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Why We are Here Today
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DEPARTMENT OF HEALTH & HUMAN SERVICES
Centers for Medicare & Medicaid Services

CMS Denver-Survey & Operations Group
1961 Stout Street, Room (8-148
Denver, CO 802

CENTERS FOR MEDICARE & MEDICAID SERVICES

PUBLIC NOTICE FOR INVOLUNTARY TERMINATION OF
MEDICARE/MEDICAID PROVIDER AGREEMENT

Notice 1s hereby given that the agreement between Clear View Behavioral Health, 4770 Lanmer
Parkway, Johnstown, Colorado 80534, and the Secretary of Health and Human Services, as a provider o
services in the Health Insurance for the Aged and Disable Program (Medicare) 1s to be termunated at the
close of October 28, 2020.

The Medicare program will not make payment for inpatient hospital services furmished to patients who
are admitted after the close of October 28, 2020. For patients admitted on October 28, 2020, or earlier,
payment may continue for up to 30 calendar days of mpatient hospital services furmished after October
28, 2020,




Mandatory Compliance

= Hospitals that participate In
1 Medicare or Medicaid

= Must meet the Conditions of
Participation (COPSs)

= For all patients in the facilities

* “Deemed Status” — accredited by
the Joint Commission (TJC),
HFAP, CIHQ, or DNV GL
Healthcare




Deficiency/Citation Reports
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Survey & Certification -

Certification & MS
Comupliance This page provides basic information about being certified as a Medicare and/or Medicaid hospital provider and
Ambulatory Surgery Centers includes links to applicable laws, regulations, and compliance information.

Community Mental Health Centers

A hospital is an institution primarily engaged in providing, by or under the supervision of physicians, inpatient diagnostic
Critical Access Hospitals and therapeutic services or rehabilitation services. Critical access hospitals are cerified under separate standards.
Psychiatric hospitals are subject to additional regulations beyond basic hospital conditions of participation. The State
Survey Agency evaluates and certifies each participating hospital as a whole for compliance with the Medicare
requirements and certifies it as a single provider institution.

End Stage Renal Disease Facility
Providers

Home Health Providers

Under the Medicare provider-based rules it is possible for ‘one’ hospital to hawve multiple inpatient campuses and
Hospices outpatient locations. It is not permissible to certify only part of a participating hospital. Psychiatric hospitals that

Hospitals participate in Medicare as a Distinct Part Psychiatric hospital are not required to participate in their entirety.

Intermediate Care Facilities for Howewver, the following are not considered parts of the hospital and are not to be included in the evaluation of the
Individuals with Intellectual hospital's compliance:
Disabilities (ICFs/ID)

= Components appropriately certified as other kinds of providers or suppliers. i.e., a distinct part Skilled Mursing
Clinical Laboratories Facility andfor distinct part Mursing Facility, Home Health Agency, Rural Health Clinic, or Hospice; Excluded

residential, custodial, and non-service units not meeting certain definitions in the Social Security Act; and,
Life Safety Code Requirements

= Physician offices located in space owned by the hospital but not functioning as hospital outpatient services

HNursing Homes departments

Five-Star Quality Rating Systerm

Accredited Hospitals - A hospital accredited by a CMS-approved accreditation program may substitute accreditation

Psychiatric Residential Treatment under that program for survey by the State Survey Agency. Surveyors assess the hospital's compliance with the
Facility Providers Medicare Conditions of Participation (CoP) for all services, areas and locations covered by the hospital's provider

L . agreement under its CMS Certification Number (CCM).
Psychiatric Hospitals

Outpatient Rehabilitation Although the survey generally occurs during daytime working hours (Monday through Friday), surveyors may conduct

< >
www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/CertificationandComplianc/Hospitals.html
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Deficiency Citation Reports

Accredited Hospitals - A hospital accredited by a CMS-approved accreditation program may substitute accreditation under that
program for survey by the State Survey Agency. Surveyors assess the hospital's compliance with the Medicare Conditions of
Participation (CoP) for all services, areas and locations covered by the hospital's provider agreement under its CMS Certification
Mumber (CCHN).

Although the survey generally occurs during daytime working hours (Monday through Friday), surveyors may conduct the survey at
other times. This may include weekends and times outside of normal daytime (Monday through Friday) working hours. When the
survey begins at times outside of normal work times, the survey team madifies the survey, if needed, in recognition of patients’
activities and the staff available.

All hospital surveys are unannounced.

+ Should an individual or entity (hospital) refuse to allow immediate access upon reasonable request to either a State Agency |
CMS surveyor, a CMS-approved accreditation organization, or CMS contract surveyors, the hospital's Medicare provider
agreement may be terminated.

» The CMS State Operations Manual (SOM) provides CMS policy regarding survey and certification activities.

See the downloads section below for the Patient's Rights Final Rule that includes more information on the hospital death reporting
requirements related to restraint and seclusion.

Downloads

Patient's Rights Regulation published 12/8/2006 (PDF,_ 335 KBE) (PDE)
EMTALA (PDF)

Chapter 2 - The Certification Process (PDFE)

Full Text Statements of Deficiencies Hospital Surveys - 202002 (ZIP)

Full Text Statements of Deficiencies Transplant Surveys - 202002 (ZIP)

Related Links



Deficiencies by Tag Number

A B C D E F G H | ]
240 DOCTORS' HOSPITAL OF MICHIGAN '23[461 M '48341 ShortTerm A '0364 AUTOPSIES 7/18/2012 Based on record review and interview, the facility failed to ensure that 1
241 MARTHA JEFFERSON HOSPITAL '49[500 VA '22911 Short Term A '0364 AUTOPSIES 9/8/2011 **NOTE- TERMS IN BRACKETS HAVE BEEN EDITED TO PROTECT CONFIDENT
242 SAINT LOUISE REGIONAL HOSPITAL '05E94D[CA '95020 ShortTerm A ’0364 AUTOPSIES 1/18/2012 Based on interview and record review, the hospital failed to have a syste
243 EDGERTON HOSPITAL AND HEALTH SERVICES’52] 111w '53534 Critical Access FC '0201 AVAILABILITY 10/2/2012 Based on review of MR, review of staffing guidelines, review of P&, anc
244 HOLZER MEDICAL CENTER JACKSON '36]500 OH '45640 Critical Access FC '0205 BLOOD AND BLOOD PRODUCTS 1/20/2011 **NOTE- TERMS IN BRACKETS HAVE BEEN EDITED TO PROTECT CONFIDEN'
245 BRANDON REGIONAL HOSPITAL 'IDE 119 FL '33511 ShortTerm A '0409 BLOOD TRANSFUSIONS AND IV MEDICATIONS 4/8/2011 Based on clinical record review, staff interview and review of policy and
246/ CHRISTUS ST PATRICK HOSPITAL '19[524 LA '?0601 Short Term 'MDB BLOOD TRANSFUSIONS AND IV MEDICATIONS 3/9/2012 **NOTE- TERMS IN BRACKETS HAVE BEEN EDITED TO PROTECT CONFIDEN'
247 COLUMBUS REGIONAL HEALTHCARE SYSTEM '34[500 NC '284?2 Short Term '0409 BLOOD TRANSFUSIONS AMND IV MEDICATIONS 4132011 **NOTE- TERMS IN BRACKETS HAVE BEEN EDITED TO PROTECT CONFIDEN'
248 DANA-FARBER CANCER INSTITUTE '22[450 MA '02115 Short Term '0409 BLOOD TRANSFUSIONS AND IV MEDICATIONS 9/7/2011 Based on review of documentation and confirmed by staff interviews, tw
243/ GOOD SAMARITAN MEDICAL CENTER 'IDE 130¢FL '33401 Short Term '0409 BLOOD TRANSFUSIONS AND IV MEDICATIONS 2/12/2013 Based on clinical record review and staff interview the facility failed to €
250 LONG BEACH MEDICAL CENTER '33E455 NY '11561 Short Term '0409 BLOOD TRANSFUSIONS AND IV MEDICATIONS ~ 12/22/2011 Based on record review, the facility failed to ensure that the patient ' s t
251 MANATEE MEMORIAL HOSPITAL '10[ 206 FL '34208 Short Term '0409 BLOOD TRANSFUSIONS AND IV MEDICATIONS 4/16/2012 Based on record review, policy review and staff interview it was determi
252 MISSOURI BAPTIST MEDICAL CENTER VZGE 301IMO0 '63131 Short Term '0409 BLOOD TRANSFUSIONS AMND IV MEDICATIONS 4/11/2012 Based on observation, interview, and record review, the facility failed to
253 NORTHWEST MEDICAL CENTER VIDE 2800 FL '33063 Short Term '0409 BLOOD TRANSFUSIONS AND IV MEDICATIONS 8/2/2011 **NOTE- TERMS IN BRACKETS HAVE BEEN EDITED TO PROTECT CONFIDEN
254 RESTOMN HOSPITAL CENTER '49[ 185(VA '20190 Short Term 'MDB BLOOD TRANSFUSIONS AND IV MEDICATIONS 11/2/2012 **NOTE- TERMS IN BRACKETS HAVE BEEN EDITED TO PROTECT CONFIDEN
255|SAINT AGNES HOSPITAL '21E 900 MD '21229 Short Term '0409 BLOOD TRANSFUSIONS AMND IV MEDICATIONS 2/22/2012 **NOTE- TERMS IN BRACKETS HAVE BEEN EDITED TO PROTECT CONFIDEN
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256/SAINT CATHERINE REGIONALHOSPITAL ~ |15(220(IN 47111 ShortTerm A 0409 BLOOD TRANSFUSIONS AND IV MEDICATIONS  12/13/2011 **NOTE- TERMS IN BRACKETS HAVE BEEN EDITED TO PROTECT CONFIDEN,
257 SOUTHEASTERN REGIONAL MEDICAL CENTER'34C300 NC 28359 ShortTerm A 0409 BLOOD TRANSFUSIONS AND IV MEDICATIONS  12/14/2011 **NOTE- TERMS IN BRACKETS HAVE BEEN EDITED TO PROTECT CONFIDEN.
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253 STANFORD HOSPITAL 050300 CA 34305 Short Term 403 BLOOD TRANSFUSIONS AND IV MEDICATIONS 3/15/2012 **NOTE- TERMS IN BRACKETS HAVE BEEN EDITED TO PROTECT CONFIDEN'
259 WAKEMED, CARY HOSPITAL RAC190(NC 27518  Short Term 409 BLOOD TRANSFUSIONS AND IV MEDICATIONS 3/14/2013 **NQTE- TERMS IN BRACKETS HAVE BEEN EDITED TO PROTECT CONFIDEN
260 WILKES-BARRE GENERAL HOSPITAL 790575 PA 18764 ShortTerm 0403 BLOOD TRANSFUSIONS AND IV MEDICATIONS 1/14/2013 Based on review of facility policy, facility documents, medical records (N
261 WILSON MEDICAL CENTER 34C170:NC 27893 Short Term 0409 BLOOD TRANSFUSIONS AND IV MEDICATIONS 2/10/2011 **NOTE- TERMS IN BRACKETS HAVE BEEN EDITED TQ PROTECT CONFIDEN!
262 RIVERSIDE GENERAL HOSPITAL 450320:TX 77004 Short Term 0063 CARE OF PATIENTS 11/9/2012 **NQTE- TERMS IN BRACKETS HAVE BEEN EDITED TO PROTECT CONFIDEN
263 CIVISTA MEDICAL CENTER 7105G/MD 20646 Short Term 0067 CARE OF PATIENTS - MD/DO ON CALL 8/4/2011 **NOTE- TERMS IN BRACKETS HAVE BEEN EDITED TO PROTECT CONFIDEN

'006? CARE OF PATIENTS - MD/DO ON CALL 9/22/2011 Based on review of hospital documentation and interviews with facility
0067 CARE OF PATIENTS - MD/DO ON CALL 7/1/2011 **NOTE- TERMS IN BRACKETS HAVE BEEN EDITED TO PROTECT CONFIDEN
'0068 CARE OF PATIENTS - RESPONSIBILITY FOR CARI 6/2/2011 **NOTE- TERMS IN BRACKETS HAVE BEEN EDITED TO PROTECT CONFIDEN
'0068 CARE OF PATIENTS - RESPONSIBILITY FOR CARI 6/14/2011 **NOTE- TERMS IN BRACKETS HAVE BEEN EDITED TO PROTECT CONFIDEN
268 SENTARA NORTHERM VIRGINIA MEDICAL CEI\EIBE 2300VA :22191 Short Term :0068 CARE OF PATIENTS - RESPONSIBILITY FOR CARE 12/6/2012 Based on a complaint investigation, document review and interview, the ¥
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264 MILFORD HOSPITAL, INC 07¢300 €T "06460  Short Term
265 PLAZA MEDICAL CENTER OF FORT WORTH 450300 TX 76104 Short Term
266 CLARA MAASS MEDICAL CENTER J1CONEN) 07209 Short Term
267 GEISINGER - COMMUNITY MEDICAL CENTER 39(182:PA 18510 Short Term



CAMH Problematic Standards

= Orders/entries dated = Medications
and timed = Meeting nutrition
= Verbal orders needs of patients
= Cluttered hallways & » Healthcare services
other Life Safety Code per P&P
Issues .
= Timing of
* H&Ps medications
= EMTALA = Documentation
reflecting nursing
process



CAMH Problematic Standards

= Equipment and = Informed consent
supplies used In life
saving procedure

= Privacy & whiteboard

= Hand Hygiene & " Legibility
Gloving = No orders

= Restraint & Seclusion = Safe Injection
for Acute hospitals practices

= Suicide precautions

= Infection control



Immediate Jeopardy

DEPARTMEMNT OF HEAILTH & HUMADN SERWVICES
Centers for Medicare & MMedicaid Services

7500 Security Boulewvard, Mail Stop C2-21-16
Baltimore, Maryland 21244-1850

CIVIS

CEMTERS FOR MEDICARE & MEDICAID SERVICES

Center for Clinical Standards and Quality/Ouality, Safety & Oversight Group

Ref: QSO-19-09-AT 1.

