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TAT OF L CASE
On May §, 2020, the Office of Health Care Quality (OHCQ), a part of tha Maryland
Department of Health (MDH or Department) issued a Notice to Sagepoint MNursing and
Rehubilitation Center (Respondant or Facility) that included a statement of deficicncies and
imposed Stute civil and monetary pemaliies for two categorics of deficiencies: serious and
immvediaie threat (o the bealth and safety of the nursing facility's residents. On June 2, 2024, the
Depastment revised the Notice to add a federal citation at the request of the Centers for Medicare
and Medicaid Services (CMS). Among other things, the Noties advised that the OHCG was
impaosing on the Respondent a civil money pessalty (CMP) of {a) $10,000.00 per day beginning
March 30, 2020, and extending through May 6, 2020, for a total of $380,000.00 and (b) $1,000.00
per day beginning May 7, 2020 theough the date on which the fiscility returms w substantial

compiiance. The total sum of the CMP imposed was §440,000.00, Md Code Ann., Health-Gen



84 19-359 10 19-1401 (2019 Replacement Volume & Supp. 2020) and Code of Maryland
Regulations (COMAR) 10.67.02.70.

On May 22, 2020, the Appellant filed an appeal of the ChMPs and requested an Informal
Dispute Resohition which wag held an June 3, 2020, On Tuly 10, 2020, the Departraent affirmed
the previously imposed State CMDs and attached the final statetnent of deficiency, On
July 21, 2020, the MDH referred this matier to the, Office of Administrative Hearing= (DAH) for a
hearing,

Chn September 21, 2020, Ih&ldamhemﬁg conference, At that conference, [ prantad the
Respondent’s Motion for Admission Pro Hac Vice asking that Joseph Bianculli, an attorney in
eood standing in Virginia and Washington D.C., and general counsel for the Facility, be
permilled 0 represent it for the limited parposes of this hearing as co-counsel along with
Thomas Whitefard, an attorney ir good standing in Maryland, On September 25, 2020 1 issued 2
Prehearing Conference Report and Scheduling Order noting that the parties agreed to schedule the
hearing for December 8,9 10and 11, 2020. On October 5, 2020, the Respondent filed g Muotion 1o
Amend Scheduling Order and an Noveniber 5, 2020, I issued an Amended Scheduling Order
incorporating the Parties® it Statement of Tssues.

On December 8, 2, 10and 11, 2020, | conducted & hearing at the OAH office in Huni
Valley, Maryland. Assisiant Atlomey General Juliana Bell represented the OHCQ. Joseph
Bianculli, Esq., represented the Respondent,



Procedure in this case iz govemned by the contested case provisions of the Administrative
Procedure Act (APA}, Md. Code Ann., State Gov't §§ 10-201 through 10-226 (2014 & Supp.
20207, COMAR 10.01.03; and the Rules of Procedure of the OAH, COMAR 28.02.01."

ISSUES
FACTUAL ISSUES

L Wil was the content of the puldance issued by the Center for Disease Control
and Prevention (CDC) Infection Conteol regarding COVID-19 pertinent at all fimes to this case?

1. Did the Respondent identify and implement appropriate infection control
pratocels to prevent the introduction of COVID-19 to the Facility prior to the identification of its
first COVID-19 positive resident on or about March 30, 20207

3 Did the Respondent correctly implement applicable transmission-based infection
conirel precawtions and protocols after recciving notice of its first COVID-19 positive resident
on or about March 30, 20207

4, Did the Respondent develop and fallow an effective working plan to manage
resident cohorting according to COVID-19 status?

5. Did the Respondent actually implement an effective plan to echort residents based
on COVID-19 test status aecording to CDC and Departrient guidance, after receiving
COVID- 19 1est results, beginning April 9, 20207

&, Ill'u:l the Respondent follow CDC and Department guidance regarding isolation of

COVID-19 positive residents at all tmes pertinent to this case?

! Purssant o the Debtgation Letter from MOH tn OAH (fan. 6, 2020); Health-Gen. § 18-ZA06s) 3 (nursing homes
timefrome); and COMAR 10.07.02.74C {compretensive and extended care faeilities timefame), the DAN bas besn
asked to issue @ proposed decision that is due ten working days following the close of the record, Tn this esee, | held
the rocord open Lo review the recorded teatimeny of one witness, and the parties sgreed 1o 2 briefing schadule, and to
extend my tine 10 reader 4 proposed decision until afier the receipt of the manseript and submission of briefe. That
timeline was agiin catendod when a dely arcse regarding the ranscript. As o result, the parties bricfs were dae on
March 15, 3021 with sy reply brieds due by March 22, 2021, and my proposed decision was due ten working days
later, on April 5, 2021

3



T Did the Respondent fallow CDC and Department guidance regarding isolation of
“under investigation” residenis whoss COVID-19 status was unknown, or whose test resulss
were pending, at all times pertinent 1o this case?

8.+ Did the Respondent follow CDC and Department guidance regarding mask use by
residents at all times pertinent to this case?

9. Did the Respondent follow CDC and Department guidance regarding cohorting
siall, that is, assigning stail w work only on a COVID-19 positive or negative unit, &t all times
pertinent to this casc?

10.  Did the Respondent follow CDC and Department puidance regarding use of
personal protective equipment {PPE) by staff, including both direct caregivers, and non-direct
caregiving siaff, at all imes pertinent to this case?

1. Dhd the Respondent follow applicable CDC and Department guidanee regarding
using, donning, doffing, and disposal of PPE, including the loeation of such PPE and donning
and doffing stations, a1 all times pertinent 1o this case?

12, Did the surveyor's observations support that the Facility staff violated CDC or
Depariment guidsnce regarding use or dispesal of PPE at any time during the survey?

13, Was reuse and sanitization of gloves permitted by CDC and Department guidance
at any time pertinent to this case?

14, Didthe Respmtdmlui follow appliceble CDC and Department guidance regerding

rense and sanitization of gloves at gll times pertinent to this case?



LEGAL IS8

1. What MDH COVID-19 guidance established legally binding requiremnents at zll
limes pertinent to this case?

% Which CDC Infection Control and COVID-19 guidance was the Facility legally
required to follow at all times pertinent to (his case?

3 Did the Respondent implement infection eontral protocels pursuant 1o applicable
CDC and Department requirements and/or puidanee at all times pertinesnt 1o this casa?

4. [id the Respondent implement a system for erdering, tracking, and documenting
COVID-19 tests and test resulls during April 2020 that met the requirernents of COMAR
10.07.02.28 and 10.07.02.337

5. Did the Respondent’s failure to note a lah's delay in reporiing Resident S
COVID-19 test result between April 6 and April 20, 2020 violate COMAR 10.07.02.28 and
10.07.02.53%

. Did the Respondent’s efforts to cohart residents according to COVID-19 test
siatus after April 9, 2020 meet the requirements of COMAR 10.07.02.3349

7. Were Resident numbers Ui = o ropriately isolated and “cohored™ at all
times pertinent 1o the cage?

8. Did a surveyor's observation of Resident #grand anather resident being fed ina
dining room on April 23, 2020, together with Lhel surveyor's eelated interviews of staff,
demonstrate an infectian control violation of COMAR 10.07.02.33A7

9. Dhd supposed violations of CDC and Department PEE guidance &% observed by a
surveyor and cited in the Statement of Deficiencies actually violate any such guidance or
infection control requircment?

WL Did the Department establish that the Facility violated COMAR 10.07.02.28%



11.  Did the Department establish that the Facility viclated COMAR 10.07.02 337

12,  Did noncompliance by the Facility pose a serious and immediate threat
{“immediate jeopardy™) to any resident?

13. I the civil money penalty the Department imposed arbitrary and capricious?

SUMMARY OF THE EVIDENCE

The Exhibit list 1s attached a5 an Appendix.
Testimony
The follewing wilnesses testified on behalf of the Depariment:
SR cuveyvor, OHOO,

_, nurse surveyor 11, OHCO:;

U s corveyor, OHOGQ; and

Pairicia Tomsko Nay, M.13.,” Executive Director OHCD, whom | accepted as an expert in
medicine, periatrics, and Maryland Mursing home regulations.

The Respondent presenied the following walnesses:

David Grabowski, Ph.D., Professor of Health Care Palicy, Harvard Medical School,
whom [ accepted as an expert in heglth care policy particularly as it relates 1o nursing homes;

Andrea Doyer, nursing home administrator, Sagepoint Senior Living Services;

Bryan Wallace McEachem, M.D., pediatrician, whom [ accepied as an experl in
infection contral; and

Morgan Katr, M DD, assistant professor, Johns Hophins 1_|Fr|.1 versily Hospital, whom 1

accepted ag an expert in infection control in long-1erm care faeilities.

1 The soumd quality of Dr. May's testimony was pocr on the sudio recording and therefore the irarceip was
meanmplets, On azreament of the parties; the Depariment subimnilted an @mata sheel nlomg with their post-hearing
briel and thoss clarificaions o the ranscrigt have b scoepted and adopied = part 6F ke recard

T [, Katg testificd wiroally peioe (ot hearing, vin deposition that was mended by counse! for bath the Fasihi and
the #4DH. Her tzsiimony - bath direct examimation asd cross examinsdion = was recorded and the rﬁ:nrd.in.g and
transcript of the testimaony was accepled and snchmded inthe recard.

&



FINDINGS OF FACT

[ find the following facis by i prepomnderance of the evidenoe:

1. The Facility is a 170 bed not-for-profis nursing and rehabilitation center located in
LaPlata, Maryland. The majority of the Facility"s residents suffer from confusion caused by
conditicns such as dementia, Eighty percent of the residents qualify for end-of-life or palliative
care. In March 2020, the Facility had approxirnately one hundred-twenty-seven residents,

2 On January 17, 2020, the COC published its first sdvisory to health care providers
regarding the COVID-19 owtbreak in China. At that time, it was believed the viras was
contained in China, and the CDC recommended that health care providers determine whether
persons with symptoms of respiratory lness including fever, cough, and shoriness of breath,
recently had been in Wohan China, or in close contact with someone diagnosed with COVID-19,
After the virus spread (o the United States, the CDC issued & second advisory on
Febroary 1, 2020 with the same advice.

