
849 (Testimony of Genesis Sr. Vice President of Medical Affairs 
(Sr. VP of Medical Affairs)). 
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needed for patients.”  Id. ¶¶ 2.1-2.2.1 (emphasis omit-
ted).   

The TB screening procedures specify initial testing 
frequency and what to do if both the first and second 
tests are negative (no further evaluation is needed); or 
positive (obtain a CXR and medical evaluation); and 
observe for signs and symptoms of TB (if any present, 
initiate medical evaluation).  Id. ¶¶ 2-2.3.  These pro-
cedures also specify the process for residents with a 
particular history, including a written history of a pos-
itive skin test, residents who have a history of the 
BCG vaccination, residents with necrotic or anaphy-
lactic response to the skin test, and those who refuse 
the skin test.  Id. ¶¶ 3.1-3.4.  Finally, it addresses 
screening documentation.  Id. ¶ 5. 

The post-exposure procedures for residents specify 
what to do as soon as TB exposure is identified and 
how to handle residents with and without a written 
history of a positive skin test.  See id. ¶¶ 1-4.  In either 
case, obtaining a CXR and medical evaluation is re-
quired, and if negative for active disease, the resident 
is to be medically evaluated for prophylaxis.  Id. 
¶¶ 3.5, 4.1.2.  Finally, the post exposure procedures 
address documentation, indicating that skin test ad-
ministration and results are documented in the Med-
ication Administration Record (MAR) or PCC 
[“PointClickCare” electronic record system imple-
mented by Genesis], and interventions and follow-ups 
such as a CXR, are documented in nurse’s notes.  Id. 
¶¶ 5.1-5.2. 

B. TB Incidents in 2015 and 2016 
In 2015, two of Petitioner’s staff members were di-

agnosed with active TB by the Montgomery County, 
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Maryland Department of Health and Human Services 
(hereinafter the county) on different dates.  On or 
about March 10, 2015, the county initially notified Pe-
titioner that staff member #1, who worked in the laun-
dry, “is under my care and is not cleared to return to 
work.”  ALJ Decision at 14; P. Ex. 1 (emphasis added).  
The initial letter did not reveal that staff member #1 
had active TB, but Petitioner learned of the diagnosis 
approximately two months later from the employee’s 
leave paperwork indicating the employee had active 
TB.  Id.; see also CMS Ex. 14, at 36.  The case of staff 
member #1 is referred to as an “index case” by the par-
ties and their respective expert witnesses.  ALJ Deci-
sion at 14.  On April 27, 2015, Petitioner learned staff 
member #2 was being treated for active TB and had 
been hospitalized from April 8-21, 2015, again from 
leave paperwork submitted by the employee.12  CMS 
Ex. 14, at 37.  On May 7, 2015, the county reached out 
to Petitioner’s infection control nurse (ICRN), request-
ing that the facility provide the “housekeeping/laun-
dry” staff members with the number for the county to 
“make an appointment with them for assessment.”  Id. 
at 36. 

While some details are not fully developed in the 
record, on May 13, 2015, the county communicated to 
Petitioner that staff members #1 and #2 had been di-
agnosed with active TB and that a former resident 
who had been hospitalized in March of 2015 and sub-
sequently passed away in April of 2015 (while still 
hospitalized), was found to have active TB at the time 
of death.  See CMS Ex. 13, at 14; ALJ Decision at 14 

 
12 On May 18, 2015, the county Medical Director notified 

Petitioner that employee #2 “is currently under my care and is 
cleared for work.”  See CMS Ex. 14, at 35 (emphasis added). 
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(citing Tr. at 987-92); Petitioner’s Proposed Finding of 
Fact (PPFF) ¶ 78; CMS Proposed Findings of Fact 
(CPFF) ¶ 21.  The county Nurse Administrator for TB 
control contacted Petitioner’s facility administrator to 
set up a meeting to discuss TB contact investigation 
and response to the situation.  CMS Ex. 44, ¶ 2; Tr. at 
466, 986.  That meeting took place on May 15, 2015, 
and both the county Nurse Administrator and the 
county Case Manager visited Petitioner and met with 
its staff to provide guidance regarding the TB contact 
investigation process.  CMS Ex. 14, at 40-41, 45; CMS 
Ex. 44, ¶ 2; see also P. Ex. 7 (list of meeting attendees). 

The primary purpose of the county’s meeting with 
Petitioner’s staff was “to provide direction . . . about 
how to perform the contact investigation for staff and 
residents following active [TB] exposure.”  CMS Ex. 44 
¶ 2.  County personnel explained to staff that the SNF 
was at high risk for TB transmission because it is a 
congregate setting, and further indicated that because 
Petitioner’s staff were responsible for the direct care 
and treatment of its residents, Petitioner’s staff would 
be responsible for testing its residents for TB and for 
follow up treatment.  Id. at ¶¶ 2-3.  County personnel 
testified that during that meeting they reviewed gen-
eral guidance regarding prophylactic treatment to in-
dividuals with LTBI, informed Petitioner it was re-
sponsible for providing prophylactic treatment, and 
recommended that anyone with a positive skin test or 
QFT-G test, and active TB ruled out, receive prophy-
lactic treatment unless contraindicated.  See Tr. at 
486-491, 569-570, 575.  Petitioner’s staff indicated 
they would handle all the TB skin testing of residents 
and requested assistance from the county for resi-
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dents for whom a QFT-G blood test was recom-
mended.13  Id.  Generally, the contact investigation in-
volves a series of two skin tests, eight weeks apart, for 
anyone who has not already had a positive skin test 
(all residents are tested on admission to the SNF).  
Anyone with a positive skin test or positive QFT-G 
test would then receive a CXR to rule out active TB.  
Tr. at 565-569. 

Over the ensuing weeks, the first round of skin test-
ing was done for Petitioner’s staff and residents, and 
CXRs were taken as needed.  Again, the details are 
somewhat imprecise, but at least 19 residents had 
positive skin tests and negative CXRs.14  See P. Exs. 
9, 11, 13; see also ALJ Decision at 15 n.13.  No resi-
dents were found to have active TB.  Id.  Petitioner’s 
ICRN and the county staff agreed to hold off with any 
LTBI prophylactic treatment until after the second 
round of testing.  See ALJ Decision at 15 (citing Tr. at 
585-87, 633-34, 1065; PPFF ¶ 111; CPFF ¶ 32).  In 
August 2015, the second round of skin testing was in-
itiated for all residents with negative results in the 
first round.  Out of 40 residents tested, six had posi-

 
13 TB skin testing is interchangeably referred to as PPD and 

TST.  At the time of this contact investigation, the county admin-
istered the QFT-G test.  See Tr. at 574-575. 

14 The ALJ discussed the discrepancies in the number of 
residents who tested positive during the 2015 testing.  See ALJ 
Decision at 15 n.13.  The ALJ ultimately determined that there 
was no need to resolve the disparate numbers as there were at 
least 19 residents with positive skin tests and/or QFT-G and 
negative CXRs and the absence of consistent detailed evidence 
did not prevent a decision in the case.  Id.  We agree that dis-
crepancies in the numbers in both the 2015 and 2016 testing does 
not prevent us from reviewing that decision. 
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tive results, but all had negative CXRs.  P. Ex. 15.  Ad-
ditionally, a few residents with positive skin tests and 
negative CXRs in round one had passed away, been 
discharged, or transferred out of the facility before the 
second round of testing.  See P. Ex. 15, at 14; CMS Ex. 
28, at 2.  The county had drawn blood for QFT-G test-
ing for some, but not all, of the residents who required 
it.  P. Ex. 15, at 13-14. 

One resident, R4, being evaluated for a possible kid-
ney transplant, tested positive on the skin test and 
QFT-G during round one of the 2015 testing.  P. Ex. 
11, at 3; P. Ex. 20, at 1; CMS Ex. 8, at 36-37.  On Sep-
tember 17, 2015, Petitioner’s ICRN texted the county 
Case Manager, inquiring about treatment advice for 
dialysis patients.  P. Ex. 18, at 1.  The Case Manager’s 
response indicated “we have no dr right now.  i will 
have to check with dr Walsh when he comes next week 
to read X-rays.”  Id. at 2.  In October of 2015, while 
undergoing testing for the kidney transplant, R4’s 
bloodwork again tested positive for LTBI.  P. Ex. 20, 
at 2; see also Tr. at 1060.  The transplant evaluation 
physician prescribed INH and Vitamin B6 (prophylac-
tic treatment).15  P. Ex. 20, at 1-2.  On November 5, 
2015, Petitioner’s ICRN again texted the county Case 

 
15 Petitioner’s ICRN testified that R4’s prescribed prophylactic 

treatment was administered as ordered, beginning in 2015.  Tr. 
at 1061.  However, the documentary evidence in the record states 
R4’s “start date 10/30/15 [INH] 300 mg QD and B6 50 mg QD” 
and “started INH + Vit 6 10/15 completed 10/3/16.”  See P. Ex. 
14, at 4-5, 10 (R4’s entire clinical record is not in the record).  The 
ALJ noted entries for prescriptions for INH and vitamin B6 
dated June 22, 2016—but it was not clear from the physician’s 
order sheet whether the order was new or had been in place since 
2015.  ALJ Decision at 16; see also CMS Ex. 8, at 29, 31. 
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Manager, indicating a fax with the updates on the di-
alysis patient would be forthcoming, and asked again 
about scheduling the last few residents for QFT-G 
blood draws.  P. Ex. 18, at 4; P Ex. 20, at 1.  The county 
Case Manager responded that perhaps the blood 
draws could be done the following week since it re-
quired coordination with lab personnel, and asked if 
“[Petitioner’s Medical Director] put residents on 
prophy?”  P. Ex. 18, at 4.  The ICRN replied that Peti-
tioner had a new medical director and “[n]othing has 
been started with the residents.  We will need to coor-
dinate process.”  Id. at 4-5.  The county Case Manager 
replied that she too had a new medical director and 
“maybe we can meet one afternoon and figure out a 
plan.”  Id.  The last communication in the record be-
tween the ICRN and county Case Manager is another 
text sent by the ICRN, over two months later, on Jan-
uary 26, 2016, “[w]ondering what the plans are for 
Sligo” and indicating that staff member #2 had 
stopped by the facility but only got as far as the front 
lobby.  Id. at 6.  The Case Manager replied, “plan to 
meet with you soon to see where we are.”  Id. at 7. 

TB testing and the administration of prophylactic 
medication for LTBI was regularly discussed among 
Petitioner’s staff and management at the Quality As-
surance (QA) meetings from August 2015 through 
January 2016.  ALJ Decision at 16 (citing PPFF 
¶¶ 125, 128-29; CPFF ¶¶ 43-47).  Petitioner’s Admin-
istrator testified that the QA Committee continued to 
discuss the matter after January 2016, but acknowl-
edged that the Committee Minutes did not include 
this topic.  PPFF ¶ 130; CPFF ¶ 48.  In May 2016, Pe-
titioner’s staff did an annual assessment of residents 
who had previously tested positive for exposure to TB 
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in 2015 and found no one exhibited signs or symptoms 
of active TB.  ALJ Decision at 16 (citing PPFF ¶ 130; 
P. Ex. 21). 

On June 4, 2016, R1 informed a member of the 
nursing staff of coughing with chest pain.  P. Ex. 10, 
at 1.  R1 had tested positive on the skin test during 
round one of TB testing in 2015 and previously had a 
negative CXR, but no prophylactic treatment.  CMS 
Ex. 5, at 29-30, 36; Tr. at 1025-1026.  R1’s attending 
physician ordered a CXR, which showed modest left 
lower lobe and right upper lobe patchy infiltrates.  
CMS Ex. 5, at 17.  The attending physician diagnosed 
R1 with bronchitis and prescribed antibiotics, nebu-
lizer treatments and cough medicine.  Id. at 2.  On Au-
gust 8, 2016, R1 was coughing up blood and was trans-
ferred to a hospital.  Id.  Nothing in the record indi-
cates that anyone at Petitioners facility identified this 
as a possible symptom of active TB.  At the hospital, 
R1 tested positive for active TB.  See PPFF ¶ 183; 
CPFF ¶ 55; see also CMS Ex. 1, at 18. R1’s diagnosis 
resulted in Petitioner and the county again testing all 
residents for TB.  See P. Ex. 14; ALJ Decision at 17.  
The 2016 testing revealed no cases of active TB, but 
23 residents were found to have LTBI, 17 of whom 
were identified in the 2015 testing.  The county medi-
cal director prescribed prophylactic treatment (INH 
and Vitamin B-6).  See P. Ex. 27; see also Tr. at 1069-
70.  There is no dispute among the parties that the 
only resident identified in 2015 as having LTBI who 
received prophylactic treatment before September of 
2016 was R4, which the county played no role in.  ALJ 
Decision at 16 (citing PPFF ¶¶ 132, 134-135, 137, 139, 
158; CPFF ¶ 40-41). 



Appendix 38a 
 

C. 2016 complaint survey and the CMP 
On September 27, 28 and October 6, 2016, the Mar-

yland Department of Health and Mental Hygiene, Of-
fice of Health Care Quality (state agency) conducted 
an on-site “complaint survey” of Petitioner’s facility.16 
CMS Ex. 1; CMS Ex. 19, at 1.  A “complaint survey” is 
a survey “conducted on the basis of a substantial alle-
gation of noncompliance.”  42 C.F.R. § 488.705.  A 
“substantial allegation of noncompliance” is defined 
as “a complaint from any of a variety of sources (such 
as patient, relative, or third party), . . . that would, if 
found to be present, adversely affect the health and 
safety of patients or residents and raises doubts as to 
a provider’s or supplier’s compliance with any Medi-
care condition of participation, condition for coverage, 
condition for certification, or requirements.”  Id. 
§ 488.1.  Additional survey activities involved inter-
views of county staff.  See CMS Ex. 1, at 12-13, 19.  On 
December 12, 2016, the state agency conducted a re-
visit survey and found the facility was in substantial 
compliance but identified deficiencies that posed no 
actual harm with potential for minimal harm.  See 
CMS Ex. 19, at 35-44. 

The initial 2016 survey resulted in citations for 
multiple deficiencies, only one of which is the subject 
of this appeal, the violation of section 483.65, which 
states (in part) that a SNF “must establish and main-
tain an infection control program designed to provide 
a safe, sanitary and comfortable environment and to 

 
16 There were two different complaints filed, only one of which 

dealt with the occurrence of TB in the facility.  See CMS Ex. 23.  
No aspects of the other complaint are part of this appeal. 
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help prevent the development and transmission of dis-
ease and infection.”  CMS Ex. 1, at 5-15.  The basis for 
that deficiency citation was a finding that Petitioner 
had failed to “ensure timely follow up of the treatment 
and management of multiple residents who were iden-
tified at risk for exposure to a serious infectious dis-
ease [TB] [and] . . . failed to record in residents’ clini-
cal records the rationale for treatment/non treatment 
for the potential exposure to [TB].”  Id. at 7.  The sur-
vey further found that Petitioner’s violation of section 
483.65 had placed residents in immediate jeopardy. 

There was no date listed for when immediate jeop-
ardy level noncompliance began, but removal of the 
conditions that posed immediate jeopardy was con-
firmed by the resurvey on October 6, 2016.  Id. at 7-8; 
see also CMS Ex. 19, at 1.  On October 19, 2016, the 
state agency informed Petitioner that an immediate 
per-instance CMP of $8,000 was imposed by the state 
agency for the deficiency alleging noncompliance with 
section 483.65.  CMS. Ex. 19, at 2.  Additionally, Peti-
tioner was informed of the opportunity to request a 
hearing on the decision to impose the CMP or to pur-
sue Informal Dispute Resolution (IDR) at the state 
level in accordance with section 488.331.  Id. at 3-4.  
Finally, the state agency indicated that it would rec-
ommend CMS terminate Petitioner’s provider agree-
ment on April 6, 2017, if substantial compliance was 
not achieved by that time, and further indicated that 
if substantial compliance was not achieved by Janu-
ary 6, 2017, CMS would be required to deny payments 
for new admissions (DPNA).  Id. at 2. 

On October 28, 2016, in accordance with the state 
agency’s guidance, Petitioner requested IDR for the 
cited deficiency alleging noncompliance with section 
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483.65, including the scope and severity of the defi-
ciency.  CMS Ex. 14.  On December 13, 2016, the IDR 
results, which upheld the deficiency but modified the 
text of the citation, were provided to Petitioner.  CMS 
Ex. 36, at 1, 16.17  On January 31, 2017, CMS con-
curred with the state agency’s survey findings, deter-
mined the immediate jeopardy began on June 14, 
2016, and imposed a $12,541 per-day CMP for the im-
mediate-jeopardy period (June 14 through October 5, 
2016) and a $330 per-day CMP for the remaining pe-
riod of noncompliance (October 6 through December 
11, 2016).  CMS Ex. 20, at 1-5. 

D. Proceedings before the ALJ 
On March 20, 2017, Petitioner timely requested an 

ALJ hearing, contesting only the finding of “immedi-
ate jeopardy” noncompliance of section 483.65, and 
the associated remedies CMS imposed as a result of 
that finding.  Req. for Hrg. (RFH) at 2.18  

 
17 The notice does not indicate what the modifications were, but 

a comparison of the text in the original SOD and the version 
attached to the IDR report reveals the last paragraph of the 
original text was removed.  It stated, “There is no documented 
evidence that the facility reached out to the local health depart-
ment/CD&E/TB staff, except as indicated during some of the 
monthly Quality Assurance meeting documentation when ‘wait-
ing for the local health department follow up.’  ”  Compare CMS 
Ex. 1, at 14-15 with CMS Ex. 36, at 14. 

18 The RFH indicates that Petitioner requested Independent 
Informal Dispute Resolution (IIDR) to contest the cited defi-
ciency, which was pending as of the date of the RFH, but further 
stated that if the IIDR process causes CMS to withdraw the CMP 
at issue, Petitioner would dismiss the appeal.  RFH at 2.  The 
record does not contain that request, but it does contain the 
result of the IIDR, issued on March 29, 2017, substantiating the 
citation but indicating the reviewer determined that August 4, 
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The evidence offered by the parties in this case was 
voluminous; including excerpts from eight residents’ 
clinical records; Petitioner’s TB Management policy; 
memoranda from Petitioner’s Director of Nursing 
(DON), ICRN, and a “statement” from the prior medi-
cal director documented in the form of a memo by the 
Genesis Sr. VP of Medical Affairs; documents from 
both the 2015 and 2016 contact investigations; infor-
mation regarding the QA Committee meetings; com-
munications between members of Petitioner’s staff 
and the county; excerpts from various CDC and Mar-
yland TB Guidelines and COMAR; survey and post-
survey CMP documents and enforcement history; ex-
cerpts from CMS Pub. 100- 07, State Operations Man-
ual (SOM) (requested by the ALJ); and curricula vitae 
(CVs), reports, and declarations from expert witnesses 
for each party offered as written direct testimony.  
CMS also offered declarations from the surveyor, the 
county Nurse Administrator, and deposition testi-
mony from its expert witness.   

The parties stipulated to the following facts: 
 Petitioner is a SNF located in Takoma Park, 

Maryland and, at the time of the pertinent 
events at issue here, participated in the Medi-
care and Medicaid programs. 

 On October 6, 2016, the state agency conducted 
a survey at Petitioner’s facility, following which 
it cited certain deficiencies, including one defi-
ciency at 42 C.F.R. § 483.65 (infection control) 
at scope and severity of “K,” based on the sur-

 
2016, should be the start date for the immediate jeopardy deter-
mination.  CMS Ex. 13, at 1, 14. 
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vey team’s finding of a pattern of deficient prac-
tice.  As a result of the survey findings, the sur-
vey team called “immediate jeopardy” on Octo-
ber 6, 2016 at 6:10 P.M. based on the infection 
control deficiency.  The Immediate Jeopardy 
was abated the same day at 10:30 P.M. 

 The state agency sent Petitioner a copy of a 
SOD from the October 6, 2016 survey (CMS Ex-
hibit 1). 

 CMS concurred with the state agency survey 
findings and the determination of Immediate 
Jeopardy.  As a result, on January 31, 2017, 
CMS sent Petitioner a Notice regarding the 
findings of the October 6, 2016 survey (CMS 
Notice).  CMS Ex. 20, at 1. 

 CMS imposed a “per diem” CMP in the amount 
of $12,541 per day for the 114 days beginning 
June 14, 2016, through October 5, 2016 
($1,429,674); and a per-diem CMP in the 
amount of $303 for the 67 days beginning Octo-
ber 6, 2016, through December 12, 201619 
($20,301), a total of $1,449,975. 

 CMS did not impose a DPNA or provider agree-
ment termination action. 

 CMS also provided that Petitioner would be dis-
qualified from offering a nurse aide training 
and competence evaluation program 

 
19 As the ALJ noted, CMS determined that Petitioner returned 

to substantial compliance effective December 12, 2016, thus 
ending the accrual of the CMP effective December 11, 2016.  ALJ 
Decision at 3 n.2.  Thus, as the ALJ also noted, “[t]he parties 
incorrectly stipulated that the CMP . . . ran through December 
12, 2016.”  Id. 
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(NATCEP) for a period of two years.  Petitioner 
did not operate a NATCEP at the time, and so 
that remedy is not at issue here. 

 CMS’s determination that Petitioner was out of 
compliance with the non-immediate jeopardy 
deficiencies is administratively final as is 
CMS’s imposition of a $303 per day CMP for the 
67 days from October 6, 2016, through Decem-
ber 11, 2016. 

Joint Settlement Status Report, Joint Stipulation of 
Undisputed Facts, and Joint Statement of Issues Pre-
sented for Hearing ¶ B. 

The parties further agreed that the issues were (1) 
whether the deficiency for section 483.65 constituted 
noncompliance (as defined at 42 C.F.R. § 488.301); (2) 
whether CMS’s immediate jeopardy determination 
was clearly erroneous; and (3) whether the $12,541 
per day CMP for 114 days (immediate jeopardy pe-
riod) was reasonable.  Id. ¶ C. 

E. ALJ Decision 
The ALJ issued a decision on October 23, 2020, find-

ing Petitioner was not in substantial compliance due 
to violations of multiple participation requirements 
established by 42 C.F.R. § 483.65.  ALJ Decision at 1.  
The ALJ Decision includes extensive summarized wit-
ness testimony, necessary because: 

Although the parties agreed to most of the 
relevant facts, they presented witness testi-
mony rather than simply stipulating to the 
undisputed facts.  In this case, the witness 
testimony is particularly helpful for me to 
better understand the extremely complex is-
sues related to TB, its identification, and 
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treatment.  For that reason, a summary of 
the relevant testimony is included in this 
decision, with weight and credibility deter-
minations noted.  No significant issues of 
credibility are identified, and all witnesses 
generally provided credible testimony ex-
cept where noted.  However, as addressed 
for certain witnesses, the weight of witness 
testimony is significantly affected by knowl-
edge of the facts, including CDC guidance 
and Maryland law, which is set forth in 
some detail in this decision.  Witness testi-
mony is also summarized here as my find-
ings of what they testified to.  This is partic-
ularly necessary in this case given a signifi-
cant number of errors and omissions in the 
transcript due to the inadequacy of micro-
phones used during this video conference 
hearing, and the need to clarify with wit-
nesses when questions and responses were 
muddled or confused. 

Id. at 20 n.15. 
The ALJ made findings of fact which included: 
 In May and August 2015, Petitioner’s staff and 

the county conducted two rounds of TB testing 
of residents who might have been exposed to an 
employee with active TB.  At least 19 or 20 res-
idents had positive results.  CXRs showed that 
none of the residents had active TB in 2015.  It 
is undisputed that a positive TB test and a neg-
ative CXR shows the individual has LTBI.   

 Petitioner concedes that a resident with a posi-
tive TB test and a negative CXR should be 
treated at some time.   
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 R4, identified as having LTBI in 2015, was 
started on treatment beginning on or about Oc-
tober or November 2015, pursuant to an order 
from a physician (not affiliated with Petitioner) 
in preparation for a possible kidney transplant.   

 There is no dispute that the remaining 18 to 19 
residents identified as having LTBI in 2015, in-
cluding R1, received no treatment for LTBI un-
til September 2016. 

 Petitioner’s TB infection control policy specifi-
cally required that someone identified with a 
positive TB test and a negative CXR be referred 
for medical evaluation for treatment. 

 Unrebutted evidence shows that five percent of 
all persons with LTBI will convert to active TB 
infection within two years of exposure to TB. 

 If not treated properly, active TB can be fatal, 
and five percent of patients diagnosed in the 
U.S. each year with active TB are either dead 
when diagnosed or die during treatment. 

 Residents and staff of congregate settings such 
as long-term care facilities are among those at 
highest risk for exposure and infection. 

 CDC guidance stresses that the treatment of 
LTBI is essential to “control and eliminate TB” 
because it substantially reduces the risk of pro-
gressing to active TB. 

 The ALJ inferred, based on the known risks as-
sociated with TB, that Petitioner’s policy, not 
alleged to be defective, requires prompt action 
by Petitioner’s staff for all steps required for 
handling a TB outbreak. 

 All but one resident identified as having LTBI 
in 2015 were never evaluated for treatment un-
til after R1 was diagnosed with active TB; and 
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none were referred to their primary care physi-
cians for evaluation for treatment. 

 There is no dispute that a decision was made to 
delay prophylactic treatment of the LTBI cases 
until after the second round of testing of resi-
dents was completed in 2015.  There is no evi-
dence of any agreement between Petitioner’s 
staff and the county or direction from the 
county as to how long treatment for LTBI could 
be delayed. 

 There is no evidence that the risk posed to res-
idents due to the delay was assessed by either 
the county or Petitioner.  There is also no evi-
dence that any physician was involved in the 
decision to delay treatment for LTBI. 

ALJ Decision at 34-36. 
Petitioner alleged there was a conflict of interest be-

cause the surveyor and the county health employees 
worked for the same state agency.  P. Br. at 6-7 n.6, 
36; P. Rep. Br. at 4 n.1.  The ALJ explained that any 
alleged conflict was immaterial because his review 
was de novo and his decision was not based on the sur-
veyor’s testimony or observations in the SOD, but on 
the testimony of the other witnesses, documents other 
than the SOD, and the undisputed facts.  ALJ Deci-
sion at 50.  The ALJ noted that Petitioner conceded 
that the Board has found that allegation of defects in 
the survey process are immaterial when there is an 
otherwise appropriate basis for finding noncompli-
ance.  Id. (citing P. Rep. Br. at 4, n.1).  The ALJ made 
four conclusions of law regarding the noncompliance 
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citation at the level of immediate jeopardy, and the 
reasonableness of the CMP based on that citation:20 

 CMS established a prima facie case that Peti-
tioner was not in substantial compliance with 
42 C.F.R. § 483.65.  Id. at 9. 

 Petitioner did not meet its burden to show it 
was in substantial compliance with 42 C.F.R. 
§ 483.65 during the period June 14 through De-
cember 11, 2016.  Id. 

 Petitioner failed to show that the determina-
tion or duration of immediate jeopardy was 
clearly erroneous.  Id. at 50. 

 The CMP for the period of immediate jeopardy 
was reasonable.  Id. at 58. 

We will discuss the ALJ’s findings and conclusions 
in more detail in our analysis. 

F. Proceedings before the Board 
Petitioner timely requested Board review of the 

ALJ Decision, asserting the ALJ’s determination to 
uphold the deficiency for failure to comply substan-
tially with 42 C.F.R. § 483.65 and the corresponding 
per-day CMP for the immediate-jeopardy period 
(June 14, 2016 through October 5, 2016) as reasonable 
must be set aside.  Request for Review (RR) at 1, 24.  
Petitioner asserts the ALJ’s arbitrary and capricious 

 
20 As Petitioner did not request review of the noncompliance 

cited as violations of 42 C.F.R. §§ 483.20(k)(3)(1), 483.35(i), and 
483.70(h)(4), or the $303 per day CMP associated with those 
citations, the ALJ made two additional conclusions of law, 
finding those citations and the associated CMP administratively 
final, and that the $303 per day CMP is not subject to further 
review for reasonableness.  ALJ Decision at 9. 
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creation of an ad hoc requirement based on an “infer-
ence of an unwritten obligation” for its staff to assume 
certain obligations that Maryland law specifically as-
signs to the county; as well as completely new obliga-
tions, and “imported those implied obligations into 
then Section 483.65 as regulatory requirements.”  Id. 
at 24-25.  Petitioner also asserts the ALJ Decision is 
not supported by the record21 and some of the findings 
of fact are inconsistent with the plain language of 
CMS’s Guidelines, including the ALJ’s minimization 
of the alleged conflict of interest.22  Id. at 27, 32-33.  

 
21 Petitioner’s argument relies on the proposition that the only 

basis for noncompliance could be the county sending treatment 
orders in 2015, and Petitioner receiving, but not implementing, 
those orders.  Without that, it asserts that any basis for noncom-
pliance is dependent on an ad hoc regulatory obligation. The ALJ 
found credible evidence that the county “sent treatment recom-
mendations to Petitioner’s medical director.  However, there is 
also credible evidence, sufficient to overcome any presumption of 
receipt, that the treatment recommendations were not received.”  
ALJ Decision at 39.  The ALJ’s determination of noncompliance 
did not turn on whether Petitioner ever received treatment 
recommendations from the county, concluding that receipt or 
non-receipt of recommendations was immaterial; Petitioner 
would be no less liable for failure to follow its infection control 
policy in either case.  Id. at 39-40; see also n.21. 

22 As the ALJ relied on evidence other than the surveyor’s 
testimony or related observations in the SOD, and made cred-
ibility determinations on all the witnesses, we need not address 
the conflict argument any further.  See Avon Nursing Home, DAB 
No. 2830, at 11-12 (2017) citing Sunshine Haven Lordsburg, DAB 
No. 2456, at 21 (2012), aff’d in part and transferred, Sunshine 
Haven Lordsburg v. U.S. Dept. of Health & Human Servs., 742 
F.3d 1239 (10th Cir. 2014) (noting that the ultimate issue is not 
whether the survey was performed correctly but whether “the 
evidence as it is developed before the ALJ supports” CMS’s 
independent “finding of non-compliance” under the relevant 
participation requirements) (internal quotation marks omitted); 
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Finally, Petitioner asserts that there is no basis for 
the duration of the noncompliance.  Id. at 36. 

CMS asserts there is no dispute that TB is an infec-
tion covered by 42 C.F.R. § 483.65, and Petitioner’s TB 
Post Exposure procedure states if a resident has a pos-
itive skin test and a negative CXR (which identifies 
the resident as having LTBI), the infection control 
plan called for evaluation for prophylaxis and that did 
not happen.  CMS Br. at 16-17 (citing P. Ex. 6; Tr. at 
1032, 1077).  CMS alleges that by failing to implement 
its own infection control policy, Petitioner ignored its 
duty to “help prevent the development and transmis-
sion of disease and infection” as required by section 
483.65.  Id. at 18.  CMS denies that Petitioner’s obli-
gation to implement its own TB infection control pol-
icy is an “ad hoc regulatory obligation” but rather a 
clearly defined and well-known regulatory require-
ment.  Id. at 20.  Finally, CMS asserts that Petitioner 
is legally responsible for implementation of its infec-
tion control policies and procedures, regardless of 
what the county did or did not do.  Id.  CMS further 
asserts that Petitioner did not show that the finding 
of immediate jeopardy, or the duration of immediate 
jeopardy, was clearly erroneous.  Id. at 27-33.  CMS 
asserts that the Board should uphold the ALJ’s deci-
sion.  Id. at 33. 

 
see also Lifehouse of Riverside Healthcare Ctr., DAB No. 2774, at 
13 (2017); Blossom South Nursing & Rehab. Ctr., DAB No. 2578, 
at 19 (2014) (the Board defers to ALJ findings on weight and 
credibility of witness testimony absent a compelling reason to do 
otherwise); see, e.g., Woodland Oaks Healthcare Facility, DAB 
No. 2355, at 7 (2010).  Petitioner has shown no such clear error 
or other compelling reason here. 
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Petitioner’s reply brief asserts the evidentiary 
premises for CMS’s arguments are flawed; CMS mis-
states the language of Maryland law; and that CMS 
never identified any regulatory basis for the sanction 
imposed.  See P. Rep. Br. at 1-2, 7, 15, 17.  Petitioner 
concludes by reasserting its position that its “staff did 
what the County Health Department instructed them 
to do, which was the extent of [its] obligations under 
both then-Section 483.65, State law, and its own TB 
Policy.”  Id. at 20.   

On July 2, 2024, Petitioner moved for remand and 
a refund of its CMP based upon the Supreme Court 
decision of Securities and Exchange Commission v. 
Jarkesy, 144 S. Ct. 2117 (2024).  P. Mot. for Remand, 
& for Refund of CMP (P. Jarkesy Mot.).  On July 12, 
2024, CMS filed an opposition to Petitioner’s motion.  
Opp. to Mot. for Remand, & for Refund of CMP (CMS 
Jarkesy Opp.).  By letter dated July 22, 2024, the Pre-
siding Board Member notified Petitioner of the oppor-
tunity to submit a reply to CMS’s response within 15 
days after receipt of the notice.  Not. of Opportunity to 
Reply at 1.  Petitioner filed a timely reply. P. Reply to 
CMS Jarkesy Opp. (P. Jarkesy Reply). 

This Decision addresses Petitioner’s challenges of 
the ALJ Decision that we deem have merit as to the 
legal and factual sufficiency of the ALJ Decision in-
volving Tag F441, and Petitioner’s arguments con-
cerning Jarkesy.  As explained below, we affirm the 
ALJ’s Decision, and deny Petitioner’s motion for relief 
pursuant to Jarkesy. 

Standard of Review 
In cases proceeding under 42 C.F.R. Part 498, the 

Board’s standard of review on a disputed factual issue 
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is whether the ALJ decision is supported by substan-
tial evidence; the standard of review on a disputed is-
sue of law is whether the ALJ’s decision is erroneous.  
See Duke Ahn, MD., DAB No. 3093, at 7 (2023); see 
also Guidelines—Appellate Review of Decisions of Ad-
ministrative Law Judges Affecting a Provider’s or 
Supplier’s Enrollment in the Medicare Program 
(Guidelines), accessible at 
https://www.hhs.gov/about/agencies/dab/different-ap-
peals-at-dab/appeals-to-board/guidelines/enroll-
ment/index.html?language=en. 

“Substantial evidence” means “such relevant evi-
dence as a reasonable mind might accept as adequate 
to support a conclusion.”  Consulate Healthcare of 
Jacksonville, DAB No. 3119, at 11 (2023) (citing Rich-
ardson v. Perales, 402 U.S. 389, 401 (1971) (quoting 
Consol. Edison Co. v. NLRB, 305 U.S. 197, 229 
(1938)).  “The ‘substantial evidence’ standard is defer-
ential.”  Glenoaks Nursing Ctr., DAB No. 2522, at 6 
(2013).  “Under the substantial evidence standard, the 
Board does not re-weigh the evidence or overturn an 
ALJ’s choice between two fairly conflicting views of 
the evidence; instead, the Board determines whether 
the contested finding could have been made by a rea-
sonable fact-finder taking into account whatever in 
the record fairly detracts from the weight of the evi-
dence that the ALJ relied upon.”  Douglas Bradley, 
MD., DAB No. 2663, at 5 (2015) (internal quotation 
marks, brackets, and citations omitted); see also 
Golden Living Ctr.-Frankfort, DAB No. 2296, at 9-10 
(2009), aff’d, 656 F.3d 421 (6th Cir. 2011). 

Analysis 
Having reviewed the entire record and considered 

Petitioner’s arguments along with CMS’s responses to 
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those arguments, we affirm the ALJ Decision because 
substantial evidence supports the ALJ’s findings and 
conclusion that Petitioner was not in substantial com-
pliance with 42 C.F.R. § 483.65. 

A. The ALJ’s conclusion that Petitioner was non-
compliant with 42 C.F.R. § 483.65 is supported by 
substantial evidence and not legally erroneous. 

Petitioner requests the Board set aside the findings 
of noncompliance and the imposition of the CMP be-
cause any adverse outcome in this case was the direct 
consequence of the county’s failings, not an act or 
omission by Petitioner, much less an act or omission 
section 483.65 commanded or even addressed.  RR at 
40. 

There is no dispute that Petitioner had an ICP for 
TB.  The ALJ found that Petitioner’s violation of sec-
tion 483.65 was based on failing to ensure timely fol-
low-up of the treatment and management of at least 
19 residents identified as at risk for exposure to a se-
rious infectious disease and on failing to record in the 
residents’ clinical records the rationale for treatment 
or nontreatment.  ALJ Decision at 38-39.23  The ALJ 
further found that CDC and Maryland guidelines, and 
COMAR, establish the standard of care for LTBI in 
long-term care facility residents, and that care would 
involve the treatment of LTBI absent compelling con-
traindications, using INH.  Id. at 41.  Additionally, the 
ALJ found that Petitioner’s policy and procedures 

 
23 The ALJ expressly indicated that alternative theories of 

liability offered by CMS at the hearing and in post-hearing briefs 
were not considered in concluding Petitioner was noncompliant 
with section 483.65.  See ALJ Decision at 39. 
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were not inconsistent with the standard of care de-
fined by the applicable CDC and Maryland guidelines 
and regulations.  Id. at 42.  Accordingly, the ALJ held 
that Petitioner did not implement its TB management 
policies and procedures to prevent the development 
and spread of active TB by ensuring that residents 
identified as having LTBI were treated, unless contra-
indicated or refused, as required by section 483.65.  Id. 
at 46 (“One of the responsibilities established by 42 
C.F.R. § 483.65 is that Petitioner ‘must establish and 
maintain an infection control program designed to 
provide a safe, sanitary and comfortable environment 
and to help prevent the development and transmis-
sion of disease and infection.’ ”). 

For the reasons explained below, we affirm the 
ALJ’s conclusions that Petitioner was not in substan-
tial compliance with 42 C.F.R. § 483.65. 

1. Petitioner’s arguments concerning the ALJ’s 
creation of an ad hoc requirement as the basis 
for the sanction are not supported by the record. 

Petitioner does not dispute that it must develop and 
maintain appropriate infection control policies and 
procedures, including policies and procedures for TB 
testing and control.  However, Petitioner contends 
that the ALJ did not address the “context” for apply-
ing its TB Policy, since Maryland law, CDC guidance 
and its own TB Policy “specifically assign responsibil-
ity for certain aspects of TB control, including certain 
notification, testing, treatment, and followup tasks at 
issue here,[] to the [county].”  RR at 2-3 (emphasis 
omitted). 
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The ALJ summarized the essence of Petitioner’s ar-
gument as “because it did not receive recommenda-
tions from the county health department it should 
have no liability for its failure to control the TB out-
breaks in 2015 and 2016, and the harm caused.”  ALJ 
Decision at 45.  The ALJ accepted, based on undis-
puted evidence in this case, that the county failed to 
complete blood testing of four residents; failed to en-
sure that Petitioner received the recommendations for 
treatment; and failed to ensure treatment was initi-
ated in late 2015 or early 2016 for all residents iden-
tified as having LTBI.  Id. at 46.  Nevertheless, the 
ALJ concluded that the fact that the county did not 
promptly discharge its duties cannot be a defense for 
Petitioner’s failure to follow its infection control policy 
as required by section 483.65.  Id.  Petitioner disputes 
the ALJ’s characterization of its arguments as the 
county’s failures constitute a “defense” to the alleged 
noncompliance with its own regulatory obligation.  RR 
at 3.  Petitioner asserts the threshold evidentiary and 
legal questions are whether Petitioner’s staff “violated 
a clear agency directive, set forth in advance in any 
regulation, Interpretive Guidance, or anywhere else, 
to do something other than what they did.”  Id. at 4. 

Petitioner relies on the Sixth Circuit decision in 
Golden Living Ctr. - Mountain View, 832 F. App’x 967 
(6th Cir. 2020), for the premise that because CMS 
never provided any notice that it might impose a sanc-
tion based on “implied obligations,” the imposition of 
sanctions based on such ad hoc interpretations is “ar-
bitrary and capricious” under the Administrative Pro-
cedure Act (APA).  Id. at 25-26. 
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The noncompliance in this case was not based on 
any implied obligation for which Petitioner had no no-
tice.  Rather, it arose from Petitioner’s failure to com-
ply with its own TB infection control policy—which is 
specifically required under section 483.65.  The regu-
lations in Part 483 are clear that noncompliance re-
garding infection control could result in the imposition 
of sanctions.  Petitioner’s ancillary argument ques-
tioned “where in the regulation (or State law, or CDC 
Guidance), could [Petitioner’s] staff and Medical Di-
rector find . . . the parameters [as to] when and why 
to shift specified responsibility from the public health 
agency to someone else (including themselves)?”  P. 
Post-Hrg. Rep. Br. at 35-36 (emphasis in original).  
This argument is similarly flawed in that it errone-
ously articulates Petitioner’s responsibilities regard-
ing infection control under Federal law. 

On appeal to the Board, Petitioner reasserts these 
arguments in describing the various ways the ALJ 
erred: 

 ALJ did not address the context for applying 
the Center’s TB Policy, starting with the undis-
puted fact that for more than two centuries, TB 
control in the United States has been, and is, 
primarily a local public health agency responsi-
bility. 

 ALJ determined there was no need to harmo-
nize Petitioner’s TB policy with State law or the 
CDC’s guidance. 

 ALJ inexplicably held that notwithstanding the 
clear provisions of State law and CDC guid-
ance, it was Petitioner, and, specifically, its 
Medical Director and Infection Control Nurse, 
who failed to complete duties such as initiation 
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of prophylaxis that State law specifically as-
signed to the county. 

 ALJ never directly addressed the binding effect 
of these State laws and guidelines on Peti-
tioner, or whether section 483.65 incorporates 
them as federal requirements. 

 Maryland law, the CDC’s TB guidance, and Pe-
titioner’s own TB Policy, all specifically assign 
responsibility for certain aspects of TB control, 
including the very tasks at issue here, to the lo-
cal public health authority, in this case, the 
county. 

RR at 2-4; P. Rep. Br. at 7. 
There is nothing arbitrary or capricious about the 

ALJ’s determination of the source of Petitioner’s re-
sponsibility as a SNF participating in Medicare.  The 
regulation establishes the requirement for a SNF to 
have an infection control policy under which it inves-
tigates, controls, and prevents infections in the facil-
ity; decides what procedures should be applied to an 
individual resident; and maintains a record of inci-
dents and corrective actions related to infections.  See 
42 C.F.R. § 483.65(a)(1)-(3).  The overarching premise 
of Petitioner’s position is that section 483.65 says 
“nothing at all about TB”; CMS’s SOM indicates SNFs 
“should follow specific State law and [CDC] guidance 
regarding the nuts and bolts of infection control for 
specific diseases”; and Maryland law and CDC Guide-
lines all specifically assign responsibility for certain 
aspects of TB control to the local public health author-
ity, including the tasks which the noncompliance is 
based on.  RR at 1-2, 7.  Accordingly, Petitioner asserts 
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that its determination to “defer to the county” was en-
tirely consistent with the policy itself, State law, and 
CDC Guidance.  P. Rep. Br. at 7 (emphasis added). 