DATE: March S5, 2019
TO: State Swuveyv Agency Directors
FROM: Director

Quality. Safety & Oversight Group

SUBJECT: Revisions to Appendix Q. Guidance on Immediate Jeopardy

Memoranduin Sumimanrw

* Core Appendix Q and Subparts - Appendix Q to the State Operations MManual (SOM).
which provides guidance for identifyving immediate jeopardy. has been revised. The
revision creates a Core Appendix Q that will be used by suuveyors of all provider and
supplier types in determining when to cite immmmediate jeopardy. CMS has drafied subparts
to Appendix Q that focus on immediate jeopardy concerns occuuring in nursing homes
and clinical laboratories since those provider types have specific policies related to
immediate jeopardy.

* Kev Components of IImmediate Jeopardy — To cite immediate jeopardy. suurvevors
determine that (1) noncompliance (2) caused or created a likelihood that serious injury.
harm. impairment or death to one or more recipients would ocour or recur: and (3)
immediate action is necessary to prevent the occurrence or reciurence of serious injury.
harm. impairmment or death to one or more recipients.

« Immediate Jeopardy Template — A template has been developed to assist sturvevors in
dOC‘Lllll-Bllt].llE the information necessary to establish each of the kev components of

1111111 e e e e T [ I
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Search for Hospital Inspections

Association of i
Health Care Journalists
IMPROVING PUBLIC UNDERSTANDING OF HEALTH AMD HEALTH CARE

AHC] Home Cowvering Health Training Resources Jobs Join/Renew Donate

Hospitallnspections.org

BRINGING TRANSPARENCY TO FEDERAL INSPECTIONS

Search hospital inspections Q Search your state

Welcome to hospitalinspections.org. a website run by the Association of Health Care Journalists (AHC])

that aims to make federal hospital inspection reports easier to access, search and analyze. This site For all visitors
includes details about deficiencies cited during complaint inspections at acute-care, critical access or
psychiatric hospitals throughout the United States since Jan. 1, 2011. It does not include results of
routine inspections or those of long-term care hospitals. It also does not include hospital responses to ’ )
deficiencies cited during inspections. Those can be obtained by filing a request with a hospital or the = How to read inspection reports
.S, Centers for Medicare and Medicaid Services (CMS). = Sample inspection report

= A QRA Wi
speed on inspection reports

h CMS: Getting up to

- - . : o . = Points to keep in mind about this
This effort follows years of advocacy by AHC) to encourage federal officials to publish this information

- - . ; ) - ; data
electronically. Until now, this information has only been available through Freedom of Information Act =

n - - . . . . States at out hospital inspection
requests — and only in paper form. Funding for this project was provided by the Ethics & Excellence in = States that put hospital inspectior
Journalism Foundation. reports online

Because CMS has just begun gathering this data and releasing it in electronic format, it remains
incomplete. Some reports are missing narrative details, and those are noted on each hospital's page.
Beyond that, CMS acknowledges that other reports that should appear may not. CMS has pledged to
work with AHC) to make future iterations of this data more complete. At this time, this data should not
be used to rank hospitals within a state or between states. It can be used to review issues identified at
hospitals during recent inspections.

]

Clicking on a state on the map will retrieve a list of all hospitals with their viclations grouped together:
choosing a state from the drop down menu will list all inspection reports separately, so a hospital may
appear more than once.

Last updated: May 2018 = Resources page

= Download entire dataset

All states v Search



Search for Hospital Survey Reports

LUTHERAN MEDICAL CENTER

8300 W 35TH AVE WHEAT RIDGE, CO 20033 | Voluntary non-profit - Private

View hospital's federal Hospital Compare record

Read complete reports

Report date Number of violations

Maov, 7, 2019 2 (click for details) ead full repo
July 29, 2019 2 (click for details) lead full repo
May 28,2010 4 (click for details) lead full repo
Oct, 15, 2016 1 (click for details) lead full repo
June 29 2016 2 (click for details) lead full repo
March 24, 2016 2 (click for details) lead full repo
Mov, 4, 2015 1 (click for details) lead full repo
Aug. 7, 2015 2 (click for details) ead full repo
Mov, 15, 2012 3 (click for details) Read full report



Read the Report

LUTHERAN MEDICAL CENTER 8300 W 38TH AVE WHEAT RIDGE, CO 80033 Nov. 7, 2019
VIOLATION: PATIENT RIGHTS Tag No: A0115

Based on the manner and degree of the standard level deficiency referenced to the Condition, it was determined the Condition of Participation 482.13, PATIENT RIGHTS, was
out of compliance.

A-0144 The patient has the right to receive care in a safe sefting. Based on interviews and document review, the facility failed to ensure all staff who were assigned to work on

the orthopedic surgical floor were trained in order to care for patients with specific post-operative precautions for safety with transfers and bed mobility. This failure was identified
in 1 of 3 medical records of patients who underwent total hip replacement surgeries (Patient # 2).

VIOLATION: PATIENT RIGHTS: CARE IN SAFE SETTING Tag No: AQ144

Based on interviews and document review, the facility failed to ensure all staff who were assigned to work on the orthopedic surgical floor were trained in order to care for
patients with specific post-operative precaufions for safety with transfers and bed mobility. This failure was identified in 1 of 3 medical records of patients who underwent total hip
replacement surgeries (Patient # 2).

Findings include

Facility policy

The Nursing Service Staffing policy purpose was to give direction to nursing units regarding the use of staffing resources. The policy read it was the Staffing Coordinator, Shift
Specialty Coordinator, and House Supervisors responsibility to serve as a liaison in floating staff to other units. Additionally, all associates were reguired to float to ofher units
based on documented chinical competence, skill and patient care needs. The policy read staffing assignments were to be adjusted based on the judgement of the registered

nurse (RN} in charge to provide special patient care needs depending on the patient's condition and to ensure the patient care needs were met

1. The facility failed to ensure nursing staff had been educated on posterior hip precautions when caring for Patient #2. Subsequently, during Patient #2's transfer from the bed
the patient suffered further injury after being moved by untrained staff.

a. A medical record review was conducted for Patient #2 who was admitted to the orthopedic surgical floor following a total hip arthroplasty (hip joint replacement) (THA) on



CAH General Resources




AHA Website

Small or Rural Hospitals
Bt alon st www.aha.org/advocacy/small-or-rural
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Rural Health Information Hub RHIhub

» ; ] Updates & Alerts | About BHIMub | contact Us [ E3 &
\_)J\Ll lhnUHb www.ruralhealthinfo.org

Topics 8 Rural Data Case Studies & Tools for
States - Visualizations - Conversations - Success -
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Bural Health Predictions: Q8 with slan
Morgan

rMational Rural Health Associatlon CEQ
Alan Morgan discusses his
organization’s work on the national and
global stages and shares his rural
health predictions for 2020,
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Funding Opportunities Am I Rural?
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CMS Updated Website www.cms.gov

Home | About CMS | Careers | Mewsroom | FAG | Archive | share () Help [ Emad = Print
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Better Health

32 Health Systems Ready to Improve Care,
Saving up to 51.1 Billion

it's our duty to provide better
health care. Every American
deserves it.

Read More [ 3

Kaking Care Better: Paying Dialysis
Facilities for Performance

Medicare Gives Employers, Consumers
Information fo Make Better Health Care
Choices

CMS Online Informafion Just Got Better

; Affordable Care Act Helping Consumers Get
Low ENng HE&lth Care Better Value for their Healih Care Dollars

Costs
View More News 8 Events | 3 -
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https://www.cms.gov/apps/media/press/release.asp?Counter=4206&intNumPerPage=1000&checkDate=&checkKey=&srchType=1&numDays=0&sr
https://www.cms.gov/apps/media/press/release.asp?Counter=4206&intNumPerPage=1000&checkDate=&checkKey=&srchType=1&numDays=0&sr
https://www.cms.gov/apps/media/press/release.asp?Counter=4206&intNumPerPage=1000&checkDate=&checkKey=&srchType=1&numDays=0&sr
http://blog.cms.gov/2011/12/05/cms-online-information-just-got-better/
http://www.cms.gov/apps/media/press/release.asp?Counter=4201&intNumPerPage=10&checkDate=&checkKey=&srchType=1&numDays=3500&sr
http://www.cms.gov/apps/media/press/release.asp?Counter=4201&intNumPerPage=10&checkDate=&checkKey=&srchType=1&numDays=3500&sr
http://www.cms.gov/newsroom/
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Surveyor Training  Click on Catalog

QSEP

Driving Healthcare Quality

Welcome to the Quality, Safety & Education Portal
(QSEP)

-
mm o "
I am a Provider ‘
Please select here to browse the Training Catalog and take A"J‘ *

any training. W -
Q) >
L] \

https://qsep.cms.gov/welcome.aspx

The Quality, Safety & Education Portal (QSEP) provides the full
curriculum of surveyor training and guidance on health care facility
regulations.
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Alphabetical Lists of Training

Currently viewing: All Trainings

Nama Duration Action

& = sty he., S0 rrEns W Loaaimch
Alrheimer's and Relaied Dementia — Part 1 { The Surveyor's Perspective 2 hrs., 30 mins ¥ Launch
Ambulatory Surgical Camer Ba S 35 hi % Launc

Mibiork warnship Program for Muming Homse Providers 4 hrs & Launch
ASPEN Duervies Yariabike & Launch
Hasic Life Safety Code Training ¥ hrs & Launch

G hes ¥ Launch

2 hs., 30 mins ¢ Launch

2 hrs & Launch




Select CAH Basic Training 24 hr

CRITICAL ACCESS HOSPITAL BASIC TRAINING (CAH)

Class Information

Activity Code: 0CMSCAHBasic_CEU_ONL

Class Dates: Web-based Training

Status: Guest https://surveyortraining.cms.hhs.gov/pubs/Classinformation.aspx?cid=0C
Location: ISTW MSCAHBasic_CEU_ONL

Class Description: Critical Access Hospitals (CAH) are required to comply with the Federal requirements set forth in the Medicare Conditions of Participation
(CoPs) in order to receive Medicare or Medicaid payment. The goal of a CAH survey is to determine if the CAH complies with CoPs at 42 CFR 485, Subpart F.

Therefore, to ensure beneficiaries receive quality care and services, the Critical Access Hospitals Basic Training Online Course is designed to increase surveyor
proficiency in the CAH survey process.

The estimated course completion time for this training is 24 hours.

If you have any questions regarding course related content, please direct all correspondence to CAHSCG@cms.hhs.gow.
Prerequisites:

1. Principles of Documentation for Long Term Care OR Principles of Documentation for Non-Long Term Care OR Principles of Documentation for Non-Long
Term Care

. Electronic Code of Federal Regulations Simulation

. S & C Policy Memo Navigation Simulation

. SOM Navigation Simulation

. Introduction to Surveying for Non-Long Term Care OR Introduction to Surveying for Long Term Care

. Basic Writing Skills for Survey Staff

. Foundational Investigative Skills

. Hospital Basic Training Part 1 OR Hospital Basic: Part 1 (Blackboard) OR CMS Basic Hospital Via Attestation - Prior to LMS set up in 2002 OR CMS Basic
Hospital Surveyor Training Course OR Live Webinar Basic Hospital April 2013

9. Hospital Basic Training Part 2 OR Hospital Basic: Part 2 (Blackboard) OR CMS Basic Hospital Via Attestation - Prior to LMS set up in 2002 OR CMS Basic

Hospital Surveyor Training Course OR Live Webinar Basic Hospital April 2013

0o~ o 0 B WM



Introduction Into
the Conditions of Participation




The Conditions of Participation (CoPs)

=Start in the Federal Register

*CMS publishes Interpretive Guidelines

=Some Iinclude survey procedures

=Different from “worksheets”



Subscribe to the Federal Register

FEDERAL REGISTER

The Daily Journal of the United States Government

https://public.govdelivery.com/accounts/USGPOOFR/subscriber/new

Email Updates

To sign up for updates or to access your subscriber preferences, please enter your contact
information below.