3. On February 6, 2020, CMS issued its first guidance instructing states to remind all
health care facilities, including nursing homes, Lo monitor CDC and CMS Guidance, reinforce
typical infection conmol practices, including “standard,” “contact ™ “draplet,” and “airhome™
precautions described in the CDC's 2007 “Guideline for Isolation Precautions in Healthcsre
Settings” (2007 CDC Guidance).*

4, On Mareh 3, 2020, OHCQ completed an anmal licensure survey for the Facility
(licensure survey). During thet survey, OHCOQ conducted 2 review of all of the Facility's
administrative systems, including its infection contral and laboratory processes. As a result of
the review, DHCQ cited a handful of minor deficiencies, none of which related 16 infection

conirol, laboratory services, or adminisiration.

"COMAR 10.07,00.02 specilically incorparnies the 2007 GG Ouidance a3 a Maryland regulslory requirement
7



5 On March 5, 2020, the first case of COVID-1% was confirmed in Maryland and
Governor Hogan declared a state of emergency.

6. OnMarch 6, 2020, the Facility implemented reduced visiting owrs, increased
visitor screening, limitation of resident trips outside of the facility, and reinforcement of basic
infection control techniques. The Facility implemented symptom screening of all staff twice per
shifi, including temperature checks, The Facility"s three infection control nurses posted
informational posters regarding cough and sneere etiquette and began reinforeing trainings on
PPE use and “don/dofT™ {putting on and teking off PPE) sequencing, Throughout March 2020,
those nurses conducted ongoing CDC infection control training sessions and acdits with (he staff,

7. On March 9, 2020, the Facility limited aceess to all nursing units to residents and
staff of those units; required patients who had 10 go off-site for dialysis treatment to wear masks;
canceled routine outside physician appointments; pul all long term admissions on held: closed its
karge dining room; ended large group activities; limited in-person care planning mectings;
enhanced deep cleaning of therapy equipment between users; required all deliveries, including
resident [aundry, 1o be picked up and dropped off at the door; put 2 hold on the student rotations
[from locel nursing education programs; and started taking and documenting all residents’
temperaiures and vital signs on each nursing shift (or every eiphl hours).

3 On Mareh 10, 2020, the MDH issued its first recommendations regarding
COVID-1% to health care facilities serving older adults. (Resp, Ex. 12). That document
recommended screening residents, staff, and visitors for respiratory symploms, to monitor CDC
website for updates, and to follow CMS guidance reparding admission or readmission of

COVID-19 positive residents, The MDH also encovraged facilitics to monitor MDH s web site



and secial media accounts “as these recommendations may be updated from time to time.” In
terms of regulatory compliance, the docurment provided:

MDH acknowledges that implementation of these repulations may cause

regulated Senlor Care Facilites to be in now-compliance with certain State

regulatory requirements, including without limitation, regulations relating to

visitation, resident activities, and staffing ratios. MDH will not fake

enforeement action under State law or regulation aguinst any regulated

senior Care Facility for regulatory non-compliance that arises salely from

the goad faith implementation of these recommendations during the period

in which the Governor has proclaimed a state of emergency related to

COVID-19. (Emphasis in original).

9. On March 13, 2020, the MDH drafted a letter to health care providers
supplementing its former guidance on COVID-19, Specifically, the letter provided that
asymplomatic and mildly symptomatic persons do not need ta be tested: that the MDH is
perlorming COVID-19 testing for.. . persons “who reside in a nursing home or long-term core
facility AND who has (sic) cither fever or signs/symptoms of a lower respiratory illness AND
who tested negative for influenza on initial workup and no alternative dingnogis,” (Emphasis in
original). The guidance also acknowledged the shortage of NOS resplrators and advised that
surgical masks were sufficient for individuals collecting specimens for COVID-19 testing.

10, On March 13, 2020, the Facility prohibited employees from working at other
health care facilitics or serviess,

1. On Mareh 17, 2020, the CDC issved its first guidance for conserving, reusing, and
improvising substitutes for masks and gowns. The Facility experienced a gown shortage and
volunteers sewed several hundred gowns for them. Eventually, the Favility relied on the
Maryland Emergency Management Agency for pewns, masks and other supplies. {MDH Ex. 14,
15).

12, On March 19, 2020, in a PowerPoint presentation prepared by MDH

epidemiologists who held weekdy phone conferences with nursing facilities 1o discuss the latest



COVID-19 gnidance, the MDH stated that nursing homes should comtinge to admit COVID-19
positive residents, that stalf with "low level” exposure to COVID- 1% should continue working as
long as they remained asymplomatic and wea.r-a cloth face covering, and that prior approval was
required for any COVID-19 testing. (Resp. Ex. 18).

13, On March 20, 2020, the MDH published a Freguently Asked Questions
memorandum regarding COVID-19, (Resp. Ex. 17). In that document, the MDH advized
against wearing a face mask unless you were infected with COVID-19 and showing symptoms
or were a healih care worker caring for someone with COVID-19 in a close seiting.

14,  On March 23, 2020, the MDH issued fusther COVID-19 puidance specific to
long-term care and assisted living facilities. That guidance advised facilities (o initiate measures
o optimize teir current supply of PPE. Specifically, the guidance stated, “[1] PPE supply
allows, consider having health care personne] wear all recommended PPE {gown, gloves, eye
protection, facemask) for the care of all residents, repardless of presence of sympioms.™ The
BMDH also advised nursing homes 1 continue to admit and re-admt residents with confimsed
COVID-19 disgnosis or symptoms. The guidance advised that once a facility had a confirmed
case of COVID-19, the response priorities were as follows:

# {(oick identification and isotation of residents and exclusion of health care

personree] with signs wsl svmploms

Strict active monitoring of all residents and Gacility staff members

Compliance with strict visitor restrictions

Correct donning and doffing of PPE

Reinforcement of hand hygiene practices and respiratory ctiquette for sialf

and residents |

= TEnhanced environmental cleaning of frequently touched sucfaces three times
per day

* Frequent, transparent communicalion with public health

15.  On March 23, 2020, CMS publicized its plan to utilize state survey agencies to
conduct a new Targeted Infection Conwol Survey (CMS TIC Survey) to assess compliance with

existing infection control requirements amid the pandemic. CMS disseminated the CMS TIHC
g



Survey 1o facilitate healthcare Facllities in educating them on the latest practices and expeciations
related to COVID-19. CMS made clear that this checklist weuld be utilized during Targeted
[nfection Control surveys,

I6.  On March 27, 2020, the Facility adopled its first COVID-19 specific Infection
Contral Policy and Procedure to reflect new COC and CMS Euidance reparding COVID-1% and
the unigue ehallenges posed by COVID-19 such as supply chain disrupiion and PPE shrartapes.
The new policy incorporated all of the practices the Facility had put into place since
Barch 6, 2020, as detailed above. Tt also provided thet all residents with known or suspected
COVID-19 would be isolated in single occupancy rooms with the door closed; cohort 2taff as
possible; limit resident movement in the building; and consult with local and State officials for
assistance. The Policy provided for following CDC and other guidance regarding conscrvation
and substitutions of PPE.

17. OnMarch 26, 2020, the MDH issued another guidance advising sgainst testing of
asympiomatic pursing home residents, and providing that asymplomatic residents in nursing
facilities would pet “third priority” for testing afier symptomatic hospital patients, healthcare
professionals and emergeney personnel. (Resp. Ex. 27).

18, Om March 27, 2020, the CDC published puidance in its Mouorbidity and Mortality
Weckly Report modifying its earfier puidance that COVID-19 précantions at nursing facilifies
should be similar to those commonly implemented for influenza, and deseribed in the 2007 CDC
guidance, because it had been discovered, through studying the COVID-19 cuthreak at a nursitg
bome in King Counly, Washingion, that COVIT- 19 (ransmission eould ocevr from

asympiomalc and pre-symplomatic people. That guidance also addressed medifications



suggested due to the related supply chain disruptions and shortapes of PPE. Specifically, that

Tepnrt stebed:

Once [COVID-19] is introduced in a long-term care skilled nursing facility, rapid
transmission can oceur.. . [ Symptom screening could initizlly fail 1o identify
approximately one half of [nursing home] residents with [COVID-19] infection.
Unrecognized asymptomatic and pre-symplomatic infections might contribute to
transmission in these settings. During the current COVID-19 pandemic, [nursing
homes) and all long-term care facilities should take proactive steps to prevent
introduction of [COVID-19], including restricting visitors except in :
compassionale care siluations, restricting nonessential personnel from entering the
building, asking statf members to monitor themselves for fever and other
symptoms, scrééning all staff members at the beginning of their shift for fever and
other symploms, and supporting staff member sick leave, including for those with
mild sympioms. Onee a facility has a case of COVID-19, broad stratepies should
be implemented to prevent ransmission, including restriction of
resident-to-resident inleractions, universal use of facemasks for all health care
personnel while in the facility, and if possible, use of CDC-recommended PPE for
the care of all residenis (i.e,, pown, gloves, aye protection, N95 respiratar, or, if
not available, a face mask). In settings where PPE supplics are limited, strategies
for extended PPE use and limited reuse should be employed. As testing
availobility improves, consideration might be given to test-based stratepies for
identifying residents with [COVID-19] infection for the purposes of cohoriing,
either in designated units within a factlity or in a separate facility designated for
residents with COVID-19. During the COVIT-19 pandemie, collaborative efforts
are enieial 1o protecting the most vulnerable populations.

MDH Ex. 28, pg. 4.

12,

Charles County, Maryland, where the Facility is located. had ten confirmed coses

of COVID-19 on March 26, 2020; sixty-nine cases on Apnl 1, 2020; one-hundred-sixty-four

cases on April 9, 2020; and ste-hundred-ninety-eight cases on May 7, 2020,

20,

On March 30, 2020, the Facility leemed that one of its residents tested pasitive fur

COVIE=12 while hospitalized for reasons related 4o & terminal condition. That patient returned

to the Facility on Aprl 6, 2020, was isolated, and died on April 7, 2020. The Depanument does

not allege any noncompliance relating to that case.

21.