We find this argument neither persuasive nor sup-
ported by any evidence in the record.  We reject Peti-
tioner’s argument that the regulation does not apply 
to TB, as the version in effect at the time of the survey 
does not mention any disease by name, and more per-
tinently, Petitioner does not dispute that TB is an in-
fectious disease.  “[T]he federal requirements are 
based on an ‘outcome-oriented’ approach, in which the 
regulations establish outcomes facilities must 
achieve, but provide each facility with flexibility to se-
lect methods to achieve them that are appropriate to 
its own circumstances and needs.”  Azalea Court, DAB 
No. 2352, at 9 (2010) (citing Virginia Highlands 
Health Rehabilitation Center, DAB No. 2339, at 5 
(2010), citing Lake Mary Healthcare, DAB No. 2081, 
at 17 (2007)), aff’d, 482 F. App’x 460 (11th Cir. 2012).  
“[A] facility’s failure to take measures that are reason-
ably necessary, under the circumstances, to achieve 
an outcome required by the regulation” may establish 
“noncompliance, even though the regulation does not 
specify the particular measures that the facility must 
or may take to achieve these outcomes.”  Azalea Court 
at 9.  Moreover, Petitioner had a specific infection con-
trol plan for TB.  It is the implementation, or lack 
thereof, of that plan that forms the basis for the non-
compliance determination. 

Petitioner’s assertion that the CDC and Maryland 
Guidelines, and COMAR specifically assign the initi-
ation of prophylaxis to the county is not supported by 
the evidence.  Petitioner argues that both the Mary-
land TB Guideline (CMS Ex. 39) and CDC guidance 
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(P. Ex. 4, at 2; see also CMS Ex. 53, at 25) provide that 
the local health department is responsible for ensur-
ing that all persons who are suspected of having TB 
are identified and evaluated promptly, that an appro-
priate course of treatment is prescribed and completed 
successfully, and regardless of where a person re-
ceives medical care, the public health agency is pri-
marily responsible for ensuring the quality and com-
pleteness of all TB-related services.  RR at 12-13. 

Petitioner’s argument is misplaced.  The Maryland 
Guideline Petitioner relies on specifically refers to in-
dividuals with “suspected” TB or those confirmed to 
have active TB, not LTBI (emphasis added), and it re-
quires the local health department to ensure that cer-
tain actions be taken, not requiring they be done only 
by the local health department.  See CMS Ex. 39, at 
10.  The CDC guidance states “[c]ertain considera-
tions for control of TB in hospitals apply also to ex-
tended care facilities, including 1) maintaining a high 
index of suspicion for the disease; 2) promptly detect-
ing cases and diagnosing disease; 3) isolating infec-
tious persons and initiating standard therapy . . . .”  
See CMS Ex. 53, at 60.  Finally, Petitioner relies on 
CDC guidance stating that among the responsibilities 
of the local health department is to “medically evalu-
ate and treat” and “plan for treatment and followup of 
contacts.”  RR at 13 (citing P. Ex. 4, at 6-7, 10); see also 
CMS Ex. 40, at 45.  However, the first quoted phrase 
is incomplete.  The cited language states, in full, that 
“[h]ealth departments are responsible for ensuring 
that TB contacts are medically evaluated and 
treated.”  See P. Ex. 4, at 6 (emphasis added).  As pre-
viously stated, this does not require that the local 
health department itself perform the evaluation and 
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treatment, but it must confirm or make sure that it is 
done.  Moreover, none of this guidance absolves nurs-
ing homes of their responsibilities under 42 C.F.R. 
§ 483.65 or makes local health departments exclu-
sively responsible for preventing the development and 
transmission of TB in nursing homes. 

Similarly, the “plan for treatment and follow-up of 
contacts” is again only a portion of the complete refer-
ence contained in the document.  Id. at 10.  The quoted 
language is found in the “Recommendations for Con-
tact Investigations and for Outbreak Prevention and 
Response” section, and the topic of the cited provision 
is “TB-control programs should develop outbreak re-
sponse plans for their jurisdictions.”  Id.  Another 
Guideline in the record addresses “Recommendations 
for TB Control in Health-Care Facilities and Other 
High-Risk Settings.”  See P. Ex. 4, at 11-12; CMS Ex. 
53, at 69-70.  It states that residents admitted to long-
term care facilities with TB infection should be offered 
treatment if indicated.  Id.  Simply put, no Guideline 
or guidance puts the sole responsibility for treatment 
and infection control on the local health department.  
Finally, as CMS points out, the Maryland Guidelines 
state either the local health department or a private 
provider may be responsible for prescribing an appro-
priate treatment regimen and ensuring it is adhered 
to and completed.  See CMS Ex. 39, at 10.  The treat-
ment regimen, with listed medication, dosage, and du-
ration, is also contained in this document.  See id. at 
20-21.  The COMAR language only requires that the 
county health department recommend appropriate 
treatment for LTBI.  See COMAR § 10.06.01.21(B)(2). 
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The ALJ addressed these arguments, and held: 
Petitioner provides no reasoned and sup-
ported argument that it should be relieved 
of the responsibilities to its residents it un-
dertook when enrolling in Medicare.  While 
the county had a duty under [COMAR] to 
recommend treatment for those residents 
with [LTBI], Petitioner should have been 
concerned with ensuring that none of the 
residents converted to active TB, exposing 
all staff and residents to TB and the need 
for treatment for [LTBI] or, much worse, ac-
tive TB and possible death. 

* * * * 
The Maryland guidelines specify that either 
isoniazid (INH) or rifampin is used for treat-
ment of latent TB infection for six to nine 
months depending on the treatment regime.  
Therefore, even absent a specific recommen-
dation, Petitioner could have anticipated 
that the recommendation would be one an-
tibiotic or the other.  Further, Petitioner 
could have provided the Maryland guide-
lines to the residents’ treating physicians 
and then relied upon those physicians to is-
sue appropriate orders for treatment.  The 
Maryland guidelines specify that a private 
provider undertaking to treat one with TB 
is undertaking a public health function that 
includes prescribing an appropriate treat-
ment regime and ensuring adherence to 
that regime until treatment is completed.  
Therefore, the Maryland guidelines specifi-
cally provide for a private provider ordering 
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and treating one with TB and impose the ob-
ligation to ensure that treatment is com-
pleted. 

* * * * 
Petitioner asserts there is nothing in the 
regulations that shifts responsibility for 
handling a TB outbreak to [its] staff or med-
ical director.  Petitioner overlooks, however, 
its responsibilities under 42 C.F.R. § 483.25 
to ensure its residents receive necessary 
care and services . . . [and] its own policy, 
which places upon [its] staff the responsibil-
ity to ensure medical evaluations for treat-
ment are accomplished for those with 
[LTBI]. . . . The fact the county was not ful-
filling its duty is no excuse for Petitioner’s 
failure to fulfill its duty to its residents.  In 
this case, Petitioner’s own policy required 
[it] to ensure that medical evaluation for 
treatment of [LTBI] was done, and [it] failed 
to follow that policy, which is the basis for 
the deficiency citation. 

ALJ Decision at 47-49 (internal citations omitted).24 

 
24 The ALJ noted that the quality-of-care requirements of 42 

C.F.R. § 483.25 were revised effective November 28, 2016, but 
the regulation number and the requirement to ensure that 
residents received necessary care and services were unchanged. 
ALJ Decision at 46 n.26 (citing 81 Fed. Reg. 68,688, 68,745).  
Later in the decision, the ALJ further indicated that “I recognize 
that CMS did not charge Petitioner for either failure to deliver 
necessary care and service or neglect.  I consider only the 
practical effect of Petitioner’s action.”  See id. at 60 n.31.  
Petitioner has not challenged the ALJ’s reference to, or analysis 
of, 42 C.F.R. § 483.25 on appeal.  While CMS did not cite any 
violation of section 483.25, there is no dispute that section 483.65 
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In order to participate in Medicare, a SNF must 
meet that program’s requirements for participation.  
Act § 1819(a)(3), (b)-(d); 42 C.F.R. § 483.1.  The chief 
purpose of those requirements, and of the laws 
adopted to enforce them, is to promote and protect the 
health, safety, and rights of a SNF’s Medicare resi-
dents.  See Avon at 2 (citing Act § 1819(f)(1)); see also 
Northeastern Ohio Alzheimer’s Research Ctr., DAB 
No. 1935, at 8 (2004) (discussing the “regulatory goal” 
of the enforcement scheme for Medicare-participating 
SNFs).  The ALJ correctly held that Petitioner had an 
independent obligation under the Federal regulations 
to establish and maintain an ICP to provide a safe and 

 
imposes on a SNF the responsibility to identify and adopt as 
policy—and then meet—adequate infection control standards.  
The Board has found that to read the regulation in any other way 
“would undercut Congressional intent to ensure quality of care 
in nursing facilities, since professional standards may change 
over time.”  See Golden Living Ctr.-Superior, DAB No. 2768, at 
23 (2017).  The Board further stated, “our understanding and 
application of section 483 .65 here comports with other Board 
decisions which hold that a SNF’s resident care policies may, in 
appropriate circumstances, be used to judge whether the SNF 
has complied with Part 483 regulations that impose general 
quality-of-care obligations.”  Id. (emphasis added) (citing Omni 
Manor Nursing Home, DAB No. 1920, at 23 (2004); cf. John J. 
Kane Reg’l Ctr.-Glen Hazel, DAB No. 2068, at 12 (2007) (noting 
that the requirement under section 483.25 to provide “necessary 
care and services” implies an obligation to ensure that services 
meet “professional standards of quality” not specified in that 
regulation).  We focus our review on the cited deficiency of section 
483.65, but do so with the understanding that infection control is 
a distinct quality of care obligation which Petitioner is obligated 
to provide to “protect the health and safety of its residents who 
are the intended beneficiaries of the [Medicare] program”.  See 
Sanctuary at Whispering Meadows, DAB No. 1925, at 9 (2004), 
aff’d, 151 F. App’x 386 (6th Cir. Oct. 7, 2005). 
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sanitary environment, and help prevent the develop-
ment and transmission of TB, and to timely and fully 
implement protocols called for by its infection control 
program after the TB exposures in 2015: (1) medical 
evaluation for prophylactic treatment of residents 
with LTBI; and (2) administering appropriate prophy-
lactic treatment to residents with LTBI.  See 42 C.F.R. 
§ 483.65; CMS Ex. 30, at 8; CMS Ex. 53, at 17 (CDC 
recommended strategies for controlling TB in the 
United States include identification of people with 
LTBI that are at risk for progression to active TB and 
treatment with an effective drug regimen); see also P 
Ex. 6, at 2, 6-7 (Petitioner’s infection control policy re-
quired it to follow its own post-exposure policy to “pro-
ceed with evaluation for chemoprophylaxis” for resi-
dents with LTBI and determine treatment needed for 
patients; the purpose of those protocols is to help pre-
vent the development of active TB for those deter-
mined to have LTBI, which in tum serves to minimize 
or control the spread of infectious disease having the 
potential to cause serious or life-threatening illness to 
all residents).  Nothing in that process was dependent 
on involvement of the county. 

The Board has held that the facility’s policy may 
also show the “standard of care the facility expected 
its staff to provide”).  Logan Healthcare Leasing, LLC 
d/b/a Logan Care and Rehabilitation, DAB No. 3036, 
at 14 (2021) (citing Oxford Manor, DAB No. 2167, at 5 
(2008)).  Petitioner’s failure to implement the proto-
cols (absent evidence that they were unnecessary or 
violated professional standards of care) constitutes 
noncompliance with section 483.65.  The Board has 
long held that the regulation requires a SNF not only 
establish, but “maintain”—implement—the policies 
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and procedures of its infection control program.  See 
Golden Living Ctr.-Superior at 7; see also Heritage 
House of Marshall Health & Rehab. Ctr., DAB No. 
2566, at 12 (2014) (holding that section 483.65 “can 
only reasonably be interpreted as requiring not just 
that an infection control policy exist, but also that the 
policy be followed”), appeal dismissed, 14-60388 (5th 
Cir. 2014); see also The Windsor House, DAB No. 1942, 
at 60 (2004) (stating that section 483.65 “makes clear 
that it is not enough simply to have an infection con-
trol program, but the facility must also follow the pre-
cautions established in that program”); Park Manor 
Nursing Home, DAB No. 2005, at 60 (2005) (stating 
that section 483.65 “can reasonably be read as requir-
ing the facility to implement an effective infection con-
trol program in [its] daily interaction with residents”). 

As such, there was a regulatory obligation for Peti-
tioner to implement its infection control policy, not an 
ad hoc requirement created by the ALJ.  Having de-
termined a regulatory obligation, we tum now to 
whether the ALJ erred in determining that CMS met 
its burden to establish noncompliance, and Petitioner 
failed to show substantial compliance by a preponder-
ance of the evidence. 

2. Substantial evidence in the record supports 
the ALJ’s finding that Petitioner was not in sub-
stantial compliance with 42 C.F.R. § 483.65. 

The noncompliance determination included the fail-
ure to implement infection control protocols specifi-
cally designed and intended to contain an outbreak of 
a contagious disease.  In 2015, at least 19 residents, 
including RI, had positive TB tests and negative 
CXRs, indicating those residents had LTBI.  The un-
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disputed standard of care according to the CDC, Mar-
yland Guidelines, and the expert witnesses, is treat-
ment of LTBI to avoid progression to active TB, except 
when treatment is contraindicated or refused.  See 
ALJ Decision at 41, 57 (citing for CDC: CMS Exs. 41, 
at 55; 53, at 17, 60, 70; P. Ex. 4, at 7; for Maryland: 
CMS Exs. 30, at 8; 39, at 12-14, 19, 20-21, 28-30, 59; 
testimony of both expert witnesses:  CMS Ex. 49, at 
131; P. Ex. 31, at 13-15; Tr. 713-14).  Petitioner con-
ceded that any resident with a positive skin test and 
negative CXR (LTBI) should be treated.  P. Post-Hrg. 
Br. at 3; see also Tr. at 864 (Genesis Vice Pres. of Med-
ical Affairs), 1032 (ICRN), 1094 (DON).  Petitioner’s 
own policy states that all patients exposed to TB will 
be screened based on guidelines from the state/local 
agency to reduce the risk for TB among patients and 
to provide appropriate management post exposure, to 
include following the post exposure procedure requir-
ing “evaluation for chemoprophylaxis” for patients 
with positive TB tests and negative CXRs to “deter-
mine treatment needed for patients.”  See P. Ex. 6, at 
1, ¶ 2.2.1, ¶ 3.5. 

a. Petitioner did not obtain medical evalu-
ation for prophylactic LTBI treatment as 
required by its infection control policy. 

Petitioner conceded that no diagnosis of LTBI was 
noted in any of the resident’s clinical records, and 
there were no care plans for dealing with LTBI for the 
19 residents because no physician from the county or 
the facility rendered such a diagnosis.  ALJ Decision 
at 38 (citing Tr. at 143-44).  The undisputed evidence 
is that planning for treatment in this case was done 
from the very first meeting in May of 2015.  The 
county told Petitioner’s leadership and the ICRN that 
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Petitioner would be responsible for treating its resi-
dents.  Petitioner understood from the outset that it 
was responsible for the administration of LTBI 
prophylactic treatment.  Tr. at 478, 575, 996. 

The ICRN testified that to her recollection, prior to 
2015 there had not been a TB case at Petitioner’s fa-
cility in 25 years, and as a result, the facility re-
quested the county provide treatment recommenda-
tions.25  Tr. at 975-76.  The ICRN stated, “We’re just 
not familiar with what a resident would be put on spe-
cifically for this type of exposure that we were dealing 
with . . . we were asking for recommendations as far 
as the type of medication, duration.  I was not familiar 
with what would be the standard.”  Id. at 999-1000.  
The ICRN further testified that prior to contacting the 
county for any reason, she was required to consult 
with the Genesis Sr. VP of Medical Affairs.  Id. at 977-
78.  The ICRN’s recollection of any discussion at the 
initial meeting with the county regarding medication 
was limited to responding to a question as to whether 
the county would provide the medication, indicating 
no, the facility would provide the medication, but no 
specifics as to what medications would be involved, or 
the timing of prophylaxis, or categories of who would 
receive it.  Id. at 996, 999. 

 
25 We note that because the Maryland Guidelines and COMAR 

required the county to provide recommended treatment for LTBI, 
Petitioner would not have had to request the county do so.  The 
record established that neither the county witnesses who testi-
fied, nor the surveyor, were aware of that requirement.  We infer 
that Petitioner became aware of this requirement after the 
survey and IDR.  See Tr. at 192, 492; 511, 575-576, 999-1000; cf. 
Tr. at 8.  This is not dispositive to our review but provides useful 
context to the seemingly inconsistent evidence prior to, and after, 
the request for ALJ review. 
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Petitioner’s Med. Dirs. (Dr. P (2015) and Dr. A 
(2016)) did not testify at the hearing, but both the 
county Nurse Administrator and county Case Man-
ager testified that in the early stages of the contact 
investigation, when the notification letters were being 
drafted (which Dr. P was going to sign along with the 
County Health Officer), there was a conference call 
with Dr. P and the subject of follow-on treatment was 
addressed.  See Tr. at 526, 583.  According to the 
county Nurse Administrator, Dr. P clarified that he 
was ok with Petitioner doing the follow-on treatment 
for the residents and asked what was usually recom-
mended for prophylactic treatment, to which she re-
plied, “[INH] and vitamin B6 for nine months” and “he 
seemed familiar with that by his response” of “  ‘Oh, 
yeah.’ ” Id. at 526-29.  The county Case Manager testi-
fied that in a conversation involving prophylactic 
treatment being done by Petitioner, Dr. P replied, “Oh 
yeah, INH and B6, Yeah, I know.”  Id. at 583. 

Petitioner’s infection control policy’s intended pur-
pose was to reduce the risk for TB among patients and 
to provide appropriate management post exposure.  P. 
Ex. 6, at 1.  For patients with positive skin tests but 
negative CXRs, Petitioner was required to proceed 
with medical evaluation for chemoprophylaxis.  Id. at 
6-7. 

While Petitioner’s initial request to the county for 
recommended treatment was appropriate at the time 
it was made, that did not end Petitioner’s responsibil-
ity under its own policy.  Petitioner asserts that it ap-
plied or implemented the “tasks” of recommending 
and initiating treatment by “defer[ring]” to the 
county.  P. Rep. Br. at 7.  Therein lies the problem.  
Petitioner, not the county, had the responsibility to 
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provide treatment and management of multiple resi-
dents identified as having been exposed to active TB, 
specifically to evaluate the residents for prophylactic 
treatment.  Much was made about the absence of a di-
agnosis in the records, but whether the diagnosis was 
documented or not, Petitioner was awaiting treatment 
recommendations—which implies that the residents 
had a medical need for treatment, unless contraindi-
cated.  Petitioner’s reliance on the absence of a docu-
mented diagnosis argument is misleading, as the tes-
timony of Petitioner’s witnesses indicated that diag-
noses were only documented when medications (treat-
ment) were ordered.  In summary, Petitioner knew its 
own policy and procedure established a need to evalu-
ate the infected residents for treatment, and that did 
not happen in 2015. 

Counsel and the ALJ questioned Petitioner’s ICRN 
and DON as to when a “diagnosis” for LTBI or a posi-
tive TB skin test would be entered in a resident’s clin-
ical record.  The DON agreed that if a resident had a 
positive skin test and a negative CXR, that is diagnos-
tic of LTBI, but would not be considered a “new diag-
nosis” because the resident “is not on any medication.”  
Id. at 1077-78.  The ALJ stated, “Well, it would still 
be a diagnosis, even if you’re not treating it” (id. at 
1078), to which the DON replied, “The doctors don’t 
(inaudible) a diagnosis on the patient’s chart.  We are 
not also going to note it because there was nothing to 
document on that patient since there was no signs or 
symptoms of TB to monitor.”  Id.  The DON also testi-
fied that if a resident tests positive for TB exposure 
and has a negative chest x-ray, Petitioner’s staff 
simply monitors for symptoms of active disease.  See 
id. at 1086-88.  That approach to residents having 
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LTBI is not consistent with Petitioner’s infection con-
trol policy, requiring the facility to “proceed with eval-
uation for chemoprophylaxis.”  P. Ex. 6, at 6.  Addi-
tionally, Petitioner’s ICRN testified that no treatment 
from an outside physician would have been provided 
to a resident unless the attending agreed with it, and 
independently issued an order for said treatment.  Tr. 
at 1058-61 (emphasis added). 

The ALJ summarized the DON’s testimony as “no, 
our facility does not document a diagnosis of [LTBI] 
. . . all nurses know they’re supposed to monitor for 
conversion to active TB” to which the DON said “yes”; 
and “so the fact that a patient may have [LTBI], you’re 
not really treating them any differently, is that cor-
rect?” to which the DON replied “No, we don’t treat 
them differently.”  Id. at 1079-81.  The ALJ noted the 
DON’s “suggestion” that only monitoring of a resident 
with LTBI is all that is required is clearly at odds with 
CDC guidelines.  Id.  The ALJ found this portion of 
the DON’s testimony not credible, but indicated even 
if it was, it did not outweigh Petitioner’s policy and 
procedure that required medical evaluation for treat-
ment for a resident identified as having LTBI.  See 
ALJ Decision at 42-43. 

While we agree that the testimony is difficult to rec-
oncile on its face, the DON’s testimony was consistent 
with the absence of documented diagnoses of LTBI in 
the residents’ records, and the ICRN’s testimony that 
medication orders had to be initiated by an attending 
physician, which was not done until the fall of 2016 
for all residents except R4.  Compare Tr. at 1075-79 
(DON) with Tr. at 1036-42 (ICRN). 

Before the Board, Petitioner contends that nowhere 
does its policy say that an evaluation for prophylactic 
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treatment must be—or even should be—performed or 
ordered by a resident’s primary care physician.  P. 
Rep. Br. at 9.  Again, Petitioner ignores the very lan-
guage in its own TB infection control plan which ex-
plicitly states to follow its post-exposure procedure to 
determine treatment needed for patients.  See P. Ex. 6, 
at 2.  The infection control plan applies to Petitioner’s 
staff, not the county or any other outside medical pro-
vider.  Moreover, that is consistent with the very same 
Maryland Guideline cited above which states that in-
dividuals with a positive skin test “should be exam-
ined by a provider,” not a health officer, “to rule-out 
[active] TB disease and be evaluated for treatment of 
[LTBI].”  See CMS Ex. 39, at 19.  Petitioner further 
contends CMS cannot dispute “that the timing of 
when nursing facilities can ‘treat’ residents is trig-
gered by the receipt of valid orders.”  P. Rep. Br. at 11.  
Again, while true, this statement evades the evidence 
that Petitioner’s practice required those valid orders 
be initiated by a facility physician.  Additionally, Pe-
titioner contends that the threshold issue is not 
“whether some twenty residents required evaluation 
for prophylaxis at some point . . . but who would do the 
evaluations and give the necessary prophylaxis or-
ders.”  Id. (emphasis in original).  Petitioner argues 
that in requesting the county medical director evalu-
ate and prescribe prophylaxis orders, they had “initi-
ated” such evaluations and therefore had done what 
its policy required.  Id.  Finally, Petitioner asserts that 
it was not unreasonable for the ICRN to continue to 
wait on the county health department even after Jan-
uary 2016, because there was an agreement to delay 
treatment for LTBI until after the second round of 
testing was done.  See RR at 15-16, 33-34. 
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We do not find these arguments persuasive.  The 
ALJ correctly noted that there was no evidence that 
any of the Petitioner’s attending physicians, Medical 
Director, or the county health medical director were 
involved in the decision to delay treatment.  See ALJ 
Decision at 35-36.  The ALJ further noted that CMS’s 
expert witness opined that while the decision to delay 
treatment was acceptable, the residents should have 
been diagnosed with LTBI not later than September 
2015.  Id. at n.17 (citing CMS Ex. 49, at 53-54).  Peti-
tioner ignores its independent obligation to manage 
and evaluate for prophylactic treatment multiple res-
idents identified as having been exposed to active TB, 
to prevent conversion of even one resident to active 
TB.  Furthermore, Petitioner only requested the 
county provide evaluation and recommended treat-
ments, but never received any recommended treat-
ment orders. 

Petitioner further points out that the county exhib-
ited no urgency about treatment at any time in 2015.  
RR at 16, 19.  Whether the county expressed any ur-
gency is inconsequential to the lack of action by Peti-
tioner—who had the obligation to implement its infec-
tion control policy.  The county inquired about 
whether the treatment had been started in November 
of 2015.  The ICRN response of “nothing had been 
started” did not in any way indicate it could not start 
treatment because it had not received the recom-
mended treatment orders, but only said it had a new 
medical director, “when is a good time to talk . . . We 
will need to coordinate process.”  See P. Ex. 18, at 4-6.  
We disagree with Petitioner’s assessment that the 
county “conceded the obvious” that one could interpret 
this email communication to mean Petitioner was still 
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awaiting the treatment recommendations.  See RR at 
33 (citing Tr. at 617).  Moreover, Petitioner’s expert 
witness testified that even without recommendations 
from the county, Petitioner had the ultimate respon-
sibility to ensure residents with LTBI received 
prophylactic treatment.  See Tr. at 713. 

In summary, we find that Petitioner never obtained 
the medical evaluations for appropriate LTBI treat-
ment required by its infection control policy. 

b. Petitioner did not appropriately manage 
residents found to have LTBI in accord-
ance with its own TB Infection Control 
Policy. 

The purpose of Petitioner’s own policy was to reduce 
the risk for TB among patients and provide appropri-
ate management post-exposure.  See P. Ex. 6, at 1.  Pe-
titioner’s policy and procedures required assessment 
and management of any resident who had a positive 
TB skin test in the 2015 post-exposure testing.  Fed-
eral regulations required an infection control plan to 
investigate, control, and prevent infections in the fa-
cility.  See 42 C.F.R. § 483.65(a)(1).  Petitioner’s own 
policy further required that if a TB exposure occurs in 
the facility, Petitioner will conduct an investigation 
“per state guidelines” and screen exposed residents 
“based on guidelines from the state/local agency.”  P. 
Ex. 6, at 1.  Maryland regulations require a facility to 
conduct annual symptom review and assess and man-
age a resident with a history of previous positive TB 
skin test, previous history of active TB, or positive 
skin test conversion in accordance with CDC Guide-
lines.  See COMAR § 10.07.02.21-2(B)(1), (4), (5). 
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As noted above, counsel for both parties and the 
ALJ spent a good deal of time asking questions re-
garding when a diagnosis would be entered, as well as 
when a “change of condition” would be documented for 
a resident with LTBI, when a care plan would be up-
dated to monitor for signs and symptoms of active TB 
for a resident with LTBI, and whether a resident’s 
LTBI status would be included when residents re-
ceived CXRs ordered for reasons unrelated to the TB 
screening process, or a resident was transferred to a 
hospital for any reason.  See Tr. at 1032-53; 1073-88.  
The ALJ eventually narrowed the focus, stating “I’m 
not seeing any evidence that the interdisciplinary 
team [IDT] for each . . . of the 19 residents were actu-
ally informed of the latent TB diagnosis so that they 
could actually develop a care plan that included mon-
itoring for signs and symptoms of active TB or conver-
sion.”  Tr. at 1036. 

The ICRN testified the IDT members were aware of 
the positive skin tests but did not believe the care 
plans were updated until 2016; she would have been 
involved if they were and those actions did not require 
direction or guidance from the county.  Id. at 1037-40. 

The ICRN also testified that a finding of LTBI 
would trigger an update of the care plan for symptom 
surveillance, but a care plan would not be changed 
based solely on a positive skin test or positive QFT-G, 
but she did not know why.  See id. at 1039, 1042-44.  
When asked by the ALJ if any additional monitoring 
would be required once CXR results were available, 
the ICRN testified “we would do the annual symptom 
surveillance” and then clarified that “the standard 
would be annually, and then when a resident presents 
with signs and symptoms, we would have to do that 
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[monitor].”  Id. at 1044.  The ALJ followed up, asking, 
“So for nursing staff, and particularly since you had 
PRN26 staff, to understand that they needed to be par-
ticularly attentive to signs and symptoms of conver-
sion from latent to active [TB], would that not need to 
be somewhere in the care plan, arguably?”  Id. at 1044.  
The witness responded, “yes, there should be a care 
plan.”  Id. at 1045. 

The ALJ explained the underlying basis for this line 
of questioning: 

[Counsel], I’m fully aware that the facility 
was not cited for care planning deficiency, 
they weren’t cited for [Minimum Data Set] 
deficiency.  I fully understand, and I’m not 
going to add any citations to the deficien-
cies.  Don’t worry.  That’s not—that’s not 
generally what I do.  So don’t worry about 
that. 
But I think I need to get some honesty here 
that there were things that this facility 
could have and should have done without 
waiting for the county to tell you what to do 
next. 
There are certain things that are directed by 
the federal regulations, right? . . . So I just 
want to make sure that it’s clear that I un-
derstand what’s actually required of this fa-
cility when you get a positive diagnosis, note 
something. 

Id. at 1045.  Petitioner’s counsel did not disagree with 
the ALJ’s line of questioning, and indicated the DON 

 
26 PRN staff are healthcare professionals who work “as circum-

stances may require.”  COMAR § 10.07.02.01.B(40) (2017). 
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might be a better witness to address these issues.  Id. 
at 1045-46.  The DON testified that on admission, it 
was not Petitioner’s practice to update a resident’s 
care plan following a positive skin test and negative 
CXR, stating “[w]e continue to monitor the patient for 
any unusual signs and symptoms, and we report to the 
physician.”  Id. at 1075.  The DON also stated that 
with a positive skin test and negative CXR, the care 
plan would be updated “if the patient was placed on 
medication like INH, Vitamin B”, and “we monitor for 
any unusual signs and symptoms, and we report to the 
physician.”  Id. at 1076.  The DON stated that care 
plans were updated for R4 in 2015, as well as for the 
residents who were put on prophylaxis in the fall of 
2016.  Id. at 1076-77. 

CMS argued in its post-hearing brief, but did not 
cite to any reference document, that annual monitor-
ing for signs and symptoms of active TB was inade-
quate for residents with LTBI, relying on the declara-
tion and deposition testimony of its expert witness.  
See CMS Post-Hrg. Br. at 12-16; see also CMS Exs. 42 
(Dr. M’s declaration) ¶ 73; 49, at 87-88, 104-106 (Dr. 
M’s deposition testimony that in the absence of treat-
ment for LTBI, a strict monitoring schedule should be 
adhered to over the 2 years following exposure).  The 
ALJ agreed “that annual monitoring is probably not 
adequate” but declined to find the monitoring to be de-
ficient based on the absence of any citation that Peti-
tioner’s infection control policy was inadequate.  See 
ALJ Decision at 43 n.24.  Before the Board, CMS 
acknowledges that Maryland regulations only require 
annual symptom review.  See CMS Br. at 5; see also 
COMAR § 10.07.02.21-2(B)(4). 
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When the testimony is analyzed in context, it is 
clear that the actions, or inactions, of Petitioner all 
hinge on a determination, finding, or diagnosis of 
LTBI accompanied by an order for medication.  Here, 
there had been no treatment ordered as Petitioner 
was awaiting recommended treatment from the 
county.  Just as there is no evidence that any of Peti-
tioner’s physicians or nurse practitioners were asked 
to evaluate the residents for treatment, there is no ev-
idence as to whether any of the attending physicians 
had determined or diagnosed any resident with LTBI, 
or whether they knew of the fact that Petitioner was 
awaiting recommended treatment from the county.  
Nevertheless, the evidence supports there was an ex-
pectation to treat absent contraindication, which sup-
ports that there was a determination or finding of 
LTBI that was not documented in the residents’ rec-
ords.   

The ALJ opined on why the interpretation of Peti-
tioner’s policy by the DON and the ICRN was “inade-
quate to prevent or control outbreaks for TB.”  ALJ 
Decision at 25 n.16.  The ALJ used the facts surround-
ing RI to illustrate this point: 

[RI] was identified in May 2015 by a positive 
TB skin test and negative chest x-ray as 
having [LTBI].  [RI] was not treated for 
[LTBI] and was formally evaluated in May 
2016, a year after initial identification, and 
determined not to have converted to active 
TB.  One month later [RI] had signs and 
symptoms consistent with possible active 
TB that were not recognized as such, an 
oversight that may have been facilitated by 
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the fact that [RI’s] records did not clearly re-
flect the TB testing in 2015 and the [LTBI], 
either by a clear diagnosis or a care plan for 
the [LTBI]. 

Id. 
We agree with the ALJ’s determination that Peti-

tioner’s practices were inadequate to prevent or con-
trol infections, at least those involving LTBI.  Most 
disconcerting is the fact that both the DON and the 
ICRN testified that even without an order for medica-
tion, those residents awaiting treatment recommen-
dations would somehow need to be monitored for signs 
and symptoms of conversion to active TB.  But without 
independent knowledge of a resident’s TB status, or 
an overt entry in the resident’s clinical record, the ev-
idence provides no basis for how any staff member 
would know to be alerted to signs and symptoms of TB 
in any resident, let alone the 19 who were identified 
with LTBI in 2015.  The ICRN testified that she did 
not know if staff “focused” on a given resident’s im-
munization status, where the positive skin test would 
have been documented.  ALJ Decision at 26.  There is 
also no evidence of what, if anything, staff were in-
structed to do regarding monitoring these residents 
while awaiting suggested treatment regimens.  Peti-
tioner’s own infection control policy required appropri-
ate post-exposure management, including monitoring 
those with LTBI for signs and symptoms of TB to pre-
vent the development and spread of active TB pursu-
ant to the federal statute and regulations. 

The ALJ highlighted the fact that only partial rec-
ords of seven residents with LTBI were in the record.  
ALJ Decision at 43 n.24.  Petitioner’s post-exposure 
policy required a medical evaluation for patients with 
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a positive skin test but negative CXR.  See P. Ex. 6, at 
6-7.  Eighteen residents identified with positive skin 
tests in early 2015 fell into that category.  Regarding 
RI, the ALJ found the nursing notes recorded RI’s 
signs and symptoms in June and August of 2016 that 
could be consistent with active TB, but there is no 
mention or annotation of any concern by any staff 
member, or the attending physician, that these symp-
toms were recognized as related to TB and could indi-
cate conversion to active TB.  ALJ Decision at 43 n.24.  
The ALJ found the staff ’s failure was “more sympto-
matic of a lack of competency and inadequate training 
than a failure to implement Petitioner’s infection con-
trol policy.”  Id.  Whether staff ’s failure was indicative 
of lack of competence or lack of cognizance, the conclu-
sion is the same—the residents identified with LTBI 
were not properly managed in accordance with the fa-
cility’s own policy to prevent the development and 
spread of active TB, which constitutes a failure to im-
plement its infection control policy. 

Ultimately, Petitioner’s decision not to indicate the 
TB status in its residents’ records detracts from its as-
sertion that it did everything it should have done.  Not 
everyone with a cough necessarily needs to be charac-
terized as possibly having TB.  But someone with 
LTBI, who presents with a cough, and coughs up 
bright red blood, presents a very different situation.  
Pursuant to its infection control policy, Petitioner was 
required to reduce the risk for TB among patients and 
to provide appropriate management post exposure to 
reduce the risk of residents with LTBI from convert-
ing to active TB, and that involved more than simply 
the administration of medication if prescribed.  The 
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purpose of testing is to identify the presence of TB in-
fection.  It does no good to test if the results are not 
known to staff and providers responsible for providing 
appropriate care to those residents, which includes 
monitoring symptoms. 

There is no question that the county did not provide 
assistance to Petitioner once the 2015 contact investi-
gation was completed for all but a handful of residents 
requiring QFT-G blood draws.  Nevertheless, Peti-
tioner had an independent duty to comply with its own 
infection control policy, mandated by participation in 
Medicare.  Petitioner had the obligation to appropri-
ately manage the residents with LTBI starting in 
2015.  Petitioner’s decision to abdicate its responsibil-
ities to its residents and defer to the county was unac-
ceptable.  Petitioner had the obligation to do more 
than “what the county told them to do” and it failed to 
comply with those obligations.  Petitioner’s policy re-
quired it to reduce the risk for TB among patients, 
which clearly includes residents with LTBI at risk for 
converting to active TB.  To control LTBI, prophylactic 
treatment is recommended, and as discussed further 
below, was in fact being administered to R4 by Peti-
tioner’s staff, with no involvement by the county 
health department.  Petitioner did not establish that 
it had fulfilled the requirements of its own infection 
control policy to manage residents with LTBI by a pre-
ponderance of the evidence. 

c. Petitioner did not provide prophylactic 
LTBI treatment until September of 2016 
to any resident except R4. 

Petitioner does not dispute that active TB is a con-
tagious and life-threatening disease, and individuals 



Appendix 80a 
 

with LTBI should be treated.  Most importantly, Peti-
tioner does not dispute that only one resident, R4, re-
ceived prophylaxis LTBI treatment in 2015, and that 
treatment was ordered by R4’s attending physician, 
and administered by staff at Petitioner’s facility.   

Even if Petitioner had received treatment recom-
mendations from the county in 2015 for the residents 
identified with LTBI, Petitioner’s ICRN clearly stated 
that no treatment from an outside source would have 
been provided to a resident unless their attending 
physician agreed with it, and independently issued an 
order for that treatment.  See Tr. at 1058-61 (empha-
sis added).  This process was illustrated by the events 
surrounding the determination to provide LTBI 
prophylaxis to R4 in October of 2015.  A physician in-
volved in R4’s evaluation for a kidney transplant per-
formed a TB skin test that came back positive and pre-
scribed INH and Vitamin B6.  However, while the 
ICRN provided that information to the county, Peti-
tioner did not rely on any decision by the county prior 
to initiating the treatment.  Instead, the prescribed 
treatment was reviewed, approved, and indepen-
dently ordered by the attending physician.  Only then 
did Petitioner’s staff provide the INH and vitamin B6 
treatment; no one from the county was involved in the 
treatment decision process.  Id.; see also P. Ex. 20, at 
2. 

The example shows that it was not the county’s fail-
ure to provide a treatment recommendation that pre-
vented the additional residents from receiving 
prophylactic treatment, but the facility’s failure to ful-
fill its responsibility under its infection control policy 
to evaluate the residents having LTBI for treatment.  
Accordingly, we affirm the ALJ’s determination that 
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Petitioner was not in substantial compliance with sec-
tion 483.65. 

B. CMS’s immediate jeopardy determination, in-
cluding the duration, was not clearly erroneous. 

Immediate jeopardy is “a situation in which the pro-
vider’s noncompliance with one or more requirements 
of participation has caused, or is likely to cause, seri-
ous injury, harm, impairment, or death to a resident.”  
42 C.F.R. § 488.301.  The CMS determination as to the 
level of noncompliance, including the finding of imme-
diate jeopardy, “must be upheld unless it is clearly er-
roneous.”  42 C.F.R. § 498.60(c)(2).  The Board has 
held that “[t]he ‘clearly erroneous’ standard 
. . . ‘means that CMS’s immediate jeopardy determi-
nation’ . . . ‘is presumed to be correct, and the burden 
[on the SNF] of proving the determination clearly er-
roneous is a heavy one.’”  Consulate Healthcare of 
Jacksonville, DAB No. 3119, at 12 (2023) (citing Mis-
sissippi Care Ctr. of Greenville, DAB No. 2450, at 15 
(2012), aff’d, 517 F. App’x 209 (5th Cir. 2013) (per cu-
riam); see also Brian Ctr. Health & Rehab./Goldsboro, 
DAB No. 2336, at 8-9 (2010)). 

The duration of the period of immediate jeopardy is 
also subject to the clearly erroneous standard.  See Vi-
bra Hospital of Charleston-TCU, DAB No. 3094, at 23 
(2023) (citing Universal Health Care at 16; Brian Ctr. 
Health and Rehab./Goldsboro at 7-8; Owensboro 
Place & Rehab. Ctr., DAB No. 2397, at 12-13 (2011)). 

Petitioner challenges the ALJ’s upholding of CMS’s 
declaration of immediate jeopardy, asserting that 
“CMS speculates that perhaps [RI] was developing ac-
tive TB in December 2015, or June 2016, and that her 
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physician (and two radiologists) misdiagnosed her (os-
tensibly because they were flying blind because [Peti-
tioner] did not document her LTBI in her nursing fa-
cility chart a certain way)”; and because there was no 
actual noncompliance, the imposition of a sanction 
based on RI’s conversion to active TB due to Peti-
tioner’s failure to provide timely prophylaxis to RI, is 
based on “fatal evidentiary (and legal) flaws.”  RR at 
36-38; P. Rep. Br. at 15-17 (emphasis omitted). 

As discussed above, noncompliance was estab-
lished.  Furthermore, the ALJ found that based on the 
“undisputed risks for serious harm or death secondary 
to a conversion to infectious TB posed by even one res-
ident in a long-term care environment, I would have 
no trouble concluding immediate jeopardy existed be-
ginning no later than August 2015.”  ALJ Decision at 
57.  The ALJ further concluded that RI “suffered ac-
tual harm” because of the failure to receive treatment 
for LTBI in 2015 and LTBI “converted to active TB” in 
2016.  Id. at 56.  Moreover, in June of 2017, the “gen-
otype” of RI’s TB was determined to be the same as 
staff member #1’s TB.  See CMS Ex. 47.  For the same 
reasons discussed above, Petitioner’s failure to follow 
its own policy and procedures to treat residents iden-
tified as having LTBI was directly related to RI’s dis-
ease progression from LTBI to active TB.  There is 
nothing in the partial clinical record for RI that shows 
she had a history of TB exposure prior to 2015.  See 
CMS Ex. 5, at 5 (RI’s annual symptom surveillance 
dated May 09, 2015 showing test results as NA, and 
evaluation of results indicating annual monitoring 
only); 2, 29-30, 36 (showing positive skin test on May 
26, 2015, order for CXR to rule out TB, negative CXR 
results); compare P. Ex. 11, at 3 (showing RI’s name 
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with no annotation of prior history (hx)) with id. at 4 
(showing another resident with annotation of “Hx+”).  
There is no ambiguity or conjecture as to the source of 
RI’s exposure in 2015 and later disease progression.   

Petitioner’s position is that “CMS simply assumes 
that [RI’s] disease must have progressed because of 
some (unexplained) breakdown in [Petitioner’s] imple-
mentation of its infection control or TB policies.”  P. 
Rep. Br. at 16 (emphasis omitted).  Petitioner further 
asserts that “even where the record supports a finding 
of some noncompliance . . . the record also must con-
tain an evidentiary basis from which the ALJ or Board 
can infer that death or serious harm to one or more 
residents actually had been caused by, or was the 
‘probable’ or ‘reasonably to be expected’ result of, the 
alleged noncompliance, and not just—to use CMS’s 
own words—‘possible,’ ‘potential,’ or ‘mere risk.’ ”  Id. 
at 16-17 (citing Oak Ridge Center, DAB No. 2913 
(2018) and Golden Living Center-Trussville, DAB No. 
2937 (2019)).   