Email Address *

SUBMIT | CANCEL

Your contact information is used to deliver requested updates or to access your subscriber preferences.



CMS Hospital CoP Manual

= https://www.cms.gov/files/document/som107appendicestoc.pdf.
Medicare State Operations Manual

Appendix

« Each Appendix is a separate file that can be accessed directly from the SOM
Appendices Table of Contents, as applicable.

» The appendices are in PDF format, which is the format generally used in the
10OM to display files. Click on the corresponding letter in the “Appendix
Letter” column to see any available file in PDF.

« To return to this page after opening a PDF file on your desktop. Use the
browser "back" button. This is because closing the file usually will also close

most browsers

A'i':::ﬁix Description
A Hospitals
AA Psychiatric Hospitals- Deleted (See Appendix A)
B Home Health Agencies



https://www.cms.gov/files/document/som107appendicestoc.pdf

CMS CoP Manual

""EE?S_“ Description
| Guidance

P Survey Protocol for Long-Term Care Facihities
rp | Interpretive Guidelines for Long-Term Care Facilities

Q | Determining Immediate Jeopardy

R Resident Assessment Instrument for Long-Term Care Facilities

S Mammography Suppliers - Deleted

T Swing-Beds — Deleted (See Appendix A and Appendix W)

U Ru:,punsihili[iu:.; :_:t'. Medicare Participating Religious Nonmedical

= Healtheare Institutions

v Responsibilities of Medicare Participating Hospitals In Emergency Cases
w Critical Access Hospitals (CAHs)

Y Organ Procurement Organization (OPO)

Z Emergency Preparedness for All Provider and Certified Supplier Types




State Operation Manual — Critical Access

State Operations Manual
Appendix W - Survey Protocol, Regulations and

Interpretive Guidelines for Critical Access Hospitals
(CAHs) and Swing-Beds in CAHs

(Rev. 200, 02-21-20)

Transmittals for Appendix W

INDEX

Survey Protocol
Introduction
Regulatory and Policy Reference
Tasks in the Survey Protocol
Survey Team

Task 1 - Oft-Site Survey Preparation



CMS Survey Memos

Policy & Memos to States and Regions

CMS Quality Safety & Oversight memoranda, guidance, clarifications and instructions to State Survey Agencies and CMS Regional
offices. WwWw.cms.gov/Medicare/Provider-Enroliment-and-Certification/SurveyCertificationGenlinfo/Policy-
and-Memos-to-States-and-Regions

Show entries: Filter On
5 per page e Apply
Showing 1-10 of 521 entries
FPosting Fiscal
Title Memo #
Date = Year
Guidance for Infection Control and Prevention of Coronavirus Disease 2019 2020-03-
L ] 50-20-14-MNH 2020
(COVID-19) in nursing homes 04
) o 2020-03-
Suspension of Survey Activities Q2S50-20-12-All 04 2020
Guidance for Infection Control and Prevention Concerning Coronavirus Disease
. : : ] ] 250-20-13- 2020-03-
(COVID-19). FAQs and Considerations for Patient Triage. Placement and . 2020
i i Hospitals 04
Hospital Discharge
. i L . 2020-02-
Release of Additional Toolkits 1o Ensure Safety and Quality in Nursing Homes 20-11-NH > 2020
Information for Healthcare Facilities Conceming 2019 Novel Coronavirus lliness 2020-02-
20-09-ALL 2020
(2019-nCoW) 05
Motification o Surveyors of the Authorization for Emergency Use of the CDC e

P N S R T S S S N S TR S R N R N R —— L R S Y e



New Tag Numbers

NEW TAG o . . . o OLD TAG Changes
Critical Access Hospital (CAH) Tag Title  Condition of Participation .
# # Effective
03/30/20
1
2 C-0800 §485.601 BASIC AND SCOPE NA NA NA
3 C-0802 §485.603 RURAL HEALTH NETWORK NA NA NA
4 C-0804 §485.604 PERSONNEL QUALIFICATIONS NA NA NA
5 C-0808 §485.606 DESIGNATION AND CERTIFICATION OF CAHS NA NA NA
COMPLIANCE WITH FED, ST, AND LOCAL LAWS |Compliance W/ Fed., State, and
6 C-0810 §485.608 AND REGULATIONS Local Laws and Regulations C-0150 |NA
COMPLIANCE WITH FED, ST LAWS AND Compliance W/ Fed., State, and
7 C-0812 §485.608(a) REGULATIONS Local Laws and Regulations C-0151 |NA
COMPLIANCE WITH STATE AND LOCALLAWS  |Compliance W/ Fed., State, and
8 (C-0814 §485.608(b) AND REGULATIONS Local Laws and Regulations C-0152 |NA
Compliance W/ Fed., State, and
9 (C-0816 §485.608(c) LICENSURE OF CAH Local Laws and Regulations C-0153 |NA
LICENSURE, CERTIFICATION OR REGISTRATION |Compliance W/ Fed., State, and
10 C-0818 §485.608(d) OF PERSONNEL Local Laws and Regulations C-0154 |NA
11 C-0822 §485.610 STATUS AND LOCATION Status and Location C-0160 NA




CMS Hospital Improvement Rule, Discharge
Planning and Recent Changes




Introduction

* Final regulations published September 2019,
effective November 2019

* Addressed Emergency preparedness

* Made changes to swing bed requirements
» Updated discharge planning standards

= Rewrote QAPI requirements

* Changes to infection control

* Implementation of Antibiotic Stewardship Program



Improvement Rule — cont’d
= Established staffing and staff responsibility

= Quality and appropriateness

= Diagnosis by PA, NP, or CNS by MD/DO under contract with
the CAH

= Diagnosis and treatment by MD/DO is evaluated
- QIO,

— Hospital that is a member of the network or

— Qualified individual identified in the state rural health plan

* [ncludes a section to evaluate telemedicine providers



Improvement Rule — cont’d

= Provision of services
= P&P - nutritional needs being met
= Diet order by physician or provider
= Can C&P dietician

= Policies reviewed every two years vs. annually



Manual Changes

= Changes/manual for 10 Bed Behavioral Health or
Rehab, hospitals and CAHs

— Interpretive guidelines and survey procedures pending

— Tag numbers 1400, 1404, 1406, 1408, 1410, 1412,
1417, 1420, 1422, 1425, and 1430

— Similar to Appendix A with a few minor exceptions



February 2020 Updates

= CAHS

= Deleted multiple tags number

= Renumbered all the tag numbers in 2020

= Revises table of content to include special requirement for
CAH of LTC services

* Revised the survey protocol
— Grant immediate access or can terminate Medicare

— Cannot refuse to permit copying of records or information by the
surveyor



2020 Updates continued

= Other changes:

= No advanced notice of survey
= Will assess compliance with all areas under CCN
= Surveyor must complete basic surveyor course
» Revised swing bed section:
= Eligibility, SNF service, admission, transfer and discharge
* Freedom from abuse, neglect and exploitation

= Services directed by qualified professional

= Care plan and discharge planning



2020 Updates — continued

* New standard 410 on nutrition

= Will look at telemedicine contract

= Will not withhold areas of concern until the end
= Surveyor cannot touch or examine patients

= Surveyor may make copies of some of the EHRs



2020 Updates — continued

= Surveyor guestions to the staff:

= What happens if the computer system goes down?
= How do you register a patient, transfer or admit?

= How do you order or get lab results?

= \WIill determine If corrective actions “fix” the deficient
practice

= If record session — surveyor must be given a copy



2020 Updates — continued

= Will not delay survey for staff to arrive

= Make sure surveyors have access to copiers and
printers

= Surveyors will not provide the hospital with a list of
the records reviewed or patients, staff or visitors
that they talked to

= Staff can accompany surveyors

= Cannot provide answers or interject information



CMS Memo on Texting




CMS Memo on Texting

= |n medical record sections
= Tags 438, 441, and 467

= RULE: texting of orders not allowed

= Patient iInformation:

= System must be secure, encrypted, and minimize
privacy/confidentially risks

= Text consults, emergency naotification etc.

= CPOE Is the preferred way to enter an order

= Questions to Marie.Vasbinderl@cms.hhs.gov



Critical Access Hospirals:

$485.638(a) Standard: Records System:

(1) The CAH maintains a clinical records system in accordance with written policies and
procedures.

2) The records are legible, complete, accurately documented, readily accessible, and
systemartically organized.

The CAH must have a system of patient records, pertinent medical information, author
identification, and recovd maintenance that ensures the integrity of the authentication and
protects the security of all record entries.

(4) For each patient receiving health care services, the CAH maintains a recovd that includes, as

applicable—
(i) Identification and social data, evidence of properily execured informed consent forms,
pertinent medical history, assessment of the health status and health care needs of the
patient, and a brief summary of the episode, disposition, and instructions ro the patient;
(ii) Reports of physical examinations, diagnostic and laboratory rest results, including
clinical laboratory services, and consultative findings;
(iii) All orders of doctors of medicine or osteopathy or other practitioners, reports of
treatments and medications, nursing notes and documentation of complications, and
other pertinent information necessary to monitor the patient's progress, such as
temperature graphics, progress notes describing the patient's response to treatment; and
(iv)Dated signatures of the doctor of medicine ov osteopathy ov other health care
professional.

(b) Standard: Protection of recovd information:

(1) The CAH maintains the confidentiality of recovd information and provides safeguards
against loss, destruction, or unauthorvized use.

(2) Written policies and procedures govern the use and removal of records from the CAH and
the conditions for the release of information.

(3) The patient’s written consent is required for release of information not required by law.



CMS Memo on Ligature
Risks




Memo

= CMS clarified ligature risk policy

= In App A manual

= CAH should carefully review

= \Want a safe environment to prevent patients from
hanging themselves or strangulation

= Focuses on the care and safety of behavioral health patient
and staff

= No waivers for ligature risk deficiencies

= |f cited must provide monthly progress reports



Draft Guidance

= CMS published draft of the clarification of ligature
risk interpretive guidelines

* Revised to provide clarity to the surveyors and
hospitals

= Amends how to request an extension for a
deficiency for psych hospitals and units



CMS Memo on Safe Injection
Practices




= Qur facllity has experienced a shortage of
medications over the past year

= Yes
= No
= Prefer not to answer

= Not sure



Memo on Safe Injection Practices

* Discussed use of single dose medication

* Prevent healthcare associated infections (HAI)

= Notes new exception - important especially in
medications shortages

= General rule: single dose vial (SDV) can only be used
on one patient

= Will allow on multiple patients if - prepared by
pharmacist under laminar hood following USP 797

guidelines



Safe Injection Practices — cont’d

= Entries for repackaging must be completed within 6
hours

= One exception when SDV can be used on multiple
patients

= Can be cited under infection control standards since
must provide sanitary environment



Safe Injection Practices — cont’d

= Bottom line: cannot use a single dose vial on
multiple patients

= Must follow nationally recognized standards of care
= CDC guidelines has 10 practices

= SDV typically lack an antimicrobial preservative

* The vials must have a beyond use date (BUD) and
storage conditions on the label

= |f use off-site vendor or compounding facility

= Ask for evidence have adhered to 797 standards



Single vs. Multi Dose Vials

= |[f make it in a single dose vial - need to buy it in a
single dose vial

= |f only multi-dose — use as single dose vial

* Do not take multi-dose vial into patient room or into
OR

= In OR treat as a single dose vial and discard

= Mark multi-dose vial expires in 28 days unless sooner by
manufacturer

* Clean off lid even if new vial for 10-15 seconds and let dry



Not All Vials Are Created Equal

SINGLE-DOSE
"RMULTI-DOSE?

[ "_.- ==
vy —
. RII VIRIC ADEC CATENECNIIARL
NOT ALL VIALS ARE CREATED EQUAL. o
* e ——at =
Dozens of recent outbreaks have been associated RN " EEEE—
with reuse of single-dose vials and misuse of 5 ?
multiple-dose vials. As a result of these incidents, [
patients have suffered significant harms, including u"_:j
death. CDC and the One & Only Campaign urge -

healthcare providers to recognize the differences
between single-dose and multiple-dose vials and to

understand appropriate use of each container type

This information can literally save a life.

& ONE NEEDLE,
—mn ' SYRINGE,
NLY ONE TIME.

'—r-—l'-l- (R
LI .

Safe Infection Practices Coalition

wnane, DR 1 I eiis]
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Unsafe Injection Practices and Disease Transmission

Rews= ol syringes combined with the use of singla-dase vials lar multiple patients undergeing anssthasia can trarsmit infecticus dissases, The syringe does not have Lo be used on multiple

patienlks for this Lo oocur

BEW WAL

. | g
CLEAN MEECHLE |

CLEAN SYRINGE

1. A clean syringe and neadle
are used o draw the sedalive
fradm a ness vial,

X
X X

HCW INFECTED
PATIENT

, !:H

2. It 5 then adminstered (o a patient who has
besn previously infected wilh hepatitis © vinus
(HOW). Backdlow inte the syringe contaminates
e Saprimge it HICW

SAME SYRIMNGE L

|
|—:'__.!_ s E— i le
X X , NEW
R \  NEEDLE .

