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CMS Certification Number (CCN): 245447      October 13, 2017

Ms. Rebecca Mathews Halverson,  Administrator

Sacred Heart Care Center

1200 12th Street Southwest

Austin, MN  55912

Dear Ms. Mathews Halverson:

The Minnesota Department of Health assists the Centers for Medicare and Medicaid Services (CMS) by

surveying skilled nursing facilities and nursing facilities to determine whether they meet the requirements for

participation.  To participate as a skilled nursing facility in the Medicare program or as a nursing facility in the

Medicaid program, a provider must be in substantial compliance with each of the requirements established by

the Secretary of Health and Human Services found in 42 CFR part 483, Subpart B.    

Based upon your facility being in substantial compliance, we are recommending to CMS that your facility be

recertified for participation in the Medicare and Medicaid program the Minnesota Department of Human

Services that your facility is recertified in the Medicaid program.

Effective September 18, 2017 the above facility is certified for or recommended for:    

  59 Skilled Nursing Facility/Nursing Facility Beds

Your facility’s Medicare approved area consists of all 59 skilled nursing facility beds located in rooms .

You should advise our office of any changes in staffing, services, or organization, which might affect your

certification status.

If, at the time of your next survey, we find your facility to not be in substantial compliance your Medicare and

Medicaid provider agreement may be subject to non-renewal or termination.

Please contact me if you have any questions.

Sincerely,

   

Joanne Simon, Enforcement Specialist   

Minnesota Department of Health   

Licensing and Certification Program   

Program Assurance Unit

Health Regulation Division

Telephone: 651-201-4161     Fax: 651-215-9697

Email: joanne.simon@state.mn.us   

cc:  Licensing and Certification File

   

P  r  o  t  e  c  t  i  n  g  ,   M  a  i  n  t  a  i  n  i  n  g   a  n  d   I  m  p  r  o  v  i  n  g  t  h  e   H  e  a  l  t  h   o  f   A  l  l   M  i  n  n  e  s  o  t  a  n  s
    

An equal opportunity employer.



Electronically delivered

October 13, 2017

Ms. Rebecca Mathews Halverson, Administrator

Sacred Heart Care Center

1200 12th Street Southwest

Austin, MN  55912

RE: Project Number S5447027

Dear Ms. Mathews Halverson:

On August 16, 2017, we informed you that we would recommend enforcement remedies based on the

deficiencies cited by this Department for a standard survey, completed on August 9, 2017.  This survey found

the most serious deficiencies to be widespread deficiencies that constituted no actual harm with potential for

more than minimal harm that was not immediate jeopardy (Level F) whereby corrections were required.

On September 22, 2017, the Minnesota Department of Health completed a Post Certification Revisit (PCR) by

review of your plan of correction and on October 2, 2017 the Minnesota Department of Public Safety completed

a PCR to verify that your facility had achieved and maintained compliance with federal certification deficiencies

issued pursuant to a standard survey, completed on August 9, 2017.  We presumed, based on your plan of

correction, that your facility had corrected these deficiencies as of September 18, 2017.  Based on our PCR, we

have determined that your facility has corrected the deficiencies issued pursuant to our standard survey,

completed on August 9, 2017, effective September 18, 2017 and therefore remedies outlined in our letter to

you dated August 16, 2017, will not be imposed.

Please note, it is your responsibility to share the information contained in this letter and the results of this visit

with the President of your facility's Governing Body.

     

Feel free to contact me if you have questions.

Sincerely,

   

Joanne Simon, Enforcement Specialist   

Minnesota Department of Health   

Licensing and Certification Program   

Program Assurance Unit

Health Regulation Division

Telephone: 651-201-4161     Fax: 651-215-9697

Email: joanne.simon@state.mn.us   

cc:  Licensing and Certification File                                   

   

P  r  o  t  e  c  t  i  n  g  ,   M  a  i  n  t  a  i  n  i  n  g   a  n  d   I  m  p  r  o  v  i  n  g  t  h  e   H  e  a  l  t  h   o  f   A  l  l   M  i  n  n  e  s  o  t  a  n  s
    

An equal opportunity employer.
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Electronically delivered

August 16, 2017

Ms. Rebecca Mathews Halverson, Administrator

Sacred Heart Care Center

1200 12th Street Southwest

Austin, MN  55912

RE: Project Number S5447027

Dear Ms. Mathews Halverson:

On August 9, 2017, a standard survey was completed at your facility by the Minnesota Departments of

Health and Public Safety to determine if your facility was in compliance with Federal participation

requirements for skilled nursing facilities and/or nursing facilities participating in the Medicare and/or

Medicaid programs.    