We find these arguments unpersuasive and contra-
dicted by the record evidence.  Again, Petitioner ig-
nores the requirement to comply with its regulatory 
responsibility to implement its TB infection control 
policy with the stated purpose to reduce the risk for 
TB among patients and to provide appropriate man-
agement post exposure.  To the extent that Petitioner 
suggests that it could not provide treatment to the res-
idents identified as having LTBI unless and until the 
county prescribed treatment, that position is both fac-
tually and legally incorrect.  Furthermore, as dis-
cussed above, any treatment provided to a resident 
had to be ordered by the attending physician/nurse 
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practitioner—even if another physician outside the fa-
cility had prescribed treatment.  Many of the CXR or-
ders signed by the facility physicians/nurse practition-
ers did indicate “TB test reaction” as the reason for 
the order, and most of those orders show the results 
were telephonically relayed to a named facility physi-
cian/nurse practitioner.  See P. Exs. 9, 13.  There is no 
evidence, documentary or testimonial, to establish 
whether the attending physicians or nurse practition-
ers for any of the residents identified as having LTBI 
were informed of the policy’s requirement to evaluate 
for prophylaxis when those CXRs ruled out active TB.  
Petitioner conceded that no diagnosis of LTBI was 
noted in any of the resident’s clinical records because 
no physician from the county or the facility rendered 
such a diagnosis.  ALJ Decision at 38 (citing Tr. at 
143-44).  But there is no explanation as to why such a 
diagnosis was not made when treatment recommen-
dations were pending. 

The ICRN testified that RI had a history of emphy-
sema and chronic obstructive pulmonary disease 
(COPD), along with other diagnoses, before May 2015.  
ALJ Decision at 26; see also Tr. at 1027.  The ICRN 
also testified that RI had a positive skin test and neg-
ative CXR during the first round of testing in May 
2015, but was not exhibiting any signs or symptoms of 
TB.  ALJ Decision at 26; see also Tr. at 1026.  The ALJ 
interpreted this evidence to indicate RI had LTBI, but 
that “is not reflected by the few documents from [RI’s] 
clinical record in evidence” and the ICRN was “not 
aware whether RI was considered to have a change in 
condition in 2015 when testing showed LTBI” and 
agreed that a review of nursing notes in 2016 (P. Ex. 
10, at 1-4) did “not indicate that [RI] had [LTBI].”  ALJ 
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Decision at 26.  We have previously discussed the 
ICRN’s testimony that staff may not have focused on 
the resident’s immunization status where the positive 
skin test would have been documented; that a deter-
mination” that a resident had LTBI would trigger an 
update to a resident’s care plan for symptom surveil-
lance, but did not believe the IDT updated any resi-
dent’s care plan based on the fact that testing showed 
a resident had latent TB; and that changes to a resi-
dent’s care plan would “involve no direction or guid-
ance from the county.  See infra, citing Tr. at 1032-39.  
The ICRN’s testimony also included that she did not 
believe that [LTBI] had been added to [RI’s] or any 
resident’s “face sheet,” a document which follows a 
resident when transferred to a hospital.  See Tr. at 
1035.  While there was no testimony as to whether or 
not the record contained a face sheet for any resident, 
the first page in RI’s clinical record shows a date and 
time of “Dec. 3, 2015 15:41:57 ET” and LTBI is not 
shown as a diagnosis, and the listed diagnoses were 
entered at admission seven months earlier.  See CMS 
Ex. 5, at 1.   

The record clearly establishes that RI’s attending 
physician ordered the initial CXR to rule out active TB 
and was notified of the negative result.  The same at-
tending physician also ordered the CXR in June of 
2016, diagnosed the resident with bronchitis, and 
then in early August 2016, when RI was coughing up 
blood, ordered RI to be transferred to the hospital.  Id. 
at 6-8, 47, 50, 61.  The evidence regarding the transfer 
is disconcerting in that the date of transfer shows “I 
0/27/2015” but shows “report called in” and “date sent” 
as August 8, 2016; contains “Resident observed with 
bright red moderate bleeding from her mouth” but the 
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“Reason for transfer” is listed as “Other—GI bleeding” 
and there is no mention of TB status or possible con-
version to active TB.  See CMS Ex. 5, at 6-7.  The sur-
veyor interviewed RI’s attending physician and testi-
fied that the doctor “did not recall” if RI’s TB status 
was documented in 2015.  While that response is cor-
roborated by the testimonial evidence and the mini-
mal clinical record evidence provided, it provides no 
meaningful evidence of whether the attending physi-
cian was aware of RI’s TB status, and how, if at all, 
the attending physician factored that information into 
the medical symptoms RI experienced throughout 
2015 and 2016 prior to being diagnosed with active 
TB.  We find the totality of information associated 
with the transfer to be compelling evidence that TB 
was not considered by the facility at the time of trans-
fer. 

Petitioner’s argument that the county failed to com-
ply with its requirement to make specific prophylaxis 
recommendations for residents who had tested posi-
tive for exposure does not “justify” or absolve its own 
failure to implement its own TB infection control pol-
icy and procedures.  Petitioner provided no evidence 
that the attending physicians or nurse practitioners 
were asked to evaluate the residents determined to 
have LTBI for prophylactic treatment or asked to or-
der LTBI treatment; and if not, why not.  We agree 
with the ALJ’s assessment that the absence of docu-
mentation means that there is little or no documenta-
tion that Petitioner’s staff actually did what was re-
quired by its policy and procedures, i.e., medical eval-
uation by physicians to determine the best plan of care 
including treatment for LTBI, if not contraindicated, 
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and monitoring.  Given these circumstances, Petition-
er’s failure to implement post-exposure TB procedures 
fully or promptly, namely medical evaluation, prophy-
lactic treatment and appropriate management of the 
infected residents, was likely to cause serious harm to 
residents.  In addition to the harm directly to those 
residents who could convert to active TB, they would 
now be contagious and pose a risk to expose the re-
maining residents to TB.  The ALJ noted the CDC 
Guidelines found treatment of LTBI can reduce the 
risk for death due to conversion to active TB, and cor-
rectly concluded for all residents with LTBI there was 
a risk for actual harm due to the risk for death associ-
ated with conversion to active TB, as demonstrated by 
RI.  ALJ Decision at 41, 43.  Thus, the ALJ did not err 
in concluding that CMS’s immediate jeopardy deter-
mination was not clearly erroneous. 

The county was not involved in the prophylactic 
treatment ordered and provided to R4 by Petitioner’s 
staff.  The treatment regimen prescribed for R4 was 
exactly the same as what the county health depart-
ment prescribed in 2016—INH 300 mg daily together 
with Vitamin B6 50 mg daily—and corresponded to 
the regimen and dosage provided in CDC guidance.  
See P. Ex. 14; P. Ex. 26; CMS Ex. 30, at 18; CMS Ex. 
39, at 20, 22.  CMS’s determinations of noncompliance 
and immediate jeopardy and the ALJ’s upholding of 
those determinations are based on failures of Peti-
tioner to implement its TB infection control policy.  In 
short, Petitioner made no meaningful attempt to carry 
its heavy burden to show clear error by CMS. 

Accordingly, we affirm the ALJ’s finding that Peti-
tioner failed to establish that CMS’s declaration of im-
mediate jeopardy was clearly erroneous.   
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Petitioner also challenges the ALJ’s upholding of 
CMS’s determination regarding the duration of the 
immediate jeopardy period, that is, that residents 
were in immediate jeopardy from June 14 through Oc-
tober 5, 2016.  Petitioner argues that “it is not at all 
clear what, if anything, these dates have to do with 
the noncompliance CMS alleged or the ALJ actually 
sustained.”  RR at 36.  We reject Petitioner’s asser-
tions. 

The SOD did not contain a start date for the imme-
diate jeopardy, which the ALJ noted as “odd” at the 
hearing, but the CMS determination notice did.  See 
Tr. at 59-60; see also CMS Ex. 20.  At the hearing, 
CMS argued that the inception of immediate jeopardy 
of June 14, 2016, was a “typo” and should have been 
June 4, 2016.  Tr. at 56-57.  The ALJ stated that 
changing the start date of immediate jeopardy is not 
a matter of “correcting a typographical error,” but is 
instead a substantive change in the enforcement rem-
edy proposed by CMS that would increase the CMP by 
more than $120,000.  Tr. at 56-57, 62, 65-66; see also 
ALJ Decision at 58 n.30.  The ALJ further held that 
CMS can only reopen and revise its initial determina-
tion within 12 months of the date on the notice of the 
initial determination, and here, counsel raised this is-
sue more than 18 months after the date of the initial 
determination.  Tr. at 66-67; ALJ Decision at 58 n.30 
(citing 42 C.F.R. § 498.30).  CMS articulated that the 
choice of the start date of non-compliance at the im-
mediate jeopardy level was an exercise of “selective 
enforcement,” asserting Petitioner could have been 
cited in September of 2015.  See Tr. at 122-25.   

The ALJ found that the evidence showed that RI 
was identified as having LTBI in 2015, was provided 
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no treatment for LTBI, and as a result developed ac-
tive TB no later than August 2016.  ALJ Decision at 
49.  The ALJ also found that based on the “undisputed 
risks for serious harm or death secondary to a conver-
sion to infectious TB posed by even one resident in a 
long-term care environment, I would have no trouble 
concluding immediate jeopardy existed beginning no 
later than August 2015.”  Id. at 57.  Nevertheless, the 
ALJ did not disturb CMS’s exercise of discretion and 
concluded the immediate jeopardy existed no later 
than June 14, 2016, and ended October 5, 2016.  Id. at 
58.  The ALJ further found Petitioner had not shown 
that the duration was clearly erroneous.  Id. 

The Board has previously held that a facility’s non-
compliance, or failure to meet a participation require-
ment, “is what constitutes the deficiency, not any par-
ticular event that was used as evidence of the defi-
ciency” and “there is no requirement that the duration 
of a remedy coincide with particular events that form 
the evidence of lack of substantial compliance.”  Re-
gency Gardens Nursing Ctr., DAB No. 1858, at 21 
(2002) (citing 42 C.F.R. § 488.301).  Furthermore, the 
Board has held that CMS is not “under any compul-
sion to explain why it decides not to impose remedies 
on days for which it might do so.  From the provision 
that remedies may be imposed as early as the first day 
of noncompliance, it follows that CMS may choose to 
begin any remedy at a later date.”  Id. at 10 (emphasis 
omitted); see also Mountain View Manor, DAB No. 
1913, at 6 (2004) (upholding CMP beginning on May 
25 because immediate jeopardy existed as of that date, 
despite unclear reasoning why that date was chosen).  
Still further, Petitioner made no showing that it 
abated the immediate jeopardy before October 5, 
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2016.  See Owensboro Place & Rehab. Ctr., DAB No. 
2397, at 12-13 (2011) (“[I]t is not incumbent on CMS 
to justify the [abatement] date, but, rather, on [the fa-
cility] to show an earlier date of abatement . . . .”).  

Accordingly, we find no error in the ALJ’s conclu-
sion that CMS’s determination concerning the dura-
tion of immediate jeopardy (June 14, 2016 through Oc-
tober 5, 2016) was not clearly erroneous.  See 42 
C.F.R. § 498.60(c)(2) (“CMS’s determination as to the 
level of noncompliance of a SNF . . . must be upheld 
unless it is clearly erroneous.”); Brian Ctr. Health and 
Rehab./Goldsboro, at 7-8 (“A determination by CMS 
that a SNF’s ongoing compliance remains at the level 
of immediate jeopardy during a given period consti-
tutes a determination about the ‘level of noncompli-
ance’ and, therefore, is subject to the clearly erroneous 
standard of review under section 498.60(c)(2).”). 

As Petitioner “does not contend that [the per day 
CMP amount] is unreasonable based on the relevant 
regulatory factors,” we “find no basis for disturbing 
the ALJ’s conclusion that the amount of the CMP was 
reasonable.”  See Lutheran Home at Trinity Oaks, 
DAB No. 2111, at 22 (2007); see also Glenoaks at 27 
(upholding CMP amount where petitioner did “not 
contend . . . on appeal . . . that any particular regula-
tory factor did not support the CMP amounts”). 

C. We reject Petitioner’s arguments based upon 
Jarkesy. 

Concerning Jarkesy, Petitioner argues the Supreme 
Court “held that where, as here, an agency imposes a 
CMP for regulatory noncompliance, such a CMP is 
equivalent to a common law remedy, and thus the Sev-
enth Amendment requires that a jury, not an ALJ, 
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must consider a challenge to that remedy in the first 
instance.”  P.’s Jarkesy Mot. at 1.  “Accordingly,” Peti-
tioner asserts, “this appeal proceeding was void ab in-
itio, and so the Board should,” among other things, 
“hold that under Jarkesy the ALJ did not have consti-
tutional authority to conduct this review[.]”  Id. at 3; 
see also P.’s Jarkesy Reply at 1 (“[T]his proceeding is 
void ab initio.”).  Petitioner further contends that “if, 
as Jarkesy holds, the due process necessary in a CMP 
appeal is a jury trial, then CMS must meet that con-
stitutional command and return the ‘escrowed’ [CMP] 
funds pending such review.”  P.’s Jarkesy Mot. at 3.   

CMS counters that “the Board consistently has held 
that ALJs do not have the authority to consider con-
stitutional challenges.  Jarkesy does not invalidate 
those prior decisions or their reasoning that this type 
of constitutional challenge may not be heard before an 
ALJ or the DAB.”  CMS Jarkesy Opp. at 1.  “Therefore, 
there is no authority to remand based on a purported 
Seventh Amendment infirmity in the long-standing 
process for review of CMS enforcement actions.”  Id. 
at 2.  CMS considers Petitioner’s refund request to be 
“premised on the same unreviewable Seventh Amend-
ment claim” and therefore states that the Board “must 
deny this request.”  Id.   

We reject Petitioner’s arguments for remand and 
refund of the CMP based upon Jarkesy.  That case 
arose from “an enforcement action” by the Securities 
and Exchange Commission (SEC) pursuant to the Se-
curities Act of 1933, the Securities Exchange Act of 
1934, the Investment Advisers Act of 1940, and the 
Dodd-Frank Wall Street Reform and Consumer Pro-
tection Act of 2010.  Jarkesy, 603 U.S. 109, 115-16 
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(2024).  The SEC brought an enforcement action seek-
ing CMPs from an investment advisor company and 
its individual manager for alleged securities fraud, 
and the SEC elected to proceed before an ALJ.  Id. at 
115, 117-118.  The Supreme Court addressed the 
question “whether the Seventh Amendment permits 
the SEC to compel respondents to defend themselves 
before the agency rather than before a jury in federal 
court,” and concluded that “[t]he Seventh Amend-
ment . . . applies and a jury is required.”  Id. at 115, 
120-21.   

We reject Petitioner’s attempts to equate this case 
with Jarkesy.  This case concerns an entirely separate 
statutory and regulatory regime administered by the 
U.S. Department of Health and Human Services, an 
issue that was not even before the Court, which held 
that the “SEC’s antifraud provisions replicate com-
mon law fraud, and it is well established that common 
law claims must be heard by a jury.”  Jarkesy, 603 
U.S. at 120.  The Court did not hold that every 
agency’s attempt to impose and enforce CMPs neces-
sarily is, like the SEC’s action, “a common law suit in 
all but name” that “must be adjudicated in Article III 
courts.”  Id. at 136.  On the contrary, the Court 
acknowledged the long-established “public rights ex-
ception,” under which “Congress may assign [a] mat-
ter for decision to an agency without a jury, consistent 
with the Seventh Amendment,” and extensively dis-
cussed the Court’s precedents applying that excep-
tion.  Id. at 127-132.  The Supreme Court did not de-
cide the potential applicability of that exception to the 
Act and its implementing regulations concerning im-
position and enforcement of CMPs for noncompliance 
with Medicare participation requirements.   
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As CMS argues, “The Board has consistently held 
that ALJs may not declare a statute or regulation to 
be unconstitutional and refuse to apply or follow the 
statute or regulation on that basis.”  Fady Fayad, 
MD., DAB No. 2266, at 14 (2009), aff’d, 803 F. Supp. 
2d 699 (E.D. Mich. 2011); see also Borgess Med. Ctr., 
DAB No. 3106, at 42 (2023); Russell L. Reitz, MD., 
DAB No. 2748, at 8 (2016).  The Board is not author-
ized to invalidate or declare unconstitutional any part 
of the Act, or its complex implementing regulations 
and refuse to enforce it for any reason.  Instead, the 
Board “must follow applicable statutes and regula-
tions,” and we do so in this case.  See The Oaks, DAB 
No. 3160, at 28 (2024); Linda Silva, P.A., DAB No. 
2966, at 12 (2019).  We cannot anticipate how federal 
courts may apply the reasoning of Jarkesy in different 
circumstances, including in the context of the long-
standing and complex statutory and regulatory re-
gime governing imposition of CMPs upon SNFs, like 
Petitioner, that CMS deems noncompliant with the 
conditions of Medicare participation.  Accordingly, we 
deny Petitioner’s motion. 

Conclusion 
We affirm the ALJ Decision upholding CMS’s deter-

minations that Petitioner was not in substantial com-
pliance with 42 C.F.R. § 483.65, from June 14 through 
October 5, 2016, at the immediate-jeopardy level.  We 
also affirm the ALJ’s conclusion that the $12,541 CMP 
imposed for each day during the immediate jeopardy 
period was reasonable.  Finally, we deny Petitioner’s 
motion for relief based on Jarkesy. 
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27 Former Board Member Susan S. Yim fully participated in all 

deliberations concerning this matter and, before her retirement, 
reached consensus with the Board on the final decision and 
reviewed and approved it. 



Appendix 95a 
 

Department of Health and Human Services  
 

DEPARTMENTAL APPEALS BOARD 
  

Civil Remedies Division 
 

Sligo Creek Center  
(CCN: 215327), 

 
Petitioner, 

 
v. 
 

Centers for Medicare & Medicaid Services. 
 

Docket No. C-17-458 
 

Decision No. CR5745 
 

Date: October 23, 2020 
 

DECISION 
Petitioner, Sligo Creek Center, was not in substan-

tial compliance with program participation require-
ments from June 14 through December 11, 2016, due 
to violations of multiple participation requirements 
established by 42 C.F.R. pt. 483.1  There is a basis for 

 
1 Citations are to the October 1, 2016 revision of the Code of 

Federal Regulations (C.F.R.), which were in effect at the time the 
survey was completed in this case, unless otherwise stated.  In 
Mark A. Kabat, D.O., DAB No. 2875 at 9-11 (2018), an appellate 
panel of the Departmental Appeals Board (Board), after review-
ing prior Board decisions, expressed a preference for applying the 
regulations in effect at the time of agency action rather than at 
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the time of the events that were the basis for the agency action, 
at least in provider and supplier revocation cases.  In this case, 
the events that are the basis for the agency action occurred in 
2015 and 2016, and the complaint investigation that is the basis 
for the agency action concluded on October 6, 2016.  The surveyor 
cited a violation of 42 C.F.R. § 483.65, which was the infection 
control regulation in effect throughout 2015 and through the end 
of the survey on October 6, 2016.  Centers for Medicare & 
Medicaid Services (CMS) Exhibit (Ex.) 1 at 5.  The provisions of 
42 C.F.R. § 483.65 were unchanged during the period of 2015 
through completion of the survey.  Therefore, the regulation with 
which Petitioner was bound to comply during the period at issue, 
2015 through completion of the survey on October 6, 2016, were 
the same.  However, effective November 28, 2016, the require-
ments related to infection control were moved to 42 C.F.R. 
§ 483.80. 81 Fed. Reg. 68,688, 68,697 (Oct. 4, 2016).  The initial 
determination by CMS was issued on January 31, 2017.  CMS 
Ex. 20 at 1-5.  Therefore, the revised regulation effective Novem-
ber 28, 2016, would arguably apply under the Board’s rationale 
in Kabat and cases cited therein. The revision of the infection 
control regulation under 42 C.F.R. § 483.80 was significant.  At 
hearing, I advised the parties that I would apply the version of 
42 C.F.R. § 483.65 in effect October 1, 2016.  The parties have 
not objected.  Tr. 99-100.  Due to the significant change in the 
infection control standard under 42 C.F.R. § 483.80, remand to 
CMS for revision of the Statement of Deficiencies (SOD) and a 
new initial determination was possible. However, it is also 
possible to compare the provision of 42 C.F.R. § 483.65 and 42 
C.F.R. § 483.80, and conclude that the participation requirement 
allegedly violated is found in both regulations.  The surveyor 
cited 42 C.F.R. § 483.65(a), (b), (c). CMS Ex. 1 at 5-6.  Subsection 
(a) requires that a facility establish an infection control program 
to accomplish specific tasks. Subsection (b) requires that a 
facility prevent the spread of infection by accomplishing specific 
tasks. Subsection (c) has no application based on the allegations 
in the SOD.  Pursuant to 42 C.F.R. § 483.80(a), a facility must 
establish an infection control program and specific elements for 
such a program are listed. Subsection (a) of 42 C.F.R. § 483.80 
incorporates the provisions of 42 C.F.R. § 483.65(b) in substan-
tial part.  Therefore, it is possible to simply read a citation to 42 
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the imposition of enforcement remedies.  The follow-
ing enforcement remedy is reasonable: a $12,541 per-
day civil money penalty (CMP) from June 14 through 
October 5, 2016, and a $303 per-day CMP from Octo-
ber 6 through December 11, 2016, for a total CMP of 
$1,449,975. 

I. Background 
Petitioner is located in Takoma Park, Maryland, 

and participates in Medicare as a skilled nursing fa-
cility (SNF) and the state Medicaid program as a nurs-
ing facility (NF).  Joint Settlement Status Report, 
Joint Stipulations of Undisputed Facts (Jt. Stip.) ¶ 1, 
and Joint Statement of Issues Presented for Hearing.  
On September 27 and 28, and October 6, 2016, the 
Montgomery County, Maryland Department of 
Health and Human Services (state agency) completed 
a survey of Petitioner that was triggered by a com-
plaint.  The state agency found Petitioner was not in 
substantial compliance with program participation re-
quirements.  CMS Exs. 1, 19 at 1-34; Jt. Stip. ¶ 2.  On 
December 12, 2016, the state agency conducted a re-
visit survey and concluded that Petitioner had re-
turned to substantial compliance effective that day.2  
CMS Ex. 19 at 35-44; CMS Ex. 20 at 2.  CMS notified 
Petitioner by letter dated January 31, 2017, that it 
was imposing the following enforcement remedy:  a 

 
C.F.R. § 483.65(a) and (b) as a citation to 42 C.F.R. § 483.80(a) 
without prejudice to either party, if that is deemed necessary. 

2 The parties incorrectly stipulated that the CMP in this case 
ran through December 12, 2016. Jt. Stip., 5.  However, the fact 
the state agency determined that Petitioner returned to sub-
stantial compliance effective December 12, 2016 (CMS Ex. 19 at 
35-44), ended the accrual of the CMP effective December 11, 2016 
(CMS Ex. 20 at 2).  42 C.F.R. § 488.440(b). 
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$12,541 per-day CMP from June 14 through Octo-
ber 5, 2016, and a $303 per-day CMP from October 6 
through December 11, 2016.  CMS Ex. 20 at 1-5. 

Petitioner requested a hearing before an adminis-
trative law judge (ALJ) on March 20, 2017 (RFH).  The 
case was assigned to me for hearing and decision on 
March 24, 2017, and an Acknowledgment and Pre-
hearing Order was issued at my direction.   

On July 16 through 18, 2018, a hearing was con-
vened by video teleconference and a transcript (Tr.) of 
the proceedings was prepared.  CMS offered CMS ex-
hibits (CMS Exs.) 1 through 50, and CMS Exs. 1 
through 47, 49, and 50 were admitted as evidence.  Tr. 
56-70, 306-07.  CMS withdrew its offer of CMS Ex. 48, 
which remains in the record but is not considered sub-
stantive evidence.  Tr. 210-15.  CMS offered CMS Exs. 
51, 52, and 53 post-hearing per agreement of the par-
ties at hearing, and they are admitted.  Tr. 1096-98.  
Petitioner offered Petitioner exhibits (P. Exs.) 1 
through 31 that were admitted as evidence.  Tr. 70-94, 
944, 997, 1103.   

CMS called the following witnesses to testify: Sur-
veyor Raphaella Slade, RN; Kimberly Townsend, 
MPA, BSN, RN; and Itala Fontana, RN.  The parties 
agreed to preserve the testimony of Sapna Bamrah 
Morris MD, MBA, CMS’s expert witness, by deposi-
tion prior to hearing because she was unable to attend 
the hearing.  Dr. Morris’s declarations were admitted 
as CMS Exs. 42 and 46 and her deposition testimony 
as CMS Ex. 49.   

Petitioner called the following witnesses:  John 
Loome, MD; Funmi Odunubi, RN, Petitioner’s director 
of nursing (DON); Suzanne Hayden, RN, Petitioner’s 
Assistant DON (ADON) and infection control nurse; 
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Bret Stine, Petitioner’s administrator from approxi-
mately March to July 2015; Eduardo Salazar, Peti-
tioner’s administrator beginning in July 2015 for ap-
proximately two years; and Richard Hodder, MD.  Fol-
lowing the hearing, the parties filed post-hearing 
briefs (CMS Br. and P. Br., respectively) and post-
hearing replies (CMS Reply and P. Reply, respec-
tively). 

II. Discussion 

A. Issues 
Whether there is a basis for the imposition of 
an enforcement remedy; 
Whether the declaration of immediate jeopardy 
is clearly erroneous; and 
Whether the remedy imposed is reasonable. 

B. Applicable Law 
The statutory and regulatory requirements for par-

ticipation of a SNF in Medicare are at section 1819 of 
the Social Security Act (Act) and at 42 C.F.R. pt. 483.  
Section 1819(h)(2) of the Act authorizes the Secretary 
to impose enforcement remedies against a SNF for 
failure to comply substantially with the federal partic-
ipation requirements established by sections 1819(b), 
(c), and (d) of the Act.3  The Act requires that the Sec-
retary terminate the Medicare participation of any 
SNF that does not return to substantial compliance 
with participation requirements within six months of 
the date noncompliance began.  Act § 1819(h)(2)(C).  
The Act also requires that the Secretary deny pay-
ment of Medicare benefits for any beneficiary admit-
ted to a SNF, if the SNF fails to return to substantial 
compliance with program participation requirements 
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within three months of the date noncompliance be-
gan—commonly referred to as the mandatory or stat-
utory denial of payment for new admissions (DPNA).  
Act § 1819(h)(2)(D).  The Act grants the Secretary dis-
cretionary authority to terminate a noncompliant 
SNF’s participation in Medicare, even if there has 
been less than 180 days of noncompliance.  The Act 
also grants the Secretary authority to impose other 
enforcement remedies, including a discretionary 
DPNA, CMPs, appointment of temporary manage-
ment, and other remedies such as a directed plan of 
correction.  Act § 1819(h)(2)(B).   

The Secretary has delegated to CMS and the states 
the authority to impose remedies against a long-term 
care facility that is not complying substantially with 
federal participation requirements.  “Substantial com-
pliance means a level of compliance with the require-
ments of participation such that any identified defi-
ciencies pose no greater risk to resident health or 
safety than the potential for causing minimal harm.”  
42 C.F.R. § 488.301 (emphasis in original).  A defi-
ciency is a violation of a participation requirement es-
tablished by sections 1819(b), (c), and (d) of the Act or 
the Secretary’s regulations at 42 C.F.R. pt. 483, subpt. 
B.  Noncompliance refers to any deficiency (statutory 
or regulatory violation) that causes a facility not to be 
in substantial compliance, i.e., a deficiency that poses 
a risk for more than minimal harm.  42 C.F.R. 
§ 488.301.  Therefore, even if a facility violates a stat-
utory or regulatory requirement, CMS may not im-
pose enforcement remedies if the deficiency does not 
pose a risk for more than minimal harm.   

State survey agencies survey facilities that partici-
pate in Medicare on behalf of CMS to determine 
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whether the facilities are complying with federal par-
ticipation requirements.  42 C.F.R. §§ 488.10-.28, 
488.300-.335.  The regulations specify the enforce-
ment remedies that CMS may impose if a facility is 
not in substantial compliance with Medicare require-
ments.  42 C.F.R. § 488.406. 

CMS is authorized to impose a CMP against a facil-
ity not in substantial compliance with program partic-
ipation requirements.  The regulations specify that a 
CMP that is imposed against a facility on a per day 
basis will fall into one of two ranges of penalties.  42 
C.F.R. §§ 488.408, 488.438.  The upper range of a 
CMP, $6,291 per day to $20,628 per day, is reserved 
for deficiencies that pose immediate jeopardy to a fa-
cility’s residents and, in some circumstances, for re-
peated deficiencies.4  42 C.F.R. § 488.438(a)(1)(i), 
(d)(2); 45 C.F.R. § 102.3 (Table).  “Immediate jeopardy 
means a situation in which the provider’s noncompli-
ance with one or more requirements of participation 
has caused, or is likely to cause, serious injury, harm, 
impairment, or death to a resident.”  42 C.F.R. 
§ 488.301 (emphasis in original).  The lower range of 
CMPs, $103 per day to $6,188 per day, is reserved for 
deficiencies that do not pose immediate jeopardy, but 
either cause actual harm to residents, or cause no ac-
tual harm but have the potential for causing more 
than minimal harm.  42 C.F.R. § 488.438(a)(1)(ii); 45 
C.F.R. § 102.3 (Table).   

The Act and regulations make a hearing before an 
ALJ available to a long-term care facility against 

 
4 CMS increased the CMP amounts to account for inflation in 

compliance with the Federal Civil Penalties Inflation Adjust-
ment Improvements Act of 2015, Pub. L. No. 114-74, § 701, 129 
Stat. 584, 599 (2015).  81 Fed. Reg. 61,538, 61,549 (Sept. 6, 2016). 
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which CMS has determined to impose an enforcement 
remedy.  Act §§ 1128A(c)(2), 1866(h); 42 C.F.R. 
§§ 488.408(g), 498.3(b)(13).  A facility has a right to 
appeal a “certification of noncompliance leading to an 
enforcement remedy.”  42 C.F.R. §§ 488.408(g)(1); 
488.330(e), 498.3(b)(13).  However, the choice of en-
forcement remedies or the factors CMS considered 
when choosing enforcement remedies are not subject 
to review.  42 C.F.R. § 488.408(g)(2).  A facility may 
only challenge the scope and severity level of noncom-
pliance determined by CMS if a successful challenge 
would affect the range of the CMP that may be im-
posed or impact the facility’s authority to conduct a 
nurse aide training and competency evaluation pro-
gram (NATCEP).  42 C.F.R. § 498.3(b)(14), (d)(10)(i).  
The CMS determination as to the level of noncompli-
ance, including the finding of immediate jeopardy, 
“must be upheld unless it is clearly erroneous.”  42 
C.F.R. § 498.60(c)(2); Woodstock Care Ctr., DAB No. 
1726 at 9, 38 (2000), aff’d, Woodstock Care Ctr. v. 
Thompson, 363 F.3d 583 (6th Cir. 2003).  The Board 
has long held that the net effect of the regulations is 
that a provider has no right to challenge the scope and 
severity level assigned to a noncompliance finding, ex-
cept in the situation where that finding was the basis 
for an immediate jeopardy determination.  See, e.g., 
Ridge Terrace, DAB No. 1834 (2002); Koester Pavilion, 
DAB No. 1750 (2000).  ALJ review of a CMP is subject 
to 42 C.F.R. § 488.438(e).   

The hearing before an ALJ is a de novo proceeding, 
that is, “a fresh look by a neutral decision-maker at 
the legal and factual basis for the deficiency findings 
underlying the remedies.”  Life Care Ctr. of Bard-
stown, DAB No. 2479 at 33 (2012) (citation omitted).   
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The allocation of the burden of persuasion and the 
quantum of evidence required to meet the burden is 
not addressed by regulations.5  Rather, the Board has 
long held that the petitioner, the nongovernmental 
party, bears the burden of persuasion to show by a 
preponderance of the evidence that it was in substan-
tial compliance with participation requirements or 
any affirmative defense.  Batavia Nursing & Conva-
lescent Inn, DAB No. 1911 (2004); Batavia Nursing & 
Convalescent Ctr., DAB No. 1904 (2004), aff’d, Batavia 
Nursing & Convalescent Ctr. v. Thompson, 129 F. 
App’x 181 (6th Cir. 2005); Emerald Oaks, DAB No. 

 
5 Congress granted the Secretary authority to impose enforce-

ment remedies for noncompliance.  Act § 1819(h)(2).  The Secre-
tary is authorized to impose CMPs as an enforcement remedy by 
section 1128A of the Act.  CMPs are imposed by CMS with dele-
gated authority of the Secretary.  42 C.F.R. § 488.2.  Pursuant to 
subsection 1128A(j) of the Act, section 205 of the Act is applicable 
to the imposition of CMPs, and that section is applicable to the 
imposition of CMPs by both the Secretary and the Commissioner 
of Social Security under the authority of section 1128A of the Act.  
The Inspectors General (IGs) for both HHS and the Social Secu-
rity Administration (SSA) also exercise delegated authority to 
impose CMPs pursuant to section 1128A of the Act.  Both IGs 
engaged in rulemaking to specify the allocation of the burden of 
persuasion and the quantum of evidence required when proceed-
ing upon a case involving a CMP.  Both the SSA IG and the HHS 
IG imposed upon the government in CMP cases the burden of 
persuasion on all issues other than affirmative defenses and mit-
igating factors for which the burden is upon the nongovernmen-
tal party.  The regulations of the IGs for SSA and HHS provide 
that the burden of persuasion is to be judged by a preponderance 
of the evidence.  20 C.F.R. § 498.215(b), (c); 42 C.F.R. 
§ 1005.15(b), (d).  CMS failed to promulgate a regulation similar 
to those of the HHS and SSA IGs, and the Board has filled the 
gap with its interpretative rules allocating the burden of persua-
sion to the nongovernmental party, the party defending against 
the imposition of the CMP. 
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1800 (2001); Cross Creek Health Care Ctr., DAB No. 
1665 (1998); Hillman Rehab. Ctr., DAB No. 1611 
(1997) (remand to ALJ), DAB No. 1663 (1998) (after 
remand), aff’d, Hillman Rehab. Ctr. v. United States, 
No. 98-3789 (GEB), 1999 WL 34813783 (D.N.J. May 
13, 1999).  The Board has indicated that only when 
CMS makes a prima facie showing of noncompliance, 
is the facility burdened to show, by a preponderance 
of the evidence on the record as a whole, that it was in 
substantial compliance or had an affirmative defense.  
Evergreene Nursing Care Ctr., DAB No. 2069 at 7 
(2007).  The Board has not specified how much evi-
dence CMS needs to present to meet its burden of 
making a prima facie showing.  The Board has stated 
that CMS must come forward with “evidence related 
to disputed findings that is sufficient (together with 
any undisputed findings and relevant legal authority) 
to establish a prima facie case of noncompliance with 
a regulatory requirement.”  Id.; Batavia Nursing & 
Convalescent Ctr., DAB No. 1904.  “Prima facie” 
means generally that the evidence is “[s]ufficient to 
establish a fact or raise a presumption unless dis-
proved or rebutted.”  Black’s Law Dictionary 1228 (8th 
ed. 2004).  One might conclude that if the preponder-
ance of the evidence is required in these proceedings, 
that standard would also apply to the requirement for 
CMS to make a prima facie showing, that is, CMS 
should be burdened to present evidence sufficient to 
establish a fact as more likely true and to raise a pre-
sumption.  However, the Board has never ruled that 
CMS must establish its prima facie case by a prepon-
derance of the evidence.  Indeed, it is unclear from 
prior Board decisions whether CMS can make a prima 
facie showing with little more than mere allegations 
or a scintilla of evidence.  In this case, I conclude that 
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CMS has made its prima facie showing by a prepon-
derance of the evidence.   

C. Findings of Fact, Conclusions of Law, 
and Analysis  

My conclusions of law are set forth in bold text fol-
lowed by my findings of fact and analysis.  I have care-
fully considered all the evidence and the arguments of 
both parties, though not all may be specifically dis-
cussed in this decision.  I discuss in this decision the 
credible evidence given the greatest weight in my de-
cision-making.6  I also discuss any evidence that I find 
is not credible or worthy of weight.  The fact that evi-
dence is not specifically discussed should not be con-
sidered sufficient to rebut the presumption that I con-
sidered all the evidence and assigned such weight or 
probative value to the credible evidence that I deter-
mined appropriate within my discretion as an ALJ.  
There is no requirement for me to discuss the weight 
given every piece of evidence considered in this case, 
nor would it be consistent with notions of judicial 
economy to do so.  Charles H. Koch, Jr., Admin. L. and 
Prac. § 5:64 (3d ed. 2013).   

CMS alleges based upon the survey that ended Oc-
tober 6, 2016, that Petitioner was not in substantial 
compliance with program participation requirements 
from June 14, 2016 through December 11, 2016, based 
upon violations of 42 C.F.R. §§ 483.20(k)(3)(i) (Tag 

 
6 “Credible evidence” is evidence that is worthy of belief.  

Black’s Law Dictionary 596 (8th ed. 2004).  The “weight of evi-
dence” is the persuasiveness of some evidence compared to other 
evidence.  Id. at 1625. 
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F281,7 scope and severity (s/s) D8); 483.35(i) (Tag 
F371, s/s E); 483.65 (Tag F441, s/s K); and 483.70(h)(4) 
(Tag F469, s/s E).   

Petitioner requested ALJ review of only the non-
compliance cited as posing immediate jeopardy based 
on the alleged violation of 42 C.F.R. § 483.65 (Tag 

 
7 This is a “Tag” designation as used in CMS Pub. 100-07, State 

Operations Manual (SOM), app. PP—Guidance to Surveyors for 
Long Term Care Facilities 
(http://www.cms.hhs.gov/Manuals/IOM/list.asp).  The “Tag” 
refers to the specific regulatory provision allegedly violated and 
CMS’s policy guidance to surveyors.  Although the SOM does not 
have the force and effect of law, the provisions of the Act and 
regulations interpreted clearly do have such force and effect.  
Ind. Dep’t. of Pub. Welfare v. Sullivan, 934 F.2d 853 (7th Cir. 
1991); Nw. Tissue Ctr. v. Shalala, 1 F.3d 522 (7th Cir. 1993).  
Thus, while the Secretary may not seek to enforce the provisions 
of the SOM, he may seek to enforce the provisions of the Act or 
regulations as interpreted by the SOM. 

8 CMS and the state agency use scope and severity levels when 
selecting remedies.  The scope and severity level is designated by 
an alpha character, A through L, selected by CMS or the state 
agency from the scope and severity matrix published in the SOM, 
Chap. 7, § 7400E.  A scope and severity level of A, B, or C indi-
cates a deficiency that presents no actual harm but has the 
potential for minimal harm, which is an insufficient basis for 
imposing an enforcement remedy.  Facilities with deficiencies of 
a level no greater than C remain in substantial compliance.  42 
C.F.R. § 488.301.  A scope and severity level of D, E, or F 
indicates a deficiency that presents no actual harm but has the 
potential for more than minimal harm that does not amount to 
immediate jeopardy.  A scope and severity level of G, H, or I 
indicates a deficiency that involves actual harm that does not 
amount to immediate jeopardy.  Scope and severity levels J, K, 
and L are deficiencies that constitute immediate jeopardy to 
resident health or safety.  The scope and severity matrix, which 
is based on 42 C.F.R. § 488.408, specifies which remedies are 
required and optional at each level based upon the frequency of 
the deficiency. 
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F441).  RFH; Tr. 14-15.  Accordingly, my review is lim-
ited to the alleged noncompliance under Tag F441 and 
the reasonableness of the CMP in the upper range of 
authorized CMPs based on the immediate jeopardy ci-
tation. 

1. Petitioner did not request review of the 
noncompliance cited as violations of 42 
C.F.R. §§ 483.20(k)(3)(i) (Tag F281) (s/s D), 
483.35(i) (Tag F371) (s/s E), and 483.70(h)(4) 
(Tag F469) (s/s E); those citations of non-
compliance are administratively final; and 
the citations are bases for the imposition 
of enforcement remedies.   
2. Petitioner did not request review of the 
reasonableness of the $303 per day CMP 
based on the unchallenged noncompliance 
citations for the period October 6 through 
December 11, 2016, and that remedy is ad-
ministratively final and not subject to fur-
ther review for reasonableness.   
3. CMS has established a prima facie case 
that Petitioner was not in substantial com-
pliance with 42 C.F.R. § 483.65.   
4. Petitioner has not met its burden to 
show by a preponderance of the evidence 
that it was in substantial compliance with 
42 C.F.R. § 483.65 during the period 
June 14 through December 11, 2016.   

a. Facts  
This case involves the occurrence of Tuberculosis 

(TB) in Petitioner’s facility.  Findings related to latent 
TB infection (latent TB infection) and active TB are 
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set forth followed by findings of fact regarding the oc-
currence of TB in Petitioner’s facility. 

i. Latent TB Infection, Active TB, 
and Standard of Care  

Centers for Disease Control and Prevention  
(CDC) Guidelines 

The CDC issues recommendations and guidelines 
for controlling tuberculosis in the United States.  In 
2005, the CDC published a revision of its guidelines 
previously published in 1994, for preventing the 
transmission of TB in health-care settings.  CMS Ex. 
41 at 3.  In 2005, the CDC also issued with the Amer-
ican Thoracic Society and the Infectious Diseases So-
ciety of America recommendations for controlling tu-
berculosis in the United States.  CMS Ex. 53.  The 
CDC is accepted as an authoritative and credible 
source for information on the cause and control of TB 
and its guidance is evidence of the standard of care.9 

TB is an infectious disease that is caused by the 
bacterium Mycobacterium tuberculosis (M. tuberculo-
sis).  According to the CDC, M. tuberculosis, which is 
carried in airborne droplets, is spread by people who 
have pulmonary or laryngeal TB when they cough, 
sneeze, shout, or sing.  TB is not normally spread by 
surface contact.  However, M. tuberculosis can remain 
airborne on normal air currents in a building for a pro-
longed period and can spread throughout a room or 
building.  Infection occurs usually within two to 12 

 
9 The CDC has issued numerous guidelines and recommen-

dations that are potentially applicable in this case.  However, I 
consider only those offered as evidence by the parties. 
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weeks when a person inhales the droplet with M. tu-
berculosis, at which point one tests positive when 
tested for TB.  The CDC says that the probability for 
infection from M. tuberculosis is affected by the con-
centration of droplets carrying M. tuberculosis and 
the duration of exposure—the closer the proximity to 
one infected and the longer the exposure, the higher 
the risk for infection.  CMS Exs. 41 at 6, 115-16; 42 at 
2-3; 53 at 9.  M. tuberculosis can attack any part of the 
body but generally attacks the lungs.  There are two 
TB-related conditions, latent TB infection and TB dis-
ease also referred to as active TB.  If not treated 
properly active TB can be fatal, and five percent of pa-
tients diagnosed in the United States each year with 
active TB are either dead when diagnosed or they die 
during treatment.  CMS Ex. 42 at 2-3, 5.  Active TB in 
the throat or lungs can be infectious while active TB 
in other parts of the body are generally not.  Active TB 
is most likely to be spread among people who spend 
time together every day.  CMS Ex. 42 at 3.  Residents 
and staff of congregate settings such as long-term care 
facilities are among those at highest risk for exposure 
and infection.  CMS Ex. 41 at 7.  The CDC stresses 
that the treatment of latent TB infection is essential 
to control and eliminate TB because it substantially 
reduces the risk that M. tuberculosis will progress to 
active TB.  CMS Ex. 41 at 55. 