-
n:n—N‘
MEEDLE A

3. Thee nepedle |5 replacesd, but the syringe |5 reused
o deaw additional sedalive fram the sams vial for
the samea patient, contaminating hevial with B0V,

X
X
I

SAME VIAL
(RO TAINTEL)

iy

-
|
I

WEW NEEDLE

—r— {LEAN SYRINGE

=, A clean neadle and syninge
are used lor a second patient,
But the contaminaled wial s
reusesd], Subseauent patienls
are now Bt risk Torinfectan,

Source: www.southernnevadahealthdistrict.org




ISMP 1V Push Medication
Guidelines




I\ Push Medicine Guidelines

ISP

Safe Practice
Guidelines for
Adult IV Push
Medications

A compilation of safe practices from the
ISMP Adult IV Push Medication Safety Summit

Remember; CMS says you have to follow
standards of care and specifically mentions the it At e ) S

ISMP so surveyor can site you if you do not
follow this. . ASIMP )

ENSTITETE FOR SAFE MERICATEON MEACTICES




I\ Push Medications Guidelines

* Provide IV push medications in a ready to
administer form

» Use only commercially available or pharmacy
prepared prefilled syringes of IV solutions to flush
vascular access devices

= |[f avallable in a single dose vial — buy in single dose
vial

= Use aseptic technigue when preparing and
administering IV medication

* Includes hand hygiene before and after administration



I\ Push Guidelines — cont’d

= Disinfect the diaphragm

= If use glass ampule — use filter needle unless the
specific drug precludes such

* Medication should only be diluted when:
= Recommended by the manufacturer or
= Per evidence-based practice

= Approved hospital policies



I\ Push Guidelines — cont’d

= [f IV require dilution
= Performed in a clean, uncluttered, and separate location
= Should not be withdrawn from a commercially

cartridge type syringe into another syringe for
administration

= Medication not drawn up into prefilled 0.9% saline
flushes



I\ Push Guidelines — cont’d

= Combination of more than one medication I1s seldom
necessary

= Never use |V solution/mini bags as a common IV
flush source or dilutant

= Label syringes
= Unless prepared and immediately given with no break

= Administer IV push medication at manufacturer
recommended rate

= Or supported by evidenced-based practices



ISMP Subg Insulin

= Insulin is a high alert medication

= Associated with more medication errors than any
other drug

= 16% of all medication errors

» | eading cause of harmful errors (24%)



2 U‘I 7 ISMP Guidelines for
Optimizing Safe Subcutaneous

Insulin Use in Adults

INSTITUTE FOR SAFE MEDICATION FIZ'I-E-TIEI



CMS Worksheets

Safe Injection Practices




Hospital Worksheets

= CMS had 3 worksheets for surveys — part of pilot
programs

= Discharge planning
= Infection control

= QAPI (performance improvement)



Infection Control Worksheet

Module 1: Infection Prevention Program

Section 1.A. Infection Prevention Program and Resources

Elements to be assessed Sur
1.A.1 The hospital has designated one or more individual(=s] as its ¢ Yes — =y = o
Infection Control Officer(s). = 5#5 ate i
T Mo zq
Y - )
1.A.2 The hospital has evidence that demonstrates the Infection C Yes r I
Control Officer(s) is qualified and maintain(s) qualifications > . i - w
through education, training, experience or certification related T Mo ff
to infection control consistent with hospital policy. g -
‘_Phl- -
1.A.2 The Infection Control Officer(s) can provide evidence that the " Yes
hospital has developed general infection control policies and
procedures that are based on nationally recognized guidelines Mo

and applicable state and federal law.

If mo to any of 1.A.1 through 1.A.2, cite at 42 CFR 482.42(a) (Tag A-748)

1.8.4 The Infection Control Officer can provide an updated list of ¢ Yes
diseases reportable to the local and/for state public health
authorities. " Mo
1.A.5 The Infection Control Officer can provide evidence that ¢ Yes
hospital complies with the reportable diseases requirements of
the local health authority. ¢ Mo

Mo citation risk for questions 1.A.4 and 1.A.5

relevant to construction, renowvation, maintenance, demolition,
and renair. includine the reauirement for an infection control i M o

1.A.6 The hospital has infection control policies and procedures . Yes |

65



Discharge Planning Worksheet

Section 2 Discharge Planning — Policies and Procedures

Elements to be assessed Surveyor Notes
2.1 Implementation of discharge planning policies and procedures for inpatients:

2.1a For every inpatient unit surveyed is there evidence of Yes
applicable discharge planning activities? No
2.1b Are staff members responsible for discharge planning Yes
activities correctly following the hospital’s discharge No

planning policies and procedures?

If no for either 2.1a or 2.1b, cite the applicable standard for identification of patients needing discharge planning, 42 CFR 482.43(a) (Tag A-0800);
discharge planning evaluation, 42 CFR 482.43(b) (Tag A-0806); and/or developing and implementing the discharge plan, 42 CFR 482.43(c) (Tag A-0818)

2.2 Does the discharge planning process apply to certain Yes
categories of outpatients? No

If yes, check all that apply:
Same day surgery patients
Observation patients who are not subsequently admitted
ED patients who are not subsequently admitted

Other
2.3 Is adischarge plan prepared for each inpatient? Yes, skip to
question 2.8
No, go to

question 2.4

NOTE: No citation risk related to responses to questions 2.2 and 2.3; for information only.

Page 2 of 15



QAPI Worksheet

PART 2: DATA COLLECTION AND ANALYSIS - QUALITY INDICATOR TRACERS

Instructions for Part #2 Questions:
Select 3 distinct quality indicators (not patient safety analyses) and trace them answering the following multipart question. Focus on indicators with
related QAPI activities or projects. At least one of the indicators must have been in place long enough for most questions to be applicable.

Elements to be Assessed Indicator #1 Indicator #2 Indicator #3

Write in indicator selected:

2.1.a Can the hospital provide " YES " YES ' YES
evidence that each quality indicator " NO ' NO C NO
selected is related to improved
health outcomes? (e.g., based on
Qlo, guidelines from a nationally
recognized organization, hospital
specific evidence, peer-reviewed
research, etc.)

2.1.b Is the scope of data collection C YES T YES T YES
appropriate to the indicator, e.g., an " NO " NO T NO
indicator related to labor and
delivery might be appropriate to all
areas of that unit and the ED, but
indicators related to hand hygiene
would require data from multiple
parts of the hospital.

2.1.c Is the method (e.g., chart ' YES C YES C  YES
reviews, monthly observations, etc.) | NO C NO T NO
and frequency of data collection

specified?




Injection Practices & Sharps Safety

= |njections prepared using aseptic technique in area
cleaned and free of blood and bodily fluids

* Rubber septum disinfected with alcohol before piercing

» Single dose vials, IV bags/connectors used on only one
patient

= Multidose vials dated when opened and discarded in 28
days unless shorter time by manufacturer

= Expiration date Is clear as per P&P

* [f multidose vial in patient care area used on only one
patient



Other Survey Memos on
Infection Control




Legionnaires’ Disease (LD)

= Can cause type of pneumonia called LD

= Grows In hospital water systems that are
continuously wet

* Check waterborne pathogen compliance

= Surveyors will likely pay more attention to it

= Conduct a facllity risk assessment



CDC Resources Legionnaires’ Disease

JUNE 2016

signs’

Jse water manang
butldings to help prevent mr[br.eaks

COC investigated the first outbreak of Legionnaires’ disease,
a senous lung infection (pneumonia), in 1976, An increasing
number of people in the US are getting this disease. which
is l:ﬂ'.].:-l:.’d by I:nn—-a‘tr'lr'q in smiall wat-—-r I:|FD|}|E.1.T contaminated
' iagnosed
g |:||:E se .=|ru:| tr' ere are at I-='=|_1'r 20 outbreaks
ear. Most identified outbreaks are in buildings

ang-term care
in building water
iding owners and
_1'!1L.-UI-E| adopt newly published standards that promote
J_.i'l:;r.l_:ll"le.'.'.? water management programs, which are ways to
reduce the risk of this germ in building water systems.

Building owners and managers can:

= | earn about and follow newly published standards for
Lagroneliz water management programs.




CDC Water Management Program

June 5, 2047 Version 1.4

Developing a Water Management
Program to Reduce Legionella
Growth & Spread in Buildings

APRACTICAL GUIDE TOIMPLEMENTING
INDUSTRY STANDARDS

www.cdc.gov/legionella/downloads/too
kit.pdf
e Ny



Infection Control Breaches

= \When breaches warrant referral to the public health
authorities

* This includes a finding by the state agency or an
accreditation organization

= TJC, DNV GL Healthcare, CIHQ, or HFAP

= State authority — state epidemiologist or State HAI
Prevention Coordinator



Needles — Syringes — Lancing Device

» Using same needle
= Using same syringe, pen or injection device

= Re-using a needle or syringe
= TO re-enter a medication container

= Then using contents from that medication container for
another individual

= Using the same lancing/fingerstick device

= Even If the lancet is changed



Memo on Insulin Pens

= Used on one patient only

= Insulin pens were used on more than one patient
= Like sharing needles

= Every patient must have their own insulin pen

= [nsulin pens must be marked with the patient’s
name



Insulin Pens — cont’d

* Blood regurgitates into cartridge after injection
= Needs policy and procedure
* Educate staff on safe use of insulin pens

= CDC issues reminder on same and has free flier

= (see Appendix)



Pen Posters and Brochures Available

. e | [
ONE NEEDLE, miL |
ONE SYRINGE, Healthcare

ONLY ONE TIME. About the Safe Injection . Patient Campaign
o Provider

Campaign Practices . Information Resources
Information

News Contact Us

Insulin Pen Safety — One Insulin Pen, One Person

www.oneandonlycampaign.org
[content/insulin-pen-safety

The Safe Injection Practices Coalition created an insulin pen poster and brochure for healthcare providers as a reminder
that insulin pens and other injectable medications are meant for one person and should never be shared. PDFs of these
educational materials are linked below:

Specific Marerials for Safe Use of Insulin Pens — for Clinicians and Patients

Foster
Brochure

Click here to order free copies of these materials from the Centers for Disease Control and Prevention (CDC)
{publication numbers 22-1501 and 22-1503).

Additional Resources

i
o

WA Patient Safety Alert: Multi-Dose Pen Injectors (Department of Veterans Affairs, January 2013)


http://www.facebook.com/
http://twitter.com/injectionsafety
http://www.youtube.com/user/OneandOnlyCampaign
http://www.oneandonlycampaign.org/about-the-campaign
http://www.oneandonlycampaign.org/safe_injection_practices
http://www.oneandonlycampaign.org/content/healthcare-provider-information
http://www.oneandonlycampaign.org/patient_information
http://www.oneandonlycampaign.org/campaign_resources
http://www.oneandonlycampaign.org/news
http://www.oneandonlycampaign.org/contact-us
http://www.oneandonlycampaign.org/
http://www.oneandonlycampaign.org/sites/default/files/upload/pdf/SIPC_insulinpen_BeAware_11x17_final_508Compliant.pdf
http://www.oneandonlycampaign.org/sites/default/files/upload/pdf/brochure_insulinpen_final_508Compliant.pdf
http://wwwn.cdc.gov/pubs/dhqp.aspx
http://www.patientsafety.gov/alerts/AL13-04MultiDosePens.pdf

CDC Vaccine Storage and Handling Toolkit

= Do not store vaccines in dorm like refrigerators

= Temperature revised to range between 36 and 46
degrees (previously 35-46 degrees F)

= State may also have specific requirements and monitor
daily

= Use a medical (biological) refrigerator

= Monitors temperature and set at mid range (40 degrees)

* E-mail specific questions to CDC:


mailto:NIPInfo@cdc.gov

CMS CAH Hospital CoPs




CMS Hospital CoPs - Generally

=Appendix W, Starts at tag C-800,

*Tag numbers renumbered in 2020 and reflected In
Feb 2020 manual update

*Interpretive guidelines updated frequently

*Manual includes swing bed regulation

*Interpretive guidelines and Survey Procedures in
Appendix PP — LTC manual — F standards



CETWAEWAIR

=Take each section and document how you comply

*Include tag numbers in policies

* Include policies

= Highlight section that corresponds to the required P&P In
the CoP

=*Have one person in charge
= To keep up with changes and who

= Knows what to do if CMS shows up survey



Rehab or Behavioral Health Unit

= CAH can have up to a ten-bed rehab or psych
(behavioral health) unit

= Surveyed under Appendix A program

* Psych bed standards were in Appendix AA but
moved to Appendix A now

= Tag number 1600 to 1726



Manual for 10 Bed Behavioral or Rehab

State Operations Manual
Appendix A - Survey Protocol,
Regulations and Interpretive Guidelines for Hospitals

Table of Contents
(Rev. 200, 02-21-20)