O March 30, 2020, the Facility implemented universal source contral

transmission-based procantions throughout the entire center, The Facility treated avery residont

12



as potentinlly infected; required all staff to wear masks: and required full PPE for staff providing
direct, hands-on care to any resident,

22 On Aprl 1, 2020, by memaorandum, the OHOQ specifically reguired nursing
homes to continue to admil and re-admit individuals who had tested positive for COVID-19
(Resp. Ex. 30). On Apnl 5, 2020, the Sécretary of MDH issued an Order specifically requiring
niirsing homes fo readmit COVID-19 positive residents from hospitals, (Resp. Ex. 34) and the
MDH continued to advise nursing homes to admit COVID-19 potitive residents. (Resp, Fx. 200
That Apsil 5, 2020 guidance also included directives requiring nursing hames o cohort known
COVID-19 positive residents, and the staff caring for them, 1o the best of their abilitics.™ Inits
weekly eall with providers, the MTIH illustrated various altematives 1o cohorting based on the
varying capabilities of the many Maryland facilities. (Resp. Ex. 21}

3. OnApril 2, 2029, the Facility presented 2 plan 1o the Charles County Health
Department to abtain COVID-19 tests for all of its residents, The County could not
aceommaodate all of the lab requirements for these tests. The Facility arranped with a private
compary, U 1 do (e balance of the tests, The Facility did not regularly use
W i the Facility's regular ab, Lo e T
sccommaodate the volome of 12518 required.

24, On April 6, 2020, the Facility tested one hundred thirtw-five residents and over the
course of several days, beginning on Aprl 9, 2020, more than seventy lests came back positive,
Approximately sixty percent of those patients who fested positive remained asympiomatic.

25, Prorto these COVID-19 tests, (u_——————— i o=l or fax Jab
lest results to the Facility. The nurse who received the results would review them and relay the

results to the ordering physician whe would then provide any necessary orders, For the

COVID-19 tests, W . vided the Facility wilh access to a web portal that the

i3



Facility's Director of Nursing or her designee would check and maich against “line listings™ of
tests that the Center prepared on 2 MDH-generated form designed for systematically tracking
metrics for infection control purposes.

el Beginning on April 9, 2020, the Facility began to cohort all of its residents based
ot symiptoms, test results, and exposure. The Facility bas four wings, called units, The Facility
earmariced the 100 and 204 units for Covid-19 positive residents and admissions. By
April 11, 2020, the Facility had moved most residants who were symptomatic and/or bad tested
positive onto the Sland S units. Each resident room contained at least one trash receptache
andd units il andalso had cenirally locaied trash receptacles. The Facility also limited
mavement of non-gssential staff between the units.

27.  The Facility also separated residents who were asymptomatic and tested negative
for COVID-19 buat had resided in arcas of the Facility with a high number of positive cases.
Residents SR 1« isolated for this reason. During all relevant times, they were
each kept on COVID-19 negative units, in single occupancy rooms, were bedbound, and could
wol ged out of bed or leave thear rooms without assistance.

28, On April 6, 2020, along with all of the other residents, the Facility tested Resident
B for COVID-19 and il test result, retumned on April 10, 2020, was negative. On
April 17, 2020, Resident #presented with a low-grade fever and reduced oxygen saturation
level and was re-tested for COVID-19, That test, received by the Famlity on Apnl 20, 2020, was
positive. Resadent .flmde in her single occupancy room with a private bathroom. Resident
4 was not required to wear & mask while in her room, where she was bedbound. The bed in
Resident #1°s room was more than six feet from the door, Resident #fs medical record

provided that af imes, her door was o be kept open o allow for observalion for safety.
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29, On April 6, 2020, along with all of the other residents, the Pacility tested Resident
@ for COVID-19 and @@ test resull was negative. On April 20, 2020, Resident #f was re-lesicd
far COVID-19. That test, réceived hy the Facility latc on April 21, 2020, was positive. Resident
#2 remained in W single occupancy room with & private bathroom for the remainder of that day
and was moved onto the COVID-19 positive unit on the moming of April 22, 2020

30, On April 6, 2020, along with all of the oilher residents, the Facility tosted Resident
A for COVID-19, SN 4id not upload Resident s teet results to the web portal and
the Facility did not netice the omizssion. On Apeil 20, 2020, afier Resident W' family inguired
about et results, the Facility retrieved the result and leamed that Resident i had tested
positive when @l was tested on April 6, 2020. At all relevant times, Resident Hifwas
asymplomatic, resided ina single occupancy room with a private bathroom, was bedbound, had
limiled imtcraciion with staff, and no close interaction with other residentz, Resident #"s bed
was mare than six feet from the door. On Apeil 23, 2020, a periatric nursing assistant fed
Resident #9in & small cornmon area within @ Unit, while another nursing assistant fed another
bed-bound Resident more than six feet mwny. It was common for Resident i 1o be fed in that
small common area because the staff had better success fecding i outside ol room.

31, On April 3, 2020, the MDH issued guidance on the use of gowtig for COVID-19
prevention at Maryland nursing hemes. (Resp, Fx. 37). In part, that guidance stated the
following:

|
| = ..#lallin close contact with nursing home residents should use

appropriate PPE ... based on the procedures being performed and the
availability of specific forms of PPE:

* Gowns per se do not necessarily need to be an element of the PPE
wormn in all inleractions with residents;

= Ihe use of gowns is primarily to prevent infectious droplets from
being spread from resident 10 resident via healthcare providers by

direet contact and this risk may not be present for all interaciions with
residents;



+ Gowns are most imponant when a bealthcare workers (sic) is in close
direct contact with a resident {via such activities as dressing,
bathing/showering, trensferring, providing hygiene, changing linens,
changing briefs or assisting with toileting, device care or use, and
wound carel;

*  Walking into a room or handing out food or meds is different and does
et require use of a gown, Additionally, [healtheare workers] who
work in areas of the facility where they do not come into contact with
residents, 2.g. in the kitchen or exclusively administratively, do not
need to wear gowns and gloves;

= Gowns should be prioritized for residents with other infections
requiring contact precautions, e.g. infections diarrhes, C, difficile;

# Nursing homes making a good faith effort at following the gown
prioritiztion guidance above are considered in compliance with
section 2. B. of the Secretary’s Order and Directive Regarding Nursing
Home Matiers

32, OnAprl 11, 2020, Dr. WA, the Charles County Health Officer, visited
the Facility, reviewed ils infection control intervenfions, and expressed no concerns.

35 OmApnl 13, 2020, the CDC publizhed guidance specific o COVID-19 and
healthears settings such as nursing homes, (Resp. Ex. 46). That guidance was titled as
“Sumumary of Changes 1o the Guidance™ and stated that it was an update based on “currenily
available information about COVID-19...." The guidance addressed asymptomatic and
pre-symplomatic transmission, implementation of source control, and strategies for optimizing
the supply of PPE and other equipmenl. 1t alse advised that the virs is mostly spread via
respiratary droplets produced when an infected pérson speaks, coughs or sneezes and the
droplets ure inhaled by those in close proximity 1 the infected person when the droplets arc
produeced.

34.  During Spring 2021, the generally recommended isolation perod for an
indrvidual with diagnosed or suspected COVID-19 infection was ten to fourteen days afier the
later of either & positive lest or the end of symploms.

35. Beginning on April 13, 2020, the Facility Administrator, Andrea Dwyer, held
daily telephone status eonsultations with D XN - MDH State Epidemiclogist.
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Based on information from Dr. S, and because universal retesting was not yet possible, the
Facility treated roommates of residents who had tested positive, and residents wha lived in clase
proximity to athers with positive test results, as suspect, and isolated them in private rams.
36.  On April 14, 2020, the Facility assigned Registered Murses to make deily calls 1o
every resident family each weckday to provide persomal clinical updates,
37 Onapl 17, 2020, A = DH epidemiologist, also visited the
Facility o review its response to the outbreak. In ber report, Ms. (IR rote:
Leadership was incredibly knowledgeable and intricately scquainted with
data from the outbreak. They had begun prepering for a potential outbreak
long before their first case and had taken advanced steps to prevent and
prepare for an outbreak before mandates were released from public health.
It is unfortunate that despite all of their preparedness, they have been so
meredibly impacted by this virus, Our on-site visit provided evidence that
infection control at this time is optimal at the facility and leadership is
strongly invested in maintaining strong owtbreak control measures and
continuing to support their staff and residents,

(Resp. Ex. 28),

38, On April 29, 2020, the Secretary of the MDH issued another Directive requiring
nursing facilities io admit COVID-19 positive residents. On May 7, 2020, the MDH amended
the Directive to provide that nursing home residents remained a low priority for COVID-19
testing,

39, On Apeil 30, 2020, the CDC published “Strategies for Optimizing (he Supply of
Disposable Medical Gloves," including when “there is limited supply,” or when “glove supplies

|
are stressed.” (MDH Ex, 24), The l'i.'r::r.unenl refers to crists sirategies to deal with supply chuin
dizruptions, inchuding sanitizing gloves with alcohel-based sanitizer in some instances.

40.  Maryland created COVID-19 strike teams o sipport nursing homes through the
COVID-19 pandemic and one of these tearns visited the Facility on April 20, 2020. During that

visit, & physician on the team advised Facility staff that cicaning disposable gloves with
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alcohol-based hand sanitizer was a best practice for aptimizing the use of disposable gloves
when doing tasks other than direct patient carc,

41.  OHCO conducted 2 “Focused COVID 19 Infection Contro] Survey™ at the
Facility from 6:40 p.m. ¢n Apnl 21, 2020 through May 6, 2020. This was the first CMS-directed
survey of its kind in Maryland. During the survey, surveyors were on site ai the Facility for a
few hours on Apail 21, 23, and May 1, 2020,

42, On Apeil 21, 2020, Facility staff hung an isclation precaution sign on Resident
i s door. Atsome point on that same day, Resident #'s door was lefi open, and Resident 4
did not wear a mask while in {iroom. There was a trash can inside Resident 45 room, and the
bed was more than six feel from the door.

43, On Apil 21, 2020, there was an isolation precaution sign on Resident 405 door,
but al some point, the door was lefi epen and the Resident #f1did not wear a mask whilz in ik
room. There was a trash can inside Resident #4s room, and the bad was more than six fzet from
the door,

dd,  On April 21, 2020, 8 licensed practical nurse (LPM) on @ unit which was
designated for COVID-19 positive residents, was wearing full PPE gear including gloves when
@ touched a resident's door and then a lapiop 2t the nurses station without changing or
gsanitizing her hands or gloves.

45, On Apnl 21, 2020, on the il unit, which was designated for COVID-19 positive
residents, the Administrator, Andres Dowyer, and the Director of Wursing, Michelle Buscher, I
walked through the hallway weaning masks and gloves, but not gowns.