The following definitions from CDC guidance are 
important in this case:  

Latent TB infection, often referred to as 
LTBI, is a condition in which a person is in-
fected with M. tuberculosis but does not 
have active TB.  People with latent TB in-
fection are asymptomatic, do not feel sick, 
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have a positive TB test but a negative chest 
x-ray for active TB, and do not transmit the 
disease.  People with latent TB infection are 
at risk for progression to active disease.  
Treatment (referred to as preventative ther-
apy, chemoprophylaxis, or prophylaxis) is 
indicated for those at risk for progression to 
active TB.   
Active TB means that the disease caused by 
M. tuberculosis is clinically active.  Infec-
tious TB refers to active TB of the lungs or 
larynx.  People with infectious TB have the 
potential to transmit the disease.   

CMS Exs. 30 at 10; 41 at 46; 42 at 3-4; 49 at 126-29; 
53 at 4, 12.   

Persons at high risk for progression from latent TB 
infection to active TB include people infected with M. 
tuberculosis within the previous two years.  CMS Exs. 
41 at 7; 42 at 3; 53 at 12.  It is not disputed that pro-
gression from latent TB infection to active TB can oc-
cur at any time after being infected.  CMS Ex. 42 at 
15.  According to the CDC, approximately five percent 
of people with newly acquired latent TB infection pro-
gress to active TB within two years of exposure, if 
there is no intervention.  CMS Ex. 53 at 37.  Approxi-
mately five to 10 percent of people with latent TB in-
fection who are not treated will develop active TB dur-
ing their lifetime.  CMS Exs. 30 at 7; 41 at 6; 42 at 3.  
The CDC says that people with latent TB infection 
should be treated absent compelling contraindica-
tions.  Treating latent TB infection is easier than 
treating active TB and helps prevent the spread of TB.  
CMS Ex. 42 at 4, 6.  The CDC recommends that di-
rectly observed therapy (i.e., a healthcare worker 
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watches the swallowing of each dose and records ad-
ministration) be used when possible.  CMS Exs. 53 at 
40; 41 at 8-9, 21.  According to the CDC, directly ob-
served therapy is the standard of care for treating ac-
tive TB or latent TB infection.  CMS Ex. 41 at 21, 56-
57.   

CDC recommendations for TB control in health care 
facilities include offering treatment, if not contraindi-
cated, for residents with latent TB infection.  CMS Ex. 
53 at 60, 70.  Health care facilities pose an increased 
risk for transmission of TB due to the congregate set-
ting.  CMS Exs. 30 at 9; 41 at 7, 29; 42 at 11; 53 at 17.  
Therefore, residents in SNFs and NFs are at in-
creased risk for transmission of TB.  According to the 
CDC, elderly residents in SNFs and NFs “are almost 
twice as likely to acquire TB as those living in the com-
munity.”  CMS Ex. 53 at 60.  The CDC recommends 
that nursing home residents with latent TB infection 
“should be offered treatment according to current rec-
ommendations . . . .”  CMS Ex. 53 at 60.   

Control of TB in nursing homes requires, among 
other things, prompt detection and diagnosis, isola-
tion of those who are infectious, and initiating stand-
ard therapy.  The CDC notes that there is evidence of 
the value of treating latent TB infection in elderly res-
idents of nursing homes to prevent future outbreaks.  
CMS Exs. 41 at 86; 53 at 60, 70.  There is evidence 
that treatment of latent TB infection can reduce the 
risk for death due to progression to active TB.  CMS 
Exs. 32 at 5-6; 33 at 6.   

CDC recommended strategies for controlling TB in 
the United States include identification of people with 
latent TB infection that are at risk for progression to 
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active TB and treatment with an effective drug re-
gime.  CMS Exs. 30 at 8; 53 at 17.  The preferred treat-
ment for latent TB infection is nine months of isonia-
zid (INH), but other treatment regimens are charac-
terized as acceptable alternatives.  CMS Exs. 30 at 18; 
41 at 55, 86.   

The CDC states that by law suspected or confirmed 
TB in a patient or health care worker must be re-
ported to the local or state health department “so that 
follow up can be arranged and a community contact 
investigation can be conducted.”  CMS Ex. 41 at 38, 
58.  The CDC states that the responsibility for TB con-
trol and prevention in the United States rests upon 
public health officials, including federal, state, county, 
and local public health agencies.  CMS Exs. 42 at 8; 
53 at 22.  According to the CDC, “the primary respon-
sibility for ensuring the quality and completeness of 
all TB-related services rests with the jurisdictional 
health agency . . . .”  CMS Ex. 53 at 25; P. Ex. 4 at 2, 
7;10 P. Ex. 5 at 1-2.   

Maryland Regulations and Guidelines 
The Maryland Department of Health and Mental 

Hygiene issued the “Maryland TB Guidelines for Pre-
vention and Treatment of Tuberculosis” in 2007.  CMS 
Ex. 39.  The Maryland state health department is ac-
cepted as a credible source, and its guidance is also 
evidence of the standard of care.  Listed as a general 
objective in the Maryland guidelines, among others, is 
the provision of treatment for latent TB infection to 
“high-risk reactors.”  CMS Ex. 39 at 10.  The Maryland 
guidelines provide that it is the responsibility of the 

 
10 P. Ex. 4 includes extracts from CMS Exs. 41 and 51. 
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local health department to identify, evaluate prompt-
ly, and ensure an appropriate course of treatment is 
prescribed and completed for all people suspected of 
having TB.  The policy provides that a private pro-
vider undertaking to treat one with TB is undertaking 
a public health function that includes prescribing an 
appropriate treatment regime and ensuring adher-
ence to that regime until treatment is completed.  
CMS Ex. 39 at 10.  Therefore, the Maryland guidance 
specifically recognizes the role of a private provider in 
treating one with TB.  The Maryland guidelines rec-
ognize that residents of SNFs/NFs are at risk for in-
fection and the recently infected are at risk for conver-
sion from latent TB infection to active TB.  The guide-
lines state that a decision to test for TB is a decision 
to treat, including recent contacts with TB infection 
and residents of SNFs/NFs.  CMS Ex. 39 at 12-14.  The 
purpose of treating latent TB infection is to reduce the 
chance a person with latent TB progresses to active 
TB.  Treatment should be targeted to high-risk groups 
regardless of age, including the recently infected and 
those in SNFs/NFs.  CMS Ex. 39 at 14, 19.   

Maryland specifies that directly observed therapy 
is the standard of care for active TB.  The Maryland 
guidelines do not specify that directly observed ther-
apy is the standard of care for latent TB infection.  
Maryland specifies either INH or rifampin is used for 
treatment of latent TB infection for six or nine months 
depending on the treatment regime.  CMS Ex. 39 at 
20-21, 28-30, 59.  Compliance with diagnosis, treat-
ment, and quarantine is enforceable by law in Mary-
land.  CMS Ex. 39 at 39.   
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Maryland regulations applicable to Petitioner re-
quire that the facility medical director serve as a liai-
son with local health officials and public health agen-
cies.  CMS Ex. 38 at 10, 14 (Md. Code Regs. 
10.07.20.11-1(G)(3)).  Maryland regulations also re-
quire that a facility monitor residents for signs and 
symptoms of tuberculosis by performing an annual 
symptom review, and if signs and symptoms are de-
tected, a physician is required to evaluate for TB in 
communicable form, notify the health officer within 24 
hours if the physician suspects TB, and coordinate 
management of the resident and the resident’s con-
tacts with the health officer.  The regulations require 
that the facility assess and manage a resident with 
possible TB in accordance with CDC guidelines.  CMS 
Ex. 38 at 17 (Md. Code Regs. 10.07.02.21-2(b)(4)-(5)).  
In Maryland, a health officer is required to recom-
mend appropriate treatment for latent TB infection.  
CMS Ex. 38 at 19 (Md. Code Regs. 10.06.01.21(B)(2)).   
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ii. TB in Petitioner’s Staff and Residents  

2015 TB Outbreak11 and Contact Investigation12 
The parties proposed findings of fact and the evi-

dence admitted shows that there is little dispute re-
garding the outbreak of active TB and latent TB infec-
tion in Petitioner’s facility among staff and residents.  
I note that there is a dispute about whether Peti-
tioner’s medical director, Dr. Passi, or Petitioner’s 
staff ever received recommendations or orders for 
treatment of latent TB infection identified in its resi-
dents from the county health department between the 
revelation of the outbreak in May 2015 and Septem-
ber 2016.  I find based on the following summary of 
the evidence that no recommendations for treatment 
of latent TB infection were received by Petitioner from 
the county health department prior to September 
2016.  P. Exs. 26-27.   

 
11 CMS objected at hearing to characterizing the occurrence of 

active TB and latent TB infections at Petitioner as an outbreak. 
Tr. 233.  Outbreak as used in this decision refers to the fact that 
the active and latent TB cases occurred in Petitioner’s nursing 
home environment, suddenly, and unexpectedly; there is no evi-
dence that TB usually occurred in Petitioner’s facility; and there 
were multiple cases of active and latent TB.  The use of the term 
in this decision is consistent with Dr. Hodder’s explanation of the 
meaning of the term as a term of art.  Tr. 686-88; CMS Ex. 53 at 
41-42.  Under CMS guidance to surveyors, one case of an infec-
tion that is highly communicable, is an outbreak.  CMS Ex. 52 at 
22.  TB is highly communicable and the occurrence of TB at Peti-
tioner’s facility is correctly referred to as an outbreak. 

12 A contact investigation is the process of investigating 
potential contacts with one with active TB that was infectious or 
communicable, followed by testing to determine if those contacts 
were exposed to TB.  CMS Ex. 53 at 6, 17, 36-41. 
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On about March 10, 2015, Petitioner’s administra-
tor, Bret Stine, received a letter from the county 
health department informing him that a housekeeper, 
referred to as RC, was not cleared to work until fur-
ther notice.  Petitioner’s Proposed Findings of Fact 
(PPFF) ¶¶ 62, 64; CMS’ Proposed Findings of Fact 
(CPFF) ¶ 14; P. Ex. 1; CMS Ex. 14 at 34; Tr. 981.  The 
letter did not reveal that employee RC had active TB, 
but Petitioner learned that fact about two months 
later, which would be sometime in May 2015.  PPFF 
¶ 66; CPFF ¶ 15; CMS Ex. 14 at 36; Tr. 982.  The case 
of RC is referred to as an index case by the experts and 
parties.   

On April 27, 2015, Petitioner learned that a second 
staff member, nursing assistant MA, was being 
treated for active TB.  The county health department 
did not formally notify Petitioner of this second active 
case until May 2015.  PPFF ¶¶ 68, 69; CPFF ¶ 16; 
CMS Ex. 14 at 37.   

On about May 13, 2015, the county health depart-
ment notified Petitioner that a resident who had been 
hospitalized and died a week or so earlier had had ac-
tive TB.  PPFF ¶ 78; CPFF ¶¶ 23, 24; Tr. 987-92.   

Therefore, there is no dispute that in May 2015, Pe-
titioner’s management knew it had two employees in-
fected with active TB and that a recently deceased res-
ident had had active TB.   

On May 15, 2015, county health department offi-
cials met with Petitioner’s administrator Stine, DON 
Odunubi, medical director Dr. Passi, ADON Hayden, 
the medical director and regional vice president for 
Petitioner’s operator Dr. Loome (May 15, 2015 meet-
ing).  PPFF ¶ 79; CPFF ¶¶ 24-26; P. Ex. 7.  Petitioner’s 
staff understood that the county health department 



Appendix 117a 
 

officials stated that they would take the lead and 
guide Petitioner’s response.  The county health de-
partment officials informed Petitioner that all resi-
dents potentially exposed to TB from January to 
March 2015, should be tested for TB exposure.  PPFF 
¶ 84; Tr. 469-475, 478-79, 945-48.  Petitioner was re-
sponsible to ensure all residents were tested.  PPFF 
¶ 85; CPFF ¶ 25; Tr. 994-96.   

ADON Hayden testified that she understood from 
the discussion at the May 15, 2015 meeting, that Pe-
titioner would be providing medications for treatment 
of residents with latent TB infection, but the specific 
medications to be provided were not discussed.  She 
also understood that the county health department 
would provide specific directions, assist to complete 
testing, and recommend necessary medication for 
treatment of latent TB infection.  PPFF ¶¶ 85-86; Tr. 
996-1001. 

Following the May 15, 2015 meeting, Petitioner’s 
staff completed two rounds of testing for all residents 
not previously tested positive for TB exposure.  Test-
ing, which I infer was skin testing as the evidence 
shows that the county health department did the 
blood testing for residents for whom skin tests were 
contraindicated, showed 19 or 2013 residents with TB 

 
13 Petitioner states there were about 19 (Tr. 142) or 20 

residents who tested positive for TB exposure (PPFF, 94). CMS 
states there were only 19 (CPFF, 39).  The SOD indicates that on 
about October 6, 2016, 20 residents were receiving treatment for 
latent TB infection.  CMS Ex. 1 at 7.  The SOD also alleges that 
19 residents were identified as positive for latent TB in the initial 
round of testing in May 2015.  CMS Ex. 1 at 10.  P. Ex. 21 lists 
26 residents identified in 2015 as exposed to TB and 18 of those 
are not listed as deceased when that document was prepared in 
2016.  Counsel for Petitioner stated that there were 19 residents. 
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exposure, and a list was provided to the county health 
department.  Chest x-rays showed that none of the 
residents had active TB at the time.  The second round 
of testing, which I infer was both skin testing by Peti-
tioner’s staff and blood testing by the county health 
department, was completed in August 2015, except for 
blood tests for four foreign born residents.  PPFF 
¶¶ 94, 99, 103-104, 116-20; CPFF ¶¶ 29-31, 33-35, 39; 
CMS Ex. 22 at 16-21; Tr. 1001-1022.   

There is no dispute that a decision was made to de-
lay prophylactic treatment of the latent TB infection 
cases until after the second round of testing of Peti-
tioner’s residents was completed.  Both the county 
health department and Petitioner’s staff were aware 

 
Tr. 142.  Petitioner’s expert testified that there were 20 residents 
who tested positive for latent TB infection and received chest x-
rays.  P. Ex. 31 at 11, 19.  The surveyor discusses only four resi-
dents in the SOD, Residents 1, 5, 6, and 7 (CMS Ex. 1 at 10-15), 
and CMS provided me only limited documentation from the 
clinical records of Residents 1 through 7.  There is no need to 
resolve the disparate numbers as there is no question that in 
May and June 2015, Petitioner had at least 19 residents who had 
been exposed to TB but who had not progressed to active TB as 
reflected by a positive skin test but a negative chest x-ray.  There 
is also no dispute that none of the 19 received prophylactic 
medication for latent TB infection between their identification in 
May 2015 and about August or September 2016 when treatment 
for latent TB infection began, except for Resident 4 whose case is 
discussed hereafter.  It would have been helpful to have a single, 
accurate listing of residents tested positive in 2015 by skin and 
blood tests and a similar list for those tested positive in 2016, 
with an indication of why residents do not appear on both lists.  
It would have also been helpful to have a single exhibit that 
included copies of all test results, chest x-rays, and physician 
orders for treatment or copies of the residents’ clinical records.  
However, the absence of such detailed evidence does not prevent 
a decision in this case on the bases discussed hereafter. 
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of and agreed with that decision.  Tr. 585-87, 633-34, 
1065; PPFF ¶ 111; CPFF ¶ 32.   

Resident 4’s Treatment for Latent TB Infection 
The evidence shows Resident 4 tested positive for 

TB on about May 25, 2015, and an x-ray was negative 
for active TB.  CMS Ex. 8 at 15, 19, 36-37.  “Symptom 
Surveillance for Tuberculosis” forms electronically 
signed by DON Odunubi direct annual monitoring 
only for Resident 4.  CMS Ex. 8 at 38-39.  Resident 4 
tested positive again in October 2015, during prepara-
tion for a kidney transplant, and her physician or-
dered prophylactic medication that was administered 
by Petitioner’s staff PPFF ¶ 121-123; CPFF ¶ 40; CMS 
Exs. 14 at 129; 28 at 2; P. Ex. 20.  On November 5, 
2015, ADON Hayden sent a facsimile to the county 
health department.  Written on the facsimile cover 
sheet is information that Resident 4 was started on 
INH 300 mg per day and vitamin B-6 50 mg once per 
day.  A progress note that was transmitted with the 
facsimile cover-sheet is dated October 28, 2015, and 
shows that Resident 4 was seen by an infectious dis-
ease physician due to testing positive for TB that was 
not active and he prescribed INH and vitamin B-6 on 
October 28, 2015.  P. Ex. 20 at 1-2; Tr. 1059-60.  There 
is no documentary evidence offered by either party 
that Resident 4 received INH beginning in October 
2015.  However, ADON Hayden testified the medica-
tion was administered as ordered.  Tr. 1061.  Clinical 
records for Resident 4 obtained by the surveyors show 
that on June 22, 2016, Resident 4 had a prescription 
for INH 300 mg, one time per day for latent TB infec-
tion.  CMS Ex. 8 at 4, 29.  It is not clear from the Phy-
sician’s Order sheet whether the order was a new or-
der or had been in place since October or November 
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2015.  Resident 4 was again tested for TB on August 
30, 2016, and it was reported that there was no evi-
dence of TB.  CMS Ex. 8 at 21, 22, 40-45.   

Other Residents with Latent TB Infection Were  
Not Treated 

There is no dispute that no prophylactic treatment 
was started in 2015 or before September 2016 for any 
resident that tested positive for latent TB infection, 
except for Resident 4.  Petitioner knew that no treat-
ments for latent TB infection were provided to its res-
idents who tested positive for latent TB throughout 
2015 and until September 2016, except Resident 4.  
PPFF ¶¶ 132, 134, 135, 137, 139, 158; CPFF ¶ 40-41.   

TB testing and the administration of prophylactic 
medication for latent TB infection was regularly dis-
cussed among Petitioner’s staff and management from 
August 2015 through January 2016, and after.  PPFF 
¶¶ 125, 128-30; CPFF ¶¶ 43-47.   

In May 2016, Petitioner’s staff did an annual as-
sessment of residents who had previously tested posi-
tive for exposure to TB in 2015, and staff found no 
signs or symptoms of active TB.  PPFF ¶ 163; P. Ex. 
21.   

Resident 1’s Conversion14 to Active TB and the  
2016 TB Outbreak 

Resident 1 tested positive for TB in May 2015, and 
a chest x-ray showed no active TB.  PPFF ¶ 166; CPFF 
¶ 50; CMS Ex. 5 at 29-30, 36, 77, 79, 87-88; Tr. 1025-
26.  Symptom Surveillance for TB forms indicate that 
effective May 9, 2015, the resident was on annual 

 
14 Conversion refers to the undisputed fact that Resident 1 had 

latent TB infection and subsequently developed active TB. 
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monitoring only.  CMS Ex. 5 at 44-45.  A year later, on 
June 4, 2016, Resident 1 had a chest x-ray.  PPFF 
¶¶ 170-176; CPFF ¶ 51; CMS Ex. 5 at 61.  However, 
Resident 1’s physician did not diagnose Resident 1 
with active TB.  PPFF ¶¶ 177-180; CMS Ex. 5 at 55-
58, 62-72.  On August 4, 2016, Resident 1 was cough-
ing up blood.  PPFF ¶ 182; CPFF ¶ 53; CMS Ex. 5 at 
2.  Resident 1’s clinical records in evidence do not list 
a diagnosis of latent TB infection.  Tr. 143-44.  How-
ever, her records from May 29, 2015, do reflect a posi-
tive test for TB followed by a chest x-ray.  CMS Ex. 5 
at 29.  On August 9, 2016, another chest x-ray resulted 
in the diagnosis of active TB.  PPFF ¶¶ 182-183; CPFF 
¶ 55; CMS Ex. 5 at 43, 46-48.   

Due to Resident 1’s diagnosis with active TB, Peti-
tioner’s staff contacted the county health department 
and testing of all employees and residents of Peti-
tioner’s facility began again.  PPFF ¶ 184.  Following 
the new testing, which was completed in September 
2016, 16 residents were identified as having latent TB 
infection (including some that were positive in 2015), 
no active TB was identified, and prophylactic treat-
ment was recommended or ordered beginning about 
September 15, 2016.  PPFF ¶¶ 185-187; P. Exs. 22-27; 
CMS Ex. 14 at 236-42; Tr. 1069-70.   

Active TB of Employee in 2015 and Active TB of  
Resident 1 Had Common Origin 

The Maryland Department of Health and Mental 
Hygiene, at the request of counsel for CMS, compared 
a sample taken from housekeeper RC on March 10, 
2015, and a sample from Resident 1 obtained Au-
gust 9, 2016.  The genotype matched indicating that 
there was likely a common origin for the TB.  CMS 
Exs. 39 at 27; 46 at 4-6; 47; 53 at 14-16.   
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Petitioner’s TB Management Policy 
Petitioner was not cited by the surveyor for not hav-

ing an infection control policy and procedure as re-
quired by 42 C.F.R. § 483.65.  There is no dispute that 
Petitioner had the required policy, extracts of which 
specifically related to TB are in evidence marked as P. 
Ex. 6.   

Petitioner’s tuberculosis management policy shows 
it became effective September 1, 2004, it was revised 
on October 1, 2013, and it was subsequently reviewed 
on September 1, 2015.  P. Ex. 6 at 1.  There is no dis-
pute that this policy and procedure document was in 
effect in 2015 and 2016 during the TB outbreaks at 
Petitioner’s facility.  The document placed in evidence 
is composed of a policy statement (P. Ex. 6 at 1-2) fol-
lowed by a procedure for TB screening (P. Ex. 6 at 3-
5), and a separate procedure for addressing TB post 
exposure for residents (P. Ex. 6 at 6-7).   

The policy statement provides that all residents are 
tested for TB on admission to Petitioner in accordance 
with CDC guidelines and Maryland law and recom-
mendations.  The policy statement provides that if TB 
exposure occurs in Petitioner’s facility, management 
is to notify the health department and conduct an in-
vestigation in accordance with state guidelines.  The 
policy provides that all residents are to be screened in 
accordance with state guidelines.  The stated purpose 
of the policy is to reduce the risk for transmission of 
TB among residents and provide management if TB 
exposure occurs.  P. Ex. 6 at 1.  The policy sets forth 
practice standards in sections titled “screening” and 
“post exposure.”  The policy clearly addresses: (1) rou-
tine screening testing upon admission to Petitioner; 
and (2) the action required when it is determined that 
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a resident has been identified as having been exposed 
to TB.  The policy provides that when TB is identified 
(the policy does not specify active TB or latent TB in-
fection) the health department is to be notified and its 
recommendations for investigation and follow-up are 
to be followed; an investigation is to be done to identify 
any residents or staff that have been exposed; and 
treatment needs of residents are to be determined.  P. 
Ex. 6 at 1-2.  I note that Petitioner’s policy does not 
state that investigation and determination of treat-
ment needs are to be accomplished by the health de-
partment, or suggest that Petitioner’s staff must wait 
for those steps to be completed by the county health 
department.   

Petitioner’s TB screening procedure requires staff 
to review any hospital discharge summary of a resi-
dent being admitted to Petitioner for signs of TB.  P. 
Ex. 6 at 3.  I consider this requirement to reflect Peti-
tioner’s recognition that is important to clearly docu-
ment in clinical records any evidence of TB, which 
could include active TB, or the results of testing re-
flecting latent TB infection.  The procedure requires 
skin testing within 48 hours and within no more than 
10 days for all new admissions, except in specified 
cases.  The procedure specifies that for new admis-
sions a first skin test is to be done and if it is negative 
a second test is to be done in one to three weeks.  The 
policy specifies that if either skin test is positive, staff 
is to obtain a chest x-ray and medical evaluation is to 
be done.  Staff is also instructed to observe for signs 
and symptoms of TB and obtain medical evaluations 
if signs and symptoms are present.  If a resident is 
identified as having suspected or confirmed TB, steps 
to isolate and transfer the resident are specified.  If 
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the required chest x-ray is negative for active disease 
the procedure requires that: (1) symptoms of active TB 
are to be reviewed with the resident and the resident 
is to be monitored annually; (2) the resident is to re-
port any signs or symptoms of active TB; and (3) staff 
is to observe for signs and symptoms of TB, which I 
construe, based on the CDC material described, to be 
active TB as latent TB infection appears to have no 
observable signs and symptoms, other than a positive 
skin test and negative chest x-ray.  In section 4 of the 
procedure, it is specified if at any time a resident de-
velops signs and symptoms of TB, which arguably 
should include a positive skin test, staff is to obtain a 
chest x-ray and initiate medical evaluation.  If the 
chest x-ray and/or medical evaluation is negative for 
active disease, alternative diagnoses are to be consid-
ered and the resident evaluated for chemoprophy-
laxis, which I construe to be treatment for latent TB 
infection.  P. Ex. 6 at 3-4.  Petitioner’s TB screening 
procedure does not state that testing, medical evalua-
tion, and determination of whether treatment is ap-
propriate are to be accomplished by the health depart-
ment, or suggest that Petitioner’s staff must wait for 
those steps to be completed by the county health de-
partment.  P. Ex. 6 at 3-5.   

Petitioner’s post TB exposure procedure for resi-
dents provides that as soon as TB exposure is identi-
fied (no distinction is made between active TB and la-
tent TB infection), the health department is to be no-
tified and its recommendations for investigation and 
follow-up are to be followed.  P. Ex. 6 at 6.  The proce-
dure requires staff to investigate and to identify any 
residents or staff who have been exposed to TB.  The 
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procedure requires that skin testing, except in speci-
fied cases, proceed, ideally with two weeks of possible 
TB exposure.  If the results of the first skin test are 
negative, a second test is done within 12 weeks after 
exposure.  If a skin test is positive, the procedure is to 
obtain a chest x-ray and medical evaluation.  Alt-
hough the organization of sections of the procedure is 
confusing, the procedure specifies that when a chest 
x-ray and/or medical evaluation is negative for active 
disease, staff is to proceed to obtain an evaluation for 
chemoprophylaxis.  P. Ex. 6 at 5-7.  Petitioner’s proce-
dure does not state that staff is to wait to follow the 
procedure, including skin testing, chest x-rays, medi-
cal evaluation, and evaluation for treatment of latent 
TB infection, until the health department makes its 
recommendations for investigation and follow-up.   

Petitioner’s infection control policy and procedures 
related to TB do not specifically mention notification 
of a resident’s treating physician, but I find it more 
likely than not that the medical evaluations and eval-
uations for chemoprophylaxis should be read to sug-
gest that those evaluations include the treating phy-
sician.  The policy and procedures clearly do not state 
that a medical evaluation or evaluation for prophy-
laxis was to be performed by county health depart-
ment officials.  The policy and procedures clearly di-
rect facility staff to obtain the evaluations and the 
most likely source for such an evaluation would be the 
resident’s treating physician. 
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Witness Testimony15 
Kimberly Townsend, MPA, BSN, RN was called by 

CMS and testified by declaration subject to cross-ex-
amination at hearing.  RN Townsend was a nurse ad-
ministrator for the county health department.  She 
testified regarding the meeting she and RN Fontana 
attended with Petitioner’s staff in May 2015.  She tes-
tified the purpose of the meeting was to provide Peti-
tioner’s staff direction regarding a contact investiga-
tion following possible exposure of staff and residents 
to active TB.  She testified that it was explained to 
Petitioner’s staff that staff members had the option of 
obtaining TB testing from the county health depart-
ment or their own primary physician, but Petitioner 
was responsible for care and treatment of its resi-
dents, including testing and follow-up treatment.  She 

 
15 Although the parties agreed to most of the relevant facts, 

they presented witness testimony rather than simply stipulating 
to the undisputed facts.  In this case, the witness testimony is 
particularly helpful for me to better understand the extremely 
complex issues related to TB, its identification, and treatment.  
For that reason, a summary of the relevant testimony is included 
in this decision, with weight and credibility determinations 
noted.  No significant issues of credibility are identified, and all 
witnesses generally provided credible testimony except where 
noted.  However, as addressed for certain witnesses, the weight 
of witness testimony is significantly affected by knowledge of the 
facts, including CDC guidance and Maryland law, which is set 
forth in some detail in this decision.  Witness testimony is also 
summarized here as my findings of what they testified to.  This 
is particularly necessary in this case given a significant number 
of errors and omissions in the transcript due to the inadequacy 
of microphones used during this video conference hearing, and 
the need to clarify with witnesses when questions and responses 
were muddled or confused. 
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testified that it was agreed that Petitioner would han-
dle most testing, but Petitioner’s staff requested assis-
tance with obtaining blood testing.  RN Townsend tes-
tified it was explained to Petitioner’s staff that the 
goal was identification and treatment of individuals 
with active TB and those with latent TB infection.  
She testified that it was explained that the county 
health department recommended prophylactic treat-
ment for anyone who had a positive TB test and treat-
ment would be provided by Petitioner.  Monitoring of 
affected residents was also emphasized.  She testified 
that Petitioner’s staff verbalized agreement and un-
derstanding.  CMS Ex. 44; Tr. 472-74, 478-80, 490-91.  
RN Townsend testified that she and RN Fontana had 
a conference call with Petitioner’s medical director at 
the time, Dr. Passi, probably in May 2015.  During the 
conference call, treatment for latent TB infection was 
discussed and she believed he understood that isonia-
zid (INH) and vitamin B6 were usually used for nine 
months.  Tr. 526-29.  RN Townsend testified that un-
der Maryland law the county health department was 
only responsible for oversight of active TB cases not 
cases of latent TB infection.  She testified that the oc-
currence of latent TB infection is not something that 
must be reported to the county health department and 
only active TB cases are reportable.  Tr. 515-16.  RN 
Townsend’s testimony regarding the county health de-
partment’s involvement with latent TB infection cases 
is at odds with the Maryland guidance and regula-
tions, and is not accepted as weighty. 

RN Townsend testified that the county health de-
partment took the unusual step of having a county 
physician write individual treatment recommenda-
tions for each affected resident after the second round 
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of testing of residents was completed in September 
2015.  RN Townsend was clearly unaware that in Mar-
yland a county health officer is required to recommend 
appropriate treatment for latent TB infection.  CMS 
Ex. 38 at 19 (Md. Code Regs. 10.06.01.21(b)(2)).  How-
ever, RN Townsend testified that the recommenda-
tions were only in written form and after they were 
sent to Petitioner by facsimile, they could not be lo-
cated.  CMS Ex. 44, Tr. 493-504, 510-12, 530-31.  I find 
RN Townsend’s testimony regarding preparation and 
transmission of treatment recommendations credible.  
Her testimony is consistent with an October 26, 2015 
email she sent that indicates recommendations were 
sent to Petitioner’s medical director.  CMS Ex. 48 at 
38-40.  However, RN Townsend did not testify in her 
declaration when the recommendations were sent or 
to any knowledge that the individual recommenda-
tions were actually received by Petitioner’s medical di-
rector or Petitioner’s staff RN Townsend did not tes-
tify that there was any attempt to verify Petitioner’s 
receipt of the treatment recommendations.  There is 
also no evidence that RN Townsend, RN Fontana, or 
the county health officer explained that Maryland 
specifies either isoniazid (INH) or rifampin is used for 
treatment of latent TB infection for six to nine months 
depending on the treatment regime.  CMS Ex. 39 at 
20-21, 28-30, 59.  Advising Petitioner’s staff of the 
Maryland policy on treatment for latent TB infection 
may not have satisfied the Maryland regulatory re-
quirement that the health officer provide treatment 
recommendations for latent TB infection.  However, it 
is surprising that county health department staff did 
not advise Petitioner’s staff that there were only two 
choices of treatment under Maryland guidelines, ei-
ther isoniazid (INH) or rifampin, with a preference 
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under CDC guidelines for isoniazid (INH), and that 
information should be shared with primary care phy-
sicians so that treatment could be ordered.  RN Town-
send testified that Petitioner’s staff advised the 
county that they intended to start treatment for latent 
TB infection after a second round of testing of resi-
dents was finished in September 2015, but no treat-
ment was started and Petitioner’s staff advised that 
they were waiting due to a change in Petitioner’s ad-
ministrator.  Tr. 497-503.  RN Townsend testified the 
Maryland regulations make a facility responsible for 
the care and treatment of facility residents.  CMS Ex. 
44 at 2.   

RN Townsend testified that she learned from RN 
Fontana in November 2015, that treatment for latent 
TB infection had not been started, but she was not 
concerned because Petitioner’s staff had done a good 
job with the contact investigation and she believed 
treatment would begin when Petitioner’s new medical 
director was in place.  She agreed on my examination 
that she did no follow-up with Petitioner’s staff about 
whether treatment was initiated after November 
2015, but she thought RN Fontana had continuing 
communication with ADON Hayden.  Tr. 508-09, 512-
15.  RN Townsend testified that she was not aware 
that treatment for latent TB infection had not been 
started until Resident 1 was diagnosed with active 
TB.  Tr. 531-32.   

RN Itala Fontana was called by CMS and testified.  
RN Fontana is a community health nurse with the 
county health department.  In her position, she serves 
as case manager for cases of active TB.  Tr. 557-60.  
She became aware of the cases of Petitioner’s two em-
ployees who had active TB in 2015 and of the resident 
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who previously died due to TB.  She was assigned to 
do the contact study related to those cases by her su-
pervisor, RN Townsend.  She participated in the 
May 15, 2015 meeting with Petitioner’s staff and med-
ical director, and RN Townsend.  Tr. 562-68.  She tes-
tified it is rare for the county health department to 
make treatment recommendations for treatment of la-
tent TB infection.  RN Fontana was clearly unaware 
of the requirement of the Maryland regulation that 
the county health officer recommend appropriate 
treatment for latent TB infection.  CMS Ex. 38 at 19 
(Md. Code Regs. 10.06.01.21(b)(2)).  She testified that 
in her opinion the medical director for the facility or 
the primary care physician should know that their 
resident is infected and order treatment.  She testified 
that the standard of care is to administer isoniazid 
(INH) and vitamin B6 for nine months.  Tr. 580-81.  
She testified that during a conference call with her, 
RN Townsend, and Petitioner’s medical director, the 
medical director expressed that he understood the 
treatment protocol.  Tr. 583-84.  She testified that the 
county physician did send treatment recommenda-
tions about the third of fourth week of October 2015.  
Tr. 584-85, 588-90.  She testified that Petitioner did 
not need to receive treatment recommendations from 
the county physician as treatment recommendations 
are in the CDC guidelines.  She did not mention that 
Maryland guidelines also specify treatment protocols 
for latent TB infection.  CMS Ex. 39 at 20-21, 28-30, 
59.  She testified that normally the facility medical di-
rector or physician for the resident would be notified 
that the resident had latent TB infection and he or she 
would determine what medication to use, subject to 
refusal by the resident or family.  If treatment was re-
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fused, then the facility would have to monitor the res-
ident with latent TB infection monthly for at least a 
year for symptoms of active TB.  Tr. 590-92.  She tes-
tified that she sent treatment recommendations to Pe-
titioner by facsimile.  She did not testify, however, 
that she knew that the recommendations were re-
ceived by Petitioner.  She did not testify that she at-
tempted to verify receipt of the recommendations in 
any way.  She testified that ADON Hayden did not tell 
her that she did not receive the recommendations, but 
clearly she did not ask.  She testified that the recom-
mendations and the facsimile sheet were lost when 
the county health department moved.  Tr. 597-98.  
While I accept as true her testimony that she sent the 
treatment recommendations to Petitioner by facsim-
ile, her testimony does not establish that the recom-
mendations were actually received.  She testified that 
she learned on November 5, 2015, that Petitioner had 
not started treatment for any resident with latent TB.  
She was aware that one resident had treatment in 
conjunction with preparing for a kidney transplant, 
but it is not clear when she learned that.  On Janu-
ary 26, 2016, she again communicated with ADON 
Hayden and was aware that treatment for residents 
with latent TB infection had not begun.  Tr. 607-16.  
In August 2016, she learned that Resident 1 was 
showing symptoms of active TB.  She testified that 
had ADON Hayden informed her of Resident 1’s 
symptoms in June 2016, she would have told her to 
have the resident evaluated for TB.  Tr. 620-22.  On 
cross-examination, she agreed that not all residents 
had received required blood tests by November 2015 
or January 2016.  She also agreed that in November 
2015, she agreed with ADON Hayden to setting a 
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meeting with Petitioner’s new medical director, but 
she did not follow-up with that.  Tr. 634-38.   

Bret Stine testified that he was Petitioner’s admin-
istrator from approximately March to July 2015.  Tr. 
776-77.  He testified based on his 35 years as a nurs-
ing home administrator in Maryland with frequent in-
teractions with Maryland county health departments, 
that he understood the nursing home is responsible to 
report to the county health department and the health 
department provides guidance and takes the lead di-
recting action by the nursing home.  He testified that 
Petitioner’s policy (P. Ex. 6 at 1) is that in the case of 
TB, the county health department was to be notified 
and its recommendations for investigation and follow-
up were to be followed.  Tr. 780-84, 801.  He testified 
he attended the May 15, 2015 meeting.  County repre-
sentatives told Petitioner’s staff in attendance that 
the county would guide staff through the process in-
cluding staff education, which occurred during a later 
meeting.  His understanding was that the health de-
partment would collaborate with conducting the con-
tact investigation and throughout the entire process.  
He testified that Petitioner’s medical director, Dr. 
Passi, also attended the May 15, 2015 meeting.  He 
recalled that Dr. Passi indicated he would be following 
the health department direction.  Tr. 789-93.  He tes-
tified that no treatment recommendations were re-
ceived from the county prior to his departure from Pe-
titioner in July 2015.  Tr. 793.  He agreed in response 
to my questing that he would expect that a positive 
test for TB exposure would be documented in a resi-
dent’s clinical record.  Tr. 797.   

Eduardo Salazar testified that he became Peti-
tioner’s administrator when Mr. Stine departed in 
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July 2015 and he continued in that role until the end 
of 2016.  Tr. 809-12.  He was briefed on the situation 
with TB when he took over.  Tr. 813.  He testified that 
Dr. Passi was medical director until about November 
2015, and was followed by Dr. Ajani in that role.  Tr. 
814-15.  He testified that Dr. Passi and later Dr. Ajani 
attended monthly quality assurance committee meet-
ings he also attended at which the TB outbreak was 
discussed.  Tr. 815, 822.  Mr. Salazar testified that 
ADON Hayden was the infection control nurse 
throughout the entire period of the TB outbreak.  He 
testified he was aware of no written or oral direction 
from the county health department for treatment of 
residents.  He recalled that it was explained to him 
when he took over that they were following the direc-
tion and guidance of the county health department for 
handling the TB outbreak and they were waiting for 
further guidance.  He testified that they continued to 
wait until August 2016, when the second contact in-
vestigation started, which was triggered by Resident 
1 developing active TB.  Tr. 816-18.  In response to my 
question he stated he was not certain that a TB test 
result would be recorded in a resident’s clinical record.  
Tr. 818-21.   

John Loome, MD, testified.  He is the senior vice-
president of medical affairs for Genesis Healthcare, 
East Division, which is the manager and operator of 
Petitioner.  Tr. 845-49.  He provides oversight and 
guidance to medical directors of approximately 125 fa-
cilities operated by Genesis.  Tr. 849-50.  He testified 
that TB is insidiously contagious so that everyone in 
Petitioner’s facility was at risk when employees had 
active TB in the spring of 2015, and there was also 
risk for the community.  Therefore, the county health 
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department had to be involved.  He agreed that there 
is a legal requirement to notify the county health de-
partment and it is standard of practice to do so.  Tr. 
854-57.  He opined that if one has latent TB infection 
or active TB, it is the responsibility of the county 
health department to ensure that an investigation is 
done and treatment provided.  Tr. 864.  He opined that 
it is the county health officer’s responsibility to recom-
mend a course of treatment for latent TB infection.  
Tr. 868-76; CMS Ex. 38 at 19.  He testified that Gene-
sis policy is that facility staff must contact the county 
health department and follow their lead and direction.  
Tr. 877.  He testified that he attended the May 15, 
2015 meeting with Dr. Passi, Petitioner’s medical di-
rector, some of Petitioner’s staff, and representatives 
of the county health department.  He discussed the 
meeting with Dr. Passi thereafter, and they both be-
lieved that the county health department would give 
recommendations and direction for residents with la-
tent TB infection.  Tr. 878-86; CMS Ex. 38.  On cross-
examination, he testified that he did not recall Dr. 
Passi or other staff stating that they had trouble con-
tacting or obtaining information from the county 
health department during the period May 2015 to Au-
gust 2016.  He stated that his only involvement during 
the period May 2015 to August 2016, was attending 
the meeting on May 15, 2015.  Tr. 894-96.  He testified 
that he first learned in October 2016, that the health 
department had not provided information requested 
by Petitioner’s staff when he spoke with Dr. Passi who 
he agreed was not Petitioner’s medical director at the 
time.  Tr. 906-08.  Dr. Loome testified on cross-exam-
ination that he participated in selecting Dr. Ajani to 
succeed Dr. Passi as Petitioner’s medical director in 
October 2015.  He testified that Dr. Ajani was aware 
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of the TB outbreak at Petitioner when he took the po-
sition.  Tr. 923-24.   

DON Odunubi was called to testify by Petitioner.  
Tr. 940.  She testified that her understanding from 
meetings with county health department staff at Peti-
tioner on May 15, 2015 and June 11, 2015, was that 
the county staff would instruct them on the plan of 
care for residents and staff at Petitioner.  Her under-
standing of Petitioner’s infection control policy was 
that they were to notify the county health department 
and to follow the county recommendations for investi-
gation and follow-up.  She testified that no written 
guidance or recommendations for treatment of latent 
TB infection were received from the county between 
May and November 2015.  She testified that RN Fon-
tana never told her that recommendations for treat-
ment of latent TB infection had been faxed.  Tr. 946-
49, 951.  She testified on cross-examination that she 
recalled no communication between her and the 
county health department other than the meetings in 
May and June 2015.  Tr. 954.  DON Odunubi testified 
that it was not Petitioner’s practice to update a care 
plan in the case of a positive TB test with a negative 
chest x-ray, unless treatment is initiated.  She testi-
fied that Resident 4’s care plan was updated when she 
began treatment and so were the care plans of resi-
dents for whom treatment was initiated in the fall of 
2016.  Tr. 1075-77.  She testified that it was not the 
practice of physicians at Petitioner’s facility to enter a 
diagnosis of latent TB in a resident’s clinical record.  
According to DON Odunubi, if a resident tests positive 
for TB exposure and has a negative chest x-ray, Peti-
tioner’s staff simply monitors for symptoms of active 
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disease.16  Tr. 1086-88.  DON Odunubi did not explain 
how staff was to know to monitor for signs and symp-
toms of active TB if there was no care plan or even a 
diagnosis listed in the resident’s clinical records.  
DON Odunubi’s suggestion that only monitoring of a 
resident with latent TB infection is all that is required 
is clearly at odds with CDC guidelines (CMS Ex. 53 at 
60; P. Ex. 4 at 7), Maryland guidelines (CMS Ex. 39 at 
12-14, 19), and Petitioner’s TB management policy (P. 
Ex. 6).  On cross-examination, DON Odunubi agreed 
that patients with a positive TB test and negative 
chest x-ray should be treated.  Tr. 1094.   