Transmititals for Appendix A

Survey Proftocol
Introduction

Task 1 - Off-Site Survey Preparation

Task 2 - Entrance Activities

Tasl 3 - Information Gathering/Investigation

Task 4 - Preliminarv Decision Making and Analvsis of Findings
Task 5 - Exit Conference

Task 6 — Post-Survev Activities

Pswvchiatric Hospital Survev NModule

Psvchiatric Unit Survey Module

Rehabilitation Hospital Survey Module
Inpatient Rehabilitation Unit Survev Module

Hospital Swing -Bed Survey NWMiodule

Regulations and Interpretive Guidelines
§482.1 Basis and Scope

§482.2 Provision of Emergency Services by Nonparticipating Hospitals

5482.11 Condition of Participation: Compliance with Federal. State and Local Laws




TJC Revised Requirements

= TJC or the Joint Commission made many changes

= Bring standards into closer alignment with CMS
= Having less differences is helpful to hospitals

= Have for hospitals that use them to get deemed
status (DS) or payment for M/M patients

= Will specify “DS” after the standard



General Information

= Can make copies of things

= Have surveyor make you a copy also

= Ask surveyor not to make copy of peer review material

— Abstract out what is needed



Resources to Keep Handy

*Appendix W Hospital CoPs (“C”)

=|f have “distinct” rehab or behavioral health unit will need
Appendix A

=Survey protocol and module

*Q- Immediate jeopardy

V-EMTALA, Z-emergency preparedness
=\WW-Hospital swing beds-if you have these
*B- Home health

=*|-Life safety code
1T



Survey Procedure

*The interpretive guidelines provide instructions to
the surveyors

*Have survey procedure instructions

=Will ask patients if the hospital told them about their
rights

=Deficiency citation show how the entity failed to
comply with regulatory requirements



Survey Protocol

=Off-survey preparation

=Entrance activities

="Information gathering/investigation

*Preliminary decision making and analysis of finding
=EXIt conference

=Post survey activities



= Qur facllity has seen an increase In the utilization of
our Swing Beds due to COVID.

= Yes

= No

= Not sure/Do not know



Swing Beds




Swing Bed Module

= Will survey under CAH swing-bed requirements

= Reimbursement is for Skilled Nursing care as
opposed to Acute Care

= Term Is for reimbursement
= Not geographical



Swing Bed Module

" In acute care status one day — Swing bed status the
next day

= 3-day qualifying inpatient stay required
= Not observation

= Give Notice letter to outpatient observation patients
(MOON Form)

= Swing-bed survey requirements are in 42 CFR 483



Swing Bed Counts

= Will count: = Do not count:
* [npatient beds * Observation beds
= Birthing beds — if = Surgery, PACU

remain after giving birth = L&D, newborn nursery

= ED stretchers

= Will do open record = Sleep lab beds
review on ALL swing

. " E tabl
bed patients XaITl 1abIES

= Medicare rehab/psyche
distinct units



Basic Information & New Tags

= Start with tag 800 — “C” = CAH CoPs
= Tag 800 Basis and Scope

= Conditions to meet to be a CAH

= Tag 802 Rural Health Network

= At least one hospital the state designated as a CAH and
one that provides acute care

= Entered into an agreement for patient referral and transfer

= Use of communication systems such as telemetry and
sharing of patient data

= Transport among members



Basic Information — cont’d

= Each CAH has an agreement for C&P and QAPI
with one of the following: (Tag 802 continued)

= One hospital that is a member of the network when
applicable

= One QIO or equivalent entity or

= One other appropriate and gualified entity identified in the
State rural health care plan

* Personnel Qualifications - qualifications of a CNS,
NP, PA (804)

= Remember the state defines the scope of practice




Basic Information — cont’d

= Tag 808 — designation and certification of CAHs

= States has a Medicare rural hospital flex program
and can designate a CAH meeting the CoPs

= Criteria for certification
* Hospital has been surveyed by the state agency

= |s in compliance with the CAH CoPs



Compliance with Laws 810

= Standard: CAH must comply with all federal, state,
and local laws

= Surveyor may Iinterview CEO to determine

= May refer non-compliance to proper agency with
jurisdiction such as OSHA or OCR

= TB, blood borne pathogen, universal precautions, or
EPA (hazardous material or waste issues)



Advance Directives

= Standard: CAH must comply with federal laws and
regulations related to the health and safety of
patients

= PSDA or Patient Self Determination Act is a federal law
* Right to make advance directives
= Staff must comply with their advance directives
= Right to refuse treatment

= May have a DPOA or a support person/patient
advocate



Advance Directives — cont’d

= May use to designhate a support person - to exercise
visitation rights

= [f patient incapacitated and DPOA — must give
Information to make informed decisions and consent
for the patient

= CAH must also seek the consent of the patient’s
representative when informed consent is required for
a care decision



Advance Directives — cont’d

= Must provide information to the competent patient
when admitted

= Should consider giving to outpatient as applicable
= ED
= Observation
= Same Day surgery

= Document iIn medical record

= [f Incapacitated, give to family or surrogate

= Has conscience objector clause



Advance Directives — cont’d

= Cannot require one

= Must make sure staff Is educated on the P&P

* Includes the right to make a psychiatric advance
directive or mental health declaration

= Give consideration even if no state specific law

= Must provide community education



Physician Ownership Disclosures* 812

* Must disclose If physician owns the hospital

= Includes ownership by immediate family member and must
be in writing

= |f physician owners do not refer to the hospital — must sign
attestation to this effect

* Physicians must also disclose to patients who they
refer

= This must be as a condition for getting MS privileges

* Disclose on public websites for advertising for the
hospital — Is owned/invested In by physicians



Physician Ownership Disclosures - continued

* Disclose Iin writing if a physician is not on the
premises 24 hours a day for emergencies

= Sigh acknowledgement if patient admitted

= Need not to give individual notices to patients in the
emergency department (ED)

= A notice must be posted in the ED In a conspicuous place

= |t must cover how the hospital will meet the needs of the
patient in an emergency

= |f separate location and no physician must give notice
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Compliance with Laws/Licensure

= Standard: Patient care services must be provided
with Iin accordance with laws (814)

= Ensure delegation as allowed by law

= Ensure practicing according to scope of practice, such as
NP, CNS, or PA

= Standard: Hospital must be licensed (816)
= Personnel must be licensed or certified if required by state
= Will review sample of personnel files

104



Laws/Licensure — cont’d

» Ensure staff meet all state laws for certification,
gualification, training and education reguirements

= Can verify licensure on the board of nursing website

* The surveyor to check and make sure licensure
Information is up to date

= Will look at policies on certification and licensure



Status/Location

= Tag 822

= Criteria for determining
mountainous terrain

= Revised definitions of primary and
secondary roads

= Documentation needed to
relocate CAH

= 750 rule

= Covers exception for CAH
designated as necessary
provider (830)

106



Status and Location — cont’d

= Must meet location requirements at the time of the

Initia

=Com

survey

nliance Is reconfirmed at the time of every

subsequent full survey

* Discusses CAH classified as an urban hospital

* Discusses CAH located outside any area that is a
metropolitan statistical area

= CAH

must be in a rural area



Agreement with Network Hospitals

= Standard: if a member of a rural network must have
agreement with at least one hospital that is also a
member of the network (Tag 860 and 862)

= Agreements related to:
= Patient referral and transfer
= Communication

= Emergency and non-emergency patient transportation

= Will ask how CAH communicates with other hospitals



Credentialing and QA Agreement 862

= Standard: Must have an agreement with a hospital
that is a member of the network or QIO for quality
Improvement and credentialing

" State networking requirements vary

= QA agreements need to include medical record
review as part of quality

= And to establish medical necessity of care at CAH

= Review of P&P — determine how information Is
obtained, used and how confidentiality is maintained



Working with the Other Hospital

= P&P related to communication system

= May review any written agreements with local EMS
= Patient referral and transfer (864)

= Electronic sharing of patient data, telemetry and
medical records (862 and 866)

= Providing transport between the two facilities (868)
whether emergency or non-emergency transfers



Agreements: Credentialing and QA 870

= Must have an agreement related to credentialing
(C&P) and quality (QAPI) with a hospital that is a
member of the rural health network

= Qualified person identified in the state rural health plan
that can evaluate the quality and to make sure diagnosis
and treatment is appropriate by doctors at the CAH

— Or a QIO or other gualified entity

= Must have a medical record review as part of this

= A physician will complete for PA and NP

= Consider the findings and make necessary changes
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Telemedicine Agreements C&P 872

= Standard: Agreements for C&P telemedicine
physicians
= Board duties:

= Ensure there Is a written agreement with distant-site
hospital (DSH) or entity (DSTE)

= Decide what category of practitioners are eligible for
appointment to the MS

= Appoints with recommendation of the MS

= Approves the MS bylaws and other rules and regulations

112



Agreements for C&P — continued

= MS Is accountable to the board for quality of care
provided to the patients

= Must have and follow criteria for selection of MS

= Based on individual character, competence, training,
experience, and judgment

= Privileges cannot be based solely on certification,
fellowship, or membership in a special body or
soclety

= Contract must specify certain things (874)



Telemedicine Contracts

= CAH must have in writing:
= Choose to rely on the C&P DSH or DSTE (Tag 874)

* The contract must say

= Distant site MS C&P process and standards meet the
requirements in the CMS CoPs

= The physician privileged at the other hospital
= Physician must be licensed in state patient is located

= Must communicate any adverse events to the other entity
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Emergency Services

115



= OQur Emergency Department is:

= Very busy

= Moderately busy

= Not busy

* Closes frequently due to no patients

= Do not have enough information to answer
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Emergency Services

@==mm = Standard: Must provide

emergency care necessary
to meet the needs of its
Inpatients and outpatients

= Cannot be a provider-based
off-site location

= Must comply with
acceptable standards of
practice

= National professional
organizations

117



Emergency Services Requirements

= Qualified medical director
= Criteria established by Medical staff

= MS P&P re: care provided in the ED

= Policies current and revised based on QAPI
activities

= MS established qualifications for privileges to
provide ED care

= ED must be adequately staffed with trained
personnel

= Have adequate equipment



Emergency Services — continued

* Reassessment of emergency needs to anticipate
policies, staffing, training etc.

» Determine categories and numbers of staff needed
= MD/DO, RN, ward clerks, PA, NP, EMTs,

* The scope of diagnostic and/or therapeutic respiratory
services

= Intubation, breathing treatments, ABGs, etc.

= Other tests such as CT scans, venous Doppler's, ultrasound
et. al.,
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14 ED Written Policies

* Developed and approved by MS

* Include mid-level practitioners who work in the ED

= 1. Each type of service

= 2. Qualifications and experience of personnel
performing respiratory services and supervision if

neec

eC

= 3. EC

ul

oment assembly and operation

= 4, Safety practices including infection control



Written Policies — continued

= 5. Handling, storage and dispensing therapeutic
gasses

= 6. Cardiopulmonary resuscitation

= /. Response to adverse reactions to treatments or
Interventions

= 8. Pulmonary function testing

= 9. Therapeutic percussion and vibration



Written Policies — continued

= 10. Bronchopulmonary drainage

= 11. Mechanical ventilator and oxygenation support

= 12. Aerosol, humidification, and therapeutic gas
administration

= 13. Administration of medications and

= 14. Procedures for obtaining and analyzing ABGs

= Consider:

= Triage protocols



Survey Procedures — Staff Training

= Surveyor will interview ED staff:
= Parenteral administrations

= Care and management of injuries to extremities and
central nervous system

= Prevention of contamination and cross infections
* Provisions of emergency respiratory services
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EMTALA and ED 24 hours 882

= Must have 24-hour emergency services available

= If no inpatients — not required to have emergency
staff on site 24 hours a day

= CAH may remain open
= Must still meet EMTALA requirements

= |f no ED patients — qualified provider on site within
30 minutes

= As allowed by state law which sets forth the scope of
practice



EMTALA, CAH & Telemedicine Memo

= Not required to have a doctor to appear when
patient comes to the ED

= Must show up within 30 minutes

= [f MD/DO does not show up — must be immediately
available by phone or radio contact 24 hours a day

= (See memo at end)



Equipment, Supplies & Drugs 884

= Types and numbers of supplies, drugs, blood and
nlood products, and equipment

* Required by state and local law

= In accordance with accepted standards of practice

= Surveyor will ask how ensure above items are
always available



Emergency Drugs 836

* Antidotes and emetics = Analgesics

= Serums and toxoids = L ocal anesthetics
= Antiarrythmics = Antibiotics

= Cardiac glycosides = Anticonvulsants

= Antihypertensive = Diuretics

= Electrolytes &
replacement solutions



Emergency Equipment

= Airways = Splints

* Endotracheal tubes = |V therapy supplies

= Ambu bag/valve/mask = Suction machine

= Oxygen = Defibrillator

= Tourniguets = Cardiac monitor

* Immobilization devices = Chest tubes

= Nasogastric tubes = Indwelling urinary
catheters



Education and Survey Procedure

= Ensure staff know where equipment located
= How supplies are replaced and who is responsible