This survey found the most serious deficiencies in your facility to be widespread deficiencies that

constitute no actual harm with potential for more than minimal harm that is not immediate jeopardy

(Level F), as evidenced by the electronically delivered CMS-2567 whereby corrections are required.    

Please note that this notice does not constitute formal notice of imposition of alternative remedies or

termination of your provider agreement.  Should the Centers for Medicare & Medicaid Services

determine that termination or any other remedy is warranted, it will provide you with a separate

formal notification of that determination.

This letter provides important information regarding your response to these deficiencies and addresses

the following issues:

Opportunity to Correct - the facility is allowed an opportunity to correct identified deficiencies

before remedies are imposed;

Electronic Plan of Correction - when a plan of correction will be due and the information to be

contained in that document;   

Remedies - the type of remedies that will be imposed with the authorization of the   

Centers for Medicare and Medicaid Services (CMS) if substantial compliance is not attained at

the time of a revisit;

Potential Consequences - the consequences of not attaining substantial compliance 3 and 6

months after the survey date; and

   

P  r  o  t  e  c  t  i  n  g  ,   M  a  i  n  t  a  i  n  i  n  g   a  n  d   I  m  p  r  o  v  i  n  g  t  h  e   H  e  a  l  t  h   o  f   A  l  l   M  i  n  n  e  s  o  t  a  n  s
    

An equal opportunity employer.



Informal Dispute Resolution - your right to request an informal reconsideration to dispute the

attached deficiencies.   

Please note, it is your responsibility to share the information contained in this letter and the results of

this visit with the President of your facility's Governing Body.

DEPARTMENT CONTACT

Questions regarding this letter and all documents submitted as a response to the resident care

deficiencies (those preceded by a "F" tag), i.e., the plan of correction should be directed to:

Gary Nederhoff, Unit Supervisor

Rochester Survey Team

Licensing and Certification Program

Health Regulation Division

Minnesota Department of Health

18 Wood Lake Drive Southeast

Rochester, Minnesota  55904-5506

Email: gary.nederhoff@state.mn.us

Phone: (507) 206-2731

Fax: (507) 206-2711

OPPORTUNITY TO CORRECT   - DATE OF CORRECTION - REMEDIES

As of January 14, 2000, CMS policy requires that facilities will not be given an opportunity to correct

before remedies will be imposed when actual harm was cited at the last standard or intervening survey

and also cited at the current survey.   Your facility does not meet this criterion.  Therefore, if your

facility has not achieved substantial compliance by September 18, 2017, the Department of Health will

impose the following remedy:

� State Monitoring.  (42 CFR 488.422)

In addition, the Department of Health is recommending to the CMS Region V Office that if your facility

has not achieved substantial compliance by September 18, 2017 the following remedy will be imposed:

� Per instance civil money penalty. (42 CFR 488.430 through 488.444)

ELECTRONIC PLAN OF CORRECTION (ePoC)

An ePoC for the deficiencies must be submitted within   ten calendar days of your receipt of this letter.   

Your ePoC must:

-   Address how corrective action will be accomplished for those residents found to have

been affected by the deficient practice;

Sacred Heart Care Center
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 - Address how the facility will identify other residents having the potential to be affected

by the same deficient practice;

 - Address what measures will be put into place or systemic changes made to ensure that

the deficient practice will not recur;

 - Indicate how the facility plans to monitor its performance to make sure that solutions   

  are sustained.  The facility must develop a plan for ensuring that correction is achieved   

  and sustained.  This plan must be implemented, and the corrective action evaluated for   

  its effectiveness.  The plan of correction is integrated into the quality assurance system;

- Include dates when corrective action will be completed.  The corrective action

completion dates must be acceptable to the State.  If the plan of correction is

unacceptable for any reason, the State will notify the facility.  If the plan of correction is

acceptable, the State will notify the facility.  Facilities should be cautioned that they are

ultimately accountable for their own compliance, and that responsibility is not alleviated

in cases where notification about the acceptability of their plan of correction is not

made timely.  The plan of correction will serve as the facility�s allegation of compliance;

and,

   

 - Submit electronically to acknowledge your receipt of the electronic 2567, your review

and your ePoC submission.

If an acceptable ePoC is not received within 10 calendar days from the receipt of this letter, we will

recommend to the CMS Region V Office that one or more of the following remedies be imposed:

� Optional denial of payment for new Medicare and Medicaid admissions (42 CFR 488.417 (a));

� Per day civil money penalty (42 CFR 488.430 through 488.444).