 
16 Petitioner was not cited with noncompliance because its 

infection control policy was inadequate or due to inadequate care 
planning to treat and/or monitor latent TB infection.  However, 
the example of Resident 1 clearly shows why Petitioner’s policy, 
at least as interpreted by DON Odunubi and ADON Hayden, was 
inadequate to prevent or control outbreaks for TB.  Resident 1 
was identified in May 2015 by a positive TB skin test and neg-
ative chest x-ray as having a latent TB infection.  Resident 1 was 
not treated for latent TB infection and was formally evaluated in 
May 2016, a year after initial identification, and determined not 
to have converted to active TB.  One month later Resident 1 had 
signs and symptoms consistent with possible active TB that were 
not recognized as such, an oversight that may have been facili-
tated by the fact that Resident 1’s records did not clearly reflect 
the TB testing in 2015 and the latent TB infection, either by a 
clear diagnosis or a care plan for the latent TB infection.  If 
Petitioner’s policy required clear documentation in resident 
records that the resident had a positive test and negative chest 
x-ray indicating probable latent TB infection, and a plan for 
treatment of latent TB and monthly assessments until the resi-
dent again tested negative for TB or the presence of latent TB 
infection was otherwise ruled out, Petitioner’s policy would have 
much more effectively provided for the prevention and control of 
infections in the facility. 
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ADON Hayden was called to testify by Petitioner.  
Tr. 970-71.  She testified that in her capacity as infec-
tion control nurse she was responsible for monitoring 
both staff and residents for TB.  Tr. 971-72.  She tes-
tified that as an RN she had no authority to order test-
ing or treatment.  Tr. 976.  She testified that she re-
called that during the May 15, 2015 meeting with the 
county health department representatives there was 
a question about whether the county health depart-
ment would be providing medications and the answer 
was that Petitioner would provide the medications.  
Tr. 996.  She testified that she understood based on 
comments from RN Townsend that the county would 
take the lead and guide Petitioner throughout the pro-
cess, including providing specific directions, helping 
with testing, and recommending medications for 
treatment of latent TB infection.  Tr. 998.  She testi-
fied that the county was requested to make recom-
mendations for the type of medication and duration of 
treatment for latent TB infection.  Tr. 1000.  ADON 
Hayden testified that in order for chest x-rays to be 
performed for residents with a positive skin test for 
TB exposure, it was necessary to obtain a physician’s 
order.  When the chest x-rays were done, the results 
were sent to the physician to give any additional or-
ders.  All the chest x-rays performed for residents 
were negative.  Employees identified by a positive 
skin test for TB were handled by the county health 
department.  Tr. 1009-13.  She clarified that skin test-
ing was ordered by Petitioner’s medical director and 
chest x-rays were ordered by individual physicians.  I 
accept her testimony as true.  However, ADON Hay-
den did not explain why individual physicians were 
not asked to order treatment for latent TB infection 
when they were provided the chest x-rays that they 
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ordered because their patients had a positive skin or 
blood test for TB.  The medical director was not the 
treating physician for all the residents and there were 
three other attending physicians at the time.  The 
medical director also issued orders for blood testing 
requested by the county health department.  Tr. 1020-
22.  She testified that before he departed as medical 
director, Dr. Passi asked whether she had received 
treatment recommendations for the county health de-
partment.  ADON Hayden testified she received no 
treatment recommendations from RN Fontana by fac-
simile in 2015.  Tr. 1022-24.   

ADON Hayden testified regarding Resident 1, and 
some of the resident’s clinical records from June 4, 
2016 to August 2016, are in evidence as P. Ex. 10.  
ADON Hayden testified that Resident 1 had a positive 
skin test for TB followed by a negative chest x-ray dur-
ing the first round of testing in May 2015, but that is 
not reflected by the few documents from the resident’s 
clinical record in evidence.  She testified that Resident 
1 had no signs or symptoms of active TB in May or 
June of 2015.  The resident did have a history of em-
physema and chronic obstructive pulmonary disease 
and other diagnoses before May 2015.  ADON Hayden 
testified that Resident 1 had a change of condition on 
June 4, 2016.  Tr. 1024-31, 1055.  In response to my 
questions, she agreed that when Resident 1 had a pos-
itive TB skin test and a negative chest x-ray, the resi-
dent had latent TB infection.  She was not aware 
whether Resident 1 was considered to have a change 
in condition in 2015 when testing showed she had la-
tent TB infection.  She agreed that nursing notes from 
June 2016 (P. Ex. 10 at 1-4) do not indicate that the 
resident had latent TB infection.  She testified that 
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staff may not have focused on the resident immuniza-
tion status where the positive skin test would have 
been documented.  She did not believe that latent TB 
had been added to the resident’s “face sheet,” a docu-
ment which follows a resident when transferred to a 
hospital.  She testified that she did not believe latent 
TB infection was entered on the face sheet of any res-
ident.  She also testified that she did not believe that 
the interdisciplinary team for any resident updated a 
resident care plan based on the fact that testing 
showed a resident had latent TB, and she agreed she 
would have been involved in care planning related to 
infection control.  She testified that updating resident 
face sheets and care plans would involve no direction 
or guidance from the county health department.  Tr. 
1032-39.  ADON Hayden testified that a determina-
tion that a resident had latent TB infection would trig-
ger a care plan update for symptom surveillance.  She 
testified that symptom surveillance was done, but she 
was not aware of any care plans being updated for any 
residents in 2015.  Tr. 1039-40, 1045.  She did not ex-
plain how staff was to know to do symptom surveil-
lance without a diagnosis in the resident’s clinical rec-
ord or a care plan.  She testified that ordinarily a 
nurse would not question a physician’s diagnosis or 
treatment order, unless there was an obvious issue.  
Tr. 1049.   

ADON Hayden testified regarding Resident 4.  Res-
ident 4 required treatment for latent TB infection be-
fore undergoing a kidney transplant.  On November 5, 
2015, ADON Hayden reported to RN Fontana at the 
county health department that Resident 4 had treat-
ment for latent TB infection ordered by a physician at 
the institution where the transplant was to be done 
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(P. Ex. 20).  She testified the treatment was adminis-
tered by Petitioner’s staff.  Tr. 1059-61.   

ADON Hayden testified that she told RN Townsend 
that she wanted to put off any treatment for residents 
with latent TB infection until the second round of test-
ing of residents was complete.  She testified that RN 
Townsend agreed.  She testified that she did not have 
the discussion with RN Fontana, contrary to RN Fon-
tana’s testimony.  Tr. 1065.  She testified that when 
RN Fontana asked on November 5, 2015, whether 
treatment of residents with latent TB infection had 
begun, the second round of testing was complete ex-
cept for the four residents who required blood draws 
that were difficult draws.  She testified that she did 
not have further discussion regarding the question.  
Tr. 1066-67.  She testified that she expected RN Fon-
tana to get in touch with her because she knew that 
the county health department was making a move and 
latent TB is not contagious.  She testified that Peti-
tioner just continued to do symptom surveillance.  Tr. 
1067-68.  After Resident 1 was diagnosed with active 
TB in August 2016, resident testing and chest x-rays 
were done again.  Thereafter the county nurse practi-
tioner and county physician issued orders for the 
treatment of latent TB infection with INH and vita-
min B6 with liver function tests.  Tr. 1069-71.   

Expert Testimony and Opinions 

Commander (CDR) Sapna Bamrah Morris, MD 
The parties agreed to take the deposition of the 

CMS expert witness CDR Morris with the Public 
Health Service, in advance of hearing due to her una-
vailability during the scheduled hearing.  Her deposi-
tion was admitted without objection as CMS Ex. 49 
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and her declarations as CMS Exs. 42 and 46.  CMS 
offered CDR Morris as an expert in the management 
of public health TB prevention and control programs.  
CMS Ex. 49 at 4-5.  Based on consideration of CMS 
Ex. 42 pages 1, 2, and 16 through 30, I conclude CDR 
Morris is an expert in the area of disease prevention 
and control, specifically TB, and well-qualified to ren-
der expert opinions in that area (Tr. 1109).  See Fed. 
R. Evid. 702-704.   

CDR Morris opined based on the evidence that she 
reviewed from this case, that TB had been transmit-
ted to identified residents.  However, Petitioner failed 
to document whether those residents were eligible for 
treatment of latent TB infection.  CMS Ex. 42 at 11-
12.  Her opinion is credible and weighty as Petitioner 
has conceded that, while the resident’s records reflect 
positive TB tests and chest x-ray results, they contain 
no diagnosis of latent TB infection or determination 
by anyone qualified as to whether treatment was ap-
propriate or contraindicated.  Tr. 142-45; 295-96.  
CDR Morris opined that because residents with tests 
indicating latent TB infection were not treated, they 
were at risk to progress or convert to active TB, which 
is what happened to Resident 1.  She opined that Res-
ident 1 was not properly isolated or evaluated for ac-
tive TB when symptoms appeared, placing staff and 
residents at risk.  CMS Ex. 42 at 12.  CDR Morris 
opined that in April and May 2015, after learning 
about two staff with active TB, Petitioner acted appro-
priately by contacting the county health department 
and doing a contact investigation as directed, and 
identifying staff and residents who had contact with 
the two infected employees.  Appropriate TB tests 
were administered followed by chest x-rays.  CDR 
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Morris opined that the residents should have been di-
agnosed as having latent TB infections not later than 
September 2015.  She opined that all residents as-
sessed as having latent TB infection should have been 
offered and treated for latent TB infection absent a 
contraindication that should have been documented in 
their clinical record.  CMS Ex. 42 at 12-15, 119.  CDR 
Morris opined that in lieu of treatment for latent TB 
infection, a strict monitoring protocol should have 
been initiated, but there is no documentation in the 
files of Residents 1, 5, 6, or 7 that there was active 
surveillance of the type she describes with periodic 
symptom screening, physical examination, and chest 
x-rays.  CMS Ex. 42 at 13.  The parties provided me 
with only limited records for the four residents, so it 
is not possible for me to assess the weight to be as-
signed to CDR Morris’ opinion that there is no docu-
mentation in the resident files of active surveillance.   

CDR Morris opined that Resident 1 had symptoms 
consistent with active TB in May and June 2016, but 
was not diagnosed until August 2016.  Between June 
and August 2016, Resident 1 posed a risk for TB in-
fection to other staff and residents.  CMS Ex. 42 at 14.   

On cross-examination, CDR Morris clarified that 
her opinion that the documentation of follow-up of res-
idents who tested positive for latent TB infection was 
inadequate, was based on the standard of care appli-
cable to management of TB and she had no idea how 
that related to the applicable standard of care in the 
long-term care facilities.  CMS Ex. 49 at 14-15.  She 
testified on cross-examination that practitioners from 
county health departments do not generally write or-
ders in healthcare settings.  Health department phy-
sicians or their extenders would only write orders for 
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those they see in their own clinic.  CMS Ex. 49 at 37.  
CDR Morris testified that the testing procedure fol-
lowed by Petitioner in May through August 2015, was 
acceptable.  The two active staff cases were identified.  
Resident contacts with the two active cases were 
tested.  Those residents who tested positive were 
given a chest x-ray to rule out active TB and then were 
ready for treatment for latent TB infection.  Residents 
who tested negative were given a second test eight to 
10 weeks later in August 2015.  Those who tested pos-
itive had active TB ruled out by a chest x-ray and they 
were then ready for treatment for latent TB infection.  
Residents who had a second negative test did not have 
latent TB infection.  She testified it was acceptable to 
delay treating the group identified in May 2015 as re-
quiring treatment until the August 2015 group was 
identified so that all were treated as a cohort.  CMS 
Ex. 49 at 53-54.  CDR Morris testified that the infec-
tion control nurse and physician should know when 
treatment for latent TB infection is appropriate based 
on the CDC guidance.  She agreed that a physician or 
practitioner needed to issue the order for treatment 
and that there may be contraindications for treat-
ment.  CMS Ex. 49 at 56.  CDR Morris testified that 
an order for treatment would not be issued by a county 
health department but by the treating physician be-
cause a county health department would not have ac-
cess to a resident’s entire medical history.  The only 
exception she noted is if the resident went to a county 
health department and was evaluated.  CMS Ex. 49 at 
57-60, 67.  She clarified that the health department 
medical director would know about the source case of 
TB and could advise Petitioner whether standard 
prophylaxis medications could be used and which res-
idents should be considered for treatment.  However, 
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Petitioner could have proceeded absent advice from 
the county medical director as was often done.  CMS 
Ex. 49 at 85-86.  She testified that the facility should 
have known the correct procedures for residents based 
on the CDC guidelines, educational materials that 
discuss the standard of practice, Maryland state reg-
ulations, and the TB infection control plan.  CMS Ex. 
49 at 67.  CDR Morris further clarified that latent TB 
infection is not a condition that is reportable to the 
public health authority which has no authority over 
latent TB infection, even if there is a high risk for in-
fection.  CMS Ex. 49 at 77, 130-31.  CDR Morris was 
apparently unfamiliar with the Maryland regulation 
that requires a health officer to recommend appropri-
ate treatment for latent TB infection.  CMS Ex. 38 at 
19 (Md. Code Regs. 10.06.01.21(b)(2)).   

CDR Morris testified on cross-examination regard-
ing Resident 1, that she had a positive TB test in May 
2015 and a negative chest x-ray indicating that she 
had latent TB infection and not active TB.  The resi-
dent’s baseline testing on admission to Petitioner 
showed she had a negative TB test, which is evidence 
that her exposure to active TB was recent and likely 
Petitioner’s employee was the index that was infec-
tious.  CDR Morris could find no information in the 
evidence she was given showing that Resident 1 was 
informed, educated, and offered treatment for latent 
TB infection, or whether she accepted or refused treat-
ment.  She found no evidence of treatment after the 
resident tested positive for latent TB infection in 
2015, and it is known she did not receive treatment at 
that time.  CDR Morris opined Resident 1 was at high 
risk in the first two years after exposure and she 
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should have received treatment for the latent TB in-
fection or have been monitored closely for symptoms 
consistent with active TB.  In June 2016, Resident 1 
developed a cough and complained of chest pain, and 
a chest x-ray was done showing classic signs of active 
TB, which should have caused a medical evaluation to 
rule out TB.  The resident’s physician diagnosed bron-
chitis which was inconsistent with the x-ray findings.  
She further opined that Petitioner’s infection control 
nurse should have recognized the symptoms of possi-
ble active TB if she was monitoring the resident.  She 
opined that Petitioner’s staff should have alerted Res-
ident 1’s physician of her risk for developing active 
TB.  CMS Ex. 49 at 91-102, 105-11. 

CDR Morris testified that it is standard of care to 
provide treatment for latent TB infection.  CMS Ex. 
49 at 131.  It is also necessary for a resident’s care-
giver to be informed of the latent TB infection.  CMS 
Ex. 49 at 134-36.  CDR Morris testified that there is 
no requirement for a healthcare facility such as Peti-
tioner to wait for direction from the county health de-
partment on how to proceed to treat latent TB infec-
tion.  CMS Ex. 49 at 163-66.  She testified that those 
living in a congregate setting with latent TB infection 
should be treated unless there is a contraindication or 
they refuse treatment in which case they should be 
monitored for two years if there was a recent expo-
sure.  She opined that the fact Resident 1 had an ex-
posure and within two years developed symptoms of 
active TB that were not identified by Petitioner’s staff, 
indicates that monitoring was not being done.  When 
on or about June 4, 2016, Resident 1 showed signs and 
symptoms consistent with possible active TB, she 
should have been isolated under both CDC and state 
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guidelines.  CMS Ex. 49 at 166-70.  She opined that 
Resident 1 was at risk for possible death because of 
the delay in diagnosis of active TB.  Other residents 
were also at risk for progression to active TB which 
can be life-threatening.  CMS Ex. 49 at 188.   

Richard A. Hodder, MD 
Richard A. Hodder, MD provided a declaration ad-

mitted as P. Ex. 31 and testified at hearing.  Tr. 653.  
Based on Dr. Hodder’s testimony (Tr. 663-71; P. Ex. 
31), and his curriculum vitae (P. Ex. 30), I accept Dr. 
Hodder as well-qualified to render opinions related to 
long-term care and infectious disease medicine, in-
cluding active TB and latent TB infection (Tr. 1107).  
See Fed. R. Evid. 702-704.  A letter from Dr. Hodder 
to counsel for Petitioner was also admitted as evidence 
without objection as P. Ex. 29.  He opined that the 
2005 CDC guidelines and the Maryland guidelines 
from 2007, place the primary responsibility for ensur-
ing the quality and completeness of TB services, in-
cluding planning for the treatment and follow-up with 
contacts to someone with active TB, upon the county 
health department.  P. Ex. 31 at 7.  He testified that 
Petitioner’s policies and procedures (P. Ex. 6) stress 
the role of the county health department and impose 
no requirement for either Petitioner’s medical director 
or a resident’s physician to take the lead to initiate 
investigation of contacts or order treatment of a resi-
dent with latent TB infection.  He testified:  “I know 
that when I was a long term Medical Director, I would 
not issue blanket TB prophylaxis orders without spe-
cific direction from the local public health authority.”  
P. Ex. 31 at 8.  This testimony is credible and signifi-
cant because it shows that as a medical director, Dr. 
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Hodder knew it was his responsibility to order treat-
ment for latent TB infection, however, he only did so 
with specific direction from the local public health au-
thority.   

Dr. Hodder opined that the county health depart-
ment seriously departed from CDC and Maryland 
guidelines in March and April 2015, by not taking im-
mediate action to declare a significant public health 
emergency and to dispatch a professional team to Pe-
titioner to provide on-site direction and follow-up 
every day.  P. Ex. 31 at 9-10, 12.  While I accept Dr. 
Hodder’s opinion, the Montgomery County, Maryland 
health department is not subject to my jurisdiction 
and the conduct of the department is not on trial be-
fore me.   

Dr. Hodder opined that someone from the county 
health department should have assessed the residents 
for treatment for latent TB infection, determined 
which residents should have started treatment, and 
either recommended or given orders for treatment.  P. 
Ex. 31 at 13-15.  Dr. Hodder does not reveal the basis 
for his opinion, which I read to be that the county 
health department should assume the responsibility 
to diagnose and treat residents.  I have received no 
evidence that it is standard of care for a county health 
department to assume responsibility for the treat-
ment of long-term care facility residents.  He opined it 
is improbable that any recommendations for treat-
ment were sent by the county health department to 
Petitioner.  P. Ex. 31 at 15.  This is not an opinion 
within Dr. Hodder’s scope, rather it is a judgment I 
must make by weighing the evidence.  I accept as fact 
that Dr. Hodder found or was given no recommenda-



Appendix 148a 
 

tions for treatment from the county health depart-
ment, which is consistent with the fact that ADON 
Hayden denies receipt of recommendations and the 
county health department concedes it cannot find the 
recommendations sent to Petitioner by facsimile.  I do 
not find that no recommendations were made, simply 
that no recommendations were actually received by 
Petitioner’s staff. 

Dr. Hodder expresses the expectation that the 
county health department would have provided close 
supervision and follow-up for treatment ordered for 
residents for latent TB infection.  He found no evi-
dence of follow-up by the county health department.  
P. Ex. 31 at 15.  His opinion assumes that the county 
health department prescribed treatment, but there is 
no evidence to support that assumption.  Rather, the 
evidence shows that the county health department 
sent treatment recommendations, not received by Pe-
titioner, not that the county health department or-
dered a specific course of treatment and undertook to 
care for residents with latent TB infection, at least not 
until September 2016 (P. Exs. 26-27).  Dr. Hodder 
points out that in September 2015, a county health de-
partment representative drew blood from staff mem-
bers and eight residents.  However, because the blood 
draw was unsuccessful for four residents, the county 
was to send a phlebotomist to attempt another blood 
draw.  He states he understood the county did not 
complete the blood draw for the four residents who re-
quired a phlebotomist.  P. Ex. 31 at 16.  While it may 
be true that the county failed to draw blood for the 
four residents, the county health department is not 
subject to my jurisdiction.  Furthermore, the fact that 
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blood was not drawn for TB testing from four resi-
dents, does not address the other residents who were 
known to have latent TB infection and were not 
treated.  He notes that quality assurance committee 
minutes from January 2016, show that Petitioner con-
tinued to wait for direction from the county health de-
partment.  P. Ex. 31 at 16.  He acknowledges that on 
November 5, 2015, the county health department 
asked whether Petitioner’s medical director had 
started treatment for the residents with latent TB in-
fection.  ADON Hayden responded that no treatment 
had begun because the prior medical director had de-
parted, and she asked for a meeting with the county 
health department representative, RN Fontana.  
P. Ex. 31 at 17; P. Ex. 18 at 4-6.  He opines it is aston-
ishing that ADON Hayden’s response did not trigger 
an immediate response from the county health depart-
ment.  P. Ex. 31 at 17.  Dr. Hodder overlooks the fact 
that ADON Hayden’s response was not that treat-
ment was not started because Petitioner was awaiting 
recommendations or orders from the county health de-
partment.  The fact that the county health depart-
ment did not immediately respond is questionable, 
but that department’s failures are not subject to my 
review.  The question from the county health depart-
ment also did not provoke an immediate reaction by 
ADON Hayden or Petitioner’s staff.  Clearly the ques-
tion of whether treatment had begun shows that the 
county health department had some expectation that 
treatment should have begun.  Dr. Hodder observes 
that ADON Hayden advised RN Fontana that Peti-
tioner had a new medical director and a meeting 
needed to be set to figure out a plan, but there was no 
response from the county.  Dr. Hodder states he is un-
sure what further action ADON Hayden could have 
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undertaken.  P. Ex. 31 at 18.  I note that there is also 
no evidence that ADON Hayden advised the new med-
ical director of the county health department inquiry.  
I find no evidence that the new medical director at-
tempted any follow-up with the county health depart-
ment.  Dr. Hodder stresses that Petitioner had a TB 
outbreak and that the county health department was 
astonishingly derelict in its failure to follow-up.  P. Ex. 
31 at 17.  He does not comment upon the new medical 
director’s failure to address the TB outbreak at Peti-
tioner or suggest that the new medical director had a 
responsibility to take action to clarify the situation 
with the county health department so that treatment 
could be initiated expeditiously.   

Dr. Hodder opines that Resident 1’s symptoms, 
which manifested on June 4, 2016, could have been 
evidence of active TB, but the radiologist did not re-
port a suspicion of active TB or any disease to the res-
ident’s physician.  Resident 1’s physician diagnosed 
acute bronchitis and ordered an antibiotic with im-
provement.  Dr. Hodder points to no evidence that the 
resident’s physician or the radiologist were informed 
that Resident 1 previously tested positive for latent 
TB infection.  However, he opines that there was no 
reason why Petitioner’s nurses, who were supposed to 
be monitoring Resident 1 for signs and symptoms of 
active TB, would question the treating physician’s di-
agnoses.  Dr. Hodder expressed no opinion regarding 
whether Petitioner’s medical director had a duty to 
alert Resident 1’s treating physician that she had a 
prior positive testing for latent TB infection and was 
at high risk to convert to active TB.  P. Ex. 31 at 18-
20.  In August 2016, two months later, Resident 1 was 
diagnosed with active TB at which time the county 
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health department again took action.  All of Peti-
tioner’s residents and employees were again tested.  
Dr. Hodder states that the county health department 
then provided written orders for treatment of resi-
dents with latent TB infection.  P. Ex. 31 at 20-21.   

Dr. Hodder opined that the county health depart-
ment failed in its mission by not notifying Petitioner 
immediately in March and April 2015, that two of its 
employees had active TB and by failing to provide on-
site supervision at Petitioner’s facility as long as nec-
essary to ensure the TB outbreak did not spread and 
all responses were implemented.  He notes he found 
no evidence that at any time in 2015, the county 
health department recommended or directed treat-
ment of residents identified as having latent TB infec-
tion or conducted on-site confirmation of treatment 
with ongoing surveillance to ensure no residents pre-
sented with signs of active TB.  P. Ex. 31 at 21-22.  He 
opines that there was nothing more Petitioner’s staff 
could have done, and ADON Hayden implemented Pe-
titioner’s infection control policy as well as she could 
absent direction and communication by the county de-
partment.  P. Ex. 31 at 22.  As already noted, I have 
no authority to review the county health department’s 
performance of its duties.   

On cross-examination, Dr. Hodder agreed that even 
if Petitioner did not receive treatment recommenda-
tions from the county health department for residents 
with latent TB infection, Petitioner was responsible to 
ensure that residents received treatment.  Tr. 713-14.  
Dr. Hodder did not opine that treatment for latent TB 
infection was not required when not contraindicated.   
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iii. More Than Minimal Harm 
According to the CDC guidelines, the best scientific 

evidence presented to me and unrebutted, five percent 
of people with newly acquired latent TB infection pro-
gress to active TB within two years of exposure if 
there is no treatment.  CMS Ex. 53 at 36.  Petitioner 
tested its residents for TB between May and August 
2015, and identified 19 to 20 residents with a positive 
test for TB but a negative chest x-ray, which is latent 
TB infection.  PPFF ¶¶ 94, 99, 103-104, 116-20; CPFF 
¶¶ 29-31, 33-35, 39; CMS Ex. 22 at 16-21; Tr. 1001-
1022.  One resident, Resident 4, was successfully 
treated for latent TB infection, per order of her physi-
cian, in connection with her preparation for a kidney 
transplant.  P. Ex. 20 at 1-2; Tr. 1059-61; CMS Ex. 8 
at 4, 21-22, 29, 40-45.  Therefore, of the remaining 18 
or 19 residents with latent TB, it was reasonable to 
anticipate that at least one of the residents with latent 
TB infection would convert to active TB within two 
years.  In fact, no later than August 2016, just over 
one year after being identified as having latent TB in-
fection, Resident 1 did convert to active TB.   

According to CDR Morris, if not treated properly ac-
tive TB can be fatal, and five percent of patients diag-
nosed in the United States each year with active TB 
are either dead when diagnosed or they die during 
treatment.  CMS Ex. 42 at 2-3, 5.  This opinion is not 
rebutted or challenged and is accepted as credible.   

The risk for death associated with conversion to ac-
tive TB is certainly a risk for more than minimal 
harm.  The effects of treatment for active TB might 
also be more than minimal harm, but CMS presented 
no evidence of any adverse side effects from treatment 
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for active TB or other risks associated with such treat-
ment.   

iv. Key Findings of Fact 
In May and August 2015, Petitioner’s staff and the 

county health department conducted two rounds of TB 
testing of residents who might have been exposed to 
an employee with active TB.  Testing showed 19 or 20 
residents with TB exposure and a list was provided to 
the county health department.  Chest x-rays showed 
that none of the residents had active TB in 2015.  The 
second round of testing was completed in August 
2015, except for blood tests for four foreign born resi-
dents.  PPFF ¶¶ 94, 99, 103-104, 116-20; CPFF ¶¶ 29-
31, 33-35, 39; CMS Ex. 22 at 16-21; Tr. 1001-1022.  
There is no question that Petitioner’s staff did a good 
job conducting the contact investigation and testing of 
residents in 2015, as attested to by RN Fontana.  Tr. 
578.   

Blood tests were conducted by the county health de-
partment, and blood test results for only five residents 
were provided to Petitioner’s staff.  Tr. 1006-07.   

There is no question that a positive TB test and neg-
ative chest x-ray shows that one has latent TB infec-
tion.  CMS Exs. 30 at 10; 41 at 46; 42 at 3-4; 49 at 126-
29; 53 at 4, 12.  Petitioner concedes that a resident 
who had a positive test for TB and a negative chest x-
ray should be treated at some time.  P. Br. at 3.   

Resident 4, one of the residents identified as having 
latent TB infection in 2015, was treated beginning 
about October or November 2015, pursuant to an or-
der from a physician who evaluated her in preparation 
for a kidney transplant.  PPFF ¶¶ 121-123; CPFF, 40; 
CMS Exs. 14 at 129; 28 at 2; P. Ex. 20 at 1-2.   
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There is no dispute that the remaining 18 to 19 res-
idents identified as having latent TB infection in 2015, 
including Resident 1, received no treatment for latent 
TB infection until September 2016.  P. Reply at 16-17.   

Petitioner’s infection control policy, the part of that 
policy specifically applicable to TB, required that one 
identified with a positive TB test and a negative chest 
x-ray must be referred for medical evaluation for 
treatment.  P. Ex. 6 at 6-7.  Petitioner’s policy did not 
say how quickly the medical evaluation needed to be 
requested.  However, the unrebutted evidence shows 
that five percent of all persons with latent TB infec-
tion will convert to active TB infection, in many cases 
becoming infectious, within two years of exposure to 
TB.  CMS Ex. 53 at 36.  If not treated properly, active 
TB can be fatal, and five percent of patients diagnosed 
in the United States each year with active TB are ei-
ther dead when diagnosed or they die during treat-
ment.  CMS Ex. 42 at 2-3, 5.  Active TB in the throat 
or lungs can be infectious while active TB in other 
parts of the body are generally not.  Active TB is most 
likely to be spread among people who spend time to-
gether every day.  CMS Ex. 42 at 3.  Residents and 
staff of congregate settings such as long-term care fa-
cilities are among those at highest risk for exposure 
and infection.  CMS Ex. 41 at 7.  The CDC stresses 
that the treatment of latent TB infection is essential 
to control and eliminate TB because it substantially 
reduces the risk that M. tuberculosis will progress to 
TB.  CMS Ex. 41 at 55.  Although Petitioner has sug-
gested through its briefs that its medical directors and 
ADON Hayden had little or no experience handling a 
TB outbreak, Petitioner has never suggested that they 
did not know of the risk of conversion from latent TB 
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to active TB and the risk that posed to all staff and 
residents for serious harm and possible death.  Based 
on the known risks associated with TB, I infer that 
Petitioner’s policy, which is not alleged to be defective, 
requires prompt action by Petitioner’s staff for all 
steps required for handling a TB outbreak.   

Regardless of how promptly Petitioner’s staff may 
be expected to follow Petitioner’s infection control pol-
icy, in this case, the 18 or 19 residents identified as 
having latent TB infection in 2015, were never re-
ferred to their primary care physicians for evaluation 
for treatment.  Therefore, Petitioner’s staff failed to 
follow an express requirement of Petitioner’s infection 
control policy.  Based on that failure, I find that Peti-
tioner did not implement or maintain its infection con-
trol policy, which is the basis for noncompliance cited 
in this case.   

There is no dispute that a decision was made to de-
lay prophylactic treatment of the latent TB cases until 
after the second round of testing of Petitioner’s resi-
dents was completed.  Both the county health depart-
ment and Petitioner’s staff were aware of that deci-
sion.  Tr. 585-87, 633-34, 1065; PPFF ¶ 111; CPFF 
¶ 32.  There is no evidence of any agreement between 
Petitioner’s staff and the county health department or 
direction from the county health department as to how 
long treatment for latent TB infection could be de-
layed.  There is also no evidence that the risk posed to 
residents due to the delay was actually assessed by ei-
ther the county health department or Petitioner.17  

 
17 CDR Morris opined that the agreement between ADON 

Hayden and the county health department to delay treating the 
group identified in May 2015 as requiring treatment until the 
August 2015 group was identified so that all were treated as a 
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There is no evidence that any of the residents’ physi-
cians who should have been involved, Petitioner’s 
medical directors, and the county health officer, were 
actually involved in decision-making regarding de-
layed treatment for latent TB infection. 

b. Analysis 
The parties have advanced multiple theories in 

their briefs and their arguments at hearing.  Indeed, 
it is easy to lose focus in this case on the key facts and 
issues because the parties pursue many threads that 
have little or nothing to do with the actual deficiency 
citation.18  It is important to understand that the non-
compliance alleged in the SOD and cited by CMS’s in-
itial determination defines and limits the facts and is-
sues that require my de novo review.   

The regulation Petitioner is alleged to have violated 
required:  

 
cohort was acceptable.  CMS Ex. 49 at 53-54.  However, she also 
opined that the residents should have been diagnosed as having 
latent TB infections not later than September 2015.  She opined 
that all residents assessed as having latent TB infection should 
have been offered and treated for latent TB infection absent a 
contraindication that should have been documented in their 
clinical records.  CMS Ex. 42 at 12-15, 119.  My understanding 
of her opinions was that a delay in treatment until around 
September 2015, would be acceptable, but after that the risk for 
conversion was too great a threat.  I do not construe her opinions 
to be an endorsement of the delay in this case of nearly a year 
from September 2015 to August or September 2016. 

18 Efforts have been made to discuss many theories and 
arguments in footnotes with some discussion to address their 
relative merit or lack thereof.  Theories advanced which are not 
discussed in this decision were not overlooked but simply found 
to merit no discussion. 
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The facility must establish and maintain an 
infection control program designed to pro-
vide a safe, sanitary, and comfortable envi-
ronment and to help prevent the develop-
ment and transmission of disease and infec-
tion.   
(a) Infection control program.  The facility 
must establish an infection control program 
under which it— 

(1) Investigates, controls, and pre-
vents infections in the facility; (2) 
Decides what procedures, such as 
isolation, should be applied to an in-
dividual resident; and (3) Maintains 
a record of incidents and corrective 
actions related to infections.   

(b) Preventing spread of infection.   
(1) When the infection control pro-
gram determines that a resident 
needs isolation to prevent the 
spread of infection, the facility must 
isolate the resident.   
(2) The facility must prohibit em-
ployees with a communicable dis-
ease or infected skin lesions from di-
rect contact with residents or their 
food, if direct contact will transmit 
the disease.   
(3) The facility must require staff to 
wash their hands after each direct 
resident contact for which hand-
washing is indicated by accepted 
professional practice.   
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42 C.F.R. § 483.65.  The regulation requires that Peti-
tioner establish and maintain an infection control pol-
icy.  The Board in addressing 42 C.F.R. § 483.65 has 
held that the regulation requires that a facility do 
more than merely adopt an infection control policy, 
the regulation requires that the policy be imple-
mented.  Golden Living Ctr. – Superior, DAB No. 2768 
at 7 (2017); Heritage House of Marshall Health & Re-
hab. Ctr., DAB No. 2566 at 12 (2014); The Windsor 
House, DAB No. 1942 at 60 (2004); Park Manor Nurs-
ing Home, DAB No. 2005 at 60 (2005).   

Surveyor Slade testified that she was the only sur-
veyor for the complaint investigation at Petitioner on 
September 27, 28, and October 6, 2016.  She testified 
that she drafted the allegation of noncompliance un-
der Tag 441 in the SOD based on a violation or 42 
C.F.R. § 483.65.  The purpose of the survey was to in-
vestigate complaints related to a TB outbreak at Peti-
tioner.  She declared immediate jeopardy on October 
6, 2016, and immediate jeopardy was abated that day.  
CMS Ex. 43 at 3-4.  Surveyor Slade testified that she 
concluded Petitioner violated 42 C.F.R. § 483.65 be-
cause Petitioner failed to implement proper infection 
control measures after residents were exposed to ac-
tive TB by two infected employees; Petitioner failed to 
follow-up with treatment and management of multi-
ple residents identified as at risk for exposure who 
had latent TB infection; Petitioner failed to ensure 
that a diagnosis of latent TB infection and treatment 
decisions were documented in clinical records, and 
failed to ensure treatment for latent TB infection was 
provided as appropriate.  CMS Ex. 43 at 4.  In the case 
of Resident 1, latent TB infection progressed to active 
TB by about June 14, 2016, but Petitioner failed to 
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provide treatment or isolation for Resident 1 from 
June 14, 2016 through August 2016 when she had to 
be hospitalized.  CMS Ex. 43 at 4-5.  Surveyor Slade 
opined that the regulatory violation posed a risk for 
more than minimal harm and immediate jeopardy.  
CMS Ex. 43 at 5.  Surveyor Slade opined that the fa-
cility was obliged to notify treating physicians of pos-
itive TB test results so that the physicians could de-
cide whether to treat or not.  Tr. 312-13.  I do not ac-
cept Surveyor Slade’s opinion that Resident 1’s latent 
TB infection progressed to active TB on June 14, 2016.  
Although Surveyor Slade is qualified as a surveyor, I 
have no evidence she is qualified to render such a di-
agnosis.  CDR Morris’ testimony that Resident 1 had 
symptoms consistent with active TB in June 2014, 
may be viewed to bolster Surveyor Slade’s opinion.  
However, CDR Morris did not actually examine Resi-
dent 1 or review more than the limited records avail-
able to me in this case.  Furthermore, CDR Morris did 
not render a diagnosis but only opined that Resident 
1’s symptoms were consistent with active TB.  CMS 
Ex. 42 at 12, 14.   

Surveyor Slade cited only four specific residents as 
examples under Tag F441 in the SOD—Residents 1, 
5, 6, and 7.  On my examination, Surveyor Slade tes-
tified that she examined the records of only five resi-
dents who had positive tests for TB.  Resident 1 was 
one of the examples she examined.  She testified that 
Resident 1’s records included two positive TB test re-
sults and a negative chest x-ray from May and Sep-
tember 2015.  She agreed the test results and x-ray 
are consistent with latent TB infection and that the 
interdisciplinary team should have had access to that 
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information in Resident 1’s clinical record.  She testi-
fied that she saw no diagnosis of latent TB infection 
entered in the resident’s records, no care plan, no phy-
sician note, and nothing on the resident’s face sheet.  
Tr. 336-39; CMS Ex. 5.19  Petitioner conceded that 
while the results of TB testing were entered in resi-
dent charts, no diagnosis of latent TB infection was 
noted in resident clinical records because no physician 
from the county health department or the facility ren-
dered such a diagnosis.  Tr. 143-44.  Petitioner agreed 
at hearing that there is no dispute that staff reported 
all positive TB test results in 2015 to the county 
health department, but Petitioner denies ever receiv-
ing a diagnosis or treatment orders for any resident 
with latent TB infection in 2015 or early 2016.  Tr. 
295-96.   

A precise parsing of the actual allegations in the 
SOD of the basis for Surveyor Slade’s determination 
of noncompliance is required because her allegations 
in testimony are both more extensive and more pre-
cise than the actual findings and conclusions of the 
noncompliance alleged in the SOD.  Surveyor Slade 
alleges in the SOD that Petitioner was not in substan-
tial compliance with the requirements of 42 C.F.R. 
§ 483.65 for the following reasons:  

Petitioner failed to ensure timely follow-up of the 
treatment and management of multiple resi-
dents identified as at risk for exposure to a seri-
ous infectious disease; and  

 
19 Pages 2 through 4 of CMS Ex. 5 are surveyor notes, not part 

of Resident 1’s clinical record. 
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Petitioner failed to record in residents’ clinical 
records the rationale for treatment or non-treat-
ment for the potential exposure.   

CMS Ex. 1 at 7.  More specifically the first allegation 
is that Petitioner identified 19 to 20 residents who 
were exposed to TB, evidenced by the fact they had 
latent TB infection, i.e., a positive test for TB followed 
by a negative chest x-ray, but failed to provide treat-
ment for the latent TB infection or monitoring for 
those for whom treatment was contraindicated or 
those who refused treatment.  The second allegation 
is that Petitioner did not document why no treatment 
was provided to the residents with latent TB infection.  
Documentation is important to ensure treatment de-
cisions are based on the best and most comprehensive 
information and to establish that quality care was de-
livered.  Petitioner’s infection control policies and pro-
cedures in evidence do not specifically establish or ad-
dress documentation requirements, and there is no al-
legation that the policies and procedures were defi-
cient for failure to establish documentation require-
ments.  Therefore, failure to document is not a viola-
tion of Petitioner’s infection control policy or 42 C.F.R. 
§ 483.65.  However, the absence of documentation 
means that there is little or no documentation that Pe-
titioner’s staff actually did what was required by Pe-
titioner’s policy and procedure, i.e., medical evalua-
tion by primary care physicians to determine the best 
plan of care including treatment for latent TB infec-
tion, if not contraindicated, and monitoring.  P. Ex. 6 
at 6-7.  I note that Petitioner has never actually as-
serted that primary care physicians conducted medi-
cal evaluations and made treatment decisions for any 
resident with latent TB infection other than Resident 
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4.  Therefore, one cannot expect to find documentation 
of referral for medical evaluation, medical evaluation, 
treatment orders, or engagement of a resident’s inter-
disciplinary team in care planning for the treatment 
or monitoring of the residents with latent TB infection 
as required by 42 C.F.R. § 483.20(k)(2).20  I conclude 
that Petitioner violated 42 C.F.R. § 483.65 for the rea-
sons alleged by the surveyor in the SOD, and alterna-
tive theories of liability mentioned by CMS at hearing 
and in post-hearing briefing are not discussed in de-
tail or considered in concluding Petitioner was non-
compliant.   

i. CMS’s Prima Facie Case 
Petitioner argues that CMS cannot make a prima 

facie showing in this case because CMS cannot show 
that the county health department sent and Peti-
tioner received treatment recommendations for resi-
dents with latent TB infection in the fall of 2015.  P. 
Reply at 2.  There is credible evidence the county 
health department sent treatment recommendations 
to Petitioner’s medical director.  However, there is 
also credible evidence, sufficient to overcome any pre-
sumption of receipt, that the treatment recommenda-
tions were not received.  My conclusion that Petitioner 
violated 42 C.F.R. § 483.65, does not turn on whether 
or not Petitioner ever received treatment recommen-
dations from the county health department anyway.21 

 
20 The requirement for care planning moved to 42 C.F.R. 

§ 483.21 effective November 28, 2016. 81 Fed. Reg. 68,688; 
68,689; 68,737-43; 68,858. 

21 Even if I found as fact that Petitioner’s medical director did 
receive the recommendations for some of the residents with 
latent TB infection and failed to share them with other staff, it 
would not affect the outcome.  Similarly, if Petitioner’s staff did 
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Surveyor Slade did not allege that Petitioner did 
not have the required infection control policy or that 
the policy was defective.  CMS Ex. 1 at 6-15.  CMS also 
does not allege Petitioner failed to have the required 
policy.  Rather, it is alleged that Petitioner failed to 
maintain or implement its infection control program 
to prevent infection by treating and managing resi-
dents with latent TB infection and Petitioner failed to 
document a rationale for not treating residents with 
latent TB infection.   