= Surveyors
= Will examine sterilized equipment for expiration dates

= Will check for equipment maintenance schedule
(defibrillator)

= Will check force of suction equipment
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Blood and Blood Products 890

* Procurement, safekeeping, and transfusion of
blood

= Includes availability of blood products needed for
emergencies on a 24-hours a day basis

= No requirement to store blood on site

= Can provide directly or through arrangement

W

¥
!
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Blood and Blood Products — cont’d

= |f do tests on blood

= Must have CLIA certificate

= Surveyed under CLIA

= |If collecting blood — must register with FDA

= If only storing blood for transfusion and refers all
tests to outside lab — not performing test as defined
by CLIA

= Need

blooc

written agreement regarding the provision of
between CAH and testing lab



Blood and Blood Products — continued

= Appropriately stored to prevent deterioration

= If type and cross match blood must have
necessary equipment

= Option: can keep 4 units O-Negative on hand at all
times

= |f not crossed matched:
= Can release Iif signed by doctor

= |n an emergency



Blood Storage 892

= Must be under the control and supervision of a
pathologist or other qualified doctor

= |f blood banking under arrangement
= Arrangement must be approved by MS and administration

= Surveyor will look for an agreement



Staffing Personnel 894
= Must have practitioner — MD/DO/PA/NP/CNS

= Trained in emergency care

= On call and immediately available within 30 minutes

= 60 minutes If in frontier area
= Less than 6 residents per sg. mile
= Area meets criteria for remote by the state and CMS

= State determines longer time than 30 minutes needed is
only way to provide care
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RN Will Meet Requirement

= RN will satisfy requirement If:

= |s on site and immediately available

= Nature of patient’s request for care within scope of
practice, consistent with all laws

= For temporary period
= CAH has less than 10 beds

= |s In frontier area
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Letter to CMS

= State governor must send letter to CMS as part of
rural health plan

= CAH must submit letter to surveyor

* Plus demonstrate shortage and unable to provide care

= |f state law has more stringent staffing requirements —
must follow

= See CMS Memo

136



Survey Procedures

= Wi
= Wi

= Wi
Wit

review call schedules

ask staff if they know who is on call

review documentation that provider on site

NN time frame



Coordination with EMS

* Must establish a procedure

= MD/DO available by phone or radio
= On 24-hour basis to receive calls
= Provide information on treatment of patients

= Refer patients to CAH or other appropriate location

= Surveyor will
= Verify P&P present to ensure MD/DO available
= Ask for evidence procedures followed and evaluated
= Talk to staff — How MD/DO contacted when needed
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Location and Length of Stay



Number of Beds 900 & 902

= Maintain no more than 25 inpatient beds

= Does not include observation beds, sleep studies or ED
= Can be used to provide acute or Swing-bed care

= Distinct 10 bed rehab or behavioral health unit not
Included

= Average basis of 96 hours per patient*

= *Waived with COVID-19



Observation Services

= |s a well-defined set of specific, clinically appropriate
services

= Usually — prolonged recovery from outpatient surgery or
needs longer period of treatment/monitoring in ED

= [nappropriate use could subject beneficiary to
Increased coinsurance liability

= 20% of CAH customary charges then if properly admitted
as inpatient

= No prescheduled observations services
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Observation Not Appropriate

= Substitute for inpatient admission
= Continuous monitoring

= Medically stable patients needing diagnostic testing
or outpatient procedure (blood chemo, dialysis)

= Awaiting nursing home placement
= Convenience to the patient or family

= Routine prep or recovery prior to/after diagnostic/
surgical services

= Routine “stop” between the ED and inpatient

admission




What Needed

= Order prior to initiation — not backdated

= Saying “admit for observation” is NOT violation of CoPs

= Documentation — show observation bed not an
Inpatient bed

= Specific criteria for observation services

= Must be different than inpatient criteria

* Observation begins and ends with the order of the
physician

* No standing orders for observation
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Length of Stay and Observation

= Medicare will not pay if last more than 48 hours

= Unless more strict state limit of 24 hours
= Rewrite policy on observation beds

= Observation beds not counted in calculating
average LOS

= Are memos on the two-midnight rule
= Place in an outpatient observation bed
= Admit as an inpatient to telemetry



Observation Not Inpatient

* Must show evidence that observation beds are not
used for inpatient services

* CMS expects reasonable relationship between size
of inpatient and observation operations

» EX: Red Flag — disproportionately large 10 bed
observation unit

= Surveyor may determine observation is an inpatient
overflow unit



Not Counted In “25 Beds”

= OR tables = Examination or

« PACU bed procedure tables

» OB beds exclusive " Stretchers
for OB pts in labor or = Stretchers in
recovery after Emergency
delivery department

" Newborn bassinets = Inpatient in distinct
and isolettes for well rehab or psyche
baby boarders units
unless baby held for _
treatment = Observation beds



Hospice Beds

= Hospice — can be dedicated beds

= Are counted in maximum bed count

= Except 96-hour average LOS rule does not apply

= Medicare does not reimburse the CAH for hospice
patients only the Hospice

= Negotiate payment from the Hospice via agreement



Length of Stay 904

= Does not exceed, on an annual average basis, 96
hours* per patient (4 days)

= State Fiscal Intermediary (FI) will determine compliance
with this CoP

= Calculated based on patient census data

= |f exceed — Fl sends a report to the CMS-RO as
well as a copy of the report to the SA

= Requires a plan of correction

=  *06-hours waived during COVID-19



Final Question

Dover CAH was set for a State Agency survey pre-
COVID due to multiple patient complaints. The
hospital was short-staffed for months due to the
pandemic. RCAs conducted after a patient care
event showed staffing issues did not contribute to the
event. The survey was rescheduled to be completed
In two weeks. The hospital remains short of
adequate staff. The CNO Is covering nursing duties.

Should Dover expect CMS to show up?

Discuss



Questions???

= Laura A. Dixon Esq.
= BS, JD, RN, CPHRM

[ - -y = President, Healthcare Risk
~— Education and Consulting, LLC

Denver, Colorado
303-955-8104

Email questions to CMS:
gsog_CAH@cms.hhs.gov
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AHA Website

Small or Rural Hospitals
Bt alon st www.aha.org/advocacy/small-or-rural

Some 57 mullion rural Amencans depend on their hospital as an immportant source of care as

well as a crntical component of their area's economic and social Tabnc

[::]...-""" American Hospital
.--l-l"""_- Association™

Achwvarrcing Haalth irmv Armverics

Rural Health Services

v AHA RURAL
HEALTH CARE
LEADERSHIP CONFERENCE
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sohutions 1o our Most pressing problems. YWe do this Iheough

* Represeniation and advocacy in Vashingion, D
= Communicalion and educalion
* Execwitnve loadership and technical assistance

= Innavation in payrmeni and delivesy
2020 Rural Advocacy Agenda

Rural Health Resources

m ’ﬂz AHA's Rural Report
A Bl mot O o da o
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2020 Rural Advocacy Agenda

Rural Health Resources

L= I = =]
i ) 5ﬁz
| | I |
Advocacy and Policy Tools and Education
The American Hospital Association has made improwving The Aamerican Hospital Association has a wealth of
acoess o raral health a top prority. Owr advocacy agemnda aducaticnal resources and tools awvailable o rural
for lavwwmakers and policy recommendations to hospitals and health systems. Clhick hers for podcasis.
gowvermment agencies lay the groundwrork for needead weebhinars, toclkils, and more.

chamge to mprowve the system for patientds. Click here for
regulatory advisories, comment lelters, fact sheslts and
our agendas.

A

—
Case Studies Resources
The Aamvernican Hospital Association is proud to feaiure the The American Hospital Association hosts a wealilh of
success stories of ifs members. Head a wvanety of case resources available o mural members. Click here for
shedies highligkting best practices, innovative techniques esxtternal funding opportunities for yowr ocrganization.

and ey ideas from the fiaedd.

Explore Small or Rural Hospitals Topics

o 2020 Rural Advocacy Agenda 'o' Rural Report
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Rural Health Information Hub RHIhub

YR hub

Rural Health Information Hub

Case Studies 8
Conversations -

Rural Data

Toplics 8
Visualizations -

States -

Your First Stop for
Rural Health Information

www.ruralhealthinfo.org

Updates 8 Aleris | About BHIRub | Conthet Us

FH O

Tools for
Success -

Get Rural Updates 8 Alerts

—

Sign-up to recaive our weeak]y

newslattar:

Crally and weskly custom. alerts
also avallablea

Funding Opportunities

a1

Clscowver the latest funding and
opportunities to support rural
health. Browse all funding
coportunities.

What Works in BEural

Find Rural Data

The Rural Data Expl
—hs allery provide access to
a wide range of data on rural
health Issues.

Learn how to locate and use
data In the Findl

and Data Related to R
Heglth toplc guide

Am I Rural?

HPsAa Ul
LB

RHCc

MUA
IO A

Use the Am 1l Bural? Tool to flnd
out If a locatlon Is considered
rural based on wvariowus
definitions of rural, Including
definitions that are used as
aligibllity criteria for federal
programs,

Eev Rural Health Issues

e RUurRAaL MoMiTor

Bural Health Predictions: Q8 with slan
Morgan

rMational Rural Health Assodiation CEO
Alan Morgan discusses his
organization’s work on the national and
global stages and shares his rural
health predictions for 2020,

Healthohre Professiormls"
Mental Health besds: S here
Can They Ga?

Recaent research has found that
ot only are nearly 40% of
suirveyeaed physicians burned
out, but |40%: are also
experiancing depression. For
many reasons — stigma among them — these professionals
ara not getting mental health support. Physician health
programs, in collaboration with professional societies, are
trving to change that by working with state licensure boards
and other groups

. - MNews Headlines
W
= Study Links Three Kev Yarlables to Higher Rural
Mortality Rates in WS

= Mew Tool Empowers Local Leaders 1o Taks ACtion
g Addiction

ASgalnat Fural

More Mews =




FAQS

$ RH I hub i | s | i (0 €D

Wm? oo e tormation me»  WWW.TUTalhealthinfo.org/topics/critical-access-hospitals

Topics & Rural Data Case Studies & Tools for

States ~ Visualizations - Conversations - Success -

MORE ON THIS TOPIC Bural Health = Topics & States = Topics B8 (™ -
"’ &:‘; RHIhub This week

Critical Access Hospitals (CAHSs)

Sign-up to receive our

RS Critical Access Hospital is a designation given to eligible rural - .
Resources hospitals by the Centers for Medicare and Meadicaid Services
. . {CMS). Congress created the Critical Access Hospital (CAH)
Grganizations designation through the Balanced Budget Act of 1997 (Public Law
Funding & Opportunities 105-22) in response to a string of rural hospital closures during
the 1980s and early 1990s, Since its creation, Congress has
Mews amended the CAH designation and related program reguirements :
Events several times through additional legislation. alerts also available
Models and Innovations The CAH designation is designed to reduce the financial

vulnerability of rural hospitals and improve access to
healthcare by keeping essential services in rural communities.
To accomplish this goal, CAHs receive certain benefits, such as

About This Guide
RELATED TOPICS

cost-based reimbursement for Medicare services. (see What are = Capital Funding for Rural
the benefits of CAH status?) Healthcare
Eligible hospitals must meet the following conditions to obtain = Community Vitality and Rural
CAH designation: Healthcare
= Hawve 25 or fewer acute care inpatient beds e Healthcare Access
= Be located more than 25 miles from another hospital = Healthcars Quality

{exceptions may apply — see What are the location
reguirements for CAH status?)

= Hospitals

= Recruitment and Retention
for Rural Health Facilities

= Maintain an annual average length of stay of 96 hours or
less for acute care patients

= Provide 24/7 emergency care services
SUGGEST A RESOURCE
Also authorized in the Balanced Budget Act of 1997, Congress
created the Medicare Rural Hospital Flexibility Program (Flex Know of a resource you think
Program) to support new and existing CAHs. should appear on our site?