Failure to submit an acceptable ePoC could also result in the termination of your facility�s Medicare

and/or Medicaid agreement.

PRESUMPTION OF COMPLIANCE - CREDIBLE ALLEGATION OF COMPLIANCE

The facility's ePoC will serve as your allegation of compliance upon the Department's acceptance.  Your

signature at the bottom of the first page of the CMS-2567 form will be used as verification of

compliance.  In order for your allegation of compliance to be acceptable to the Department, the ePoC

must meet the criteria listed in the plan of correction section above. You will be notified by the

Minnesota Department of Health, Licensing and Certification Program staff and/or the Department of

Public Safety, State Fire Marshal Division staff, if your ePoC for the respective deficiencies (if any) is

acceptable.

Sacred Heart Care Center

August 16, 2017
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VERIFICATION OF SUBSTANTIAL COMPLIANCE

Upon receipt of an acceptable ePoC, an onsite revisit of your facility may be conducted to validate that

substantial compliance with the regulations has been attained in accordance with your verification.  A

Post Certification Revisit (PCR) will occur after the date you identified that compliance was achieved in

your plan of correction.

If substantial compliance has been achieved, certification of your facility in the Medicare and/or   

Medicaid program(s) will be continued and remedies will not be imposed.  Compliance is certified as of

the latest correction date on the approved ePoC, unless it is determined that either correction actually

occurred between the latest correction date on the ePoC and the date of the first revisit, or correction

occurred sooner than the latest correction date on the ePoC.

Original deficiencies not corrected

If your facility has not achieved substantial compliance, we will impose the remedies described above.

If the level of noncompliance worsened to a point where a higher category of remedy may be imposed,

we will recommend to the CMS Region V Office that those other remedies be imposed.

Original deficiencies not corrected and new deficiencies found during the revisit

If new deficiencies are identified at the time of the revisit, those deficiencies may be disputed through

the informal dispute resolution process.  However, the remedies specified in this letter will be imposed

for original deficiencies not corrected.  If the deficiencies identified at the revisit require the imposition   

of a higher category of remedy, we will recommend to the CMS Region V Office that those remedies be

imposed.

Original deficiencies corrected but new deficiencies found during the revisit

If new deficiencies are found at the revisit, the remedies specified in this letter will be imposed.  If the

deficiencies identified at the revisit require the imposition of a higher category of remedy, we will

recommend to the CMS Region V Office that those remedies be imposed.  You will be provided the

required notice before the imposition of a new remedy or informed if another date will be set for the

imposition of these remedies.

FAILURE TO ACHIEVE SUBSTANTIAL COMPLIANCE BY THE THIRD OR SIXTH MONTH AFTER THE LAST

DAY OF THE SURVEY

If substantial compliance with the regulations is not verified by November 9, 2017 (three months after

the identification of noncompliance), the CMS Region V Office must deny payment for new admissions

as mandated by the Social Security Act (the Act) at Sections 1819(h)(2)(D) and 1919(h)(2)(C) and

Federal regulations at 42 CFR Section 488.417(b).  This mandatory denial of payments will be based on

the failure to comply with deficiencies originally contained in the Statement of Deficiencies, upon the

identification of new deficiencies at the time of the revisit, or if deficiencies have been issued as the

Sacred Heart Care Center
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result of a complaint visit or other survey conducted after the original statement of deficiencies was

issued.  This mandatory denial of payment is in addition to any remedies that may still be in effect as of

this date.

We will also recommend to the CMS Region V Office and/or the Minnesota Department of Human

Services that your provider agreement be terminated by February 9, 2018 (six months after the

identification of noncompliance) if your facility does not achieve substantial compliance.  This action is

mandated by the Social Security Act at Sections 1819(h)(2)(C) and 1919(h)(3)(D) and Federal

regulations at 42 CFR Sections 488.412 and 488.456.

INFORMAL DISPUTE RESOLUTION

In accordance with 42 CFR 488.331, you have one opportunity to question cited deficiencies through

an informal dispute resolution process.  You are required to send your written request, along with the

specific deficiencies being disputed, and an explanation of why you are disputing those deficiencies, to:

   Nursing Home Informal Dispute Process

   Minnesota Department of Health

   Health Regulation Division   

   P.O. Box 64900

   St. Paul, Minnesota 55164-0900

This request must be sent within the same ten days you have for submitting an ePoC for the cited

deficiencies. All requests for an IDR or IIDR of federal deficiencies must be submitted via the web at:

http://www.health.state.mn.us/divs/fpc/profinfo/ltc/ltc_idr.cfm   

You must notify MDH at this website of your request for an IDR or IIDR within the 10 calendar day

period allotted for submitting an acceptable electronic plan of correction. A copy of the Department�s

informal dispute resolution policies are posted on the MDH Information Bulletin website at:

http://www.health.state.mn.us/divs/fpc/profinfo/infobul.htm

Please note that the failure to complete the informal dispute resolution process will not delay the

dates specified for compliance or the imposition of remedies.