Pursuant to 42 C.F.R. § 483.65(a), Petitioner’s in-
fection control program must:  (1) control and prevent 
infections in the facility; (2) require a decision on what 
procedures must be applied to an individual resident, 
and (3) result in a record of incidents and corrective 
actions related to infections.  The requirements of 42 
C.F.R. § 483.65(a) for Petitioner’s policy to address 
and be implemented to control and prevent infections 
and require decisions related to procedures to be ap-
plied for individual residents are clearly placed in is-
sue by the SOD in this case.  CMS Ex. 1 at 7.  The 
requirement of 42 C.F.R. § 483.65(a) to create a record 
of incidents and corrective actions, does not appear to 
be implicated in this case as it is not alleged that Pe-
titioner’s infection control nurse failed to create such 
records.  Prevention of the spread of infection is ad-

 
receive the recommendations and simply failed to notify primary 
care physicians so that they could prescribe treatment, the out-
come in this case would be no different.  Thus, under either 
scenario, receipt or non-receipt of recommendations are facts 
that are really immaterial.  See Fed. R. Evid. 401(b).  Petitioner 
would be no less liable for failure to follow its infection control 
policy in either case. 
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dressed by 42 C.F.R. § 483.65(b), which requires isola-
tion of residents, prohibiting infected employees from 
contact with residents, and handwashing.  There is no 
allegation in the SOD that Petitioner failed to prohibit 
infected staff from contact with residents or that there 
was a failure to require staff handwashing.  Regarding 
isolation, if Resident 1 had active TB in June 2016, 
then clearly she should have been isolated and moved 
immediately under Petitioner’s policy.  P. Ex. 6 at 6.  
Resident 1 was not moved, however, until August 
2016, when she was diagnosed as having active TB.  I 
do not read the SOD as clearly alleging that Petitioner 
violated or failed to maintain its policy because Peti-
tioner’s staff failed to isolate and move Resident 1 in 
June 2016.  CMS Ex. 1 at 7.  Indeed, there is no con-
temporaneous evidence from June 2016, which shows 
that Resident 1 was actually diagnosed with active TB 
and Petitioner’s staff should have known that it 
needed to comply with its infection control policy re-
lated to active TB.  Accordingly, I do not conclude that 
Petitioner’s failure to isolate Resident 1 in June 2016, 
was a failure to follow Petitioner’s infection control 
policy.22 

I conclude that CDC and Maryland guidelines and 
the Maryland regulations establish the standard of 
care for latent TB infection in long-term care facility 

 
22 I recognize that Surveyor Slade did allege that immediate 

jeopardy began on June 14, 2016, which happened to be when 
Resident 1 had signs and symptoms that may have been con-
sistent with, and Surveyor Slade seems to have determined were 
consistent with, the onset of active TB, even in the absence of a 
physician’s diagnosis.  CMS Exs. 1 at 10- 11; 43 at 3-5.  However, 
as discussed hereafter Petitioner has the burden to show that the 
declaration of immediate jeopardy was clearly erroneous, and 
Petitioner has failed to meet that burden. 
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residents.  The CDC stresses that treatment of latent 
TB infection is essential to control and eliminate TB.  
CMS Exs. 41 at 55; 53 at 60, 70.  Nursing home resi-
dents are at higher risk for infection.  CMS Exs. 30 at 
9; 41 at 7, 29; 42 at 11; 53 at 17, 60.  Residents are at 
highest risk for progression from latent TB infection 
to active TB infection during the first two years after 
exposure if there is no treatment.  CMS Exs. 41 at 7; 
42 at 3; 53 at 12, 36.  The CDC recommends that peo-
ple with latent TB infection be treated absent compel-
ling contraindications.  CMS Exs. 42 at 4, 6; 53 at 60, 
70; P. Ex. 4 at 7.  The CDC states that control of TB in 
nursing homes requires prompt detection and diagno-
sis, isolation of those who are infectious, and initiation 
of standard therapy.  CMS Exs. 41 at 86; 53 at 60, 70.  
The CDC also states that treatment of latent TB in-
fection can reduce the risk for death due to progres-
sion, i.e., conversion, to active TB.  CMS Exs. 32 at 5-
6, 33 at 6.  The standard of care under CDC and Mar-
yland guidelines and Maryland regulations is treat-
ment of latent TB infection, unless contraindicated.  
CMS Exs. 30 at 8; 32 at 5-6; 33 at 6; 39 at 19; 41 at 55, 
86; 53 at 17, 60, 70; P. Ex. 4 at 7.  Petitioner concedes 
that a resident who had a positive test for TB and a 
negative chest x-ray should be treated at some time.  
P. Br. at 3.  Preferred treatment for latent TB infec-
tion is isoniazid (INH) for six to nine months accord-
ing to both the CDC and Maryland guidelines.  CMS 
Exs. 30 at 18; 41 at 55, 86; 39 at 20-21, 28-30, 59.  The 
Maryland guidelines recommend treating for latent 
TB infection to reduce the possibility of progression to 
active TB.  CMS Ex. 39 at 19.  Maryland specifies that 
either INH or rifampin should be used for treatment 
of latent TB infection.  CMS Ex. 39 at 20-21, 28-30, 59. 
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The Maryland regulations require that a nursing 
home assess all residents annually for signs and 
symptoms of TB.  If any signs and symptoms are de-
tected, a physician must then evaluate for TB in com-
municable form, and the county health department 
must be notified within 24 hours if active TB is sus-
pected.  The physician is required to coordinate the 
management of resident and resident’s contacts with 
the county health officer.  A nursing facility is re-
quired to assess and manage a resident with possible 
TB in accordance with CDC guidelines.  CMS Ex. 38 
at 17.   

A portion of the Petitioner’s infection control policy 
and procedures related to TB has been admitted to the 
record as P. Ex. 6.  Petitioner’s policy requires that 
when TB23 is identified the health department is to be 
notified and the recommendations of the health de-
partment are to be followed; staff is to conduct an in-
vestigation to determine if any staff or residents have 
been exposed to TB; and the treatment needs of any 
residents exposed are to be determined.  P. Ex. 6 at 1-
2.  Petitioner’s TB screening procedures and post TB 
exposure procedures require skin testing for TB, ex-
cept when blood testing is required.  If a skin test is 
positive, a chest x-ray is to be ordered.  If the chest x-
ray is positive for TB, the resident is isolated and 
transferred to an appropriate facility as soon as possi-
ble.  If the chest x-ray is negative, alternative diagno-
ses are to be considered and the resident is to be eval-
uated for chemoprophylaxis, i.e., treatment of the la-
tent TB infection.  P. Ex. 6 at 3-7.  Petitioner’s policy 

 
23 Petitioner’s policy is potentially confusing because it is not 

clear when “TB” is used whether it is a reference to active TB, 
infectious TB, or latent TB infection. 
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and procedures are not inconsistent with the standard 
of care defined by the CDC and Maryland guidelines. 

There is no dispute that between May and Septem-
ber 2015, 19 to 20 of Petitioner’s residents were iden-
tified as having latent TB infection.  The evidence 
shows that Resident 4 received further medical evalu-
ation in connection with her evaluation for a kidney 
transplant, and treatment for her latent TB infection 
was ordered by a physician related to her evaluation 
for the transplant with treatment administered by Pe-
titioner’s staff PPFF ¶¶ 121-123; CPFF ¶ 40; CMS Ex. 
8 at 4, 21-22, 29, 38-45; CMS Exs. 14 at 129; 28 at 2; 
P. Ex. 20 at 1-2; Tr. 1059-61.  There is no dispute that 
the remaining 17 to 18 residents received no treat-
ment for latent TB infection until September 2016.  
Resident 1 did not receive treatment for latent TB in-
fection but began treatment for active TB in August 
2016.  P. Reply at 16-17.  There is no evidence that in 
2015, Petitioner’s staff informed the residents’ treat-
ing physicians of the residents’ positive skin tests and 
negative chest x-rays and requested medical evalua-
tion of the residents by their physicians for treatment 
of latent TB infection, as required by Petitioner’s pol-
icy and procedures.  Therefore, Petitioner’s staff did 
not comply with Petitioner’s infection control policy 
related to TB.  DON Odunubi testified that it was not 
Petitioner’s practice to update care plans for residents 
identified with latent TB unless treatment was initi-
ated; physicians who saw patients at Petitioner did 
not place a diagnosis of latent TB on residents’ clinical 
records; and Petitioner’s staff simply monitored annu-
ally for conversion from latent TB to active TB.  Tr. 
1086-88.  DON Odunubi’s testimony suggests that TB 
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outbreaks were regularly dealt with at Petitioner, con-
trary to the representation of Petitioner throughout 
this case that its staff had little experience dealing  
with TB and therefore had to rely upon the county 
health department.  I conclude that DON Odunubi’s 
testimony is not credible and, even if it was, her testi-
mony does not outweigh Petitioner’s policy and proce-
dure that requires medical evaluation for a treatment 
for a resident identified as having latent TB infection.  
There is no dispute that the residents with latent TB 
infection, other than Resident 4, were not evaluated 
for treatment by their primary care physicians in 2015 
or early 2016.24  

I conclude that Petitioner’s infection control pro-
gram, specifically the policies and procedures related 
to TB, was not implemented by Petitioner’s staff to 

 
24 CMS also argues that Petitioner’s annual monitoring for 

signs and symptoms of active TB (P. Ex. 21) was inadequate for 
residents with latent TB infection.  CMS Br. at 12-16.  
Petitioner’s policy provides that if a resident has a positive test 
for TB but a negative chest x-ray, the resident is to be monitored 
at least annually for signs and symptoms of active TB.  P. Ex. 6 
at 4.  While I agree with CMS that annual monitoring is probably 
not adequate based on the evidence in this case, Petitioner was 
not cited because its infection control policy was inadequate.  
CMS Ex. 1 at 5-15.  Furthermore, partial records of only seven 
residents with latent TB infection were placed in evidence and it 
is not possible to determine how much monitoring was actually 
done or not done.  Certainly, staff recorded signs and symptoms 
of Resident 1 in June and August 2016, that were consistent with 
active TB.  CMS Ex. 5 at 2, 43, 46-48, 55-58, 61, 62-72.  Therefore, 
staff was monitoring Resident 1 but simply failed to recognize 
and/or failed to advise the treating physician that Resident 1 
may have had active TB in June and August 2016.  However, 
staff ’s failure is more symptomatic of a lack of competency and 
inadequate training than a failure to implement Petitioner’s 
infection control policy. 
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prevent the development and spread of active TB.  I 
conclude that, although Petitioner had the required 
policy, it was not maintained, i.e., implemented, as re-
quired by 42 C.F.R. § 483.65.  Petitioner did not im-
plement its policy to prevent the spread of TB infec-
tion by ensuring that residents identified as having 
latent TB infection were treated, unless contraindi-
cated or refused, in accord with CDC and Maryland 
guidelines which establish the standard of care.  Peti-
tioner’s staff failed to request the residents’ primary 
care physicians or Petitioner’s medical director evalu-
ate the residents for appropriate treatment for latent 
TB infection.  More than minimal harm was posed by 
the regulatory violation because as demonstrated by 
Resident 1, there was a risk for actual harm due to the 
conversion to active TB.25  CMS Ex. 42 at 4-5, 13-14.  

 
25 CMS argues that Petitioner failed to ensure that Resident 1 

received treatment for latent TB infection and suffered harm 
when she converted to active TB.  CMS Br. at 11-12.  CMS also 
argues that Petitioner failed to monitor Resident 1 for signs and 
symptoms of active TB to identify when she converted from 
latent to active TB; and Petitioner failed to timely diagnose and 
treat Resident 1’s active TB.  CMS Reply at 2.  The argument 
CMS advances is really that Petitioner failed to deliver necessary 
care and services and or neglected Resident 1’s care.  Those 
charges are not before me and are not considered bases for impos-
ing enforcement remedies in this case.  Pursuant to 42 C.F.R. 
§ 498.30, CMS had 12 months from the date of its January 31, 
2017 notice of initial determination to reopen and revise that 
initial determination.  CMS failed to reopen and revise before 
January 31, 2018, to add new citations of noncompliance or to 
change the period and amount of the CMP.  CMS also argues 
Petitioner failed to isolate Resident 1 when she developed signs 
of active TB in June 2016.  CMS Reply at 2, 6-8.  There is no 
dispute that in June 2016, Petitioner’s staff did not seem to 
recognize Resident 1’s signs and symptoms were possibly 
consistent with active TB.  Therefore, there was no evidence of 
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Petitioner does not dispute that active TB is a conta-
gious and life threatening disease.  The potential for 
conversion to active TB as in the case of Resident 1, 
establishes that there was a risk for more than mini-
mal harm and immediate jeopardy for all Petitioner 
residents, particularly those with latent TB infection. 

ii. Petitioner’s argument that the 
county health department did not do 
its duty and that Petitioner was wait-
ing on treatment recommendations 
from county health officials is no de-
fense.   

Petitioner urges me to find that its staff did all that 
was required under state and federal law for various 
reasons discussed hereafter and that Petitioner did 
not violate 42 C.F.R. § 483.65 and remained in sub-
stantial compliance.  P. Br. at 6.  Petitioner argues 
that CMS failed to make a prima facie showing of a 
violation of 42 C.F.R. § 483.65, an argument I reject 
based on the preceding discussion.  Petitioner also ar-
gues that it has rebutted the CMS prima facie case, 
an argument I address hereafter.   

Surveyor Slade cited Petitioner for violating 42 
C.F.R. § 483.65, not because Petitioner did not have 
an infection control policy but because Petitioner 
failed to follow, i.e., implement or maintain, its exist-

 
consideration of the need to isolate Resident 1 at that time and 
no violation of Petitioner’s policy requiring isolation when there 
is suspected or confirmed TB.  This failure does not reflect a 
failure to implement Petitioner’s infection control policy but, 
rather, a failure to ensure that Petitioner’s staff was adequately 
trained and competent to recognize the signs and symptoms of 
active TB. 
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ing policy.  The surveyor alleged noncompliance be-
cause Petitioner failed to ensure timely treatment and 
management of multiple residents identified as hav-
ing latent TB infection and because Petitioner did not 
document in the residents’ clinical records why no 
treatment occurred.  CMS Ex. 1 at 7.  Therefore, this 

case turns on the facts that Petitioner had an infection 
control policy that required evaluation for treatment 
for latent TB infection (treatment could be contraindi-
cated or refused), but no residents identified with la-
tent TB infection during testing in 2015 were referred 
for treatment to their primary care physicians or re-
ceived treatment prior to September 2016, except Res-
ident 4.  Only Resident 4 received treatment adminis-
tered by Petitioner’s staff based on the order of an in-
fectious disease doctor who evaluated her preparatory 
to kidney transplantation.  The absence of documen-
tation of a decision to treat or not treat for latent TB 
infection noted by the surveyor is important as it sup-
ports an inference that there was no follow-up, no 
treatment, no determination that treatment was con-
traindicated, and no refusal of treatment by an indi-
vidual resident.   

The clearest statement of a theory in this case is 
provided by Petitioner in its post-hearing brief Peti-
tioner’s argument in response to the actual deficiency 
citation can be summarized by the following points: all 
witnesses agreed that treatment for residents with la-
tent TB was necessary; the county health department 
agreed to provide recommendations for treatment for 
individual residents; there was an agreement to wait 
until after the second round of testing was completed 
in the fall 2015; the county health department never 
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finished collecting blood from four residents for test-
ing; and Petitioner never provided any treatment to 
those residents with latent TB infection in 2015, ex-
cept Resident 4, because Petitioner never received rec-
ommendations from the county health department.  P. 
Br. at 35; P. Reply at 16-17.  Petitioner argues that its 
infection control policy and procedures, specifically 
that part related to TB, require notification of the 
county health department and following the county’s 
guidance, which Petitioner argues is consistent with 
CDC and Maryland guidance.  Petitioner argues it 
was waiting for county health department treatment 
recommendations of residents with latent TB infec-
tion identified in 2015, when in 2016 Resident 1 de-
veloped active TB.  The gist of Petitioner’s argument 
is that because it did not receive recommendations 
from the county health department it should have no 
liability for its failure to control the TB outbreaks in 
2015 and 2016, and the harm caused.  Petitioner does 
not acknowledge, to the detriment of Petitioner’s cred-
ibility, that primary care physicians for each of the 18 
or 19 residents infected with latent TB infection could 
have promptly evaluated their patients and ordered 
treatment, for cases in which treatment was not con-
traindicated or refused, using one of the two antibiot-
ics authorized by the Maryland regulations.  The ex-
ample of Resident 4 proves that individual physicians 
can order treatment for latent TB infection and do so 
promptly after diagnosis.  The evidence shows that 
not later than November 2015, ADON Hayden was 
aware that treatment for latent TB infection had been 
ordered for Resident 4 by one of her physicians.   
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Petitioner challenges me to clearly delineate the re-
spective responsibilities of the county health depart-
ment and Petitioner related to the TB outbreak.  Peti-
tioner argues that CMS has never correctly described 
a SNF’s responsibilities under 42 C.F.R. § 483.65, be-
cause CMS has not “defined or described the respec-
tive legal responsibilities” of a SNF and a county 
health department under controlling standards.  P. 
Reply at 1-2 (emphasis in original), 8-16.  Petitioner 
agrees that it has some obligation with respect to TB 
control under 42 C.F.R. § 483.65 and clarifies that it 
does not suggest that the county health department 
can take over a SNF’s infection control program or 
treat residents.  However, Petitioner argues that Pe-
titioner’s staff had little or no experience handling TB 
and for that reason Petitioner’s policy directed that 
Petitioner’s staff follow direction of the county health 
department.  P. Reply at 15-16.  Petitioner, however, 
argues the county health department did not do its 
job.  Petitioner argues it did seek county guidance and 
complied with all county health department guidance 
and CMS has failed to show that Petitioner had any 
additional obligation under 42 C.F.R. § 483.65.  P. Re-
ply at 16.   

Using Petitioner’s summary of its theory of this 
case, it is relatively simple to illustrate the deficiency 
and respond to Petitioner’s challenge.  Petitioner’s ob-
ligations to its residents are set forth in 42 C.F.R. pt. 
483.  Petitioner has the responsibility to deliver nec-
essary care and services for its residents.  42 C.F.R. 
§ 483.25.26  One of the responsibilities established by 

 
26 The quality of care requirements of 42 C.F.R. § 483.25 were 

revised effective November 28, 2016, but the regulation number 
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42 C.F.R. § 483.65 is that Petitioner “must establish 
and maintain an infection control program designed 
to provide a safe, sanitary, and comfortable environ-
ment and to help prevent the development and trans-
mission of disease and infection.”  TB is a disease.  The 
county health department has responsibility to over-
see the prevention and management of TB.  The 
county health department has the responsibility un-
der the Maryland guidelines to identify, promptly 
evaluate, and ensure an appropriate course of treat-
ment is prescribed and completed for all people sus-
pected of having TB.  CMS Ex. 38 at 10.  The Mary-
land regulations require that a health officer recom-
mend appropriate treatment for latent TB infection. 
CMS Ex. 38 at 19.  I accept based on undisputed evi-
dence in this case that the county health department 
failed its duty because the county health department 
did not complete blood testing of four residents; failed 
to ensure that Petitioner received the county health 
department recommendations for treatment; and 
failed to ensure treatment was initiated in late 2015 
or early 2016 for all residents identified as having la-
tent TB infection. 

However, the fact that the county health depart-
ment did not promptly discharge its duties cannot be 
a defense for Petitioner’s failure to follow its infection 
control policy as required by 42 C.F.R. § 483.65.  Dr. 
Passi, Petitioner’s medical director, Dr. Ajani, the suc-
cessor medical director, and ADON Hayden, Peti-
tioner’s infection control nurse, should have been thor-
oughly familiar with the respective responsibilities 

 
and the requirement to ensure that residents received necessary 
care and services were unchanged.  81 Fed. Reg. 68,688; 68,745. 
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and their relationship with the county health depart-
ment to ensure Petitioner’s residents were protected 
to the maximum extent during the TB outbreak.  
Clearly residents were not protected as reflected by 
the conversion of Resident 1 from latent TB infection 
to active TB.  Petitioner’s policy requires medical eval-
uation and determination of treatment for TB, includ-
ing latent TB infection.  P. Ex. 6 at 6-7.  Petitioner 
failed to follow its policy.  Contrary to Petitioner’s ar-
gument, the alleged noncompliance in this case is not 
based on Petitioner’s failure to follow specific direc-
tions from the county health department, or that Pe-
titioner failed a duty to initiate treatment for individ-
ual residents who had latent TB infection.  P. Br. at 
37.  The alleged noncompliance is that Petitioner 
failed to implement or maintain its infection control 
policy.  Petitioner’s policy requires that if TB exposure 
occurs in Petitioner’s facility, as happened in early 
2015, the health department was to be notified and its 
recommendations for investigation and follow-up 
were to be followed; an investigation was to be done to 
identify if any residents or staff were exposed; and if 
a TB test was positive, a chest x-ray was to be done, 
and if the chest x-ray was negative, medical evalua-
tion was to be obtained for treatment.  P. Ex. 6 at 6-7.   

Petitioner argues that the county health depart-
ment was not demonstrating any sense of urgency, 
and it was not for ADON Hayden or any member of 
Petitioner’s staff to second guess the county health de-
partment.  P. Br. at 37.  Petitioner argues that the 
county health department’s actions “at best were lack-
adaisical, if not negligent or worse.”  P. Br. at 37.  Pe-
titioner points out it took the county months to inform 
Petitioner that Petitioner had two infected employees; 
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the county agreed to delaying treatment for at least 
six months after TB was identified; the county delayed 
blood tests and never finished some tests; and in Jan-
uary 2016, RN Fontana was still proposing a meeting 
to discuss how to proceed.  P. Br. at 37-38.  Petitioner 
asserts that no one involved in the investigation of the 
TB outbreak at Petitioner in 2015, expressed any ur-
gency about beginning treatment for latent TB infec-
tion until nearly a year and a half after the outbreak 
was detected.  P. Reply at 35.  Petitioner asserts it is 
not clear how Petitioner’s staff could discern from 42 
C.F.R. § 483.65 or their experience that the county 
health department was botching the case.  P. Br. at 
38.  Petitioner’s assertions miss the point that it is Pe-
titioner’s compliance with its own infection control 
policy that is at issue.   

Petitioner should have a much larger concern for 
the welfare of its residents than demonstrated by 
counsel’s argument.  Even if I accept as true that the 
county health department was dilatory, Petitioner 
provides no reasoned and supported argument that it 
should be relieved of the responsibilities to its resi-
dents it undertook when enrolling in Medicare.  While 
the county had a duty under the Maryland regulations 
to recommend treatment for those residents with la-
tent TB infection, Petitioner should have been con-
cerned with ensuring that none of the residents con-
verted to active TB, exposing all staff and residents to 
TB and the need for treatment for latent TB infection 
or, much worse, active TB and possible death.  Peti-
tioner’s medical directors were obviously not particu-
larly engaged or they would have been calling the 
state health department demanding action and meet-
ing with all the primary care physicians to ensure that 
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they did the medical evaluation and initiated prophy-
laxis consistent with Petitioner’s policy.  Nothing in 
the Maryland regulations or Maryland and CDC guid-
ance suggests that the county health department may 
interfere with a primary care physician prescribing 
treatment for his or her patient, consistent with the 
two treatment modalities for latent TB infection spec-
ified in the Maryland regulation.  Furthermore, Resi-
dent 4’s case should have triggered action by Peti-
tioner’s medical director and ADON Hayden, as Resi-
dent 4’s case provided a clear example that a private 
physician ordered treatment for his or her patient.   

The Maryland guidelines specify that either isonia-
zid (INH) or rifampin is used for treatment of latent 
TB infection for six to nine months depending on the 
treatment regime.  CMS Ex. 39 at 20-21, 28-30, 59.  
Therefore, even absent a specific recommendation, Pe-
titioner could have anticipated that the recommenda-
tion would be one antibiotic or the other.  Further, Pe-
titioner could have provided the Maryland guidelines 
to the residents’ treating physicians and then relied 
upon those physicians to issue appropriate orders for 
treatment.  The Maryland guidelines specify that a 
private provider undertaking to treat one with TB is 
undertaking a public health function that includes 
prescribing an appropriate treatment regime and en-
suring adherence to that regime until treatment is 
completed.  CMS Ex. 39 at 10.  Therefore, the Mary-
land guidelines specifically provide for a private pro-
vider ordering and treating one with TB and impose 
the obligation to ensure that treatment is completed.  
Dr. Passi or any of the other primary care physicians 
of the residents with latent TB infection could have 
ordered treatment for their residents within the scope 
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of the Maryland guidelines.  The Maryland guidelines 
recognize that residents of SNFs and NFs are at risk 
for infection and the recently infected are at risk for 
conversion from latent TB to active TB.  The guide-
lines specify that a decision to test for TB is a decision 
to treat, including recent contacts with TB infection.  
CMS Ex. 39 at 12-14.  Treatment should be targeted 
to high-risk groups including those recently infected 
and those in SNFs.  CMS Ex. 39 at 19.  The testimony 
of both CDR Morris and Dr. Hodder is consistent with 
the Maryland guidelines.   

Petitioner argues that only the county health de-
partment had the resources to do the blood testing 
(QuantiFERONTM) necessary for some staff and resi-
dents who were foreign born.  The county health de-
partment drew blood from 31 residents on about May 
27, 2015, and from another four residents in August 
2015, and never drew blood for testing from four resi-
dents who required special skills to accomplish the 
blood draw.  The county only provided Petitioner test 
results for five residents, three positive and two nega-
tive.  P. Reply at 19-20; Tr. 572-75, 1006-07.  If ADON 
Hayden or Petitioner’s medical director believed that 
there were still residents who needed to have a blood 
test or that the county had not yet returned all of the 
test results to the facility, Petitioner’s responsibility 
to its residents required follow-up with the county 
about those concerns.  Petitioner did not follow-up or 
advocate in the best interests of its residents.  Peti-
tioner’s attempts to shift blame to the county once 
again are therefore unpersuasive, particularly given 
that Petitioner knew it already had multiple residents 
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with latent TB infection who required medical evalu-
ation and orders for treatment under Petitioner’s in-
fection control policy.   

Petitioner concedes:  
It seems obvious that in any TB outbreak it 
is necessary for someone to take the lead in 
what plainly is a fairly complicated process, 
to give direction, and to follow up to assure 
that all necessary interventions have been 
completed.   

P. Reply at 35 (emphasis in original).  Petitioner ar-
gues that it is not clear at what point Petitioner’s staff 
should have complained to the county health depart-
ment or sought interventions by higher state author-
ity.  Petitioner states that its expert, Dr. Hodder, was 
clear that he would have been more aggressive under 
the circumstances.  Petitioner asserts there is nothing 
in the regulations that shifts responsibility for han-
dling a TB outbreak to Petitioner’s staff or medical di-
rector.  P. Reply at 35-36.  Petitioner overlooks, how-
ever, its responsibilities under 42 C.F.R. § 483.25 to 
ensure its residents receive necessary care and ser-
vices.  Petitioner also overlooks its own policy, which 
places upon Petitioner’s staff the responsibility to en-
sure medical evaluations for treatment are accom-
plished for those with latent TB infection.  P. Ex. 6 at 
6-7.  Petitioner asserts that it was not unreasonable 
for ADON Hayden to continue to wait on the county 
health department even after January 2016, because 
there was an agreement to delay treatment for latent 
TB infection until after the second round of testing 
was done.  In fact, as Petitioner represents, the county 
health department expressed no urgency about treat-
ment even as of January 2016.  P. Reply at 36-37.  
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However, again Petitioner ignores its independent ob-
ligation to its residents to ensure they received neces-
sary care and services as required by 42 C.F.R. 
§ 483.25, in this case treatment for latent TB infection 
to prevent conversion of even one resident to active 
TB.  The fact the county was not fulfilling its duty is 
no excuse for Petitioner’s failure to fulfill its duty to 
its residents.  In this case, Petitioner’s own policy re-
quired Petitioner to ensure that medical evaluation 
for treatment of latent TB infection was done, and Pe-
titioner failed to follow that policy, which is the basis 
for the deficiency citation.   

Regarding Resident 1, Petitioner speculates that 
the resident’s physician may not have treated Resi-
dent 1 differently if she had known that the resident 
had latent TB infection.  P. Reply at 27-28.  Petitioner 
did not call Resident 1’s physician as a witness and 
speculation is no substitute for evidence.  Whether or 
not Resident 1 had active TB as early as June 2016, is 
speculative and cannot be determined definitively on 
the present record.  Although CDR Morris testified 
Resident 1 had classic signs of TB in June 2016, she 
did not examine the resident and I do not give her tes-
timony greater weight than the medical evidence re-
flecting Resident 1’s diagnoses by her treating physi-
cian at the time.  However, the evidence does show 
that Resident 1 was identified as having latent TB in-
fection in 2015, she was provided no treatment for la-
tent TB infection, and as a result she developed active 
TB no later than August 2016.   

The testimony of DON Odunubi and ADON Hayden 
reflects a fundamental misunderstanding of CDC and 
Maryland guidance.  DON Odunubi testified that a 
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positive skin test and negative chest x-ray did not re-
sult in a diagnosis of latent TB infection being placed 
on a resident’s clinical records, or trigger a care plan 
revision unless treatment was initiated.  Tr. 107 5-77.  
She testified that Petitioner’s staff simply monitored 
for signs and symptoms that a resident had active TB.  
Tr. 1086-88.  However, she ultimately agreed on cross-
examination that residents with latent TB infection 
ought to be treated.  Tr. 1094.  ADON Hayden testified 
that she was not concerned about waiting for the 
county health department to make treatment recom-
mendations or issue orders because latent TB infec-
tion is not infectious and Petitioner continued to do 
symptom surveillance.  Tr. 1067-68.  ADON Hayden 
testified that it was regular practice for Petitioner’s 
staff to note in a resident’s clinical record, specifically 
nursing notes, signs and symptoms the resident may 
have been experiencing, including any respiratory or 
lung symptoms.  Tr. 1029-31.  However, she testified 
that a positive TB test, which is certainly a sign or 
symptom, would have been noted on a resident’s im-
munization status, not on the face sheet that is sent 
with a resident when transferred.  She did not believe 
any diagnosis of latent TB infection was placed on a 
resident’s face sheet.  Tr. 1034-35.  Both nurses, de-
spite their years of experience in nursing, failed to rec-
ognize that there was a risk for a resident with latent 
TB infection, i.e., a positive TB test and negative chest 
x-ray, to convert to active TB and that treatment, not 
merely annual observation, was necessary to prevent 
conversion and exposure of other residents or staff to 
active TB.  They failed to recognize that under Peti-
tioner’s infection control policy related to TB (P. Ex. 6 
at 6-7) a medical evaluation needed to be obtained to 
determine whether treatment was contraindicated, 
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and if not, treatment should be initiated, absent a re-
fusal.   

Petitioner argues that the survey should be rejected 
because Surveyor Slade worked for the same state 
agency as RN Townsend and RN Fontana.  Petitioner 
reasons that there was a conflict of interest that raises 
a significant issue of the credibility of Surveyor Slade.  
P. Br. at 6-7 n.6, 36; P. Reply at 4 n.1.  Even if Peti-
tioner has identified a conflict of interest, this decision 
is not based on Surveyor Slade’s testimony and obser-
vations in the SOD.  My review is de novo and my de-
cision is amply supported based on the testimony of 
the other witnesses, the documents other than the 
SOD, and the undisputed facts.  Petitioner concedes 
that the Board has previously found that defects in 
the survey process are immaterial where there is an 
otherwise appropriate basis for finding noncompli-
ance.  P. Reply at 4 n.1.   

I conclude that Petitioner has failed to rebut the 
CMS prima facie case or to establish an affirmative 
defense.   

5. Petitioner failed to meet its burden to 
show that the declaration of immediate 
jeopardy related to the noncompliance un-
der Tag F441 was clearly erroneous or that 
immediate jeopardy was abated before Oc-
tober 5, 2016.   

Surveyor Slade concluded that the violation of 42 
C.F.R. § 483.65 posed immediate jeopardy to resident 
health and safety from June 14, 2016, through Octo-
ber 5, 2016.  Petitioner argues that there was no vio-
lation of 42 C.F.R. § 483.65 and no immediate jeop-
ardy.  P. Reply at 38.   
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The CMS determination of immediate jeopardy 
must be upheld, unless Petitioner shows the declara-
tion of immediate jeopardy to be clearly erroneous.  42 
C.F.R. § 498.60(c)(2).  CMS’s determination of imme-
diate jeopardy is presumed to be correct, and Peti-
tioner has a heavy burden to demonstrate clear error 
in that determination.  Yakima Valley Sch., DAB No. 
2422 at 8-9 (2011); Cal Turner Extended Care Pavil-
ion, DAB No. 2384 at 14 (2011); Brian Ctr. Health and 
Rehab./Goldsboro, DAB No. 2336 at 9 (2010) (citing 
Barbourville Nursing Home, DAB No. 1962 at 11 
(2005), aff’d, Barbourville Nursing Home v. U.S. Dep’t 
of Health & Human Srvs., 174 F. App’x 932 (6th Cir. 
2006)); Maysville Nursing and Rehab.  Facility, DAB 
No. 2317 at 11 (2010); Liberty Commons Nursing & 
Rehab. Ctr.-Johnston, DAB No. 2031 at 18-19 (2006), 
aff’d, Liberty Commons Nursing & Rehab. Ctr.–John-
son v. Leavitt, 241 F. App’x 76 (4th Cir. 2007).  “Once 
CMS presents evidence supporting a finding of non-
compliance, CMS does not need to offer evidence to 
support its determination that the noncompliance 
constitutes immediate jeopardy, rather, the burden is 
on the facility to show that that determination is 
clearly erroneous.”  Cal Turner, DAB No. 2384 at 14-
15 (citing Liberty Commons Nursing & Rehab. Ctr.-
Johnston, 241 F. App’x 76 at 3-4).   

“Immediate jeopardy” under the regulations refers 
to a situation in which the provider’s noncompliance 
with one or more requirements of participation has 
caused, or is likely to cause, serious injury, harm, im-
pairment, or death to a resident.”  42 C.F.R. 
§§ 488.301, 489.3 (emphasis in original).  In the con-
text of survey, certification, and enforcement related 
to SNFs and NFs under the regulations, a conclusion 
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by the state agency and CMS that noncompliance with 
program participation requirements poses immediate 
jeopardy to the facility residents, triggers specific reg-
ulatory provisions that require enhanced enforcement 
remedies, including authority for CMS to impose a 
larger CMP than may be imposed when there is no 
declaration of immediate jeopardy.  42 C.F.R. 
§§ 488.408(e), 488.438(a)(1)(i), (c), and (d).  The regu-
lations also require termination of the facility’s pro-
vider agreement on an expedited basis or the removal 
of the immediate jeopardy through appointment of 
temporary management.  42 C.F.R. §§ 488.410, 
488.440(g), 488.456, 489.53(d)(2)(B)(ii).   

Pursuant to 42 C.F.R. § 498.3(d)(10), a finding by 
CMS that deficiencies pose immediate jeopardy to the 
health or safety of a facility’s residents is not an initial 
determination that triggers a right to request a hear-
ing by an ALJ or that is subject to review.  Rather, a 
finding of noncompliance that results in the imposi-
tion of an enforcement remedy, except the remedy of 
monitoring by the state, does trigger a right to request 
a hearing and is subject to review.  42 C.F.R. 
§§ 488.408(g); 498.3(b)(8) and (13).  Furthermore, the 
level of noncompliance, i.e., scope and severity, is sub-
ject to review only if a successful challenge would: (1) 
affect the amount of CMP that may be imposed, i.e., 
the higher range of CMP authorized for immediate 
jeopardy; or (2) affect a finding of substandard quality 
of care that rendered the facility ineligible to conduct 
a NATCEP.  42 C.F.R. § 498.3(b)(14) and (16).  Pursu-
ant to 42 C.F.R. § 498.60(c)(2), in reviewing a CMP, 
the ALJ must uphold the CMS determination of the 
level of noncompliance (i.e., the scope and severity), 
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unless it is clearly erroneous.  The phrase “clearly er-
roneous” is not defined by the Secretary.   

Many appellate panels of the Board have addressed 
“immediate jeopardy.”27  In Mississippi Care Ctr. of 
Greenville, DAB No. 2450 at 15 (2012), the Board com-
mented:  

CMS’s determination that a deficiency con-
stitutes immediate jeopardy must be upheld 
unless the facility is able to prove that the 
determination is clearly erroneous.  42 
C.F.R. § 498.60(c)(2); Woodstock Care Cen-
ter.  The “clearly erroneous” standard 
means that CMS’s immediate jeopardy de-
termination is presumed to be correct, and 
the burden of proving the determination 
clearly erroneous is a heavy one.  See, e.g., 
Maysville Nursing & Rehabilitation Facil-
ity, DAB No. 2317 at 11 (201 0); Liberty 
Commons Nursing and Rehab Center-John-
ston, DAB No. 2031 at 18 (2006), aff’d, Lib-
erty Commons Nursing and Rehab Ctr.-
Johnston v. Leavitt, 241 F. App’x 76 (4th 
Cir. 2007).  When CMS issued the nursing 
facility survey, certification, and enforce-
ment regulations, it acknowledged that “dis-
tinctions between different levels of non-

 
27 Decisions often cited include:  Lakeport Skilled Nursing Ctr., 

DAB No. 2435 at 6 (2012); Liberty Health & Rehab. of Indianola, 
LLC, DAB No. 2434 at 13, 18-19 (2011); Yakima Valley Sch., 
DAB No. 2422 at 8; Lutheran Home at Trinity Oaks, DAB No. 
2111 (2007); Daughters of Miriam Ctr., DAB No. 2067; Britt-
haven of Havelock, DAB No. 2078 (2007); Koester Pavilion, DAB 
No. 1750; Woodstock Care Ctr., DAB No. 1726. 
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compliance . . . do not represent mathemat-
ical judgments for which there are clear or 
objectively measured boundaries.”  59 Fed. 
Reg. 56,116, 56,179 (Nov. 10, 1994).  “This 
inherent imprecision is precisely why CMS’s 
immediate jeopardy determination, a mat-
ter of professional judgment and expertise, 
is entitled to deference.”  Daughters of Mir-
iam Center, DAB No. 2067, at 15 (2007). 

The Board’s statement that the CMS immediate 
jeopardy determination is entitled to deference is sub-
ject to being misunderstood to limit ALJ and Board 
review of immediate jeopardy beyond what was in-
tended by the drafters of the regulations.  In the notice 
of final rulemaking on November 10, 1994, the draft-
ers of 42 C.F.R. § 498.60(c)(2), discussing the merits of 
the reviewability of deficiency citations, selection of 
remedy, and scope and severity, commented:  

We believe that a provider’s burden of up-
setting survey findings relating to the level 
of noncompliance should be high, however.  
As we indicated in the proposed rule, dis-
tinctions between different levels of non-
compliance, whether measured in terms of 
their frequency or seriousness, do not repre-
sent mathematical judgments for which 
there are clear or objectively measured 
boundaries.  Identifying failures in a facil-
ity’s obligation to provide the kind of high 
quality care required by the Act and the im-
plementing regulations most often reflect 
judgments that will reflect a range of non-
compliant behavior.  Thus, in civil money 
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penalty cases, whether deficiencies pose im-
mediate jeopardy, or are widespread and 
cause actual harm that is not immediate 
jeopardy, or are widespread and have a po-
tential for more than minimal harm that is 
not immediate jeopardy does not reflect that 
a precise point of noncompliance has oc-
curred, but rather that a range of noncom-
pliance has occurred which may vary from 
facility to facility.  While we understand the 
desire of those who seek the greatest possi-
ble consistency in survey findings, an objec-
tive that we share, the answer does not lie 
in designing yardsticks of compliance that 
can be reduced to rigid and objectively cal-
culated numbers.  Survey team members 
and their supervisors ought to have some 
degree of flexibility, and deference, in apply-
ing their expertise in working with these 
less than perfectly precise concepts.  For 
these reasons, we have revised the reg-
ulations to require an administrative 
law judge or appellate administrative 
review authority to uphold State or 
HCFA findings on the seriousness of fa-
cility deficiencies in civil money pen-
alty cases unless they are clearly erro-
neous.   

59 Fed. Reg. at 56, 116, 56,179 (Nov. 10, 1994) (em-
phasis added).  It is clear from this regulatory history 
that the drafters of 42 C.F.R. § 498.60(c)(2) ensured 
that the state agency or CMS determination that 
there was immediate jeopardy would receive deferen-
tial consideration, by adopting the clearly erroneous 
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standard of review.  Thus, caution must be exercised 
to ensure that the Board’s decision in Mississippi Care 
Ctr. of Greenville; Daughters of Miriam Ctr., and other 
decisions that have mentioned deference relative to 
immediate jeopardy not be read to require deference 
for the determination that there was immediate jeop-
ardy beyond that imposed by adoption of the clearly 
erroneous standard.  Giving deference or requiring 
that the immediate jeopardy determination be given 
deference in addition to applying the “clearly errone-
ous standard” would be contrary to the intent of the 
drafters of the regulation; would significantly limit 
the review of the determination by an ALJ and the 
Board; and would impermissibly deny an affected 
party the due process right to review intended by the 
drafters of the regulation.   

In the foregoing quotation from Mississippi Care 
Ctr. of Greenville, that panel of the Board stated that 
the clearly erroneous standard means that “the imme-
diate jeopardy determination is presumed to be cor-
rect, and the burden of proving the determination 
clearly erroneous is a heavy one.”  Id. at 15.  Similar 
formulations have been used in other Board decisions 
when referring to the “clearly erroneous standard.”  
However, the Board’s characterization of the “clearly 
erroneous standard” in Mississippi Care Ctr. and 
other cases does not define the standard.  The “clearly-
erroneous standard” is described in Black’s Law Dic-
tionary as a standard of appellate review applied in 
judging the trial court’s treatment of factual issues, 
under which a factual determination is upheld unless 
the appellate court has the firm conviction that an er-
ror was committed.  Black’s Law Dictionary 269 (8th 
ed. 2004).  The Supreme Court has addressed the 



Appendix 189a 
 

“clearly erroneous standard” in the context of the Ad-
ministrative Procedures Act (APA).  The Court de-
scribed the preponderance of the evidence standard, 
the most common standard, as requiring that the 
trier-of-fact believe that the existence of a fact is more 
probable than not before finding in favor of the party 
that had the burden to persuade the judge of the fact’s 
existence.  In re Winship, 397 U.S. 358, 371-72 (1970); 
Concrete Pipe & Prods. of California, Inc. v. Constr. 
Laborers, 508 U.S. 602,622 (1993).  The “substantial 
evidence” standard considers whether a reasonable 
mind might accept a particular evidentiary record as 
adequate to support a conclusion.  Consolidated Edi-
son, 305 U.S. 197,229 (1938); Dickinson v. Zurko, 527 
U.S. 150, 162 (1999).  Under the “clearly erroneous” 
standard, a finding is clearly erroneous even though 
there may be some evidence to support it if, based on 
all the evidence, the reviewing judge or authority has 
a definite and firm conviction that an error has been 
committed.  United States v. U.S. Gypsum Co., 333 
U.S. 364, 395 (1948); Dickinson, 527 U.S. at 162; Con-
crete Pipe, 508 U.S. at 622.  The clearly erroneous 
standard has been characterized by the Court as being 
stricter than the substantial evidence test and signif-
icantly deferential.  The Court stressed in discussing 
the clearly erroneous standard the importance of not 
simply rubber-stamping agency fact-finding.  The 
Court also commented that the APA requires mean-
ingful review.28  Dickinson, 527 U.S. at 162 (citations 
omitted); Concrete Pipe, 508 U.S. at 622-23.   