46, On April 23, 2020, a floor tech, which i similar to a janitor, walked into the (i

unit which was designated far COVID-19 positive patients, without PPE. When @entered the
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unit, he pulled his mask over @ face and put on & gewn and gloves but did not first wash or
sanitize [l hands. At the time, the floor tech was preparing to mop the floors.

47.  On April 23, 2020, a registered nurse administered medicarion to a paticnt infily
or i room, exited the room, relumed the medication container to her cart and refoved ighe
gloves. i then pulled out = new pair of ploves, put themn on and then sanitized the exterior of
the gloves with alcahol-based hand sanitizer.

48, On April 23, 3020, a social worker picked up a food tray from a resident’s room,
exited the room and placed the food tray on a cart. (i then sanitized the gloves .
wearing with alcohol-baged hand sanitizer and entered another resident room,

49, Each resident room in the Facility has at least one trash can, although the trash
can is not ebways directly next 1o the door. The units aleo each have trach cans st the centrally
located nursing stations. Staff can take off and discard PPE at any of these trash cans,

0. OnApnl 23, 2020, a nursing assistant wha was on 2 COVID-19 positive unit,
removed il gown in the hallway, rolled the exterior of the pown to the inside and carried it
thirty-fifty feet to the nursing station to throw it away,

=l OnMay 6, 2020, by letter, the Department advised the Facility that “conditions at
[the facility] posed immediate and serious jeopardy 1o the health and sufety of your regidents,”
and that “based upon the deficiencies cited at [the Facility],” the Depariment was imposing a
CMP in the amount of $10,000.00 a day, effective March 30, 2020

52, On May 8, 3020, by letter, the Department advised that, as of May 6, 2020, the
Fagility had abated the immediate jeopardy; that OHOQ was imposing 8 CMP of §] 0,000.00 per
day from March 30, 2020 through May 6, 2020 for “hoth immediale jeopardies” defined as
alleged violations of two federal regulations similar to the State “lnboratory services" and

‘infection eontrol” regulations; and that OHCQ was impasing a CMP in the amount of $1,000.00
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per day effective May 7, 2020 until the Facility resumed “substantial compliance™ with all
applicable regulations.

33,  On May 22, 2020, the Facility appealed. The Department held the appeal until
afler the Infermal Dispute Resolution period.

54.  On Novemhber 17, 2020, by letter, the Department advised that the fotal CMP
imposed wsls £440,000.00 based, in part, an the Dapartment’s conchision that the Facility was in
substantial compliance with the regulations as of July 5, 2020,

55.  The Facility is raled &3 a five-star facility by CMS,® and has oo prior history of
noen-compliance.

DISCUSSE

This case involves a CMP assessed by the MDH against the Appellant for alleged
deficiencies at its facility. The MDH bears the burden of proving the appropristeness of the
CMP imposed. M4, Code Ann, Health-Cen. § 19-1406{c)(2) (2019 & Supp. 20200 COMAR
10.07.02.55B. The standard of proof is by a preponderance of the evidence. Md. Code Ann,,
State Gov't § 10-217 (2014 & Supp. 2020%; COMAR 28.02.01.21K(1).

The Secretary of the Maryland Department of Health (Secretary) regolates nursing hormes
under Title 19 of the Health General Ariicle, Maryland Code Annotated. MNursing homes® are
classified as a ype of related institution, cach of which must be licensed by the State to operate.
Md. Code Ann, Healih-Gen. §§19-301(0)(1). Pursuant to Health-General sections 19-308(a), the
Secpetary has adopted repulations that set standards of services for nursing homes, The SEEFE’(H‘}'

has the authority 1o initiate regular or complaint surveys of nursing homes and 1o isswe CMPs where

¥ CMS rates nursing hemes o o number of factors and “five stars” is the top cating & facility can receive,

% A “narsing bome™ i “a comprehensive care facility or extended cane facility which-offers nonacwie inpathent care
in residenss: [n) wha hive a disease, chronic inzss, candition, dizakibty of advenced age, or ierming] diszass
reqairing maxbmel mensing care withoul contineows hospital services; mmd (b)) whe reqeire medicol secvices and
nirsing services rendered by of wnder dee supervizion of a Heensed nerse iogether with eonvalescent, restormtive, or
rehabilitative wervices.” COMAR 1007008 {45).
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the Diepartment identifics a deficiency or engoing pattern of deficiencies. Health-Gen £5 10:308;
19-1401; 19-1402(a){4), (b) = (c); 19-1408. A CMP imposed for a serious and immediate threat
may not exceed 510,000,00 per instance or $10,000.00 per day for an ongoing patiemn of
defieiencies until the nursing home is in compliance. Health-Gen, § 19-1404(c); COMAR
0002710 -.74,
In determining whether to impose a CMP, the MDH must consider the following factors:
(1) The number, nature, and serousness of the deficiencies:
(2} The extent to which the deficiency or deficiencies are part of an angoang
pattern during the preceding 24 months;
(1) The degree of risk to the health, fife, or safety of the residents of the
nursing home caused by the deficiency or deficicncies:
(4) The efforts made by, and the ability of, the nursing home to comect the
deficiency or deficiencies; and
(3} A nursing homes prior history of compliance.
I § 19-1402(c).
In this ease, the MDH informed the Appellant that it based the CMP on findings following a
Focused COVID-19 Infection Control Survey conducted by the OHCQ at the Facility from
April 21, 2020 through May 6, 2020, The Department alleges that the Facility's failure 1o
adequately prepare for and respond to the outhreak of the COVID-19 virgs within the Facility in
Apri] 2020 violated provisions of COMAR 10.07.02.09 that establish infection eontrol, laboralory
services, and care planning r:qu.irélmnts; and based on those allegations the Department imposed a
CMP of $440,000.00. In its Motice 1o the Facility, the MDH gited COMAR 10.07.02.60D
{Facility’s fiilure to develop and implement a comprehensive care plan related 10 medications);
COMAR 10.07.02.28 (Facility®s failuse to ensure an effective process was in place 1o oblain lab test
resulls COMAR 10.07.02.09A-B (Focility Administration’s failure 1o mansge the: facility
effectively and minimize the transmission of COVID-19); COMAR 10,07.02.32A (Facility's failure

to mainiain a complete and accurale medical record); and COMAR 10.07.02.33 {Facility's failure to
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properly prevent and contain COVID-19 by failing 1o implement and develop an effective infection

control programy).

Care Planning
COMAR 10.07.02.600 provides as follows:;
D. Organization of Care Plan.

(1) Resident’s problems and needs shall be identfied, based upan the
incerdisciplinary assessment. The care plan shall address all of the resident's special
requirements necessary o improve or mainiain the resident’s status. The
interdisciplinary team shall incorporate resident mput into the care plan.

(2} The team shall esteblish goals for each problem or need identified, or
combination thercof. The goals shall be realistic, practical, and tailored to the
resident’s needs. Goal outcornes shall be measurable in time or degree, or both

{3} Approaches 10 accomplishing each goal shall be established, Approaches shall
indicate the work to be done, who is to de it, and how frequendly it is to be done,

Laboratory snd Radiclogic Services
COMAR 10.07.02.28

A. Approved Source. Leboratory services provided by the facility shall meet the
applicable conditions established under COMAR 10.10.01 Medical
Laboratories in Maryland.

B. Provisions of Services. [f the facility does not provide labotatory and
radiolopic services, arangenvenis shall be made for obteining these services
from a physician's office, e licensed laboratory in a hospital or nursing
facility, n licensed independent laborstory, or a State-appeoved portable X-ray
supplier.

C. Physician’s Order Required. Al services shall be provided only on the orders
of the attending physician.

). Reports of Findings. The nussing heme shall notify the atending physician
promptiy of the findings. The nursing home shall file signed and dated reports
of disgnostic services in the resident’s medical recosd.



Administration and Resident Care
A. Responsibility
(1) The licensee shall be responsible for the overall conduet of the comprehensive

care facility or extended care facility and for compliance with the applizable
laws and regulations.

(Z) The administrator shall be responsible for the implementation and
enforcement of all provisions of the Patient’s Bill of Rights Regulations under
COMAR 10,07 04,

B. Delegation 1o the Administrator

{3) The admin{straior shall:
{a) Be responsible for the control of the operation on & 24-hour basis; and
(b) With the exception of §B(3) of this regulation, serve full time.

A, Records for all Residenis. Records for all residents shall be matntained in
actordance with accepted professional standards and practices.

Infection Prevention and Control Program

A Infection Prevention and Control Program. The nursing home shall establish,
implemcnt, and maintain an effective infection prevention and control program
Thmt:

(1) Investigates, controls, and prevents infections in & timely manner through &
aystem thit enables the facility to:

I
(a) Analyze patterns of infected individuals;
(b} Analyze chanpes in prevalent organisms;
{c) Analyze increases in the i of infection; and

{d} Oblain surveillance data for the prevention and control of edditional
CaSeS;
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(2) Deisrmine the procedures, such as appropriate precautions, that are to be
applied to an individual resident;

{3} Maintzins a record of infections in the mursing home and the corrective actions
thal were aken related 1o infections: and

(4) Monitors and evaluates the:

(2} Effectiveness of the infection prevention and control program by
surveying rates of infection, especially infection rates that are significantly higher
than usual; and

(k) Effective implementation of the policies and procedures that are
oullined in §E(1) of this repulation.

B, Infection Preventionist

(1) The nursing home shall assign al least one infection preventionist that has
attended training in infection surveillance, prevention, and control fo actively
mange the mursing home®s infection prevention and eantrol program,

(2} The infection preventionist shall attend or have attended 4 basic infection
prevention and control raining course that is approved by the:

{a) Oifice of Healh Care Quality; and

(b) Office of Infectious Discase Epidemiology and Outbreak Response for
the Department.

{3} This position shall be staffed af a ration of 1.0 Full Time Equivalents for every
200 beds.,

C. The nursing home shall have mechanisms for communicating the resulis of
infectinn control activities to emplovess and to individuals who are respensible
for improving the nursing home's performance,

Y. The nursing home's communication mechanism shall ensure that the
admindstestor, dirgetor of nursing, and 1he medical director receive and address
reports of infection prevention and contrel findings and recommendations in a
imely manner.