Questions regarding all documents submitted as a response to the Life Safety Code deficiencies (those

preceded by a "K" tag), i.e., the plan of correction, request for waivers, should be directed to:

     Mr. Tom Linhoff, Fire Safety Supervisor

   Health Care Fire Inspections

   Minnesota Department of Public Safety

   State Fire Marshal Division

   445 Minnesota Street, Suite 145

   St. Paul, Minnesota 55101-5145

     

Sacred Heart Care Center
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   Email: tom.linhoff@state.mn.us

   Telephone:  (651) 430-3012

   Fax:  (651) 215-0525

     

Feel free to contact me if you have questions.

Sincerely,

   

Joanne Simon, Enforcement Specialist   

Minnesota Department of Health   

Licensing and Certification Program   

Program Assurance Unit

Health Regulation Division

Telephone: 651-201-4161     Fax: 651-215-9697

Email: joanne.simon@state.mn.us   

cc:  Licensing and Certification File                           

Sacred Heart Care Center
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that portion of the assessment.

(j) Penalty for Falsification
(1) Under Medicare and Medicaid, an individual 
who willfully and knowingly-

(i) Certifies a material and false statement in a 
resident assessment is subject to a civil money 
penalty of not more than $1,000 for each 
assessment; or

(ii) Causes another individual to certify a material 
and false statement in a resident assessment is 
subject to a civil money penalty or not more than 
$5,000 for each assessment.

(2) Clinical disagreement does not constitute a 
material and false statement.
This REQUIREMENT  is not met as evidenced 
by:
 Based on observation, interview and document 
review, the facility failed to ensure Minimum Data 
Set (MDS) was accurately coded for 2 of 2 
residents (R10, R33) reviewed for dental 
services. 

Findings include: 

R10's annual MDS (an assessment) dated 
12/28/16, had identified for oral/dental status no 
oral concerns were present. 

R10's teeth were observed on 8/7/17, at 3:28 
p.m. and surveyor noted missing lower teeth.  

R10's oral/dental assessment dated 12/27/16 
indicated R13 had no oral concerns and was 
coded, as none of the above were present. 

 Employees of Sacred Heart Care Center, 
who are responsible for the completion of 
assessments including the MDS, strive to 
provide accurate coding and information 
at all times. RN-C recognized and 
admitted the coding error that had 
occurred in Section L of the MDS for 
these two residents.  As stated in CMS�s 
RAI Version 3.0 Manual, the rationale for 
Section L is to identify conditions that 
might affect the quality of life; overall 
health;  and/or nutritional status so that 
any problems in this area can be 
appropriately care-planned.  As 
recognized by the surveyors in the 
Statement of Deficiencies, reference to 
the missing or broken teeth was already 
included in the Care Plans of R10 and 
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R10's care plan with a last reviewed date of 
6/28/17 included, "Self-care deficit: ADL's 
[activities of daily living] r/t [related to] incomplete 
performance, sequencing problems, weakness, 
poor coordination and sitting balance d/t [due to] 
dx [diagnosis] dementia. 11/11 lower partials 
missing-won't be replaced per family. Has upper 
denture and 2 natural lower teeth that are broken 
off and irregular." 

R10's progress note dated 8/8/17 included, "Has 
upper denture that fit fine and 2 natural lower 
teeth that are broken off and irregular. Does OK 
with pureed meat texture and rest of food regular 
texture. Declines dentist."

During an interview on 8/9/17, at 10:51 a.m. 
registered nurse (RN)-C stated R10's care plan 
was correct. RN-C stated she assessed R10's 
mouth last night and there was a progress note in 
the medical record. RN-C stated the annual MDS 
had been inaccurately coded and stated the MDS 
should have been coded to reflect R10 had 
broken natural teeth. 

R33's admission MDS (an assessment) dated 
10/17/16, had identified for oral/dental status no 
oral concerns were present. 

R33 was observed on 8/7/17 at 2:50 p.m. and 
surveyor noted R33 had no teeth and was not 
wearing dentures. 

R33's oral/dental assessments dated 10/17/16 
and 7/18/17 indicated R33 had no oral concerns 
and was coded, as none of the above were 
present. 