. . . . . Suggest a resource
This guide provides resources concerning the following CAH-

related areas:



Free On-line Library

"I{HI hUb www.ruralhealthinfo.org/library Avevtrethub | contactus K3 E1 €3

Rural Health Information Hub Formerly the Rural Assistance Center

e

Online

Topics &
Library -

States -~

Community Health
Gateway ~

Online Library

Funding & News
Opportunities

News stories focusing on
Summaries of the latest rural issues
and ongoing funding and

. s Top Stories
opportunities for rural

communities « Py Topic
» What's New « By State
» By Tvpe e« Federal Register
* By Sponsor
» By Topic
= Dy State

» Funding Tips

Organizations

Government agencies, research organizations, non-profits
and others with an interest in rural communities

= National Rural Organizations with an Interest in
Health

= Federal Advisory Bodies and Committees

» Federal Agencies and Councils Addressing Rural
Health

» Rural Health Research Centers

s State and Reqgional Agencies and Organizations

Tools for RHIhub Publications

success ~

Calendar of Events

Events, conferences and
seminars covering rural
topics and issues

s By Month
» By Topic
s By Type

* By State

Calls for Presentations

Resources

RHIhub collects and
facilitates access to
resources from many
sources

e New Resources
e By State
* By Topic
* By Type

Featured Publications

& Updates -

ABOUT THE ONLINE LIBRARY

The Rural Health Information Hub online
library is updated daily with news,
resources and opportunities from a
variety of online sources, delivering them
to you to:

s Save you time

e Keep you informed of the latest
happenings in rural health

e Help you find necessary information
and make informed decisions

¢ Ensure you don't miss out on
important opportunities

MORE USEFUL TOOLS

Topic Guides - Find information and
resources on over 50 rural topics

State Guides - State-by-state breakdown
of rural health resources

RHIhub This Week - email newsletters
bringing key Online Library additions
directly to your inbox

RSS Feeds - real-time updates of the
latest additions to the Online Library and
RHIhub guides
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A.V,L*‘ NATIONAL

7/\\5 A AL R www.ruralcenter.org/tasc/flexprofile B Facabook |
[

SERVICES PROGRAMS EVENTS RESOURCE LIBRARY  ABOUT

Home » Programs » TASC » State Flex Profiles Flex Proaram

Flex Program Fundamentals

Federal Flex Updates

Flex Program Grant and Cooperative Agreement

State Flex Profile Navigation

Jump to: |- Select State - V|

Guidance

Core Competencies

State Flex Profiles Self-Assessment

Managing the Flex Program

Building and Sustaining Partnerships

State Flex Profiles showcase the beneficial activities occurring at the state-level to support the , -
Improving Processes and Efficiencies

critical access hospitals (CAHs) and their communities around the country. No two states have
the same exact approaches and the profiles are updated annually as an opportunity for states to
share their excellent work and to learn from one another. The profiles include information on
the work occurring in the five Flex Program areas as well as successes, best practices and

Understanding Policies and Regulations

Promoting Quality Reporting and Improvement

Supporting Hospital Financial Performance

innovations. Use the State Flex Profiles to identify approaches to similar rural health issues, Addressing Community Health Needs

identify best practice opportunities and access contact information for individuals at the state- Understanding Systems of Care

level who are supporting Flex Program activities. Preparing for Future Models of Health Care
Critical Access Hospital Recognition

Use the drop-down menu in the gray box at the top of this page to see a specific state's profile. Flex Program Forum

If you are looking for examples of a particular activity, for example, revenue cycle 2019 Flex Program Reverse Site Visit (RSV)

management, use the keyword search provided below. MBOIP

Key Resource List

Overview

Search State Flex Profiles Data Reporting and Use
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CMS Updated Website www.cms.gov

Home | About CMS | Careers | Mewsroom | FAG | Archive | share () Help [ Emad = Print

C M S [l g O v Leam about your hezlthcare options Search

Centers for Medicare & Medicaid Services

Medicare-Medicaid Insurance Innovation Regulations, Guidance Research, Statistics, treach &

S theare e G Il e Coordination Oversight Center & Standards Data & Systems Education

Better Health

32 Health Systems Ready to Improve Care,
Saving up to 51.1 Billion

it's our duty to provide better
health care. Every American
deserves it.

Read More [ 3

Kaking Care Better: Paying Dialysis
Facilities for Performance

Medicare Gives Employers, Consumers
Information fo Make Better Health Care
Choices

CMS Online Informafion Just Got Better

; Affordable Care Act Helping Consumers Get
Low ENng HE&lth Care Better Value for their Healih Care Dollars

Costs
View More News 8 Events | 3 -

Better Care Betier Health


http://www.cms.gov/
http://www.cms.gov/
http://www.cms.gov/home/aboutcms.asp
http://www.cms.gov/CareersAtCMS/
http://www.cms.gov/newsroom/
http://questions.cms.hhs.gov/
http://archive-it.org/public/collection.html?id=2744
http://www.cms.gov/http/www.addthis.com/bookmark.php?v=250&pubid=ra-4da5b2c47a9f9bd7
http://www.cms.gov/AboutWebsite/11_Help.asp
http://www.cms.gov/sp/sendpage.asp
http://www.cms.gov/pf/printpage.asp?ref=http://www.cms.gov/default.asp?
http://www.healthcare.gov/
http://www.cms.gov/home/medicare.asp
http://www.medicaid.gov/
http://www.cms.gov/home/medimedi.asp
http://cciio.cms.gov/
http://www.innovations.cms.gov/
http://www.cms.gov/home/regsguidance.asp
http://www.cms.gov/home/rsds.asp
http://www.cms.gov/home/outreacheducation.asp
http://www.cms.gov/home/story-page-better-health.asp
http://www.cms.gov/default.asp?
http://www.cms.gov/default.asp?
http://www.cms.gov/default.asp?
http://www.medicare.gov/
http://www.hhs.gov/news/press/2011pres/12/20111219a.html
http://www.hhs.gov/news/press/2011pres/12/20111219a.html
http://www.cms.gov/apps/media/press/release.asp?Counter=4222
http://www.cms.gov/apps/media/press/release.asp?Counter=4222
https://www.cms.gov/apps/media/press/release.asp?Counter=4206&intNumPerPage=1000&checkDate=&checkKey=&srchType=1&numDays=0&sr
https://www.cms.gov/apps/media/press/release.asp?Counter=4206&intNumPerPage=1000&checkDate=&checkKey=&srchType=1&numDays=0&sr
https://www.cms.gov/apps/media/press/release.asp?Counter=4206&intNumPerPage=1000&checkDate=&checkKey=&srchType=1&numDays=0&sr
http://blog.cms.gov/2011/12/05/cms-online-information-just-got-better/
http://www.cms.gov/apps/media/press/release.asp?Counter=4201&intNumPerPage=10&checkDate=&checkKey=&srchType=1&numDays=3500&sr
http://www.cms.gov/apps/media/press/release.asp?Counter=4201&intNumPerPage=10&checkDate=&checkKey=&srchType=1&numDays=3500&sr
http://www.cms.gov/newsroom/

New Tag Numbers

DEFARTMEINT OF HEAT. TH & HUMLAT SERVICES

Centers for Medicare & Medicaid Services

7500 Security Boulevard, Mail Stop C2-21-1& ‘ M S
Baltimore, Maryland 21244 1850

CEMTERS FIOOR MEIDDVNCARE & SMENPCOCAID SERYWNCOES

Center for Clinical Standards and Qualityy/Quality, Safety & Oversight Group

DATE: December 20, 2019 www.cms.gov/fileSfa&eTment/dlirde
TO: State Swurvey Agency Directors n-redUCtlon-d|SCharge-p|ann|ng-
FRONM: Director Som-pac kage . pdf

Quality. Safety & Oversight Group

SUBJECT: Burden Reduction and Discharge Planning Final Rules Guidance and Process

Memorandum Summarw

- On September 30, 2019, the Centers for Medicare & Miedicaid Services (CWIS) published
the Medicare and AMMedicaid Programs, Regulartory Provisions fo Promote Program
Efficienncy, Transparency, and Burden Reduction Final Rule., as well as the Revisions ro
Reguirements for Discharge Planning for Hospitals, Critical Access Hospitals, and Home
Health 4gencies Final Rule.

e This policy memorandum provides guidance to the CMS Regional Offices (ROs), the
State Survey Agencices (SAs) and the Accrediting Organizations (AOs) regarding the
changes to the regulations and our approach for updating the State Operations Mhlanual
(SOM) and applicable surveyor systems.

Background

On September 30, 2019, CMS published two final mles which revised regulatory requirements
for the various certified provider and supplier types.

The two final rales are as follows:
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Home | About CMS | Newsroom | Archive | Share ) Help & Print

‘ Ms . g o V type search term here Search

Centers for Medicare & Medicaid Services

. P Medicare-Medicaid Private Innovation Regulations & Research, Statistics, QOutreach &
e R Coordination Insurance Center uidance Data & Systems Education
Home = Medicare > Quality, Safety & Owersight - Cedification & Compliance = Critical Access Hospitals WwwcmSQOV/M edlcare/P rOV|der'
Quality, Safety & Critical Access Hospitals Enroliment-and-
Oversight - Certification & = = ="" ™% Certification/CertificationandComplianc/C
S This page provides basic information about being certified as a Medicare Critical Access Hﬂ:lﬁ.fgCAHj provider and
Ambulatory Surgery Centers includes links to applicable laws, regulations, and compliance information.

Community Mental Health Centers

CAHs represent a separate provider type with their cwn Medicare Conditions of Participation {CcP) as well as a

Critical Access Hospitals separate payment method. The CoPs for CAHs are listed in the "Code of Federal Regulations” at 42 CFR 4385 subpart
F.

End Stage Renal Disease Facility

Providers The following providers may be eligible to become CAHSs:

e FR T IR = Currently-participating Madicare hospitals;

Hospices »  Hospitals that ceased operations on or after November 29, 1989; or

Hospitals « Health clinics or centers (as defined by the State) that previously operated as a hospital before being downsized

to a health clinic or center.
Intermediate Care Facilities for

A Medicare-participating hospital must meet the following criteria to be designated by CMS

Individuals with Intellectual

Disabilities (ICFs/ID) as a CAH:
Clinical Laboratories * Be located in a State that has established a State Medicare Rural Heospital Flexibility Program;

e ST T R T e L S e + Be designated by the State as a CAH;

Facilities Code Reguirements + Be located in a rural area or an area that is treated as rural;
+ Be located either more than 35-miles from the nearest hespital or CAH cor more than 15 miles in areas with

Nursing Homes ) . - .
mountainous terrain or only secondary roads; OR prior to January 1, 2006, were certified as a CAH based on State

Five-Star Quality Rating System designation as a “necessary provider” of health care services to residents in the area.
Psychiatric Residential Treatment + Maintain no more than 25 inpatient beds that can be used for either inpatient or swing-bed services;
Eacility Providers +  Maintain an annual average length of stay of 95 hours or less per patient for acute inpatient care (excluding

swing-bed services and beds that are within distinct part units);

+ Demonstrate compliance with the CAH CoPs found at 42 CFR Part 485 subpart F; and

Psychiatric Hospitals

Outpatient Rehabilitation
Providers

+  Furnish 24-hour emergency care services 7 days a week;

C Innationt Dahahilitation Cacilifiae A CAH may also be granted "swing-bed” approval to provide post-hospital Skilled Nursing Facility-level care in its
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CMS CAH Website

Home | About CMS | Newsroom | Archive | &2 Sha

CMS.gov www.cms.gov/Center/Provider-Type/Critical-
Centers for Medicare & Medicaid Services ACCGSS'HOSpltBJS-Center

Medicare-Medicaid Private Innowvation Regulations & Research, Statistics,

Bledicas IS e Coordination Insurance Center Guidance Data & Systems

Home > Critical Access Hospitals Center

Critical Access Hospitals Center

Spotlights

= Clinical Laboratory Data Reporting: Enforcement Discretion On hMarch
30, CMS announced that it will exercise enforcement discretion until May 30,
2017, with respect to the data reporting period for reporting applicable
information under the Clinical Laboratory fee Schedule (CLFS) and the
application of the Secretary’'s potential assessment of civil monetary penalties
for failure to report applicable information.
View the announcement (PDF) and PAMA regulations page.

= Additional Clarification of Guidance on the Physician Order and Physician Certification for Hospital
Inpatient Admissions (PDF)
on August 19, 2013, in the FY2014 IPPS/LTCH final rule CMS clarfied and revised the conditions of payment
for hospital inpatient services under Medicare Part A related to patient status. On Sepitember S5, 2013, CMS
released guidance (PDFE) that discussed the prowvisions of the final rule regarding the physician order and
physician certification of hospital inpatient services. This document includes further clarification of issues
addressed in the previous guidance.

- Prior Guidance on the Physician Order and Physician Certification for Hospital Inpatient Admissions
-':’D:)
The guidance provided in this document has been further clarified in Additional Clarification of Guidance on
the Physician Order and Physician Certification for Hospital Inpatient Admissions. This version of the
guidance document will remain online for comparison purposes.




CAH Checklist

About Us

CR Center for Rural Health

University of North Dakota
School of Medicine & Health Sciences

Our Staff What We Do

About CRH | Contact Us

O O

https://ruralhealth.und.edu/projects/cah-quality-
networkicop Atoz

Publications & Maps News & Events

Table of Contents

Project Description

Maps
News

Publications

Annual Meeting
Calendar of Events

Executive Committee

Stakeholder Committee

Network Members

Goals & Activities

» CAH CoP

Healthcare SafetyZone® Portal

Virtual Library of Shared Tools
MEQIP

Newsletter

Resources

Home = What We Do > Projects > CAH Quality Network

CAH Quality Network Conditions of Participation

Centers for Medicare and Medicaid Services develops Conditions of Participation (CoPs) that
Critical Access Hospitals (CAHs) must meet in order to participate in the Medicare and Medicaid
programs. These health and safety standards are the foundation for improving quality and
protecting the health and safety of patients. CoPs apply to all areas of a healthcare organization.