 
28 The Board’s characterization of the clearly erroneous 

standard as being highly deferential to the fact-finding by the 
state agency surveyor and CMS, and even triggering a rebuttal 
presumption, is entirely consistent with the Supreme Court’s 
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Various panels of the Board have recognized other 
principles applicable to the review of the immediate 
jeopardy issue.  A finding of immediate jeopardy does 
not require a finding of actual harm, only a likelihood 
of serious harm.  Dumas Nursing and Rehab., L.P., 
DAB No. 2347 at 19 (citing Life Care Ctr. of Tul-
lahoma, DAB No. 2304 at 58 (2010), aff’d, Life Care 
Ctr. of Tullahoma v. Sec’y of U.S. Dep’t of Health & 
Human Servs., 453 F. App’x 610 (6th Cir. 2011)).  The 
definition of immediate jeopardy at 42 C.F.R. 
§ 488.301, does not define “likelihood” or establish any 
temporal parameters for potential harm.  Agape Re-
hab. of Rock Hill, DAB No. 2411 at 18-19 (2011).  The 
duration of the period of immediate jeopardy is also 
subject to the clearly erroneous standard.  Brian Ctr. 
Health and Rehab./Goldsboro, DAB No. 2336 at 7-8.  
There is a difference between “likelihood” as required 
by the definition of immediate jeopardy and a mere 
potential.  The synonym for likely is probable, which 
suggests a greater degree of probability that an event 
will occur than suggested by such terms as possible or 
potential.  Daughters of Miriam Ctr., DAB No. 2067 at 
10.  Jeopardy generally means danger, hazard, or 
peril.  The focus of the immediate jeopardy determi-
nation is how imminent the danger appears and how 
serious the potential consequences.  Woodstock Care 
Ctr., DAB No. 1726.   

 
characterization of the standard.  However, the Court’s cautions 
about ensuring meaningful review rather than rubber-stamping 
agency decisions shows it is important for the ALJ and the Board 
not to be tempted to simply defer to the surveyor, the state 
agency, or CMS on the immediate jeopardy issue. 
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What is the meaning of serious injury, harm, or im-
pairment as used in the definition of immediate jeop-
ardy found in 42 C.F.R. § 488.301?  How does serious 
injury, harm, or impairment compare with “actual 
harm?”  On the first question the Board recognized in 
Yakima Valley Sch., DAB No. 2422 at 8, that the reg-
ulations do not define or explain the meaning of the 
term “serious” as used in the definition of immediate 
jeopardy.29  The Board suggested that the definitions 
may be unimportant because the Board has held that, 
under the clearly erroneous standard, once the state 
agency or CMS declares immediate jeopardy there is 
a presumption that the actual or threatened harm was 
serious and the facility can only rebut the presump-
tion of immediate jeopardy by showing that the harm 
or threatened harm meets no reasonable definition of 
the term “serious.”  Id. (citing Daughters of Miriam 
Ctr., DAB No. 2067 at 9).  In Daughters of Miriam 
Ctr., the Board discussed that the ALJ attempted to 
define “serious,” finding meanings such as dangerous, 
grave, grievous, or life-threatening.  The Board notes 

 
29 Appendix Q of the SOM in effect at the time of the survey in 

this case, also failed to provide surveyors a working definition of 
the term “serious” that they can use to determine whether harm, 
injury, or impairment is serious when deciding whether or not to 
declare immediate jeopardy.  The Act does not define the phrase 
“immediately jeopardize” and does not introduce the concept of 
serious harm, injury, or impairment as the basis for finding 
immediate jeopardy.  Thus, one is not in error concluding that 
absent a definition of the term “serious” in the Act, the regula-
tions, the SOM, or decisions of the Board, it is essentially up to 
individual surveyors, and whatever unpublished guidance they 
receive from their superiors or CMS officials, to exercise their 
individual discretion and judgment to decide that there was 
immediate jeopardy, which subjects a facility to the maximum 
imposable CMPs. 
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that the ALJ stated that serious harm is outside the 
ordinary, requiring extraordinary care, or having last-
ing consequences.  The Board further noted that the 
ALJ stated that a serious injury may require hospital-
ization, or result in long-term impairment, or cause 
severe pain, as opposed to harm, injury, or impair-
ment that is temporary, easily reversible with ordi-
nary care, does not cause a period of incapacitation, 
heals without special medical intervention, or does 
not cause severe pain.  The Board did not endorse or 
adopt the ALJ’s definitional exercise but concluded 
that it was simply unnecessary in the context of that 
case.  The Board reasoned, as already noted, that the 
facility bore the burden to rebut the presumption by 
showing that the actual or threatened harm met no 
reasonable definition of serious.  Daughters of Miriam 
Ctr., DAB No. 2067 at 9-10.   

Applying the clearly erroneous standard to the rec-
ord before me related to the noncompliance I have 
found based on the violations of 42 C.F.R. § 483.65, I 
have no definite and firm conviction that an error has 
been committed.  I conclude that Petitioner has failed 
to show that the declaration of immediate jeopardy for 
the deficiency under 42 C.F.R. § 483.65 was clearly er-
roneous.   

I have concluded that Petitioner violated 42 C.F.R. 
§ 483.65.  The violation posed a risk for more than 
minimal harm to Petitioner’s residents due to the risk 
associated with exposure to TB.  I have also found and 
concluded that Resident 1 suffered actual harm be-
cause she did not receive treatment for latent TB in-
fection and converted to active TB, which adversely 
affected her.  Petitioner challenges the determination 
that immediate jeopardy was posed for Petitioner’s 
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residents based on its violation of 42 C.F.R. § 483.65.  
The gist of Petitioner’s argument is there was no vio-
lation, no noncompliance, and no immediate jeopardy.  
I conclude based on the evidence of record that Peti-
tioner has not met its burden under 42 C.F.R. 
§ 498.60(c)(2) and shown that the declaration of im-
mediate jeopardy was clearly erroneous, including the 
alleged duration.   

Petitioner knew in August and September of 2015, 
that it had at least 18 to 19 residents with positive TB 
tests and negative chest x-rays, indicating that those 
residents had latent TB infection.  The standard of 
care, according to the CDC (CMS Exs. 41 at 55; 53 at 
17, 60, 70; P. Ex. 4 at 7), the State of Maryland (CMS 
Exs. 30 at 8; 39 at 12-14, 19, 20-21, 28-30, 59), CDR 
Morris (CMS Ex. 49 at 131), and Dr. Hodder (P. Ex. 
31 at 13-15; Tr. 713-14), is treatment of latent TB in-
fection to avoid conversion to active (infectious) TB, 
except when treatment is contraindicated or refused.  
According to the CDC, approximately five percent of 
people with newly acquired latent TB infection pro-
gress to TB within two years of exposure if there is no 
intervention.  CMS Ex. 53 at 36.  Approximately 5 to 
10 percent of people with latent TB infection who are 
not treated will develop TB during their lifetimes.  
CMS Exs. 30 at 7; 41 at 6; CMS Ex. 42 at 3.  If not 
treated properly, active TB can be fatal, and five per-
cent of patients diagnosed in the United States each 
year with active TB are either dead when diagnosed 
or they die during treatment.  CMS Ex. 42 at 2-3, 5.  
Therefore, untreated latent TB infection poses a risk 
for conversion to active TB infection and death.  The 
conversion of even one resident to active TB, in this 
case Resident 1, can occur at any time.  CMS Ex. 42 
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at 15.  Residents and staff of congregate settings such 
as long-term care facilities are among those at highest 
risk for exposure and infection.  CMS Ex. 41 at 7.  Ac-
tive TB is most likely to be spread among people who 
spend time together every day.  CMS Ex. 42 at 3.  The 
CDC stresses that the treatment of latent TB infection 
is essential to control and eliminate TB because it sub-
stantially reduces the risk that the bacterium, M. tu-
berculosis, will progress to TB.  CMS Ex. 41 at 55.  
Based on the unrebutted scientific evidence, with 18 
to 19 residents with latent TB infection known to Pe-
titioner in August or September 2015, Petitioner 
should have known that without treatment at least 
one of those residents was a ticking TB time-bomb 
that could go off at any time exposing even more resi-
dents and staff to TB.  However, Petitioner did noth-
ing to protect its residents choosing to wait on, using 
Petitioner’s terms, the lackadaisical or neglectful 
county health department.  Based on the undisputed 
risks for serious harm or death secondary to a conver-
sion to infectious TB posed by even one resident in a 
long-term care environment, I would have no trouble 
concluding immediate jeopardy existed beginning no 
later than August 2015.  The fact that there was an 
agreement to delay treatment for latent TB infection 
for the convenience of either the county health depart-
ment or Petitioner’s staff can be no excuse for Peti-
tioner’s failure to ensure there was prompt action to 
protect its residents.  CDR Morris’s opinion that the 
delay was acceptable (CMS Ex. 49 at 53-54), is not ac-
ceptable except from the perspective of the scientist or 
clinician who might find it convenient to treat multi-
ple residents as a cohort.  CDR Morris certainly did 
not suggest that there was a smaller probability of a 
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conversion to active TB from latent TB infection dur-
ing the first few weeks or months of exposure or pro-
vide any other basis for her opinion that waiting was 
acceptable other than for convenience.   

CMS determined that immediate jeopardy began 
June 14, 2016.30  I conclude that immediate jeopardy 
existed no later than June 14, 2016.  I will not disturb 
CMS’s exercise of discretion.  CMS concluded that im-
mediate jeopardy ended October 5, 2016.  CMS Ex. 20 
at 1-2.  Petitioner has not shown that the declaration 
or duration of immediate jeopardy was clearly errone-
ous. 

 
30 The CMS initial determination issued January 31, 2017, 

included the determination that immediate jeopardy started on 
June 14, 2016.  CMS Ex. 20 at 2.  At hearing, counsel for CMS 
argued that June 14 was a typographical error and the inception 
of immediate jeopardy should have been June 4, 2016.  Tr. 56-57, 
62.  CMS argued that on de novo review I should find that the 
evidence supported an inception of immediate jeopardy of June 
4, 2016.  Tr. 56-57, 62.  I ruled at the hearing that changing the 
start date of immediate jeopardy is not a matter of correcting a 
typographical error, but is instead a substantive change in the 
enforcement remedy proposed by CMS that would increase the 
CMP by more than $120,000.  Tr. 65-66.  Pursuant to 42 C.F.R. 
§ 498.30, CMS can only reopen and revise its initial deter-
mination within 12 months of the date on the notice of the initial 
determination. Counsel raised this issue for the first time during 
the first day of hearing on July 16, 2018, more than a year after 
the date of the initial determination and too late for CMS to 
reopen and revise its initial determination.  Tr. 66-67. 
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6. A $12,541 per-day CMP from June 14 
through October 5, 2016, the period of im-
mediate jeopardy, and a $303 per-day CMP 
from October 6 through December 11, 2016, 
a total CMP of $1,449,975, is a reasonable 
enforcement remedy.   

Petitioner did not request review of the noncompli-
ance cited as violations of 42 C.F.R. §§ 483.20(k)(3)(i) 
(Tag F281) (s/s D), 483.35(i) (Tag F371) (s/s E), and 
483.70(h)(4) (Tag F469) (s/s E); those citations of non-
compliance are administratively final; and the cita-
tions are bases for the imposition of enforcement rem-
edies.  Petitioner also did not request review of the 
reasonableness of the $303 per-day CMP based on the 
unchallenged noncompliance citations for the period 
October 6 through December 11, 2016, and that rem-
edy is administratively final and not subject to further 
review for reasonableness.  I have concluded that Pe-
titioner violated 42 C.F.R. § 483.65 and that the viola-
tion posed a risk for more than minimal harm to one 
or more facility residents.  I have also concluded that 
Petitioner failed to meet its burden to show that the 
declaration of immediate jeopardy was clearly errone-
ous.  Therefore, it is necessary to assess the reasona-
bleness of the CMP CMS proposes for the period of im-
mediate jeopardy.   

If a facility is not in substantial compliance with 
program requirements, CMS has the authority to im-
pose one or more of the enforcement remedies listed in 
42 C.F.R. § 488.406, including a CMP.  CMS may im-
pose a per-day CMP for the number of days that the 
facility is not in compliance or a per-instance CMP for 
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each instance that a facility is not in substantial com-
pliance, whether or not the deficiencies pose immedi-
ate jeopardy.  42 C.F.R. § 488.430(a).   

A CMP that is imposed against a facility on a per 
day basis will fall into one of two ranges of penalties.  
42 C.F.R. §§ 488.408, 488.438.  Relevant here, the up-
per range of a CMP, $6,291 per day to $20,628 per day, 
is reserved for deficiencies that pose immediate jeop-
ardy to a facility’s residents and, in some circum-
stances, for repeated deficiencies.  42 C.F.R. 
§ 488.438(a)(1)(i), (d)(2); 45 C.F.R. § 102.3 (Table). 

I conclude that there is a basis for the imposition of 
a per-day CMP based on the noncompliance that 
posed immediate jeopardy in this case.  If I conclude, 
as I have in this case, that there is a basis for the im-
position of an enforcement remedy and the remedy 
proposed is a CMP, my authority to review the reason-
ableness of the CMP is limited by 42 C.F.R. 
§ 488.438(e).  The limitations are:  (1) I may not set 
the CMP at zero or reduce it to zero; (2) I may not re-
view the exercise of discretion by CMS in selecting to 
impose a CMP; and (3) I may only consider the factors 
specified by 42 C.F.R. § 488.438(f) when determining 
the reasonableness of the CMP amount.  In determin-
ing whether the amount of a CMP is reasonable, the 
following factors specified at 42 C.F.R. § 488.438(f) 
must be considered:  (1) the facility’s history of non-
compliance, including repeated deficiencies; (2) the fa-
cility’s financial condition; (3) the seriousness of the 
deficiencies as set forth at 42 C.F.R. § 488.404(b), the 
same factors CMS and/or the state were to consider 
when setting the CMP amount; and (4) the facility’s 
degree of culpability, including but not limited to the 
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facility’s neglect, indifference, or disregard for resi-
dent care, comfort, and safety, and the absence of cul-
pability is not a mitigating factor.  The factors that 
CMS and the state were required to consider when 
setting the CMP amount and that I am required to 
consider when assessing the reasonableness of the 
amount are set forth in 42 C.F.R. § 488.404(b):  (1) 
whether the deficiencies caused no actual harm but 
had the potential for minimal harm, no actual harm 
with the potential for more than minimal harm, but 
not immediate jeopardy, actual harm that is not im-
mediate jeopardy, or immediate jeopardy to resident 
health and safety; and (2) whether the deficiencies are 
isolated, constitute a pattern, or are widespread.  My 
review of the reasonableness of the CMP is de novo 
and based upon the evidence in the record before me.  
I am not bound to defer to the CMS determination of 
the reasonable amount of the CMP to impose, but my 
authority is limited by regulation as already ex-
plained.  I am to determine whether the amount of any 
CMP proposed is within reasonable bounds consider-
ing the purpose of the Act and regulations.  Emerald 
Oaks, DAB No. 1800 at 10 (2001); CarePlex of Silver 
Spring, DAB No. 1683 at 14-16 (1999); Capitol Hill 
Cmty. Rehab. & Specialty Care Ctr., DAB No. 1629 
(1997).   

In this case, CMS proposes to impose a $12,541 per-
day CMP, which is in the middle of the range of CMPs 
that may be imposed for immediate jeopardy.  I find 
the penalty amount more than justified based on the 
facts in this case.  Petitioner knew it had 18 to 19 res-
idents who required treatment for latent TB infection, 
but failed to comply with its own infection control pol-
icy that required those residents be evaluated and 
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treated for latent TB infection.  Petitioner’s failure re-
sulted in one resident converting to active TB, expos-
ing more residents to the risk of infection with TB and 
serious harm or death.  Petitioner was culpable as 
staff knew the situation but chose to wait for action by 
the county health department rather than aggres-
sively pursue evaluation and treatment for the resi-
dents.  Petitioner failed to deliver necessary care and 
services and neglected the needs of its residents.31  
Resident 1 suffered actual harm due to her conversion 
from latent TB infection to active TB.  CMS Ex. 5 at 
6.  Because 18 to 19 residents were involved and there 
were two TB outbreaks, there was a pattern of non-
compliance.  Petitioner has not alleged that its finan-
cial condition is grounds for a reduction of the CMP 
amount.  The evidence shows that Petitioner has a 
history of noncompliance as it was cited with immedi-
ate jeopardy in 2014 for a violation of the requirement 
to deliver necessary care and services.  CMS Ex. 21 at 
2.   

I conclude that a $12,541 per-day CMP from June 
14 through October 5, 2016 is reasonable.  I further 
conclude that the total CMP of $1,449,975, is reason-
able.   

III. Conclusion  
For the foregoing reasons, I conclude that Peti-

tioner was not in substantial compliance with pro-
gram participation requirements from June 14 
through December 11, 2016.  There is a basis for the 
imposition of the following enforcement remedies, 

 
31 I recognize that CMS did not charge Petitioner for either fail-

ure to deliver necessary care and services or neglect.  I consider 
only the practical effect of Petitioner’s action. 
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which are also reasonable: a $12,541 per-day CMP ef-
fective June 14, 2016, through October 5, 2016; and a 
$303 per-day CMP effective October 6, 2016, through 
December 11, 2016. 
 

 Keith W. Sickendick             
Keith W. Sickendick 
Administrative Law Judge 
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DEPARTMENT OF HEALTH & HUMAN  
SERVICES 
Centers for Medicare & Medicaid Services 
Suite 216, The Public Ledger Building 
150 S. Independence Mall, West 
Philadelphia, PA 19106-3413 
 
Northeast Consortium/Division of  
Survey & Certification 
 

January 31, 2017 
 
Mr. Eduardo Salazar, Administrator 
Sligo Creek Center 
7525 Carroll Avenue 
Takoma Park, MD 20912 
 
IMPORTANT NOTICE – PLEASE READ  
CAREFULLY 
 
Dear Mr. Salazar 
 
Re: CMS Certification Number: 215327 
 

After a careful review of the facts, the Department 
of Health & Human Services, Centers for Medicare & 
Medicaid Services (CMS), has determined that Sligo 
Creek Center no longer meets the requirements for 
participation as a provider of services in the Health 
Insurance Program for the Aged and Disabled (Medi-
care) established under Title XVIII of the Social Secu-
rity Act (the Act), and Medicaid, Title XIX of the Act. 
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To participate in the Medicare program as a pro-
vider of skilled nursing facility services, a facility 
must meet all of the provisions of section 1819 (b), (c), 
and (d) of the Act.  In addition, a skilled nursing facil-
ity must be in compliance with the Requirements for 
Long Term Care Facilities established by the Secre-
tary of Health and Human Services, and be free of 
hazards to the health and safety of residents.  If that 
facility participates in the Medicaid program, it must 
also meet all of the provisions of sections 1919 (b), (c), 
and (d) of the Act. 

On October 6, 2016, a complaint survey was com-
pleted at your facility by the Mayland Office of Health 
Care Quality (State survey agency) to determine if 
your facility was in compliance with the Federal par-
ticipation requirements for nursing homes participat-
ing in the Medicare and/or Medicaid programs.  The 
survey determined that your facility was not in sub-
stantial compliance with these requirements.  The 
most serious deficiency cited in your facility at the 
time of this survey, F441 -- S/S: K -- 483.65 -- Infection 
Control, Prevent Spread, Linens, was cited at a “K” 
level, which represented a pattern of immediate jeop-
ardy to resident health or safety. 

The State survey agency determined on October 6, 
2016 that the immediate jeopardy had been removed.  
However, the following deficiencies remained: 
F371 -- S/S: E -- 483.35(i) -- Food Procure, Store/pre-
pare/serve - Sanitary 
F469 -- S/S: E -- 483.70(h)(4) -- Maintains Effective 
Pest Control Program 
F520 -- S/S: C -- 483.75(o)(1) -- Qaa Committee-Mem-
bers/meet Quarterly/plans 
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As a result of the survey findings listed on the 
Statement of Deficiencies (Form CMS 2567), which 
were forwarded to you by the State survey agency af-
ter the survey listed above, we are imposing a civil 
money penalty (CMP) on your facility. 

In accordance with sections 1819(h)(2)(B)(ii) and 
1919(h)(3)(C)(ii) of the Social Security Act, and with 
the enforcement regulations specified at 42 Code of 
Federal Regulations (CFR), Part 488, we are imposing 
a CMP on your facility effective June 14, 2016 in the 
amount of $13,341.00 for each of the 114 days of im-
mediate jeopardy (June 14, 2016 through October 05, 
2016).  On October 6, 2016 the immediate jeopardy sit-
uation was removed.  Effective October 6, 2016, the 
amount of the CMP is reduced to $303.00 per day. 

The survey agency completed a revisit at your facil-
ity on December 12, 2016, and determined that your 
facility had regained substantial compliance as of De-
cember 12, 2016.  Therefore, in accordance with sec-
tions 1819(h)(2)(B)(ii) and 1919(h)(3)(C)(ii) of the So-
cial Security Act and the enforcement regulations 
specified at 42 C.F.R. Part 488, we have imposed the 
following: 

Federal Civil Money Penalty of $303.00 per day for 
the sixty-seven (67) days beginning October 6, 2016 
and continuing through December 11, 2016 for a total 
of $20,301.00. 

Federal Civil Money Penalty of $12,541.00 per day 
for the one hundred fourteen (114) days beginning 
June 14, 2016 and continuing through October 5, 2016 
for a total of $1,429,674.00. 

The total amount of the CMP is $1,449,975.00.  In 
determining the amount of the CMP, we considered 
the recommendation of the State survey agency, the 
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scope and severity of the deficiencies, the facility’s his-
tory of non-compliance, including repeated deficien-
cies, the facility’s degree of culpability, and the finan-
cial condition of the facility, in addition to the factors 
specified in 42 C.F.R. § 488.404. 

It is not CMS’s intent to impose CMPs that could, 
in and of themselves, put providers out of business.  
Consequently, if the provider has compelling evidence 
of financial hardship, we are willing, in the interest of 
the Medicare program and its beneficiaries, to con-
sider a reduction in the CMP, or an extended  repay-
ment plan. 

In order to properly consider your request to de-
crease the CMP because of financial hardship, we 
must review financial data from the provider.  You 
must submit the attached documentation within fif-
teen (15) calendar days for a complete evaluation of 
your request.   

Independent Informal Dispute Resolution 
(IIDR) 

In accordance with 42 C.F.R. § 488.431, when a civil 
money penalty subject to being collected and placed in 
an escrow account is imposed, you have one oppor-
tunity to question cited deficiencies through an IIDR 
process.  You may also contest scope and severity as-
sessments for deficiencies which resulted in a finding 
of Substandard Quality of Care (SQC) or immediate 
jeopardy.  To be given such an opportunity, you are 
required to send your written request, along with the 
specific deficiencies being disputed, and an explana-
tion of why you are disputing those deficiencies (or 
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why you are disputing the scope and severity assess-
ments of deficiencies which have been found to consti-
tute SQC or immediate jeopardy) to: 

Tricia Nay, MD, Executive Director 
Office of Health Care Quality 
Department of Health & Mental Hygiene 
Bland Bryant Building 
Spring Grove Hospital Center 
55 Wade Avenue 
Catonsville, MD 21228 
(410) 402-8001 
(410) 402-8015 

The State survey agency will convey your request 
to the entity which has been designated to conduct the 
IIDRs in Maryland.  This request must be sent within 
10 calendar days of the receipt of this letter.  An in-
complete IIDR process will not delay the effective date 
of any enforcement action. 

Appeal Rights 
If you disagree with this action imposed on your fa-

cility, you or your legal representative may request a 
hearing before an administrative law judge of the De-
partment of Health and Human Services, Depart-
mental Appeals Board (DAB).  Procedures governing 
this process are set out in 42 C.F.R. § 498.40, et seq.  
You must file your hearing request electronically by 
using the Departmental Appeals Board’s Electronic 
Filing System (DAB E-File) at 
https://dab.efile.hhs.gov not later than sixty (60) days 
after receiving this letter.  Specific instructions on 
how to file electronically are attached to this notice.  A 
copy of the hearing request shall be submitted to: 
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Jan M. Lundelius, Chief Counsel 
Office of the General Counsel 
Public Ledger Building, Suite 418 
150 South Independence Mall West 
Philadelphia, PA 19106 

Requests for a hearing submitted by U.S. mail or 
commercial carrier are no longer accepted as of Octo-
ber 1, 2014, unless you do not have access to a com-
puter or Internet service.  In those circumstances you 
may call the Civil Remedies Division to request a 
waiver from e-filing and provide an explanation as to 
why you cannot file electronically or you may mail a 
written request for a waiver along with your written 
request for a hearing.  A written request for a hearing 
must be filed no later than sixty (60) days after receiv-
ing this letter, by mailing to the following address: 

Department of Health & Human Services 
Departmental Appeals Board, MS 6132 
Director, Civil Remedies Division 
330 Independence Avenue, S.W. 
Cohen Building – Room G-644 
Washington, D.C. 20201 
(202) 565-9462 

A request for hearing should identify the specific is-
sues and the findings of fact and conclusions of law 
with which you disagree, 42 C.F.R. § 498.40(b)(1).  It 
should also specify the basis for contending that the 
findings and conclusions are incorrect, 42 C.F.R. 
§ 498.40(b)(2).  You may be represented by counsel at 
a hearing, at your own expense.   

If you waive your right to a hearing regarding the 
imposition of the CMP, in accordance with the re-
quirements specified at 42 C.F.R. § 488.436, the 
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amount of the CMP will be reduced by thirty-five per-
cent (35%).  Waiver of your right to a hearing on the 
CMP constitutes your admission of the validity of the 
deficiencies for which the CMP was imposed, and 
would also preclude you from contesting those defi-
ciencies for any other purpose, e.g., to appeal a denial 
of payment for new admissions to your facility or to 
appeal a termination of your provider agreement.  
Waiver of your right to a hearing on the CMP would, 
however, not preclude you from contesting the validity 
of other deficiencies that may be the basis (or part of 
the basis) for some other action by CMS, e.g., a denial 
of payments for new admissions or a termination of 
your provider agreement. 

If you would like to waive your right to a hearing, 
you must do so by submitting your written notice of 
waiver to the following address within (60) calendar 
days from the date of this notice: 

Pat McNeal 
Centers for Medicare & Medicaid Services 
Suite 216, The Public Ledger Bldg 
150 S. Independence Mall West 
Philadelphia, PA 19106 

Do not send payment at this time.  When we receive 
notice that you have elected the option to waive your 
right to appeal the civil money penalty and agree to 
pay the reduced amount of the CMP, we will provide 
payment instructions to you. 

If a hearing is requested, the full amount of the civil 
money penalty will be collected and held in an escrow 
account, pending the final administrative decision, 42 
C.F.R. § 488.431(b).  We will notify you of the payment 
methodology.  CMS will retain the escrowed funds on 
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an on-going basis and, upon a final administrative de-
cision, will either return applicable funds in accord-
ance with 42 C.F.R. § 488.431(d)(2) or, in the case of 
an unsuccessful administrative appeal, will periodi-
cally disburse the funds to States or other entities in 
accordance with 42 C.F.R. § 488.433. 

If you neither submit a written request for a hear-
ing nor formally waive your right to appeal you will be 
assessed the full amount of the civil money penalty.  
We will notify you of the payment methodology. 

If you have any questions, please contact Pat 
McNeal at (215) 861-4663 or by email at 
pat.mcneal@cms.hhs.gov. 
 

Sincerely, 

Roxanne Rocco 

Roxanne Rocco, Manager 
Certification and Enforcement Branch 
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Required Documentation for Financial  
Hardship Claim 

 Written, dated request specifying the reason fi-
nancial hardship is alleged 

 Brief summary listing the supporting docu-
ments that are being submitted 

 Current balance sheet 
 Current income statements 
 Current cash flow statements 
 Most recent full year audited financial state-

ments prepared by an independent accounting 
firm (including footnotes) 

 Most recent full year audited financial state-
ments of the home office and/or related entities 
(including footnotes) 

 Disclosure of expenses and amounts paid/ac-
crued to the home office and/or related entities 

 Schedule showing amounts due to/from related 
companies, or individuals, included in the bal-
ance sheets.  The schedule should list the 
names of related organizations, or persons, and 
indicate where the amounts appear on the bal-
ance sheet (e.g., Accounts Receivable, Notes Re-
ceivable, etc.) 

 If the nursing home requests an extended pay-
ment schedule of more than twelve (12) months 
duration, the provider must submit a letter 
from a financial institution denying the pro-
vider’s loan request for the amount of the CMP. 
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How to Use the Departmental Appeals Board’s 
Electronic Filing System (DAB E-File)  

https://dab.efile.hhs.gov 
To file a new appeal using DAB E-File, you first must 
register a new account by:  (1) clicking Register on 
the DAB E-File home page; (2) entering the infor-
mation requested on the “Register New Account” 
form; and (3) clicking Register Account at the bot-
tom of the form.  If you have more than one repre-
sentative handling your appeal, each representative 
must register separately to use DAB E-File on your 
behalf. 

How to log-in to E-File.  To access DAB E-File, the 
e-mail address and password provided during the reg-
istration process must be entered on the Login screen 
at https://dab.efile.hhs.gov/user_sessions/new.  A 
registered user’s access to DAB E-File is restricted to 
the appeals for which s/he is a party or authorized rep-
resentative. 

How to file an appeal (request for hearing) in DAB 
E-File.  After you have registered and logged-in to 
DAB E-File, you may file an appeal by: (A) clicking the 
File New Appeal link on the Manage Existing Ap-
peals page, then at the next page clicking the Civil 
Remedies Division button; then (B) entering and 
uploading the requested information and documents 
on the form labeled “File New Appeal — Civil Reme-
dies Division.” 

Basic requirements for using DAB E-File.  At a min-
imum, the DAB’s Civil Remedies Division (CRD) re-
quires a party filing an appeal to submit the following: 
(1) a signed hearing request; and (2) a copy of the un-
derlying notice letter from CMS which sets forth 
CMS’s adverse action and the party’s appeal rights.  
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All documents must be submitted in Portable Docu-
ment Format (PDF).  Any document, including a hear-
ing request, will be deemed to have been filed on the 
date it is submitted via DAB E-File (through 11:59 
p.m. EST on the date of submission).  A party filing a 
hearing request via DAB E-File will be deemed to 
have consented to receiving and accepting electronic 
service of appeal-related documents which CMS sub-
sequently submits via DAB E-File and/or which the 
CRD subsequently submits via DAB E-File on behalf 
of an Administrative Law Judge.  CMS also will be 
deemed to have consented to electronic service. 

Detailed information regarding DAB E-File.  More 
detailed instructions for using DAB E-File in cases be-
fore the DAB’s Civil Remedies Division can be found 
by clicking the button marked E-Filing Instructions; 
after logging-in to DAB E-File. 
For general questions regarding the DAB E-File Sys-
tem, you may call the Civil Remedies Division main 
telephone line at 202-565-9462.  If you experience any 
technical issues with the DAB E-File System, please 
contact E-File System Support at 
OSDABImmediateOffice@hhs.gov.  
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U.S. Const. amend. VII 
In Suits at common law, where the value in contro-

versy shall exceed twenty dollars, the right of trial by 
jury shall be preserved, and no fact tried by a jury, 
shall be otherwise re-examined in any Court of the 
United States, than according to the rules of the com-
mon law. 
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42 U.S.C. § 1320a-7a 

(a) Improperly filed claims 
Any person (including an organization, agency, or 

other entity, but excluding a beneficiary, as defined in 
subsection (i)(5)) that— 

(1) knowingly presents or causes to be presented to 
an officer, employee, or agent of the United States, 
or of any department or agency thereof, or of any 
State agency (as defined in subsection (i)(1)), a claim 
(as defined in subsection (i)(2)) that the Secretary 
determines— 

(A) is for a medical or other item or service that 
the person knows or should know was not provided 
as claimed, including any person who engages in a 
pattern or practice of presenting or causing to be 
presented a claim for an item or service that is 
based on a code that the person knows or should 
know will result in a greater payment to the person 
than the code the person knows or should know is 
applicable to the item or service actually provided, 

(B) is for a medical or other item or service and 
the person knows or should know the claim is false 
or fraudulent, 

(C) is presented for a physician’s service (or an 
item or service incident to a physician’s service) by 
a person who knows or should know that the indi-
vidual who furnished (or supervised the furnishing 
of) the service— 

(i) was not licensed as a physician, 
(ii) was licensed as a physician, but such license 
had been obtained through a misrepresentation 
of material fact (including cheating on an exam-
ination required for licensing), or 
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(iii) represented to the patient at the time the 
service was furnished that the physician was 
certified in a medical specialty by a medical 
specialty board when the individual was not so 
certified,  

(D) is for a medical or other item or service fur-
nished during a period in which the person was ex-
cluded from the Federal health care program (as 
defined in section 1320a-7b(f) of this title) under 
which the claim was made pursuant to Federal 
law.1 

(E) is for a pattern of medical or other items or 
services that a person knows or should know are 
not medically necessary; 

(2) knowingly presents or causes to be presented to 
any person a request for payment which is in violation 
of the terms of (A) an assignment under section 
1395u(b)(3)(B)(ii) of this title, or (B) an agreement 
with a State agency (or other requirement of a State 
plan under subchapter XIX) not to charge a person for 
an item or service in excess of the amount permitted 
to be charged, or (C) an agreement to be a participat-
ing physician or supplier under section 1395u(h)(1) of 
this title, or (D) an agreement pursuant to section 
1395cc(a)(1)(G) of this title; 

(3) knowingly gives or causes to be given to any per-
son, with respect to coverage under subchapter XVIII 
of inpatient hospital services subject to the provisions 
of section 1395ww of this title, information that he 
knows or should know is false or misleading, and that 
could reasonably be expected to influence the decision 

 
1 So in original. Probably should be “law, or”. 
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when to discharge such person or another individual 
from the hospital; 

(4) in the case of a person who is not an organization, 
agency, or other entity, is excluded from participating 
in a program under subchapter XVIII or a State 
health care program in accordance with this subsec-
tion or under section 1320a-7 of this title and who, at 
the time of a violation of this subsection— 

(A) retains a direct or indirect ownership or con-
trol interest in an entity that is participating in a 
program under subchapter XVIII or a State health 
care program, and who knows or should know of 
the action constituting the basis for the exclusion; 
or 

(B) is an officer or managing employee (as de-
fined in section 1320a-5(b) of this title) of such an 
entity; 

(5) offers to or transfers remuneration to any indi-
vidual eligible for benefits under subchapter XVIII of 
this chapter, or under a State health care program (as 
defined in section 1320a-7(h) of this title) that such 
person knows or should know is likely to influence 
such individual to order or receive from a particular 
provider, practitioner, or supplier any item or service 
for which payment may be made, in whole or in part, 
under subchapter XVIII, or a State health care pro-
gram (as so defined); 

(6) arranges or contracts (by employment or other-
wise) with an individual or entity that the person 
knows or should know is excluded from participation 
in a Federal health care program (as defined in section 
1320a-7b(f) of this title), for the provision of items or 
services for which payment may be made under such 
a program; 
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(7) commits an act described in paragraph (1) or (2) 
of section 1320a-7b(b) of this title; 

(8)2 knowingly makes, uses, or causes to be made or 
used, a false record or statement material to a false or 
fraudulent claim for payment for items and services 
furnished under a Federal health care program; or3  

(9)4 fails to grant timely access, upon reasonable re-
quest (as defined by the Secretary in regulations), to 
the Inspector General of the Department of Health 
and Human Services, for the purpose of audits, inves-
tigations, evaluations, or other statutory functions of 
the Inspector General of the Department of Health 
and Human Services; 

(8)2 orders or prescribes a medical or other item or 
service during a period in which the person was ex-
cluded from a Federal health care program (as so de-
fined), in the case where the person knows or should 
know that a claim for such medical or other item or 
service will be made under such a program; 

(9)4 knowingly makes or causes to be made any false 
statement, omission, or misrepresentation of a mate-
rial fact in any application, bid, or contract to partici-
pate or enroll as a provider of services or a supplier 
under a Federal health care program (as so defined), 
including Medicare Advantage organizations under 
part C of subchapter XVIII, prescription drug plan 
sponsors under part D of subchapter XVIII, medicaid 
managed care organizations under subchapter XIX, 
and entities that apply to participate as providers of 

 
2 So in original. Two pars. (8) have been enacted. 
3 So in original. The word “or” probably should not appear. 
4 So in original. Two pars. (9) have been enacted. 
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services or suppliers in such managed care organiza-
tions and such plans;5 

(10) knows of an overpayment (as defined in para-
graph (4) of section 1320a-7k(d) of this title) and does 
not report and return the overpayment in accordance 
with such section; 
shall be subject, in addition to any other penalties that 
may be prescribed by law, to a civil money penalty of 
not more than $20,000 for each item or service (or, in 
cases under paragraph (3), $30,000 for each individual 
with respect to whom false or misleading information 
was given; in cases under paragraph (4), $20,000 for 
each day the prohibited relationship occurs; in cases 
under paragraph (7), $100,000 for each such act,6 in 
cases under paragraph (8),7 $100,000 for each false 
record or statement,6 or3 in cases under paragraph 
(9),8 $15,000 for each day of the failure described in 
such paragraph);9 or in cases under paragraph (9),10 
$100,000 for each false statement or misrepresenta-
tion of a material fact).  In addition, such a person 
shall be subject to an assessment of not more than 3 
times the amount claimed for each such item or ser-
vice in lieu of damages sustained by the United States 
or a State agency because of such claim (or, in cases 
under paragraph (7), damages of not more than 3 

 
5 So in original. Probably should be followed by “or”. 
6 So in original. The comma probably should be a semicolon. 
7 So in original. Probably is a reference to the first paragraph 

(8). 
8 So in original. Probably is a reference to the first paragraph 

(9). 
9 So in original. Probably should be “paragraph;”. 
10 So in original. Probably is a reference to the second 

paragraph (9). 
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times the total amount of remuneration offered, paid, 
solicited, or received, without regard to whether a por-
tion of such remuneration was offered, paid, solicited, 
or received for a lawful purpose; or in cases under par-
agraph (9), an assessment of not more than 3 times 
the total amount claimed for each item or service for 
which payment was made based upon the application 
containing the false statement or misrepresentation of 
a material fact).  In addition the Secretary may make 
a determination in the same proceeding to exclude the 
person from participation in the Federal health care 
programs (as defined in section 1320a-7b(f)(1) of this 
title) and to direct the appropriate State agency to ex-
clude the person from participation in any State 
health care program. 

(b) Payments to induce reduction or limitation 
of services 

(1) If a hospital or a critical access hospital know-
ingly makes a payment, directly or indirectly, to a 
physician as an inducement to reduce or limit medi-
cally necessary services provided with respect to indi-
viduals who— 

(A) are entitled to benefits under part A or part 
B of subchapter XVIII or to medical assistance un-
der a State plan approved under subchapter XIX, 
and 

(B) are under the direct care of the physician,  
the hospital or a critical access hospital shall be sub-
ject, in addition to any other penalties that may be 
prescribed by law, to a civil money penalty of not more 
than $5,000 for each such individual with respect to 
whom the payment is made. 
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(2) Any physician who knowingly accepts receipt of 
a payment described in paragraph (1) shall be subject, 
in addition to any other penalties that may be pre-
scribed by law, to a civil money penalty of not more 
than $5,000 for each individual described in such par-
agraph with respect to whom the payment is made. 

(3)(A) Any physician who executes a document de-
scribed in subparagraph (B) with respect to an indi-
vidual knowing that all of the requirements referred 
to in such subparagraph are not met with respect to 
the individual shall be subject to a civil monetary pen-
alty of not more than the greater of— 

(i) $10,000, or 
(ii) three times the amount of the payments 

under subchapter XVIII for home health ser-
vices which are made pursuant to such certifi-
cation. 

(B) A document described in this subparagraph is 
any document that certifies, for purposes of subchap-
ter XVIII, that an individual meets the requirements 
of section 1395f(a)(2)(C) or 1395n(a)(2)(A) of this title 
in the case of home health services furnished to the 
individual. 

(c) Initiation of proceeding; authorization by At-
torney General, notice, etc., estoppel, failure 
to comply with order or procedure 

(1) The Secretary may initiate a proceeding to deter-
mine whether to impose a civil money penalty, assess-
ment, or exclusion under subsection (a) or (b) only as 
authorized by the Attorney General pursuant to pro-
cedures agreed upon by them.  The Secretary may not 
initiate an action under this section with respect to 
any claim, request for payment, or other occurrence 
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described in this section later than six years after the 
date the claim was presented, the request for payment 
was made, or the occurrence took place.  The Secretary 
may initiate an action under this section by serving 
notice of the action in any manner authorized by Rule 
4 of the Federal Rules of Civil Procedure. 

(2) The Secretary shall not make a determination 
adverse to any person under subsection (a) or (b) until 
the person has been given written notice and an op-
portunity for the determination to be made on the rec-
ord after a hearing at which the person is entitled to 
be represented by counsel, to present witnesses, and 
to cross-examine witnesses against the person. 

(3) In a proceeding under subsection (a) or (b) 
which— 

(A) is against a person who has been convicted 
(whether upon a verdict after trial or upon a plea 
of guilty or nolo contendere) of a Federal crime 
charging fraud or false statements, and 

(B) involves the same transaction as in the crim-
inal action, 

the person is estopped from denying the essential ele-
ments of the criminal offense. 

(4) The official conducting a hearing under this sec-
tion may sanction a person, including any party or at-
torney, for failing to comply with an order or proce-
dure, failing to defend an action, or other misconduct 
as would interfere with the speedy, orderly, or fair 
conduct of the hearing.  Such sanction shall reasona-
bly relate to the severity and nature of the failure or 
misconduct.  Such sanction may include— 

(A) in the case of refusal to provide or permit dis-
covery, drawing negative factual inferences or 
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treating such refusal as an admission by deeming 
the matter, or certain facts, to be established, 

(B) prohibiting a party from introducing certain 
evidence or otherwise supporting a particular 
claim or defense, 

(C) striking pleadings, in whole or in part, 
(D) staying the proceedings, 
(E) dismissal of the action, 
(F) entering a default judgment, 
(G) ordering the party or attorney to pay attor-

neys’ fees and other costs caused by the failure or 
misconduct, and 

(H) refusing to consider any motion or other ac-
tion which is not filed in a timely manner. 

(d) Amount or scope of penalty, assessment, or 
exclusion 

In determining the amount or scope of any penalty, 
assessment, or exclusion imposed pursuant to subsec-
tion (a) or (b), the Secretary shall take into account— 

(1) the nature of claims and the circumstances un-
der which they were presented, 

(2) the degree of culpability, history of prior 
offenses, and financial condition of the person 
presenting the claims, and 
(3) such other matters as justice may require. 

(e) Review by courts of appeals 
Any person adversely affected by a determination of 

the Secretary under this section may obtain a review 
of such determination in the United States Court of 
Appeals for the circuit in which the person resides, or 
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in which the claim or specified claim was presented, 
by filing in such court (within sixty days following the 
date the person is notified of the Secretary’s determi-
nation) a written petition requesting that the deter-
mination be modified or set aside.  A copy of the peti-
tion shall be forthwith transmitted by the clerk of the 
court to the Secretary, and thereupon the Secretary 
shall file in the Court11 the record in the proceeding as 
provided in section 2112 of title 28.  Upon such filing, 
the court shall have jurisdiction of the proceeding and 
of the question determined therein, and shall have the 
power to make and enter upon the pleadings, testi-
mony, and proceedings set forth in such record a de-
cree affirming, modifying, remanding for further con-
sideration, or setting aside, in whole or in part, the 
determination of the Secretary and enforcing the 
same to the extent that such order is affirmed or mod-
ified.  No objection that has not been urged before the 
Secretary shall be considered by the court, unless the 
failure or neglect to urge such objection shall be ex-
cused because of extraordinary circumstances.  The 
findings of the Secretary with respect to questions of 
fact, if supported by substantial evidence on the rec-
ord considered as a whole, shall be conclusive.  If any 
party shall apply to the court for leave to adduce ad-
ditional evidence and shall show to the satisfaction of 
the court that such additional evidence is material 
and that there were reasonable grounds for the failure 
to adduce such evidence in the hearing before the Sec-
retary, the court may order such additional evidence 
to be taken before the Secretary and to be made a part 
of the record.  The Secretary may modify his findings 

 
11 So in original. Probably should not be capitalized. 
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as to the facts, or make new findings, by reason of ad-
ditional evidence so taken and filed, and he shall file 
with the court such modified or new findings, which 
findings with respect to questions of fact, if supported 
by substantial evidence on the record considered as a 
whole, shall be conclusive, and his recommendations, 
if any, for the modification or setting aside of his orig-
inal order.  Upon the filing of the record with it, the 
jurisdiction of the court shall be exclusive and its judg-
ment and decree shall be final, except that the same 
shall be subject to review by the Supreme Court of the 
United States, as provided in section 1254 of title 28. 