R33 so the miscoding of MDS Section L 
basically had no impact - health-related, 
financial, or otherwise.
RN-C corrected Section L on the MDS by 
doing modifications for both residents on 
8/23/2017.
All Clinical Managers were educated on 
the proper coding of Section L of the MDS 
and will check the last comprehensive 
assessment for each of the residents for 
whom they are responsible to ensure 
Section L coding is correct. Modifications 
of the MDS will be completed as 
necessary.
The Clinical Managers will audit Section L 
of all comprehensive MDS�s completed 
before 12/31/17 and report findings to the 
QAPI Committee.  A determination will be 
made at the January QAPI meeting as to 
the need for continued audits.
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R33's Care Plan with a last reviewed date of 
7/26/17 included, "Self care deficit: Dressing, 
bathing, grooming r/t [related to] incomplete 
performance, Poor Coordination & balance, 
sequencing problems, weakness d/t [due to] dx 
[diagnoses] Alzheimer's dementia, leukemia, 
anemia, RA [rheumatoid arthritis], and 
osteoporosis. OT [occupational therapy] done 
4/17. Often declines to use her dentures.

During an interview on 8/8/17, at 2:45 p.m. 
registered nurse (RN)-C stated when R33 was 
admitted she had full and upper dentures and no 
natural teeth. RN-C stated she coded the MDS as 
none of the above as R33 was able to eat regular 
texture food with her dentures. RN-C stated she 
probably coded that one wrong [referring to the 
MDS assessment] and confirmed R33 was 
edentulous and often refused to wear her 
dentures.

F 329

SS=D

483.45(d)(e)(1)-(2) DRUG REGIMEN IS FREE 
FROM UNNECESSARY DRUGS

483.45(d) Unnecessary Drugs-General.  
Each resident�s drug regimen must be free from 
unnecessary drugs.  An unnecessary drug is any 
drug when used--

(1) In excessive dose (including duplicate drug 
therapy); or

(2) For excessive duration; or

(3) Without adequate monitoring; or

(4) Without adequate indications for its use; or

F 329 9/18/17
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(5) In the presence of adverse consequences 
which indicate the dose should be reduced or 
discontinued; or

(6) Any combinations of the reasons stated in 
paragraphs (d)(1) through (5) of this section.

483.45(e) Psychotropic Drugs. 
Based on a comprehensive assessment of a 
resident, the facility must ensure that--

(1) Residents who have not used psychotropic 
drugs are not given these drugs unless the 
medication is necessary to treat a specific 
condition as diagnosed and documented in the 
clinical record; 

(2) Residents who use psychotropic drugs receive 
gradual dose reductions, and behavioral 
interventions, unless clinically contraindicated, in 
an effort to discontinue these drugs;
This REQUIREMENT  is not met as evidenced 
by:
 Based on observation, interview, and document 
review, the facility failed to attempt a 
antidepressant taper after being on the 
medication for over one year and lacked 
documentation why it was contraindicated for 1 of 
5 residents (R31) reviewed for unnecessary 
medications.

Findings include:

R31's significant change Minimum Data Set 
(MDS) dated 6/14/17, indicated R31 was feeling 
tired or having little energy. Current diagnosis 
included depression. 

 It is Sacred Heart Care Center¦s policy 
to attempt gradual dose reductions (GDR) 
for residents who use psychotropic drugs 
unless a GDR is clinically contraindicated.  
The Physician¦s Progress Note for R31, 
dated 6/16/17, includes reference to an 
earlier failed GDR when complete 
withdrawal of the drug was not well 
tolerated.  RN-A also provided 
documentation to the surveyor about the 
behavioral changes that had occurred in 
August 2015, when a complete withdrawal 
had been attempted.  This also 
documented that the son had noted at 
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On 8/7/17, at 2:56 p.m., R31 observed seated in 
a geri chair at end of the hall facing an outside 
window with her eyes closed. 

On 8/8/17, at 10:31 a.m., R31 observed seated in 
a geri chair in the hall sleeping.

On 8/8/17, at 11:21 a.m., R31 observed seated in 
a geri chair at a table in the dining room being 
assisted by staff with her meal. 

R31's current care plan, indicated potential for 
altered mood related to depression and 
consistently denies feeling sad/depressed when 
asked other than during times of illness. 
Psychotropic medication monitoring per nursing 
home policy, and assess, monitor or intervene as 
appropriate/necessary. 
 
R31's current physician ordered medications 
included an order for Effexor ER (antidepressant) 
37.5 milligrams (mg) in the morning related to 
depressive disorder.  Start date 8/2/2015. 