E. Infection Prevention and Control Policies and Procedures.
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(1} The infection prevention and control program shall establish written policies
and procedures to identily, investigate, control, and prevent infections in the
nwrsing home, including policies and procedures 1o

{a) ldentify health care-agsociated infections and communicable diseases
in accordance with COMAR 10,06,01:

(b) Report occurrences of eertain infectious discases and outbreaks of
infectious diseases to the local health department in a timely manner in
accordance with COMAR 10.06.01 and Health General Article §18-202,
Annotated Code of Maryland;

{c) Institule appropriate control measures when an infeetion ar outhrezk of
infections is suspeeled or identified in order o control infection and
prevent spread (o other residents;

(d) Perform surveillance for healith care-associated and community-
associated infections of residents and employees using definitions and
methods approved by the infection prevention and control oversight
commities to monitor and investigate causes of infection, and the manner
im which the infection is spread;
(¢} Train employees about infection prevention and control, including:

(i} Blandard precautions and hand hygicoe;

(i} Respiratory hygiene and cough etiguette;

(iil) Soiled laundry and line processing;

(iv) Safe handling of needles and sharps and safe injection
technbiises;

(v) Special medical waste bandling and dispasal;
(vi) Appropriate use of antiseplics and disinfeciants;

(vii) Blood-bomé pathogens, including hepatitis B and C and
human mmunodeficicncy virus;

(wiii) Tuberculosis exposure; and

(ix) Proper use and wearing of personal protective equipment, such
as gloves, gowns, and eye pratéction;

(1) Train and perform complinnes moniloring of employes application of
uifection prevention and conirol activitics, such as hand hygiene and
persanal prolective equipment used for isolation precautions;
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(8) Review the infection prevention snd contral progeam elements at lease
annually and revise as necessary; and

(h) Orbtain annual approval of infection prevention and control program
activities by the infection prevention and costrol oversight commitiee.

{2) The mursing home shall provide information concerning the infectious diseasze
slatus of any resident being transferred or discharged to any other nursing home,
incleding o funeral home,

(2) The nursing home shall obtain information concerning the infectious disease
slalus of any resident heing tansferred or admitted to the mursing home from
elsewlre,

F. Preventing Spread of Infection.

(1) The facility shal] sssass any resideats with signs and symptoms of an
infectious illness for the possibility of transmission to another resident or
employes.

{2} The nursing home shall taks appopriate infection prevention and control
Fcasures 1o provent the rensmission of an infectious disease o resudents,
employees, and visitors as outlined in the following guidelines:

(2) 2007 Guideline for Isolation Precautinns: Preventing Transmission of
Infectious Agents in Healtheare Settings; and

(b) Guideline for Infection Contral in Health Care Personne].
(3) The nursing home shall prohibit employees with an infectious diseass or with
infeeded skin lesions from having direct contact with residents or their food if
dirzct contact could transmit the disease.
{4} The nursing home shall require emplayees 1o perforn hand hygiene bafore
and afier each direct resident contact far which hand hygicne is indicated by
accepted professional practice.

{5} The facility shall handle, store, process, and triansport linens o &8 1o prevent
the spread of infection.
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¢ Lesal Basis for Sancliomn

The first question 1o thas case is which substantive standards establish the hasis for
imposing the proposed sanctions. Doring the hearing, the Depariment referenced pieces of
various COVID-19 specific guidance that was published by the CDC, the MDEH, and CMS in the
apring of 2020, but angued that the sanctions were based on violations of basic standards of care,
and laboratory and infection control practices, Specifically, Maryland’s nursing home
regulations include laboratory and infection prevention and eontrol requircments, COMAR
10.07.02; COMAR 10.07.02.33A(4){(); COMAR 10.07.02.33E(1)(c), Marvland's nursing home
regulations also expressly incorporate the 2007 CDC Guidance. COMAR 10.07.02.028(4). The
CIC updated the 2007 CDC Guidance in July 2019, but the three categories of
“lransmission-based precautions™ set forth in it (contact, droplet, and airbome precautions) have
noi changed since 1996, Transmission-based precautions are always added in nddition to
standard precautions, which apply to care of all patients repardless of suspected or confirmed
mfection. (MDH Ex. 7). During the COVID-19 pandemic. the CDC issued a series of
COVID-19 specific guidance explaiming how to apply the CDC's long-standing transmission-
based precautions, patient placement/coborting, gown and hand hygiene instructions, ameng
ofther things, te the new COVID-19 pathogen. Specifically, the guidance issued most recently
relative to the survey ot the Facility was issued on Apnl 3, 13 and 15, 2020. (MDH Exs. 4,21
and 23).

Alsn, the MDH argued that Maryland law provides for the Governor to proclaim a
catastrophic health emergency and issue certain orders o the Secretary 1o take appropriate
actions to protect public health. Md. Code, Ann., Pub. Safety § 14-3A-02, -03. On
March 5, 2020, Governor Hogan issued a proclamation deelaring a stale of emergency and

catastrophic health emergency in the State dus ta COVID-13. On April 5, 2020, he 1ssued an
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Order Authorizing Various Actions Related to Nursing Homes and Other Health Care Facilinies,
Order Mo, 24-04-05-01. Included in that Order, the Governor provided that the Sceretary is
ardered to issue directives in relation to COVINR-=19. On April 5, 2020, the Secretary issued an
Crder requiring that nursing homes “shall immediately ensure (hat they are in full complinmce
with all [CDC, CM3 and MDOH] guidancs related to COVID-12." With respect to COVID-19
1esting, the Sceretary’s Order required thal fursing homes shall use the most expeditious means
available. In respect to cohorting, the Secretary’s Order required that nursing homes implement,
to the best of their abilily, a designated room, unit or floor as en observation wrea where newly
admitted residents would quarantine, and a designated room, unit or floor 1o care for residents
with known or suspected COVID-19.

Nursing homes that accept Medicaid payments, such as the Facility, must also follow
federal Medicaid requirements a3 & condition of participation in the Maryland Medicmd
Program. The applicable federal Medicaid requirements include professional standards and
levels of sarvice as set forth in el applicahle federal and State laws, statules, reles, and
regulations as well as all administrative policies, procedures, transmittals, and guidelines issued
by the Department. COMAR 10.09.36.03A. CMS publishes a State Operations Manual that
contains guidance for how nursing bome surveyors should interpret the federal regulations (Part
483 of Title 42 of the Code of Federal Regulations), including & Stale Operations Manual
Appendix () that provides guidelines for determining whether residents are in immediate
jeopardy. A version of the State Operations Mansal is incorporated by reference into
Maryland's nursing home regulations. COMAR 10.07.02B{Z). Appendix () provides guidance
[or how surveyers should assess whether a nurzing home deficiency constitiles an immediate
jeopardy under federal law. Maryland baw defines “sesious and immediate threat” in a way that

iz similar to the federal definition of “immediate jeopardy:" serions ond fmgrediole threal means
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“a situation in which immediate corrective action e necessary because a nursing home’s
noncompliance with one or more State regulations has caused or is likely to cause serious injury,
harm, impairment 1o, or death of 4 resident reteiving care in the nursing home."” Health-Gen.
§19-1401 (k). The MDH argued that a totality of the various circumstances alleged constitutes &
serious and immediate threat.

On March 23, 2020, CMS publicized its plan to utilize State survey agencies to conduct a
new Targeted Infection Control Survey to assess compliance with existing infection control
requirements amid th= pandemic. MDH Ex, 18, They explained that the survey was to “ensure
providers are implementing actions to protect the health and safety of individuals to respond to
the COVIN-19 pandemic,” (MDH Ex. 18, PE. ). CMS disseminated the CMS TIC survey to
cducate healtheare facilities on the latest practices and expectations related to COVID-19, CMS
meade elear that this checklist would be utilized during Tarpsted Infection Coatral SUrvEYS.

Tha Respondent argued (hat in the time just prior and dud ng the survey sl the Facility,
the guidance was ever changing and confusing or contradictony af times, But most relevant to
this case, the OHCQ never explained what puidance would be used in terms of trigpenng the
impasition of sanctions. This case involves a novel virus that was first introduced 1o the United
States only three months prior 1o the survey. This was the st COVID-19 Foruzsed Infection
Contral Survey conducted by the OHCD. Tt conducted the survey using ad hoc substantive
checklists and procedures CMS created for that purpose, rather than the usual surdey procedures
and substantive criteria described in the CMS Manuals and “Interpretive Guidelines” that are
incorporated by reference o COMAR. These COVID-19 survey criteria and procedures were
nat adopied as regulution or binding directives. Neither CMS nar OHCQ provided specific
trining and guidance to the Surveyors regarding COVID-1%; bow to apply the 2007 CDC

Isalation Guideline ta the COVID-19 emergency; which recommendations CMS or CQRCO
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wiuld treat as mandatory; or which specific parts of the various CDC, CMS and MDH guidance
established mandatory cequirements for purposes of this survey. While some of the plain
language of the guidsnce is clear, the guidance was aften chanping, taking into consideration the
developing knowledge about COVID-19 and the developing challenges posed by the pandemic
such as supply chain disruptions. As a result, the guidance includes phrases such as direction to
implement suggestions “to the best of your ability,” or “in the evenl of & shortage,” and those
phrases are pot further defined.

The Respondent peinted 1o several recent court cases making clear that the APA imposes
limits against agency deference in enforcement cases. In Kiser v. Wilkie, 139 5. CL 2400 (2019},
and Aear v Alling Health Services, 139 8. Ct. 1804 (2019, the Court held that deference is
limited, at most, to an agency’s fair and considered official general imerpretations of genuinely
ambiguous regulations, and nat to a new interpretation, whether or not introduced in liigation,
that creates “unfair surprise’ to regulated partics. Alling, 139 5, Ct, at 1810-1813; Kisor, 139 5.
Ot at 2414-2415, The Courl made clear that the APA gives agencies considerable lecway o
intespret and apply their regulations prospectively, bul not to impdse sanctions without giving
specific prior notice of the exact standards to which regulated entitics will be held. In Kisor, the
Courl made clear that review of an agency enforcement artion must take inlo account whether an
ngency was purperiing o apply a generally-worded regulztion 1o istues il “never thought about™
when it promulgated the regulation,

" The Respondent arpued that OHCQ has done that here. OHCQ could not have
anticipated every conceivable fact pattern whed designing its regulations, and yet clearly may
apply general regulations ta new sittions. However, as the Court held in Kisor, and the
Respondent angued, the maierial issve when considering imposition of sanctions 15 whether o

regulated party is on fair notice that the regulation requines or prohibits specific conduct. ILis not
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sufficient for the Secrefary or OHCQ simply to say, “Tollow all the latest CMS/CDC/MDH
guidance,” where, as here, that puidance does not explain, nor allow a reasonably compelent
Adminisirator or nurse to determine, what conduet could be the basis for sanetion. In
conciusion, the Respondent argued, where an agency issues broadly worded regulations, it may
0ot impese sanctions without providing prior notice that & facility must implement the repulation
in & cerfain way. The Respondent supgests that a simple blanket refesence 1o a series of
evolving, incensistent, and even contradictory guidance documents does not constitute sufficient
prior notice of the specific conduct for which OHCQ will impose sanctions.