(f) Compromise of penalties and assessments; 
recovery; use of funds recovered 

Civil money penalties and assessments imposed un-
der this section may be compromised by the Secretary 
and may be recovered in a civil action in the name of 
the United States brought in United States district 
court for the district where the claim or specified claim 
(as defined in subsection (r)) was presented, or where 
the claimant (or, with respect to a person described in 
subsection (o), the person) resides, as determined by 
the Secretary.  Amounts recovered under this section 
shall be paid to the Secretary and disposed of as fol-
lows:  

(1)(A) In the case of amounts recovered arising out 
of a claim under subchapter XIX, there shall be paid 
to the State agency an amount bearing the same pro-
portion to the total amount recovered as the State’s 
share of the amount paid by the State agency for 
such claim bears to the total amount paid for such 
claim. 
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(B) In the case of amounts recovered arising out of 
a claim under an allotment to a State under sub-
chapter V, there shall be paid to the State agency an 
amount equal to three sevenths of the amount recov-
ered. 

(2) Such portion of the amounts recovered as is de-
termined to have been paid out of the trust funds 
under sections 1395i and 1395t of this title shall be 
repaid to such trust funds. 

(3) With respect to amounts recovered arising out 
of a claim under a Federal health care program (as 
defined in section 1320a-7b(f) of this title), the por-
tion of such amounts as is determined to have been 
paid by the program shall be repaid to the program, 
and the portion of such amounts attributable to the 
amounts recovered under this section by reason of 
the amendments made by the Health Insurance 
Portability and Accountability Act of 1996 (as esti-
mated by the Secretary) shall be deposited into the 
Federal Hospital Insurance Trust Fund pursuant to 
section 1395i(k)(2)(C) of this title. 

(4) The remainder of the amounts recovered shall 
be deposited as miscellaneous receipts of the Treas-
ury of the United States.   

The amount of such penalty or assessment, when fi-
nally determined, or the amount agreed upon in com-
promise, may be deducted from any sum then or later 
owing by the United States or a State agency (or, in 
the case of a penalty or assessment under subsection 
(o), by a specified State agency (as defined in subsec-
tion (q)(6)), to the person against whom the penalty or 
assessment has been assessed. 
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(g) Finality of determination respecting pen-
alty, assessment, or exclusion 

A determination by the Secretary to impose a pen-
alty, assessment, or exclusion under subsection (a) or 
(b) shall be final upon the expiration of the sixty-day 
period referred to in subsection (e).  Matters that were 
raised or that could have been raised in a hearing be-
fore the Secretary or in an appeal pursuant to subsec-
tion (e) may not be raised as a defense to a civil action 
by the United States to collect a penalty, assessment, 
or exclusion assessed under this section. 

(h) Notification of appropriate entities of final-
ity of determination 

Whenever the Secretary’s determination to impose a 
penalty, assessment, or exclusion under subsection (a) 
or (b) becomes final, he shall notify the appropriate 
State or local medical or professional organization, the 
appropriate State agency or agencies administering or 
supervising the administration of State health care 
programs (as defined in section 1320a-7(h) of this ti-
tle), and the appropriate utilization and quality con-
trol peer review organization, and the appropriate 
State or local licensing agency or organization (includ-
ing the agency specified in section 1395aa(a) and 
1396a(a)(33) of this title) that such a penalty, assess-
ment, or exclusion has become final and the reasons 
therefor. 

(i) Definitions 
For the purposes of this section: 

(1) The term “State agency” means the agency es-
tablished or designated to administer or supervise 
the administration of the State plan under subchap-
ter XIX of this chapter or designated to administer 
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the State’s program under subchapter V or division 
A12 of subchapter XX of this chapter. 

(2) The term “claim” means an application for pay-
ments for items and services under a Federal health 
care program (as defined in section 1320a-7b(f) of 
this title). 

(3) The term “item or service” includes (A) any par-
ticular item, device, medical supply, or service 
claimed to have been provided to a patient and listed 
in an itemized claim for payment, and (B) in the case 
of a claim based on costs, any entry in the cost re-
port, books of account or other documents support-
ing such claim. 

(4) The term “agency of the United States” includes 
any contractor acting as a fiscal intermediary, car-
rier, or fiscal agent or any other claims processing 
agent for a Federal health care program (as so de-
fined). 

(5) The term “beneficiary” means an individual 
who is eligible to receive items or services for which 
payment may be made under a Federal health care 
program (as so defined) but does not include a pro-
vider, supplier, or practitioner. 

(6) The term “remuneration” includes the waiver of 
coinsurance and deductible amounts (or any part 
thereof), and transfers of items or services for free or 
for other than fair market value.  The term “remu-
neration” does not include— 

(A) the waiver of coinsurance and deductible 
amounts by a person, if— 

 
12 See References in Text note below. 
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(i) the waiver is not offered as part of any ad-
vertisement or solicitation; 
(ii) the person does not routinely waive coinsur-
ance or deductible amounts; and 
(iii) the person— 

(I) waives the coinsurance and deductible 
amounts after determining in good faith that 
the individual is in financial need; or  

(II) fails to collect coinsurance or deductible 
amounts after making reasonable collection 
efforts; 

(B) subject to subsection (n), any permissible 
practice described in any subparagraph of section 
1320a-7b(b)(3) of this title or in regulations issued 
by the Secretary; 

(C) differentials in coinsurance and deductible 
amounts as part of a benefit plan design as long as 
the differentials have been disclosed in writing to 
all beneficiaries, third party payers, and providers, 
to whom claims are presented and as long as the 
differentials meet the standards as defined in reg-
ulations promulgated by the Secretary not later 
than 180 days after August 21, 1996; 

(D) incentives given to individuals to promote the 
delivery of preventive care as determined by the 
Secretary in regulations so promulgated; 

(E) a reduction in the copayment amount for cov-
ered OPD services under section 1395l(t)(5)(B)12 of 
this title; or3 

(F) any other remuneration which promotes ac-
cess to care and poses a low risk of harm to patients 
and Federal health care programs (as defined in 
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section 1320a–7b(f) of this title and designated by 
the Secretary under regulations); 

(G) the offer or transfer of items or services for 
free or less than fair market value by a person, if— 

(i) the items or services consist of coupons, re-
bates, or other rewards from a retailer; 

(ii) the items or services are offered or trans-
ferred on equal terms available to the general 
public, regardless of health insurance status; 
and 

(iii) the offer or transfer of the items or ser-
vices is not tied to the provision of other items 
or services reimbursed in whole or in part by 
the program under subchapter XVIII or a State 
health care program (as defined in section 
1320a-7(h) of this title); 

(H) the offer or transfer of items or services for 
free or less than fair market value by a person, if— 

(i) the items or services are not offered as part 
of any advertisement or solicitation; 

(ii) the items or services are not tied to the 
provision of other services reimbursed in whole 
or in part by the program under subchapter 
XVIII or a State health care program (as so de-
fined); 

(iii) there is a reasonable connection between 
the items or services and the medical care of the 
individual; and 

(iv) the person provides the items or services 
after determining in good faith that the individ-
ual is in financial need; 
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(I) effective on a date specified by the Secretary 
(but not earlier than January 1, 2011), the waiver 
by a PDP sponsor of a prescription drug plan under 
part D of subchapter XVIII or an MA organization 
offering an MA–PD plan under part C of such sub-
chapter of any copayment for the first fill of a cov-
ered part D drug (as defined in section 1395w-
102(e) of this title) that is a generic drug for indi-
viduals enrolled in the prescription drug plan or 
MA–PD plan, respectively; or 

(J) the provision of telehealth technologies (as de-
fined by the Secretary) on or after January 1, 2019, 
by a provider of services or a renal dialysis facility 
(as such terms are defined for purposes of subchap-
ter XVIII) to an individual with end stage renal 
disease who is receiving home dialysis for which 
payment is being made under part B of such sub-
chapter, if— 

(i) the telehealth technologies are not offered as 
part of any advertisement or solicitation; 

(ii) the telehealth technologies are provided for 
the purpose of furnishing telehealth services re-
lated to the individual’s end stage renal disease; 
and 

(iii) the provision of the telehealth technologies 
meets any other requirements set forth in regu-
lations promulgated by the Secretary. 

(7) The term “should know” means that a person, 
with respect to information— 

(A) acts in deliberate ignorance of the truth or fal-
sity of the information; or 

(B) acts in reckless disregard of the truth or falsity 
of the information,  
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and no proof of specific intent to defraud is required. 

(j) Subpoenas 
(1) The provisions of subsections (d) and (e) of section 

405 of this title shall apply with respect to this section 
to the same extent as they are applicable with respect 
to subchapter II.  The Secretary may delegate the au-
thority granted by section 405(d) of this title (as made 
applicable to this section) to the Inspector General of 
the Department of Health and Human Services for 
purposes of any investigation under this section. 

(2) The Secretary may delegate authority granted 
under this section and under section 1320a-7 of this 
title to the Inspector General of the Department of 
Health and Human Services. 

(k) Injunctions 
Whenever the Secretary has reason to believe that 

any person has engaged, is engaging, or is about to 
engage in any activity which makes the person subject 
to a civil monetary penalty under this section, the Sec-
retary may bring an action in an appropriate district 
court of the United States (or, if applicable, a United 
States court of any territory) to enjoin such activity, 
or to enjoin the person from concealing, removing, en-
cumbering, or disposing of assets which may be re-
quired in order to pay a civil monetary penalty if any 
such penalty were to be imposed or to seek other ap-
propriate relief. 

(l) Liability of principal for acts of agent 
A principal is liable for penalties, assessments, and 

an exclusion under this section for the actions of the 
principal’s agent acting within the scope of the agency. 
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(m) Claims within jurisdiction of other depart-
ments or agencies 

(1) For purposes of this section, with respect to a 
Federal health care program not contained in this 
chapter, references to the Secretary in this section 
shall be deemed to be references to the Secretary or 
Administrator of the department or agency with juris-
diction over such program and references to the In-
spector General of the Department of Health and Hu-
man Services in this section shall be deemed to be ref-
erences to the Inspector General of the applicable de-
partment or agency.   

(2)(A) The Secretary and Administrator of the de-
partments and agencies referred to in paragraph (1) 
may include in any action pursuant to this section, 
claims within the jurisdiction of other Federal depart-
ments or agencies as long as the following conditions 
are satisfied: 

(i) The case involves primarily claims submit-
ted to the Federal health care programs of the de-
partment or agency initiating the action. 

(ii) The Secretary or Administrator of the de-
partment or agency initiating the action gives no-
tice and an opportunity to participate in the in-
vestigation to the Inspector General of the de-
partment or agency with primary jurisdiction 
over the Federal health care programs to which 
the claims were submitted. 
(B) If the conditions specified in subparagraph 

(A) are fulfilled, the Inspector General of the de-
partment or agency initiating the action is author-
ized to exercise all powers granted under chapter 
4 of title 5 with respect to the claims submitted to 
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the other departments or agencies to the same 
manner and extent as provided in that Act with re-
spect to claims submitted to such departments or 
agencies. 

(n) Safe harbor for payment of medigap premi-
ums 

(1) Subparagraph (B) of subsection (i)(6) shall not 
apply to a practice described in paragraph 
(2) unless— 

(A) the Secretary, through the Inspector General of 
the Department of Health and Human Services, 
promulgates a rule authorizing such a practice as an 
exception to remuneration; and 

(B) the remuneration is offered or transferred by a 
person under such rule during the 2-year period be-
ginning on the date the rule is first promulgated. 
(2) A practice described in this paragraph is a prac-

tice under which a health care provider or facility 
pays, in whole or in part, premiums for medicare sup-
plemental policies for individuals entitled to benefits 
under part A of subchapter XVIII pursuant to section 
426-1 of this title. 

(o) Penalties for violations of grants, contracts,  
 and other agreements 

Any person (including an organization, agency, or 
other entity, but excluding a program beneficiary, as 
defined in subsection (q)(4)) that, with respect to a 
grant, contract, or other agreement for which the Sec-
retary provides funding— 

(1) knowingly presents or causes to be presented a 
specified claim (as defined in subsection (r)) under 
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such grant, contract, or other agreement that the 
person knows or should know is false or fraudulent; 

(2) knowingly makes, uses, or causes to be made or 
used any false statement, omission, or misrepresen-
tation of a material fact in any application, proposal, 
bid, progress report, or other document that is re-
quired to be submitted in order to directly or indi-
rectly receive or retain funds provided in whole or in 
part by such Secretary pursuant to such grant, con-
tract, or other agreement; 

(3) knowingly makes, uses, or causes to be made or 
used, a false record or statement material to a false 
or fraudulent specified claim under such grant, con-
tract, or other agreement; 

(4) knowingly makes, uses, or causes to be made or 
used, a false record or statement material to an ob-
ligation (as defined in subsection (s)) to pay or trans-
mit funds or property to such Secretary with respect 
to such grant, contract, or other agreement, or know-
ingly conceals or knowingly and improperly avoids 
or decreases an obligation to pay or transmit funds 
or property to such Secretary with respect to such 
grant, contract, or other agreement; or 

(5) fails to grant timely access, upon reasonable re-
quest (as defined by such Secretary in regulations), 
to the Inspector General of the Department, for the 
purpose of audits, investigations, evaluations, or 
other statutory functions of such Inspector General 
in matters involving such grants, contracts, or other 
agreements;  

shall be subject, in addition to any other penalties that 
may be prescribed by law, to a civil money penalty in 
cases under paragraph (1), of not more than $10,000 
for each specified claim; in cases under paragraph (2), 
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not more than $50,000 for each false statement, omis-
sion, or misrepresentation of a material fact; in cases 
under paragraph (3), not more than $50,000 for each 
false record or statement; in cases under paragraph 
(4), not more than $50,000 for each false record or 
statement or $10,000 for each day that the person 
knowingly conceals or knowingly and improperly 
avoids or decreases an obligation to pay; or in cases 
under paragraph (5), not more than $15,000 for each 
day of the failure described in such paragraph.  In ad-
dition, in cases under paragraphs (1) and (3), such a 
person shall be subject to an assessment of not more 
than 3 times the amount claimed in the specified 
claim described in such paragraph in lieu of damages 
sustained by the United States or a specified State 
agency because of such specified claim, and in cases 
under paragraphs (2) and (4), such a person shall be 
subject to an assessment of not more than 3 times the 
total amount of the funds described in paragraph (2) 
or (4), respectively (or, in the case of an obligation to 
transmit property to the Secretary described in para-
graph (4), of the value of the property described in 
such paragraph) in lieu of damages sustained by the 
United States or a specified State agency because of 
such case.  In addition, the Secretary may make a de-
termination in the same proceeding to exclude the 
person from participation in the Federal health care 
programs (as defined in section 1320a-7b(f)(1) of this 
title) and to direct the appropriate State agency to ex-
clude the person from participation in any State 
health care program. 
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(p) Applicability of rules to penalties or assess-
ments for violations of grants, contracts, and 
other agreements 

The provisions of subsections (c), (d), (g), and (h) 
shall apply to a civil money penalty or assessment un-
der subsection (o) in the same manner as such provi-
sions apply to a penalty, assessment, or proceeding 
under subsection (a).  In applying subsection (d), each 
reference to a claim under such subsection shall be 
treated as including a reference to a specified claim 
(as defined in subsection (r)). 

(q) Definitions of terms used in subsections (o) 
 and (p)  

For purposes of this subsection and subsections (o) 
and (p): 

(1) The term “Department” means the Department 
of Health and Human Services. 

(2) The term “material” means having a natural 
tendency to influence, or be capable of influencing, 
the payment or receipt of money or property. 

(3) The term “other agreement” includes a cooper-
ative agreement, scholarship, fellowship, loan, sub-
sidy, payment for a specified use, donation agree-
ment, award, or subaward (regardless of whether 
one or more of the persons entering into the agree-
ment is a contractor or subcontractor). 

(4) The term “program beneficiary” means, in the 
case of a grant, contract, or other agreement de-
signed to accomplish the objective of awarding or 
otherwise furnishing benefits or assistance to indi-
viduals and for which the Secretary provides fund-
ing, an individual who applies for, or who receives, 
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such benefits or assistance from such grant, con-
tract, or other agreement.  Such term does not in-
clude, with respect to such grant, contract, or other 
agreement, an officer, employee, or agent of a person 
or entity that receives such grant or that enters into 
such contract or other agreement. 

(5) The term “recipient” includes a subrecipient or 
subcontractor. 

(6) The term “specified State agency” means an 
agency of a State government established or desig-
nated to administer or supervise the administration 
of a grant, contract, or other agreement funded in 
whole or in part by the Secretary. 

(r) Definition of “specified claim” 
For purposes of this section, the term “specified 

claim” means any application, request, or demand un-
der a grant, contract, or other agreement for money or 
property, whether or not the United States or a speci-
fied State agency has title to the money or property, 
that is not a claim (as defined in subsection (i)(2)) and 
that— 

(1) is presented or caused to be presented to an of-
ficer, employee, or agent of the Department or 
agency thereof, or of any specified State agency; or 

(2) is made to a contractor, grantee, or any other 
recipient if the money or property is to be spent or 
used on the Department’s behalf or to advance a De-
partment program or interest, and if the Depart-
ment— 

(A) provides or has provided any portion of the 
money or property requested or demanded; or 
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(B) will reimburse such contractor, grantee, or 
other recipient for any portion of the money or 
property which is requested or demanded. 

(s) Definition of “obligation” 
For purposes of subsection (o), the term “obligation” 

means an established duty, whether or not fixed, aris-
ing from an express or implied contractual, grantor-
grantee, or licensor-licensee relationship, for a fee-
based or similar relationship, from statute or regula-
tion, or from the retention of any overpayment. 
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42 U.S.C. § 1395i-3 (d), (g)-(h) 

(d) Requirements relating to administration 
and other matters  

(1) Administration  

(A) In general  
A skilled nursing facility must be administered 

in a manner that enables it to use its resources ef-
fectively and efficiently to attain or maintain the 
highest practicable physical, mental, and psycho-
social wellbeing of each resident (consistent with 
requirements established under subsection (f)(5)).   

(B) Skilled nursing facility administrator  
The administrator of a skilled nursing facility 

must meet standards established by the Secretary 
under subsection (f)(4).   

(C) Availability of survey, certification, and    
complaint investigation reports  

A skilled nursing facility must—  
(i) have reports with respect to any surveys, cer-

tifications, and complaint investigations made 
respecting the facility during the 3 preceding 
years available for any individual to review upon 
request; and  

(ii) post notice of the availability of such reports 
in areas of the facility that are prominent and ac-
cessible to the public.   

The facility shall not make available under clause 
(i) identifying information about complainants or 
residents.   
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(2) Licensing and Life Safety Code  

(A) Licensing  
A skilled nursing facility must be licensed under ap-

plicable State and local law.   

(B) Life Safety Code  
A skilled nursing facility must meet such provisions 

of such edition (as specified by the Secretary in regu-
lation) of the Life Safety Code of the National Fire 
Protection Association as are applicable to nursing 
homes; except that—  

(i) the Secretary may waive, for such periods as 
he deems appropriate, specific provisions of such 
Code which if rigidly applied would result in un-
reasonable hardship upon a facility, but only if 
such waiver would not adversely affect the health 
and safety of residents or personnel, and  

(ii) the provisions of such Code shall not apply 
in any State if the Secretary finds that in such 
State there is in effect a fire and safety code, im-
posed by State law, which adequately protects 
residents of and personnel in skilled nursing fa-
cilities.   

(3) Sanitary and infection control and physical 
environment  

A skilled nursing facility must—  
(A) establish and maintain an infection control 

program designed to provide a safe, sanitary, and 
comfortable environment in which residents re-
side and to help prevent the development and 
transmission of disease and infection, and  
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(B) be designed, constructed, equipped, and 
maintained in a manner to protect the health and 
safety of residents, personnel, and the general 
public.   

(4) Miscellaneous  

(A) Compliance with Federal, State, and local 
laws and professional standards  

A skilled nursing facility must operate and provide 
services in compliance with all applicable Federal, 
State, and local laws and regulations (including the 
requirements of section 1320a-3 of this title) and with 
accepted professional standards and principles which 
apply to professionals providing services in such a fa-
cility.   

(B) Other  
A skilled nursing facility must meet such other re-

quirements relating to the health, safety, and well-be-
ing of residents or relating to the physical facilities 
thereof as the Secretary may find necessary.   

* * *  

(g) Survey and certification process  

(1) State and Federal responsibility  

(A) In general  
Pursuant to an agreement under section 1395aa 

of this title, each State shall be responsible for cer-
tifying, in accordance with surveys conducted un-
der paragraph (2), the compliance of skilled nurs-
ing facilities (other than facilities of the State) with 
the requirements of subsections (b), (c), and (d).  
The Secretary shall be responsible for certifying, in 
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accordance with surveys conducted under para-
graph (2), the compliance of State skilled nursing 
facilities with the requirements of such subsec-
tions.   

(B) Educational program  
Each State shall conduct periodic educational pro-

grams for the staff and residents (and their repre-
sentatives) of skilled nursing facilities in order to 
present current regulations, procedures, and policies 
under this section.   

(C) Investigation of allegations of resident ne-
glect and abuse and misappropriation of res-
ident property  
The State shall provide, through the agency re-

sponsible for surveys and certification of nursing fa-
cilities under this subsection, for a process for the 
receipt and timely review and investigation of alle-
gations of neglect and abuse and misappropriation 
of resident property by a nurse aide of a resident in 
a nursing facility or by another individual used by 
the facility in providing services to such a resident.  
The State shall, after providing the individual in-
volved with a written notice of the allegations (in-
cluding a statement of the availability of a hearing 
for the individual to rebut the allegations) and the 
opportunity for a hearing on the record, make a writ-
ten finding as to the accuracy of the allegations.  If 
the State finds that a nurse aide has neglected or 
abused a resident or misappropriated resident prop-
erty in a facility, the State shall notify the nurse aide 
and the registry of such finding.  If the State finds 
that any other individual used by the facility has ne-
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glected or abused a resident or misappropriated res-
ident property in a facility, the State shall notify the 
appropriate licensure authority.  A State shall not 
make a finding that an individual has neglected a 
resident if the individual demonstrates that such ne-
glect was caused by factors beyond the control of the 
individual.   

(D) Removal of name from nurse aide registry  

(i) In general  
In the case of a finding of neglect under subpara-

graph (C), the State shall establish a procedure to 
permit a nurse aide to petition the State to have his 
or her name removed from the registry upon a de-
termination by the State that—  

(I) the employment and personal history of the 
nurse aide does not reflect a pattern of abusive 
behavior or neglect; and  

(II) the neglect involved in the original finding 
was a singular occurrence.   

(ii) Timing of determination  
In no case shall a determination on a petition sub-

mitted under clause (i) be made prior to the expira-
tion of the 1-year period beginning on the date on 
which the name of the petitioner was added to the 
registry under subparagraph (C).   

(E) Construction  
The failure of the Secretary to issue regulations to 

carry out this subsection shall not relieve a State of 
its responsibility under this subsection.  
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(2) Surveys  

(A) Standard survey  

(i) In general  
Each skilled nursing facility shall be subject to a 

standard survey, to be conducted without any prior 
notice to the facility.  Any individual who notifies 
(or causes to be notified) a skilled nursing facility 
of the time or date on which such a survey is sched-
uled to be conducted is subject to a civil money pen-
alty of not to exceed $2,000.  The provisions of sec-
tion 1320a-7a of this title (other than subsections 
(a) and (b)) shall apply to a civil money penalty un-
der the previous sentence in the same manner as 
such provisions apply to a penalty or proceeding 
under section 1320a-7a(a) of this title.  The Secre-
tary shall review each State’s procedures for the 
scheduling and conduct of standard surveys to as-
sure that the State has taken all reasonable steps 
to avoid giving notice of such a survey through the 
scheduling procedures and the conduct of the sur-
veys themselves.   

(ii) Contents  
Each standard survey shall include, for a case-

mix stratified sample of residents—  
(I) a survey of the quality of care furnished, as 

measured by indicators of medical, nursing, and 
rehabilitative care, dietary and nutrition ser-
vices, activities and social participation, and san-
itation, infection control, and the physical envi-
ronment,  
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(II) written plans of care provided under sub-
section (b)(2) and an audit of the residents’ as-
sessments under subsection (b)(3) to determine 
the accuracy of such assessments and the ade-
quacy of such plans of care, and  

(III) a review of compliance with residents’ 
rights under subsection (c).   

(iii) Frequency  

(I) In general  
Each skilled nursing facility shall be subject 

to a standard survey not later than 15 months 
after the date of the previous standard survey 
conducted under this subparagraph.  The 
Statewide average interval between standard 
surveys of skilled nursing facilities under this 
subsection shall not exceed 12 months.   

(II) Special surveys  
If not otherwise conducted under subclause 

(I), a standard survey (or an abbreviated stand-
ard survey) may be conducted within 2 months 
of any change of ownership, administration, 
management of a skilled nursing facility, or the 
director of nursing in order to determine 
whether the change has resulted in any decline 
in the quality of care furnished in the facility.   

(B) Extended surveys  

(i) In general  
Each skilled nursing facility which is found, un-

der a standard survey, to have provided substand-
ard quality of care shall be subject to an extended 
survey.  Any other facility may, at the Secretary’s 
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or State’s discretion, be subject to such an ex-
tended survey (or a partial extended survey).   

(ii) Timing  
The extended survey shall be conducted imme-

diately after the standard survey (or, if not prac-
ticable, not later than 2 weeks after the date of 
completion of the standard survey).   

(iii) Contents  
In such an extended survey, the survey team 

shall review and identify the policies and proce-
dures which produced such substandard quality 
of care and shall determine whether the facility 
has complied with all the requirements described 
in subsections (b), (c), and (d).  Such review shall 
include an expansion of the size of the sample of 
residents’ assessments reviewed and a review of 
the staffing, of in-service training, and, if appro-
priate, of contracts with consultants.   

(iv) Construction  
Nothing in this paragraph shall be construed as 

requiring an extended or partial extended survey 
as a prerequisite to imposing a sanction against a 
facility under subsection (h) on the basis of find-
ings in a standard survey.   

(C) Survey protocol  
Standard and extended surveys shall be con-

ducted—  
(i) based upon a protocol which the Secretary 

has developed, tested, and validated by not later 
than January 1, 1990, and  
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(ii) by individuals, of a survey team, who meet 
such minimum qualifications as the Secretary es-
tablishes by not later than such date. 

The failure of the Secretary to develop, test, or vali-
date such protocols or to establish such minimum 
qualifications shall not relieve any State of its respon-
sibility (or the Secretary of the Secretary’s responsi-
bility) to conduct surveys under this subsection.   

(D) Consistency of surveys  
Each State and the Secretary shall implement pro-

grams to measure and reduce inconsistency in the ap-
plication of survey results among surveyors.   

(E) Survey teams  

(i) In general  
Surveys under this subsection shall be conducted by 

a multidisciplinary team of professionals (including a 
registered professional nurse).   

(ii) Prohibition of conflicts of interest  
A State may not use as a member of a survey team 

under this subsection an individual who is serving (or 
has served within the previous 2 years) as a member 
of the staff of, or as a consultant to, the facility sur-
veyed respecting compliance with the requirements of 
subsections (b), (c), and (d), or who has a personal or 
familial financial interest in the facility being sur-
veyed.   

(iii) Training  
The Secretary shall provide for the comprehensive 

training of State and Federal surveyors in the conduct 
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of standard and extended surveys under this subsec-
tion, including the auditing of resident assessments 
and plans of care.  No individual shall serve as a mem-
ber of a survey team unless the individual has success-
fully completed a training and testing program in sur-
vey and certification techniques that has been ap-
proved by the Secretary.   

(3) Validation surveys  

(A) In general  
The Secretary shall conduct onsite surveys of a rep-

resentative sample of skilled nursing facilities in each 
State, within 2 months of the date of surveys con-
ducted under paragraph (2) by the State, in a suffi-
cient number to allow inferences about the adequacies 
of each State’s surveys conducted under paragraph 
(2).  In conducting such surveys, the Secretary shall 
use the same survey protocols as the State is required 
to use under paragraph (2).  If the State has deter-
mined that an individual skilled nursing facility 
meets the requirements of subsections (b), (c), and (d), 
but the Secretary determines that the facility does not 
meet such requirements, the Secretary’s determina-
tion as to the facility’s noncompliance with such re-
quirements is binding and supersedes that of the 
State survey.   

(B) Scope  
With respect to each State, the Secretary shall con-

duct surveys under subparagraph  
(A) each year with respect to at least 5 percent of the 
number of skilled nursing facilities surveyed by the 
State in the year, but in no case less than 5 skilled 
nursing facilities in the State.   
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(C) Remedies for substandard performance  
If the Secretary finds, on the basis of such surveys, 

that a State has failed to perform surveys as required 
under paragraph (2) or that a State’s survey and cer-
tification performance otherwise is not adequate, the 
Secretary shall provide for an appropriate remedy, 
which may include the training of survey teams in the 
State.   

(D) Special surveys of compliance  
Where the Secretary has reason to question the com-

pliance of a skilled nursing facility with any of the re-
quirements of subsections (b), (c), and (d), the Secre-
tary may conduct a survey of the facility and, on the 
basis of that survey, make independent and binding 
determinations concerning the extent to which the 
skilled nursing facility meets such requirements.   

(4) Investigation of complaints and monitoring 
compliance  

Each State shall maintain procedures and adequate 
staff to—  

(A) investigate complaints of violations of re-
quirements by skilled nursing facilities, and  

(B) monitor, on-site, on a regular, as needed ba-
sis, a skilled nursing facility’s compliance with the 
requirements of subsections (b), (c), and (d), if—  

(i) the facility has been found not to be in com-
pliance with such requirements and is in the pro-
cess of correcting deficiencies to achieve such 
compliance;  

(ii) the facility was previously found not to be in 
compliance with such requirements, has cor-
rected deficiencies to achieve such compliance, 
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and verification of continued compliance is indi-
cated; or  

(iii) the State has reason to question the com-
pliance of the facility with such requirements.   

A State may maintain and utilize a specialized team 
(including an attorney, an auditor, and appropriate 
health care professionals) for the purpose of identify-
ing, surveying, gathering and preserving evidence, 
and carrying out appropriate enforcement actions 
against substandard skilled nursing facilities.   

(5) Disclosure of results of inspections and ac-
tivities  

(A) Public information  
Each State, and the Secretary, shall make available 

to the public—  
(i) information respecting all surveys and certi-

fications made respecting skilled nursing facili-
ties, including statements of deficiencies, within 
14 calendar days after such information is made 
available to those facilities, and approved plans 
of correction,  

(ii) copies of cost reports of such facilities filed 
under this subchapter or subchapter XIX,  

(iii) copies of statements of ownership under 
section 1320a-3 of this title, and  

(iv) information disclosed under section  1320a-
5 of this title.   

(B) Notice to ombudsman  
Each State shall notify the State long-term care om-

budsman (established under title III or VII of the 
Older Americans Act of 1965 [42 U.S.C. 3021 et seq., 
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3058 et seq.] in accordance with section 712 of the Act 
[42 U.S.C. 3058g]) of the State’s findings of noncom-
pliance with any of the requirements of subsections 
(b), (c), and (d), or of any adverse action taken against 
a skilled nursing facility under paragraph (1), (2), or 
(4) of subsection (h), with respect to a skilled nursing 
facility in the State.   

(C) Notice to physicians and skilled nursing fa-
cility administrator licensing board  
If a State finds that a skilled nursing facility has 

provided substandard quality of care, the State shall 
notify—  

(i) the attending physician of each resident 
with respect to which such finding is made, 
and  

(ii) the State board responsible for the licens-
ing of the skilled nursing facility administrator 
at the facility.   

(D) Access to fraud control units  
Each State shall provide its State medicaid fraud 

and abuse control unit (established under section 
1396b(q) of this title) with access to all information of 
the State agency responsible for surveys and certifica-
tions under this subsection.   

(E) Submission of survey and certification in-
formation to the Secretary  
In order to improve the timeliness of information 

made available to the public under subparagraph (A) 
and provided on the Nursing Home Compare Medi-
care website under subsection (i), each State shall 
submit information respecting any survey or certifica-
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tion made respecting a skilled nursing facility (includ-
ing any enforcement actions taken by the State) to the 
Secretary not later than the date on which the State 
sends such information to the facility.  The Secretary 
shall use the information submitted under the preced-
ing sentence to update the information provided on 
the Nursing Home Compare Medicare website as ex-
peditiously as practicable but not less frequently than 
quarterly.   

(h) Enforcement process  

(1) In general  
If a State finds, on the basis of a standard, ex-

tended, or partial extended survey under subsection 
(g)(2) or otherwise, that a skilled nursing facility no 
longer meets a requirement of subsection (b), (c), or 
(d), and further finds that the facility’s deficien-
cies—  

(A) immediately jeopardize the health or safety of 
its residents, the State shall recommend to the 
Secretary that the Secretary take such action as 
described in paragraph (2)(A)(i); or  

(B) do not immediately jeopardize the health or 
safety of its residents, the State may recommend 
to the Secretary that the Secretary take such ac-
tion as described in paragraph (2)(A)(ii).   
If a State finds that a skilled nursing facility meets 
the requirements of subsections (b), (c), and (d), 
but, as of a previous period, did not meet such re-
quirements, the State may recommend a civil 
money penalty under paragraph (2)(B)(ii) for the 
days in which it finds that the facility was not in 
compliance with such requirements.   
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(2) Secretarial authority  

(A) In general  
With respect to any skilled nursing facility in a 

State, if the Secretary finds, or pursuant to a recom-
mendation of the State under paragraph (1) finds, 
that a skilled nursing facility no longer meets a re-
quirement of subsection (b), (c), (d), or (e), and further 
finds that the facility’s deficiencies—  

(i) immediately jeopardize the health or 
safety of its residents, the Secretary shall take 
immediate action to remove the jeopardy and 
correct the deficiencies through the remedy 
specified in subparagraph (B)(iii), or terminate 
the facility’s participation under this subchap-
ter and may provide, in addition, for one or 
more of the other remedies described in sub-
paragraph (B); or  

(ii) do not immediately jeopardize the health 
or safety of its residents, the Secretary may 
impose any of the remedies described in sub-
paragraph (B).  Nothing in this subparagraph 
shall be construed as restricting the remedies 
available to the Secretary to remedy a skilled 
nursing facility’s deficiencies.  If the Secretary 
finds, or pursuant to the recommendation of 
the State under paragraph (1) finds, that a 
skilled nursing facility meets such require-
ments but, as of a previous period, did not meet 
such requirements, the Secretary may provide 
for a civil money penalty under subparagraph 
(B)(ii) for the days on which he finds that the 
facility was not in compliance with such re-
quirements.   
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(B) Specified remedies  
The Secretary may take the following actions with 

respect to a finding that a facility has not met an ap-
plicable requirement:  

(i) Denial of payment  
The Secretary may deny any further payments 

under this subchapter with respect to all individ-
uals entitled to benefits under this subchapter in 
the facility or with respect to such individuals ad-
mitted to the facility after the effective date of the 
finding.   

(ii) Authority with respect to civil money  
penalties  

(I) In general  
Subject to subclause (II), the Secretary may 

impose a civil money penalty in an amount not to 
exceed $10,000 for each day of noncompliance.  
The provisions of section 1320a-7a of this title 
(other than subsections (a) and (b)) shall apply to 
a civil money penalty under the previous sen-
tence in the same manner as such provisions ap-
ply to a penalty or proceeding under section 
1320a-7a(a) of this title.   

(II) Reduction of civil money penalties in 
certain circumstances  

Subject to subclause (III), in the case where a 
facility self-reports and promptly corrects a defi-
ciency for which a penalty was imposed under this 
clause not later than 10 calendar days after the 
date of such imposition, the Secretary may reduce 
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the amount of the penalty imposed by not more 
than 50 percent.   

(III) Prohibitions on reduction for certain  
deficiencies  

(aa) Repeat deficiencies  
The Secretary may not reduce the amount of a 

penalty under subclause (II) if the Secretary had 
reduced a penalty imposed on the facility in the 
preceding year under such subclause with re-
spect to a repeat deficiency.   

(bb) Certain other deficiencies  
The Secretary may not reduce the amount of a 

penalty under subclause (II) if the penalty is im-
posed on the facility for a deficiency that is found 
to result in a pattern of harm or widespread 
harm, immediately jeopardizes the health or 
safety of a resident or residents of the facility, or 
results in the death of a resident of the facility.   

(IV) Collection of civil money penalties  
In the case of a civil money penalty imposed 

under this clause, the Secretary shall issue reg-
ulations that—  

(aa) subject to item (cc), not later than 30 
days after the imposition of the penalty, pro-
vide for the facility to have the opportunity 
to participate in an independent informal 
dispute resolution process which generates a 
written record prior to the collection of such 
penalty;  

(bb) in the case where the penalty is im-
posed for each day of noncompliance, provide 
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that a penalty may not be imposed for any 
day during the period beginning on the ini-
tial day of the imposition of the penalty and 
ending on the day on which the informal dis-
pute resolution process under item (aa) is 
completed;  

(cc) may provide for the collection of such 
civil money penalty and the placement of 
such amounts collected in an escrow account 
under the direction of the Secretary on the 
earlier of the date on which the informal dis-
pute resolution process under item (aa) is 
completed or the date that is 90 days after 
the date of the imposition of the penalty;  

(dd) may provide that such amounts col-
lected are kept in such account pending the 
resolution of any subsequent appeals;  

(ee) in the case where the facility success-
fully appeals the penalty, may provide for the 
return of such amounts collected (plus inter-
est) to the facility; and  

(ff) in the case where all such appeals are 
unsuccessful, may provide that some portion 
of such amounts collected may be used to 
support activities that benefit residents, in-
cluding assistance to support and protect res-
idents of a facility that closes (voluntarily or 
involuntarily) or is decertified (including off-
setting costs of relocating residents to home 
and community-based settings or another fa-
cility), projects that support resident and 
family councils and other consumer involve-
ment in assuring quality care in facilities, 
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and facility improvement initiatives ap-
proved by the Secretary (including joint 
training of facility staff and surveyors, tech-
nical assistance for facilities implementing 
quality assurance programs, the appoint-
ment of temporary management firms, and 
other activities approved by the Secretary).   

(iii) Appointment of temporary manage-
ment  

In consultation with the State, the Secretary 
may appoint temporary management to oversee 
the operation of the facility and to assure the 
health and safety of the facility’s residents, 
where there is a need for temporary manage-
ment while—  

(I) there is an orderly closure of the facility, or  
(II) improvements are made in order to bring 
the facility into compliance with all the re-
quirements of subsections (b), (c), and (d).   

The temporary management under this clause 
shall not be terminated under subclause (II) un-
til the Secretary has determined that the facility 
has the management capability to ensure con-
tinued compliance with all the requirements of 
subsections (b), (c), and (d).   

The Secretary shall specify criteria, as to when and 
how each of such remedies is to be applied, the 
amounts of any fines, and the severity of each of these 
remedies, to be used in the imposition of such reme-
dies.  Such criteria shall be designed so as to minimize 
the time between the identification of violations and 
final imposition of the remedies and shall provide for 
the imposition of incrementally more severe fines for 
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repeated or uncorrected deficiencies.  In addition, the 
Secretary may provide for other specified remedies, 
such as directed plans of correction.   

(C) Continuation of payments pending remedia-
tion  

The Secretary may continue payments, over a period 
of not longer than 6 months after the effective date of 
the findings, under this subchapter with respect to a 
skilled nursing facility not in compliance with a re-
quirement of subsection (b), (c), or (d), if—  

(i) the State survey agency finds that it is more ap-
propriate to take alternative action to assure com-
pliance of the facility with the requirements than to 
terminate the certification of the facility,  

(ii) the State has submitted a plan and timetable 
for corrective action to the Secretary for approval 
and the Secretary approves the plan of corrective ac-
tion, and  

(iii) the facility agrees to repay to the Federal Gov-
ernment payments received under this subpara-
graph if the corrective action is not taken in accord-
ance with the approved plan and timetable.   

The Secretary shall establish guidelines for approval 
of corrective actions requested by States under this 
subparagraph.   

(D) Assuring prompt compliance  
If a skilled nursing facility has not complied with 

any of the requirements of subsections (b), (c), and (d), 
within 3 months after the date the facility is found to 
be out of compliance with such requirements, the Sec-
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retary shall impose the remedy described in subpara-
graph (B)(i) for all individuals who are admitted to the 
facility after such date.   

(E) Repeated noncompliance  
In the case of a skilled nursing facility which, on 3 

consecutive standard surveys conducted under sub-
section (g)(2), has been found to have provided sub-
standard quality of care, the Secretary shall (regard-
less of what other remedies are provided)—  

(i) impose the remedy described in subparagraph 
(B)(i), and  

(ii) monitor the facility under subsection 
(g)(4)(B) until the facility has demonstrated, to the 
satisfaction of the Secretary, that it is in compliance 
with the requirements of subsections (b), (c), and (d), 
and that it will remain in compliance with such re-
quirements.   

(3) Effective period of denial of payment  
A finding to deny payment under this subsection 

shall terminate when the Secretary finds that the fa-
cility is in substantial compliance with all the require-
ments of subsections (b), (c), and (d).   

(4) Immediate termination of participation for 
facility where Secretary finds noncompli-
ance and immediate jeopardy  

If the Secretary finds that a skilled nursing facility 
has not met a requirement of subsection (b), (c), or (d), 
and finds that the failure immediately jeopardizes the 
health or safety of its residents, the Secretary shall 
take immediate action to remove the jeopardy and cor-
rect the deficiencies through the remedy specified in 
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paragraph (2)(B)(iii), or the Secretary, subject to sec-
tion 1320a-7j(h) of this title, shall terminate the facil-
ity’s participation under this subchapter.  If the facil-
ity’s participation under this subchapter is termi-
nated, the State shall provide for the safe and orderly 
transfer of the residents eligible under this subchap-
ter consistent with the requirements of subsection 
(c)(2) and section 1320a-7j(h) of this title.   

(5) Construction  
The remedies provided under this subsection are in 

addition to those otherwise available under State or 
Federal law and shall not be construed as limiting 
such other remedies, including any remedy available 
to an individual at common law.  The remedies de-
scribed in clauses (i), (ii)(IV), and (iii) of paragraph 
(2)(B) may be imposed during the pendency of any 
hearing.   

(6) Sharing of information  
Notwithstanding any other provision of law, all in-

formation concerning skilled nursing facilities re-
quired by this section to be filed with the Secretary or 
a State agency shall be made available by such facili-
ties to Federal or State employees for purposes con-
sistent with the effective administration of programs 
established under this subchapter and subchapter 
XIX, including investigations by State medicaid fraud 
control units.   
 
 

 
 