Physician notes dated 6/16/17 identified under 
assessment; chronic depression-in remission on 
low dose venlafaxine-sequential dose reduction 
to lowest dose was well tolerated, but complete 
withdrawal of the drug was not. Identified under 
psychiatric; affect is stuporous to obtunded.  No 
evidence of medication related toxicity.  She 
appears to be oriented to self, but other 
orientation is not testable and likely not reliable.  
Insight and memory are similarly not testable.  No 
evidence of decompensated thought or mood 
disorder.

However, the physician progress notes lacked 

that time that the previous attempt at 
complete withdrawal of the drug had also 
failed.   The Physician Note of 6/16/17 
included a statement that there was no 
evidence of medication-related toxicity.  
Because of this deficiency, R31¦s 
physician entered a progress note on 
8/23/17 that more clearly restated the 
above and noted that any additional 
attempts to withdraw this drug would likely 
increase suffering due to her terminal 
state.
Physician was informed of the need to 
repeatedly provide documentation that 
includes justification as to why any 
attempted dose reduction would be likely 
to impair the resident¦s function or cause 
psychiatric instability by exacerbating an 
underlying medical or psychiatric disorder.
The Director of Nursing will continue to 
review documentation related to Gradual 
Dose Reductions and will ensure that 
there is adequate justification if it is 
determined that an attempted dose 
reduction would be likely to impair the 
resident¦s function or cause psychiatric 
instability by exacerbating an underlying 
medical or psychiatric disorder.  If there is 
any question about the thoroughness of 
the documentation, the DON will discuss 
her opinion with the Pharmacy Consultant 
and the physician, who may be asked to 
make a more thorough or more timely 
note.
Any concerns about GDR¦s will be 
discussed at the October and January 
QAPI Committee meeting.
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documentation of physician justification at a 
minimum to include information as to why any 
attempted dose reduction would be likely to 
impair the resident's function or cause psychiatric 
instability by exacerbating an underlying medical 
or psychiatric disorder.

Behavior Summary Reports dated from 3/15/17 
to 8/9/17, with monitoring documented each shift, 
identified R31 had no episodes of moods or 
behaviors. 

On 8/9/17, at 8:03 a.m., nursing assistant (NA)-A 
and NA-B, both stated R31 displayed no moods 
or behaviors.
  
On 8/9/17, at 8:08 a.m., licensed practical nurse 
(LPN)-A stated R31 displayed no moods or 
behaviors.

On 8/9/17, at 12:58 p.m., the director of nursing 
(DON) stated that registered nurse (RN)-A would 
have the information related to the clinical 
justification for the continued use of the 
antidepressant as RN-A had worked with R31 for 
years. 

On 8/9/17, at 1:42 p.m., RN-A confirmed there 
had not been a dose reduction since 8/2/15. 
RN-A provided nurse to physician communication 
documentation dated 8/2/15 and 8/9/15, 
identifying statements by nursing staff regarding 
R31 crying and stated this is all that I have. 

A gradual dose reduction and physician 
justification of psychotropic medications policy 
was requested but not received.

F 428 483.45(c)(1)(3)-(5) DRUG REGIMEN REVIEW, F 428 9/18/17
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SS=D REPORT IRREGULAR, ACT ON

c) Drug Regimen Review  
                                                           
(1) The drug regimen of each resident must be 
reviewed at least once a month by a licensed 
pharmacist.

(3) A psychotropic drug is any drug that affects 
brain activities associated with mental processes 
and behavior.  These drugs include, but are not 
limited to, drugs in the following categories:

(i) Anti-psychotic; 
(ii) Anti-depressant; 
(iii) Anti-anxiety; and
(iv) Hypnotic.

(4) The pharmacist must report any irregularities 
to the attending physician and the
facility�s medical director and director of nursing, 
and these reports must be acted upon.

(i) Irregularities include, but are not limited to, any 
drug that meets the criteria set forth in paragraph 
(d) of this section for an unnecessary drug.

(ii) Any irregularities noted by the pharmacist 
during this review must be documented on a 
separate, written report that is sent to the 
attending physician and the facility�s medical 
director and director of nursing and lists, at a 
minimum, the resident�s name, the relevant drug, 
and the irregularity the pharmacist identified.

(iii) The attending physician must document in the 
resident�s medical record that the identified 
irregularity has been reviewed and what, if any, 
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action has been taken to address it. If there is to 
be no change in the medication, the attending 
physician should document his or her rationale in 
the resident�s medical record.