In short, the Department contends that, based on the Governar's Order, the Facility was
required to stay up-ta-date and in compliance with all of the puidance produced by CDC, CMS
ad the MDH and therefore, any of that poidance could be a basis for citing a deficiency. The
Facility argues that it cannot be expected to comply, to the letter-of-the-law, to a varety of
guidance that was confusing and constanily chenging in resction to & resl-time healthcure erisis.

I conclude that 1 da not need to reach the question of which suidance was binding on the
Facility during the time of the survey, because the facts presented do not establish a violation
regardless of what substantive standard is applied. Assuming that the Department is correct, that
the Faeility was responsible for following all of the various guidance produced and published by
varions federal and state agencies during the Spring 2020, 1 neverdheless do not find a violation.
The evidence as presented does not require me ta reach a conclusion on this g5, and dees nat

impact my ultimate decision.
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The Citations
Labaratory Spstem

It 15 undisputed that the Facility failed 10 obiain Resident s COVIT-19 lzboratory test
result until the resident’s relztive called o ask about it. Appraximately 1en days elapsed between
when the Facility received the bulk of the tesis taken on April 6, 2020, and when they received
Resident {5 test result, The purpose of the testing was ta identify who had COVID-19,
regardless of symptoms, so that the facility could use the information to cohort residents.
Surveyor (R -=tificd that he concluded thar the Facility’s system for teacking lab
resnlts was to utilize the line listing. This was an MDH-generated form that provided facilities g
vehicle to track residents based on symptoms, The Facility®s line listing form included a column
for the test resulis, but net for when the test was returmed.

WY i fiexi that he spoke with the Director of Nursing, Ms, Buscher, who
explained that, while Resident 'had been in a COVID-19 negative unit, i had been treated as
though ifwere infected because prior 1o testing, ifjfroom was located in an area where a lot of
residents were symptomatic or had tested positive. As a resuly, since the testing, Resident [
been in a room by Ygwself with a private bathroom. The surveyors did not agree that Resident §§
had been weated as though she were COVID-19 positive, Mr. [l cxplained that on the first
evening of the survey, Apnl 21, 2020 at about 6:30 pan., they observed a s12(T member hanging a
“droplet precaution” sign on Resident s door. Mr. W cplsined that in his conversasion
with Ms. Buscher, she said she was not aware of the speeific facts surrounding the sign on

Resident #Fs door but had opined that the surveyors had observed the sign being replaced after
it fiell,



Surveyor Y = borsted that when she observed Resident 4's room, the
dpor was open, there was no doffing station,” and Resident #) who was in her room, was not
WEAFNgG A mask. Ms- testified that she again observed Resident #flon April 23, 2020.
On that date, Ms. {JR-bscrved Resident Win o small communal spsce within her urit,
being fed by a nursing assis'gmt. At that time, a second resident was also being fed in the
communal space, 1 the opposile end of the table, by a separate staff member. Ms, MR
spoke with the nursing assistant and took the handwritien note, “most of the time™ in her
notebook to reference the mursing assistant’s statement that Resident M was fed in that way,
maost of the time.

The CHCQ concluded that this scenario constituted a serious and immediate threat
because the Facility failed to comply with a regulation, and the noncompliance craated the
likelihood that a serious adverse outcome would occur. In her testimony, Dir. Nay underscored
the Departinent’s regulations requiring & nursing home to have a system for trecking pending lab
results that show when lests were ordered, what resulis were received, and whether the attending
physician has been notified of the results. COMAR 10.07.02.280. Mr. IS cxplained that
the surveyors fagged this as an immediate threat oul of eoncern that Resident #’haﬂ not been
isolated as the Facility claimed, and the lnboratory failure signaled the potential for & similar
missed test result in the flture to lead 1o unchecked exposure to COVID-19,

Dr, Nay explained that her opinion was informed by a conversatinn that Facility
Adlministrnlar Drryer had with a surveyor dering which Ms. Dwyer was alleged 1o have said thal
the Facility did not have a system for tracking lab results. However, Ms. Dwyer disputes that

conversation, which was allcged to have occurred on April 2%, 2020, 2 day that the surveyors

T A “dofTing station” Is & Jedicaled reseptac]c whese staff con removie and discard FPE. A “doffing siation” can be a
mrasly can.
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were not present at the Facility. Instead, April 29 coincides with the date when Ms. Dwyer was
communicating back and forth with the OHCQ after eoncemn was raised about the tracking
system. She was attempling to alter their existing system for tracking lab resulls in a way that
would be acceptable to the OHCQ. | find Ms. Dwyer's testimony credible that she did not stae
there was no system for racking lab results, but mther, thai the Facility had a system that failed
as 1o Resident #l‘s COVID-19 lab test result, and the system was therefore wpdated on

April 29, 2020.

Ms. Drwyer testified that immediately after leaming of the first COVID-19 posifive
resident on March 30, 2020, she started reaching out to get appeoval for Facility-wide testing
which, at that point, and for more than a month afterwards, was o practice the MDH discouraged.
The volume and nature of the tests required the Facility to utilize two labs and receive lab resulis
in a process that deviated from their standard process. Mz, Dwyer explained that when surveyors
inquired about the Facility's standasd process for lab resulis, stall members described the
standard process mather than the process developed specifically for the April 6, 2020 COVID-19
tests. In that standard process, the lab results come in by phone call or fax, and the nurse taking
care of the relevant resident at that time contacts the treating physician about the resulis, and
records everything in a “lab book.” There are three shifis for nurses, and each time a nurse
comes on duty, he or she checls the lab book so that they are aware of any labs are oulstanding
for their patients, Ms. Dwyer explained that this is a long-standing praclice that has never been
cited as deficient, including following the March 3, 2020 annual licensure survey by the OHCQ.

For the Facility-wide COVID-19 tests, which would be coming in from two separate
laboratories, both of which were new to the Faeility, Ms. Dhwyer decided 1o change the system so
that these bz would go o execufive nunes ratker than to each unit, The lab fest resuliz were all

documented on the line listing form, Most of the test results were received between
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April §and 12, 2020 The tests that were completed by SJEIRTL b were uploaded onto
portal. Once a test was uploaded, the lab would inform the Facility and a staff member would
log into the portal with 2 password and specifically retrieve a resident’s results. For an unknown
reason, (N r:ver called 1o alert the Facility shout Resident s results. Resident @i
wis never symplomatic. Ms, Dwyer explained that during a time when many residents in the
Facility were very sick, Resident #l was stable, bed bound, in an isolated room, and therefore not
# high prierity for attention, adding 10 the scenario that allowed for the missed lest result. She
testified that after the surveyors raised a concern about the Facility process for receiving lab test
results, on April 29, 2020, she added a column o the MDH Imne-listing form for “date of resull™
and it resolved the concem,

Ms. Dwyer alse explained that Resident #ff s nutrition s her bizges) challenge, She sid
that the slaff has better luck feeding Resident #foutside of her room and agreed thal il was
being fed outside of W room on April 23, 2020, By that datc, seventeen days afler Wl
COVID-19 test was taken, because S remained asymplomatic, @ would no longer be
considerad contagious.® Despite the fact that Resident #was not identified s being COVID-19
pasitive, @ had previously been flagged as poientiaily positive due (o Il room’s proximity 1o
other COVID-1% positive residents. Within the system of coborting the Farcility started 1o
implement on or about April 9, 2020, @i#had been };qxin a single room, with a private
bathroem during the time that @ could have been contegious, @ did net wear a mask in (-
room, @ was bed-bound, and I bed was more then six feet from the door which was

periodically left open for surveillance due to cifely concerns,

# There was no consensas during testimony on e et pumber of days required for a COVID-19 positive paticst to
o [onger be comtagions, bel there wis 2 consensus that I & patient wns symplom free, thet time was not langer Ban
founieen days,
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The MDH citation for laboratory services essentially states that the Facility failed 1o
ensure that an effective process was implemented to obtain and clinically respond 1o laboratory
test reselts, The eited regulation is COMAR 10.07.02.28D which provides:

The nursing home shall notify the anending physician promptly of the findings.

The nursing heme shall file signed and dated reports of diagnostic services in the

resident’s medical record.

The citation more generally references COMAR 10.07.02.33A(4)(b):

The nursing home shall establish, implement, and maintain an effective infection

prevention and control program that {4) monitors and cvaluates the (b) effective

unplementation of the palicies and procedurcs that are cutlined in §E(1) of this
regulation.

COMAR 10,07.0233E(1)(c):

The infection prevention and control program shall estahlish written policies and

procedures to idemify, investigate, control, and prevent infections in the nursing

home, including policics and procedures 1o (c) institute apgropriate control

measures when an infection or outhreak of infections is suspected or identified in

order to control infection and prevent spread to other residents,

The MDH admits that the repulation does not specifically require a system for prompt
receipt of results, but that such a requirement is implied by the requirement that the Facility
promptly notify the attending physician of lab results and strietly manaze infection contral
practices. Giving the MDH the benefit of the doubd, that all CDC, CMS and MDH guldance
about COVID-19 and nursing homes issued during, and just prot te, the relevant timeframe is
applicable, T looked to that guidance. There is not much mention of lab 125t results because a1
that time, universal tesfing was nol lowted as a prefesred or recommended form of infection
control for COVID-19. The CMS TIC Survey provided to facilities on April 23, 2020, and
identified as the document CMS would utilize on Focused Infection Control surveys, does not
mention & system for lab test results except in relation 10 obtaining lab test results from a hospital
or other tacilizy if a resident is transferred o the facility from the outside, That survey does have
a fine item for cohorting that specifically approves the practice of isolating in private rooms
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The survey asks: “Has the facility isolated residents with known or suspected COVID-19ina
private room (if available), or taken other actions based on national, state, or local public health
authority recommendations?” (MDH Ex. 18, pg. 014).