(5) The facility must develop and maintain policies 
and procedures for the monthly drug regimen 
review that include, but are not limited to, time 
frames for the different steps in the process and 
steps the pharmacist must take when he or she 
identifies an irregularity that requires urgent action 
to protect the resident.
This REQUIREMENT  is not met as evidenced 
by:
 Based on interview and document review, the 
facility failed to ensure the consultant pharmacist 
identified lack of documentation of physician 
justification for the continued use of an 
antidepressant medication for 1 of 5 residents 
(R31) without an attempt to titrate the medication 
for the past year or have a clinical justification as 
to whey the medication should not be titrated. 

Findings include:

R31's significant change Minimum Data Set 
(MDS) dated 6/14/17, indicated R31 was feeling 
tired or having little energy. Current diagnosis 
included depression. 

R31's current physician ordered medications 
included an order for Effexor ER (antidepressant) 
37.5 milligrams (mg) in the morning related to 
depressive disorder. Start date 8/2/2015. 

Physician notes 6/16/17, identified under 
assessment; chronic depression-in remission on 
low dose venlafaxine-sequential dose reduction 
to lowest dose was well tolerated, but complete 

 It is the practice of the Consulting 
Pharmacist (CP) to review each 
resident¦s drug regimen at least monthly, 
note any irregularities, and provide 
information about any irregularity in writing 
to the Director of Nursing, the Medical 
Director, and the resident¦s physician.  
Based on this deficiency, the term 
 irregularities  evidently includes the failure 
to provide adequate documentation 
related to a GDR not attempted due to 
clinical contraindication.  In this instance 
the CP obviously did not find the 
documentation to be inadequate and 
based her opinion on notes she made in 
the resident¦s record.  The surveyor was 
referred to those notes.   The CP also 
made a documented return call to the 
surveyor at 3:15 p.m. on 8/9/17. 
By definition, a  consultant  is  a person who 
gives professional or expert advice.   
Based on our experience, we have never 
had reason to question her expertise on 
pharmacy matters.  In this particular 
circumstance, we also shared her opinion. 
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withdrawal of the drug was not. Identified under 
psychiatric; affect is stuporous to obtunded.  No 
evidence of medication related toxicity.  She 
appears to be oriented to self, but other 
orientation is not testable and likely not reliable.  
Insight and memory are similarly not testable.  No 
evidence of decompensated thought or mood 
disorder.

However, the physician progress notes lacked 
documentation of physician justification at a 
minimum to include information as to why a 
attempted dose reduction would be likely to 
impair the resident's function or cause psychiatric 
instability by exacerbating an underlying medical 
or psychiatric disorder.

Behavior Summary Reports dated from 3/15/17 
to 8/9/17, with monitoring documented each shift, 
identified R31 had no episodes of moods or 
behaviors. 

R31's consultant pharmacist (CP) 
recommendation notes dated 7/26/16, identified 
the following:
-7/26/16 No irregularities noted. On 5/17/16, 
R31's physician reviewed Effexor and 
documented: chronic depression - in remission 
on low dose venlafaxine - sequential dose 
reduction to lowest dose was well-tolerated, but 
complete withdrawal of the drug was not and 
"trials of reduction or withdrawal of psychotropic 
medications currently contraindicated without 
clear evidence of toxicity. 

-11/10/16 No irregularities noted. On 9/19/16, 
resident's physician reviewed venlafaxine and 
documented: chronic depression - in remission 
on low dose venlafaxine - sequential dose 

However, the Director of Nursing will 
continue to review documentation related 
to Gradual Dose Reductions and will 
ensure that there is adequate justification 
if it is determined that an attempted dose 
reduction would be likely to impair the 
resident¦s function or cause psychiatric 
instability by exacerbating an underlying 
medical or psychiatric disorder.  If there is 
any question about the thoroughness of 
the documentation, the DON will discuss 
her opinion with the Pharmacy Consultant 
and the physician, who may be asked to 
make a more thorough note.  Any 
concerns about GDR¦s will be discussed 
at the October and January QAPI 
Committee meeting.
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reduction to lowest dose was well-tolerated, but 
complete withdrawal of the drug was not and 
trials of reduction or withdrawal of psychotropic 
medications currently contraindicated without 
clear evidence of toxicity. Resident on minimum 
effective dose of this medication.
 
On 8/9/17, at 12:58 p.m., the director of nursing 
(DON) stated that registered nurse (RN)-A would 
have the information related to the clinical 
justification for the continued use of the 
antidepressant as RN-A had worked with R31 for 
years.
 