The MDH argues that, because a test result was missed, the Facility did not have an
effective system in place to receive test results. The Faeility argues that it did have a system in
place, and that one human error does not invalidzte the system’s exisience or its effectiveness,

There is no question that the missed COVID-19 test was an error — both v
and the Facility. Health-Gen. § 19-1401(h) defines “serious and immediate threat-"

A situation in which immediate corrective action is necessary because nursing

home's noncompliance with one or more State re gulations has caused or is likely

lo cause serious injury, barm, impairment to, or death of a restdent receiving care

in the nursing home.

At the time of the Facility’s COVID-19 testing, and at the time of the survey, the MDH
did net require surveillance testing a5 a means of infection control for COVID-19. Al that time,
the MDH advised and required symptom-bazed infection contral without tesling. s of the time
of the survey, the MDH was ordering nursing homes to admit COVID-19 positive residents snd
encouraging them not 1o test anyone who is asymplomatic. At (hat lime, the State andard for
infection control in nursing homes related 1w COVID-12 did not involve testing, and therefore, a
mistake within the lab-test resull system could not alane have been 2 violation of the requisite
infection control system within the Facility. Had the Facility nol had the foresight it did, and
taken the prosclive steps to do surveillance testing, Resident ;l'lwn]'ald have never been tested,
nothing about her care wnulia have changed, and the Facility would not have been cited for a
violaticn in regards to her care or treatment.

Om April 28, 2020, the Facility altered its lab-result system in a way that the OHCQ
agreed would remedy the problem. As of that date, universal testing was still not required.
MIDH takes the stance that a facilicy’s fiilure to obtain te COVID-19 est resulis of an
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asymplomatic resident at thal time was likely to eause seriows harm, injury, impairment to, or
death of a resident receiving care at = nursing home. Tt would, therefore, also have 10 agree that
its policy af the time of discouraging and preventing nursing homes from testing asymptomatic
residents without prier approval was similarly likely to cause serious harm, injury, impairment
1o, or death of a resident receiving care at a nursing home, The MDH is clearly not taking that
latter position and has not shown that the Facility’s failure to receive one test result along
resulted in a statutory seripus and immediate threal, Further, the March 10, 2020 MDH guidance
provided that the MIDH would not fake regulatory action for non-compliance that arises solely
from the good faith implementation of these recommendations during the period in which (he
Governor has procliimed a state of emergency related 10 COVID-19. The Facility was not on
notice that the MIOH would take regulatory setion for 2 human error that oecurred in a procesy
that was not mandated, for which the Facility had no guidanee or example to follow beczuse they
wers the frst to do §t, whea the surveillance testing was the Facility's good faith effort 10 manage
ihe COVID-19 puthreak to the best of its ability during the state of emergency.

The related second piece of this allegation involves the Facility's treatment of Resident
1"fl:r]]m'l.'irl.gp,r the date they should have received the positive result of [l COVID-19 test. The
MDH angued that because the test result was missed, the Facility allowed Resident 8§10 expose
others to the virus by keeping illon 2 COVID-19 negative unit, leaving il door open, nat
requiring that W wear a mask while in her room, not having appropriate sipnage on Wlidoor,
not having a doffing station at i door, and fecding 89 in 2 common ares where ml:bmer
resident was presenl.  The MDH argeed that the totality of this scenario amounted to a statulery

seryous and mmediate threat.



Ms. Dwyer explained that because of Resident 4's condition, she required a single room.
Prior to recerving @ test results, the Facility was treating ) as having suspecied COVID-19,
but because i was in a single room with a private bathroom, and was bed-bound and
asymplematic, af a lime when the entire population of the nersing home had to be relocated, @l
was ot a priority. For the entire time the Facility should have known g was infected, i was
isolaled as described in the CMS TIC Survey described above. (MDH Ex. 18, pg. 14). Dr.
Wallace testified that he took measurements at the Facility and no bed was less than six fect from
the door. Ms. Dwyer testified that every room at the Facility hes at least one trash can,
accessible o the door. T found both Ms. Dwyer and Dr, Wallace credible on those points.

The Facility took many steps to best manage the spread of COVID-19 without having the
benefit of surveillance testing and retesting, because they were early-adopters of the concept that
COVID-19 had asymptomatic spread. They leamed this from diligently researching the caclier
outtweak in a King County, Washington nursing home, and having regular calls with Dy,
W ! \(DH State Epidemiologist. A5 a result, Resident #lwas isclated snd treated
as being COVID-19 positive despite being asymptomatic and despite the Facility failing to
receive W test results, i was in il room alone, bed-bound more than six feet away from the
door so even with the door open, i was “isolated” such that @ »as not required 1o wear a
misk. At the time the surveyors observed a sign being hung on ber door, Yl was 0o longer
contagious. The MDH inferred that, based on (hose observations, the sign must not have heen
there prior. The surveyors did observe droplel precaution signs on several other resident’s doors
who were similardy situated to Resident e they were also isolated in single rooms on
Covid-19 negative units. This fact leads me 10 the conclusion that it was more hkely than not
that there hiad ulso been 1 sign on Resident 4s door, At the time the survieyors observed

Resident #ifeating in the commumity room, [l was no longer contagious,
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The MDH Inferred that, hased on the observation and the nurse assistant’s comment that it
in that space “most of the time,” that @ likely ate in that space, with the other resadeni, while
she was COVID-19 positive. According to Ms. Dwyer, Resident @ was bed-bound, quite
demented and not socializing with any other resident, or eating with another resident by choice.
She also stated that she did not believe Resident #ihwas fed in the community room between
Apeil 6, 2020 and April 20, 2020, Ms, I testified that the two residents were each in beds,
&t oppesile ends of the table from one another, being fod by separate staff-people and therefore at
lenst six feet apart. There is nothing in the record tending to show that Resident #@always ate
with another resident, and based on Ms. [N ootes aud testimony, it doss not eppear she
asked that question. A resident who lives in the Facility and eats in the community reom 351
days a year would eat in the community room “most of the time,” with the exception of a
fourieen-day span, The MDH did not meet its burden 1o show that it was more likely than niot
that Resident éfffate in the community room, and even if it had, there is no evidence that the
practice caused any harm as the residents were not within six feet of one another.

The laboratory system failure cited by the MDH did not cause s statutory “serious and
irmediate threal.”
Infection Control

Mursing homes in Maryland are required to establish, implement, and maintain an
effective infection prevention and control program (JCP). COMAR 10.07.02.334. The ICP
mus monitor ond evalusle cffective implementation of written infection prevention and contral
policies and precedurcs that “identify, investigate, control, and prevent infections in the Aursing
home.” COMAR 10,07.02,33E(1). Among other things, the ICP must effectively implemem
policies and procedures o *[i]nstitute appropriate conlrel measures when an infection ot

ousbreak of infections 18 suspected or identified in arder to control infection and prevent spraad
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o other residents.™ COMAR 10.07.02 S3E(1¥e). Tnits Satement of Deficiencies, the MDH
alleped that the Facility violated Department “Directives” by failing to cohon residents and siafl
1o lhe best of their ability; failing to follow CDC Guidelines regarding isolation of infecied
residents; improper use of PPE; and failure 1o provide adequate FPE “doffing stations.”

a. Dwoffing Stations

DU generally alleges at page ninsteen of the Statement of Deficiencies that the Center
“failed to sufficiently establish doffing stations and ensure siaff followed isolation precautions. ™
Specifically, the MDH alleged that there was no doffing station set up at the doors of the rooms
of Residents N} #0and #lor at the entrance to one of the COVID.19 positive units,

There was no dispute that a doffing station can be & trash can. M. Dwyer testified that
every patient room had a1 least one trash can, and while it may not be immediately next 10 the
doct, it was located between the patient and the door. Surveyor (Y s notes sugrgest that she
did see trash bins outside every isolation room. (MDH Ex. 25). There was no dispute that the
COVID-19 positive units had trash cans at the Bursing stations.

The: CDHC does not use the term “dolling station" in its puidance but rather refers to
“designated containers” located convenient to the sile ol remeval. The April 13, 2020 CDC
gudehine, which was the most recent 1o the survey, refers to the ability 1o remove PPE in
“patient rooms or areas.” As stated above, T find Ms. Drwyer's testimeny eredible that every
paticnl room contained at leass one trash can. The puidance docs nol require specific placement
of the trash cans. Eoch of the areas mentioned by the MDH contained trash cans within the |
“patient rooms or care areas,” The MDH citation regarding doffing stadons does nit establish

any noncompliance.

41



b. PPE

The Statement of Deficiencies lists severa] observations where Facilily staff were alleged
to have improperly donned PPE. Specifically, on April 21, 2020, on the il unit, which was
designated for COVID-19 positive residents, the Administrator, Ms. Dwyer, and Ms. Buscher,
walked through the hallway wearing masks and gloves, but pot govwns. On Apnl 23, 2020, a
floor tech whe was mopping Moors walked into the S8 wnit which was designated for
COVID-19 positive patients, without PFE, When@entered the unit, @ pulled his mask over
his face and put on a govwn and gloves but did not first wash or sanitize his hands. And on that
same day, & nursing assistant who was on a COVID-19 positive uail, removed her gown in the
hallway, rolled the extérior of the gown o the inside and carried it thirty to fifty fest to the
nursing station to theow itaway. Surveyor (IR westified that the nursing assistant had rolled
the gown 1o the ingide, meaning the exterior of the gown was rolled inwards, She stated that the
violation eccurred because the stall member then held the rolled gown apainstiglh clothes as @
carried il 10 the trash can.

The MDH argued that cach of these examples illustrated improper wsage of PPE that
causcd  risk of contamination of person and spread.- There was no dispute that the Facility was
experiencing a gown shortage at the time of the survey and had implemented an extended BUWT
use policy on the COVID-19 positive units. The MDII did rot cite the Facility for failurs to
change powns between residents on the units designated for COVID-19 positive rezsidents.
However, e MIDH argued that all staff were required to don full PEE prior 1o entering the
COVID-15 pasitive unit and cited them for the instances where thal practice was niot obsarved,
The staff allegedly out-of-compliance were sdministrators and a janitor. Both Surveyors
testified that they did not observe any hreaches of CDC PPE guidance by stafl who were

providing direct resident care.



The Respondent argued that the guidance neither required all staff to wear gowns, nor
don PPE prier to entering & COVID-19 positive unit. The April 5, 2020 CDC directive provided
that staff who have close patient contact while providing care should wear full droplet precantion
PPE, including M95 masks, gloves, powns and eye chields, but that N95 masks and BOWNIS WETe
not necessary for other staff. The CMS TIC Survey mentions PPE, It recommends that staff
wear “all recommended PPE (i.c., gloves, BOWN, eye protection and respitator or facemask) for
the care of all residents...” (MDH Ex. 18, p. 012)7 The April %, 2020 MDH guidance
illustrated that not all staff are required to wear PPE. including gewns, even when in close
coninct with residents, but should base the decision to wear PPE on the “procedures being
performed and the availability of specific forms of PPE™ That guidance also provides thai
“gowns per se do not necessarily need o be an element of the PPE wom in 21l inleractions with
residents; the use of gowns is primarily to prevent infectious droplets from being spread from
resident to resident vin healtheare providers by direct comtact and this risk may not be present for
all interactions with residents.” Finally, that guidance provided that “nursing homes making a
good faith effert at fallowing the gown prioritization guidance. . are considered in
compliance...of the Scorctary®s Order. ™ (Resp. Ex. 37). The COC guidance published on
April 13, 2020 advised that, in cases of gown shortapes, they should be pricritized for
“high~contact patient care activities that provide opportunities for transter of pathogens (o the
hands and clothing of [the health care provider.) {Resp, Ex. 46, pg. 7). Many of the CDC's PPE
recommendations during the Spring of 2020 relexed otherwise applicable guidance in order to

congerve scarce PPE for such caregivers.

* Unlike wilh ather cittions, T used the Department’s numbesing here beesuse the documient did net have il onm
numberms,
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The Respondent further argued that the nursing assistant who rolled the gown had done
#0 propely. She rolled the exterior of the gown to the inside such that what had been the inerior
af the gown was against her elothes &s she carried it to the trash can. As the interior of the gown
was againgt her clothes when shr:.was wearing i, it is difficult to see how this practice could
result in any harm, The Department did not cie 1o ny guidance specifically discouraging this
practice other then gencral guidance stating the PPE chould be discarded in the “patient room or
paticni care area.” As the staff were wearing gowns from room 1o room on the COVID-1%
positive unit in order to conserve them, the entire unit became a “patient care area” and therefore
discarding the pown in a room or samewhere else within the unit would have complied with that
guidance. The Department likewise failed to provide any guidance stating that one slipped mask
would pese any risk of harm fo a resident. Dr, Katz stated that a momentary slipped mask poses
n plavsible risk of harm.

None of these allegations establish noncompliance of any State, CDC or CMS guidance,
or any plansible risk of harm 1o any resident.

c. Cohorting

As described in detail above in relation to Resident 4fff the Surveyars alleged that the
Fucility failed o properly cohort Residents & ifand 4 Specifically, these residents were kept
in individual reoms, with private bathrosms on COVID-19 acgalive units despite testing positive
for COVID-19. Residents #was tesied en April 6, 2020 and @piest came back negative,
was tested aga.inl on April 17, 2020 when @ exhibited sympioms, and that test was positive,
Similarly te Resident ¥ Resident iilf's door was l=ft open at times for observation due to safety
precautions. Resident i also first received a negative COVID-19 fest, but lates reeeived a
positive test late on April 21, 2020. Resident i remained in W single occupancy room with a

private bithroam {or the remainder of that day and was moved onto the COVID-19 positive ueit
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on the morning of April 22, 2020. Swveyor (I =stificd that the surveyoers did not obsarve
Residents #ffor #flowtside of their rmams.

The Statement of Deficiencies alleged that the Facility failed to ensure effective Syslems
to separate COVID-13 negative and COVID-19 positive residents s miusch as possible, The
MDH argued that there were vacant rooms on the COVID-19 positive wings and therefore, these
residents should have been moved into those rooms. A fourth resident, Resident 4, was also
COVID-19 positive yet remained in a single room pn the COVID-19 megative unit and the MDE
did not find anything wrong in i case. The difference between the eases of Residents i, é)
and #lseems 10 be that at times, the docr to Resident #) and s room was observed open,
while the door to Resident #fffs room was not. Resident @i discussed at lengrth above,

M. Drwryer testified thet immediately upon receiving the first COVID-1 9 positive resulis
on April 9, 2020, the Centor devetoped and executed a plan to designate specific COVID-19
positive units; and then, within 24 hours, moved and cohorted more than seventy residénts based
om lest resulis, proximity 10 COVID-19 positive cases, and symptoms. The MDH did not find
fault with that system or execution of coherting, but with the few residents who were COVID-19
positive but remained in single occupancy reoms on COVID-19 negative units, Ms. Dwyer
testified that the logistics of moving residents were extremely difficult to navigate, They had to
lake into account gender, care requirements, and personal preference. Unlike ina haspital
setiing, the stafl then had to move not only the resident, but all of their belongings. Social
[actors were also a consideration such as the resident’s tendency 1o wander, beeome easily
agitated, or require an clectric wheelchair, After rooms were vacated, the staff had to allow time
for airflow and terminal cleaning. Additionally, the guidance sugpesicd limiting (he removal of

residents from their rooms, Ms. Dwyer added that the rooms that were available on the
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COVID-19 positive unils were not single rooms. She pointed out that some rooms that appear 1o
be vacant actually have mandatory bed-holds for a resident expected to retuen. Ms, Dwyer
explzined that given all of the preces, isoluting Residents - #in single DCCUpanty ToOms was
the best oplion.

As discussed above, all of the doors i the resident rooms ane marg than six feet from the
beds, s0 the open doors observed did not vitiate the effectiveness of their isolation., Additionally,
the Facility was balancing their residents due tn the COVID-19 pandemic with their resident’s
other medical conditions that necessitated observation that could not ke accomplished with
closed doors. The Facility was reasonable in their choices (hat balanced the risks of barm to best
care for their fragile patiente. The 2007 CDC Guideling recommended isolating residents by
placement in 2 single room, or by coborting infected residents topether in & dedicated unit or
arca. The April 5, 2020 MDH Order required nursing facilities to cohort known positive
residents “1o the best of their abilities,” and examples of various cohorting possibilities were
given including options when facilities were neither sble to Eroup residents by location or staff,

The Faeility did appropriately cohort residents io the best of their ability & was required,

d. Hand washing

Surveyors also documented several hiand hygiene deficiencies allepedly violating the
standard of care, Specifically, on April 21, 2020, an LPN on a unit which was desipnated for
COVIT-18 positive residents, was wearing full PPE gear including gloves when il touched a
resident’s door and then & laptap at the nurses station withowt changing or sanitizing 4 hands or
gloves. On April 23, 2020, a repistered nurse administered medication to 2 paticnt in his or her
room, exited the room, retorned the medication container to her carl and remaved il ploves.

W tHcn pulled oui & new pair of gloves, put them on and then sanitized the exterior of fhe

gloves with aleohol-based hand sanitizer. And on April 23, 3020, & social worker picked up a
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[oad tray from a resident’s room, exited the room and placed the food 1zay ona car. I then
sanitized the gloves llpwas wearing with aleohol-based hand sanitizer and entered another
patient room, The MDH argued that the Facility was not experiencing a glove shorage and
should therefore not have washed gloves for reuse. MDH did nat allege that any staff person
reused and sanitized gloves for direet resident care and there is no evidence that anyone did so.
The MDH also argued that staff were to perform hand sanitization immediately upon leaving =
patient room, However, Surveyor (il conceded that she was ol aware of CDC guidance
regarding “fomite.” or hard surface transmission of COVID-19. The MDH did not affer any
specific evidence a5 to how these particuler observations put residents at risk other than evidence
that the use of sleohol-based hand sanitizer on the oulside of disposable gloves can cause them 1o
break down owver time.

The Respondent contested the assertion that they were not experiencing a glove shortage,
They pointed to nationwide PPE supply chain disruptions and CDC guidanee that sanitizing the
ouizide of gloves for rense for non-resident care purposes was acgeplable infection controd
practice under these circumstances. The April 30, 2020 CDC Guidance refers o “options for nse
when glove supplies are siressed, running low, or exhausted,” and CMS specifically directed
surveyors not to cite o deficiencies where facilitics were making good faith efforis lo preserve
PPE. Ms, Diwyer testified that her supplier had indicated a disruption in their supply chain, and
she was unsure about the status of their glove supply. Dr, Kat2 testified that &t the time of the
survay no Maryland ndrsing facility knew where its next supp]:_',r af any FPE was coming from,
and to her, that represented a critical situation. Surveyor [ ond M= Diwiver testified that a
physician feom the federal “sirike team,” who had visited the Facility the day before the survey,

specifieally approved sanitizing zloves for re-use in non-direet-care circumstances, and
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demanstrated 1o some of the staff how o do it However, as soon as the Facility learned that the
surveyors disagread with the practice, they advised the giafT to immediately discontinee it

The MDOH did not show that the CDC or any other agency specifically prohibited the
practice of sanitizing ploves for non-resident care purposes, nor that the Surveyors obscerved any
practice that posed any plausible risk of harm. The individuals shserved had touched only hard
surfeces and weré not involved in direct patient care. The MDH did not show that this specific
practice viodsted any CDC or MDH guidance or posed the risk of any hatm.

COMNCLUSIONS OF

Based on the foregoing Findings of Fact and Discussion, I conclude a5 3 matter of law
that the Respondent did not have any deficiencies at its Facility that posed a serious and
immediate risk to any of its residents. Accordingly, the Respondent is not subject o any Civil
Money Penalty. Md. Code Ann., Health-Gen, §§ 19-1406(c)(2); 19-3010)(1); 19-308; 19-1401;
19-1402(a)(4]), (b}~ (c); 19-1408 and 19-1404(c) (2019 & Supp. 2020); COMAR 10.07.02.558:
10.07.02.70 -, 74; 10.07.02.09; 10.07.02.600; 10.07.02.28: 1LO7.02.09A-B; 10.07.02.32A:
10070233

EFROFOSED ORDER

| PROPOSE that the Maryland Department of Health's imposition of 2 $440,000.00

Civil Money Penalty on the Respondent be REVERSED.

Administrative Law Judpe

April 2. 2021
Dpie Decazion Meiled
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