On 8/9/17, at 1:42 p.m., RN-A confirmed there 
had not been a dose reduction since 8/2/15. 
RN-A provided nurse to physician communication 
documentation dated 8/2/15 and 8/9/15, 
identifying statements by nursing staff regarding 
R31 crying and stated this is all that I have. 

On 8/9/17, at 1:44 p.m., CP-A via phone referred 
to late entry note on 11/10/16 related to the 9/9/16 
physician review of the Effexor XR. When asked 
for clinical justification for the continued use, 
CP-A stated she wanted to go back in her records 
to see if she could find a better justification. No 
return call or message was received.

A consultant pharmacist responsibility policy was 
requested but not received.

F 441

SS=F

483.80(a)(1)(2)(4)(e)(f) INFECTION CONTROL, 
PREVENT SPREAD, LINENS

(a) Infection prevention and control program. 

The facility must establish an infection prevention 
and control program (IPCP) that must include, at 

F 441 9/18/17
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a minimum, the following elements: 

(1) A system for preventing, identifying, reporting, 
investigating, and controlling infections and 
communicable diseases for all residents, staff, 
volunteers, visitors, and other individuals 
providing services under a contractual 
arrangement based upon the facility assessment 
conducted according to §483.70(e) and following 
accepted national standards (facility assessment 
implementation is Phase 2);

(2) Written standards, policies, and procedures 
for the program, which must include, but are not 
limited to:

(i) A system of surveillance designed to identify 
possible communicable diseases or infections 
before they can spread to other persons in the 
facility;

(ii) When and to whom possible incidents of 
communicable disease or infections should be 
reported;

(iii) Standard and transmission-based precautions 
to be followed to prevent spread of infections;

(iv) When and how isolation should be used for a 
resident; including but not limited to:

(A) The type and duration of the isolation, 
depending upon the infectious agent or organism 
involved, and 
(B) A requirement that the isolation should be the 
least restrictive possible for the resident under the 
circumstances.  
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(v) The circumstances under which the facility 
must prohibit employees with a communicable 
disease or infected skin lesions from direct 
contact with residents or their food, if direct 
contact will transmit the disease; and

(vi) The hand hygiene procedures to be followed 
by staff involved in direct resident contact.

(4) A system for recording incidents identified 
under the facility�s IPCP and the corrective 
actions taken by the facility. 

(e) Linens.  Personnel must handle, store, 
process, and transport linens so as to prevent the 
spread of infection.  

(f) Annual review.  The facility will conduct an 
annual review of its IPCP and update their 
program, as necessary.
This REQUIREMENT  is not met as evidenced 
by:
 Based on interview, the facility failed to 
implement a program to prevent Legionella in the 
facility water systems to prevent cases and 
outbreak of Legionnaires' Disease. This had the 
potential to effect all 59 residents residing in the 
facility, visitors, and staff. 

Findings include:

During an interview on 8/9/17, at 9:42 a.m. with 
the environmental services director (ESD). The 
ESD was asked if the facility had developed 
policies and procedures to reduce the risk of 
growth and spread of Legionella (Legionella 
bacteria are microscopic organisms that live in 
soil and water and are the most common cause 
of Legionnaires' disease) and other opportunistic 

 In addition to stating �no� when asked if 
the facility had developed written policies 
related to Legionella or if the facility had 
documented a facility risk assessment, 
the ESD informed the surveyor that there 
had been recent discussions about 
Legionnaires� disease, the areas of the 
water supply in our building that could 
contribute to it, and how we could reduce 
any associated risk.   These discussions 
were held with the Administrator and at 
the last QAPI Committee meeting.  Staff 
also verified that issues related to 
Legionnaires � disease had been 
discussed during the previous month�s 
Annual Education.
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pathogens in building water systems. The ESD 
answered, "No." 

The ESD confirmed the facility had not 
conducted/documented a facility risk assessment 
to identify where waterborne pathogens could 
grow and spread in the water system.  

The ESD confirmed the facility had not 
implemented a water management program that 
considers the ASHRAE industry standard and the 
CDC toolkit, and includes control measures such 
as physical controls, temperature management, 
disinfectant level control, visual inspections, and 
environmental testing for pathogens. 

The ESD confirmed the facility had not specified 
testing protocols and acceptable ranges for 
control measures, and documented the results of 
testing and corrective actions taken when control 
limits were not maintained.

The facility is in the process of completing 
a written water management plan that will 
include a written risk assessment; policies 
to reduce the risk of growth and spread of 
Legionella and other opportunistic 
pathogens in building water systems; 
control measures; and testing protocols.
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