CoPs Resources

- State Operations Manual Appendix W
« North Dakota CAH CoPs Checklist. November 2018

- Conditions for Coverage (CfCs) & CoPs
- Life Safety Code

« For more information on the Division of Health Facilities, visit the North Dakota Department
of Health website

CAH Deficiencies and Plans of Correction

To view results of other North Dakota CAHSs state surveys, please visit the Virtual Library of
Shared Tools. Also, remember to share your survey results and plans of correction with the
Network. If you need sign-in information for the Virtual Library, contact Julie Frankl, Project
Assistant at (Y01) 777-6781.
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North Dakota Critical Access Hospital
Conditions of Participation (CoP) Checklist
Updated: November 2018

Fumdled by:

MDD Medicare Rural Hospital Flexibility Program
Fedaral Office of Rural Health Policy
Health Resouwrces and Services Administration
s, Department of HHS
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New Updates from the last Issue
(Updates highlighted in yvellow)

TAG REQUIREMENT
ADVAMNCED Does facility have policy and procedure regarding advance directives?
s rose Does the hospital provide written information to patients at the time of
PATIENT

RIGHTS

C-0151

admission concerning their rights under state law to make decisions
concerning medical care?

CAH & staff compliance with federal, state and local laws & regulations

Staff must comply with their advance directives and are educated to
policy and procedures

Provide advance directive information to the competent patient when
admitted

Inpatients and Outpatients have the right to make advance directives

Advance directive applies to ED, cbservation and same day surgery
patient

Have adwvance directives to designate a support person for person of
exercising the visitation rights

If patient is incapacitated, a durable power of attorney (DPOA) must be
used to inform decisions and consent for the patient

CAH must also seek the consent of the patient’s representative when
informed consent is required for a care decision

Prominent documentation in MR of completing advance directive

Provide community education regarding issues concerning advance
directives and the hospital must document its efforts (video and audible
tapes acceptable)

Patient has the right to refuse treatment
Must disclose if physician owned hospital
Physician’s must also disclose to patients who they refer

Disclose in writing if physician is not on premise 24 hours a day for

164




Hospital Improvement Rule

This document is scheduled to be published in the
Federal Register on 09/30/2019 and available online at
https://federalregister.gowv/d/2012-20736, and on govinfo.gow

https:/ffederalregister.gov/d/2019-20736 and 393 Pages

DEPARTMENT OF HEATL.TH AND HUMAN SERVICES

Centers for Medicare & Medicaid Services

42 CFR Parts 403, 416, 418, 441, 460, 482, 483, 484, 485, 486. 488, 491, and 494
[CMS-3346-F; CMIS-3334-F: CMS-3295-F]

RIN 0938-AT23

Medicare and Medicaid Programs: Regulatory Provisions to Promote Program Efficiency.
Transparency. and Burden Reduction: Fire Safetyv Requirements for Certain Dialvsis
Facilities: Hospital and Critical Access Hospital (CAH) Changes to Promote Innovation.
Flexibility, and Improvement in Patient Care

AGENCY: Centers for Medicare & Medicaid Services (CMS). HHS.

ACTION: Final 1mule.

SUMMARY: This final rule reforms Medicare regulations that are identified as unnecessary.

obsolete. or excessively burdensome on health care providers and suppliers. This final rule also
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Discharge Planning 201 Pages

By

= This document is scheduled to be published in the

. ;; Federal Register on 0S/20/201%9 and awvailable online at
% N P o https://federalregister.gow/d/2019-20722, and on gowvinfo.mow

EILLING CODE 24120-01-P

DEPARTMENT OF HEAT TH AND HUMAN SERVICES

Centers For WMledicare & MWMiedicaid Services

42 CFR Parts 482, 484, and 485 www.federalregister.gov/documents/2019/09/30/2019-

[CMS_3317-F and CMNS_3295_F] 20732/medicare-and-medicaid-programs-revisions-to-
requirements-for-discharge-planning-for-hospitals

RIMN 0938-AS559

Medicare and WMedicaid Programs: Rewvisions to Reguirements for Discharge

Planning for Hospitals., Critical Access Hospitals, and Home Health Agencies. and

Hospital and Critical Access Hospital Changes to Promote Innovation., Flexibility.

and Improvement in Patient Care

AGENCY: Centers for Medicare & Mhledicaid Services (CHhS). HHS.

ACTION: Final rule.

STUMMARY: This final rmule empowers patients to be active participants in the discharge

planning process and complements etforts around interoperability that foocus on the

cseamless exchange of patient information between health care settings by revising the

discharge planning requireiments that Hospitals (including Short-Termm A cute-Care

Hospitals, Long-Termm Care Hospitals (L TCHs). Rehabilitation Hospitals, Psychiatric

THowvcmatals (T hilder=m s Hoasvatals Sl T arncer Hoasmatala™ Caatieal A ccesce Hoematals
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Federal Register/Vol. 86,

No. 96/ Thursday, May

20, 2021/

Update re: Mandatory Disclosures

Notices 27435

number: 0938—1148); Frequency: C
quarterly, and on occasion; Af
Public: State, Local, or Tribal
Governments; Number of Respondents:
56; Total Annual Responses: 616: Total
Annual Hours: 1,344. (For policy
questions regarding this collection
contact Ryvan Shannahan at 210-786—
0295.)

Dated: May 14, 20Z1.
William N. Parham, ITI,
perwork Reduction Staff, Office
ic Operations and Regulatory

FR. Do,
BILLING CODE 4120-01-P

2021-10574 Filed 5-19-21; 8:45 am]|

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

[Documeant ldentifier CMS-10536, CSM-
10225 and CMS-10764]

Agency Information Collection
Activities: Submission for OMB
Review: Comment Request

AGENCY: Centers for Medicare &
Medicaid Services, Health and Human
Services (HHS).

ACTION: Motice.

sumMmMaRY: The Centers for Medicare &
Medicaid Services (CMS) is announcing
an opportunity for the public to
comment on CMS® intention to collect
information from the public. Under the
Paperwork Reduction Act of 1995
[PRA),

federal

gencies are required to
publish notice in the Federal Register
concerning each proposed collection of
information, including each proposed

extension or reinstatement of an existing

and to allow
ond opportunity for public
comment on the notice. Interested

collection of information,

as

ns are invited to send comments
wrcling the burden estimate or any
other aspect of this collection of
information, including the necessity and

utility of the proposed information
collection tor the proper performance of
the agency's functions, the accuracy of
the estimated burden, ways to enhance

information collection should be sent
within 30 days of publication of this
notice to www.reginfo.gov/public/do/
PRAMain. Find this particular
information collection by selecting
“Currently under 30-day Review—Open
for Public C omments” ar by using the

s of a supporting
statement and any related forms for the
proposed collection(s) summarized in
this notice, you may make vour request
i f following:

s CMS' website address at
website address at: https://
www.cms.gov/Regulations-and-
Guidance/Legislation/
PaperworkReductionActof1995/PRA-
Listing. html.

FOR FURTHER INFORMATION CONTACT:
William Parham at [410) 786—4669.
SUPPLEMENTARY INFORMATION: Linder the
Paperwork Reduction Act of 1995 [PRA)
(44 U.S.C. 3501-3520), federal agencies
must abtain approval from the Office of
Mar ment and Budget [OMB] for each
ion of information they conduct
or sponsor. The term “collection of

{ tion" is defined in 44 U.S.C.

) and 5 CFR 1320.3(c) and
includes agency requests or
requirements that members of the public
submit reports, keep records, or provide
information to a third party. Section
3506(c)(2)(A) of the PRA (44 US.C.
3506{c)(2)(A)) requires federal agencies
to publish a 30-day notice in the
Federal Register concerning each
proposed collection of information,
including each proposed extensi
reinstatement of an existing collection
of information, submitting the
collection to OMB for approval. To
comply with this requirement, CMS is
publishing this notice that summarizes
the following proposed collection(s) of
information for public comment:

1. Type of Information Collection
Request: Extension of a currently
approved collection; Title of
In Medicaid
ligibility and Enrollment (E
Implementation Advanced Planning
Document (IAPD) Template; Use: To
assess the appropriateness of states
requests for enhanced federal financial

W OF

he

wmation Collection:

Hours: 2 688. (For policy questions
regarding this collection contact Edward
Dolly at 410-786—8554.)

2_"Type of Information Collection
Request: Reinstatement of a previously
approved collection: Title of
Information Collection: Disclosures
Required of Certain Hospitals and
Critical Access Hospitals Regarding
Physician Ownership; Ls
information collection relates
required third party disclosures
certain Medicare-participating hnmt.u-
and Critical Access }‘{fhpltu [CAHS)
and physicians to their patients. There
are 5 types of disclosures required. The
intent of the disclosure notice is to
sist the patient in making an informed
ision regarding their care. The first
disclosure requires physician owned
hospitals and CAHs to disclose to its
patients whether the hospitals/CAHs are
physician-owned and, if so, the names
of the physician-owners. The second
disclosure requires the physician owner
or investor in the hospital, as part of his
or her continued medical staff
membership or admitting privileges, to
disclose to the patient being referred to
the hospital any ownership or
investment interest held by the
physician or an immediate family
member of the physician. The third
disclosure requires physician owned
hospitals to disclose on all public
websites for and in any public
or the hospital that the

advertisir

hospital is owned or invested
physicians. The fourth and fift
disclosures apply to all hospitals and
CAHs that do not have a Doctor of
Medicine (MD) or a Doctor of
Osteopathic Medicine (DO) on the
premises at all times to disclose this to
patients upon admission or registration
for both inpatient and specified

nt services. These hospitals and

outpa
CAHs must provide a written disclosure
to the patients admitted to the hospital
and must also post a conspicuous notice
in the Emergency Departments (ED)
which states that the hospital does not
24 hours per

have a physician preser
day, 7 days per week. Form Number:
CMS5=10225 (OMD control number
0938-1034); Frequency: Occasionally;

Affected Public: Private

sector



https://www.govinfo.gov/content/pkg/FR-2021-05-20/pdf/2021-10680.pdf

CMS Memo on Texting #2

DEPARTMENT OF HEATLTH & HUMAN SERVICES

Centers for Medicare & Medicaid Services
7500 Security Boulevard, Mail Stop C2-21-16
Baltinore, Marvland 21244-1550

CFNTFERS FOOR MFDICARF & MFDICAIN SFRVICFS

Center for Clinical Standards and Qualityy Quality, Safety and Owversight Group

Ref: QSOG 18- 10-Hospiral, CAHs
REVISED 01.05.2018

DATE: December 28, 2017 . :
www.cms.gov/Medicare/Provider-Enrollment-and-
TO: State Survey Agency Directors Ceflification/SurveyCertificationGenInfo/Downloads/QS0-18-
T 10-ALL.pdf
FROM: Director

Quality. Safety and Oversight Group (formerly Survey & Certification Group)

SUBJECT: Texting of Patient Information among Healthcare Providers in Hospirtals and
Critical Access Hospirals (CAHs)

***Revised to clavify providers affected by this policy are Hospitals and CAHs***

Memorandum Summarwv

Texting patient information among members of the Hospiral and C.4AHs health care
team 1is permissible if accomplished through a secure platform.

Texting of patient orders is prohibited regardless of the platform utilized.

* Computerized Provider Order Entry (CPOE) is the preferred method of order entry
by a provider.
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DEPARTMENT OF HEALTH & HUMAN SERVICES
Centers for Medicare & Medicaid Services

72300 Security Boulevard. Mail Stop C2-21-16
Baltimore. Maryland 21244-1850

CINMMS

TCFNTFES FOOR SMMFNEARF & MEFITM AN SFEY N FS

Center for Clinical Standards and Quality/Survey & Certification Group

S&C Memo: 18-06- Hospitals

DATE: December 08, 2017

TO: State Survey Agency Directors

FROM: R— www.cms.gov/SurveyCertificationG
Survey and Certification Group enlnfo/PMSR/list.as p#TO pOfPag e

SUBJECT: Clanfication of Ligature Risk Policy

Memorandum Summarv

Ligature Risks Compromise Psvchiatric Padents’” Right to Receive Care in a Safe
Setting: The care and safety of psychiatric patients and the staff that provide that care
are our pnmary concerns. 1he Centers for Medicare & Medicaid Services (CMS) 1s 1n
the process of drafting comprehensive ligature nisk interpretive guidance to provide
direction and clarity for Regional offices (RO). State Survey Agencies (SAs), and
accrediting organizations (AOs).

Definition of a Ligature Risk: A ligature risk (point) 1s defined as anything which could
be used to attach a cord, rope. or other matenal for the purpose of hanging or
strangulation. Ligature points include shower rails, coat hooks, pipes, and radiators,
bedsteads. window and door frames, ceiling fittings, handles, hinges and closures.
Focus of Ligature Risks: The focus for a higature “resistant™ or hgature “free™
environment is prmarily aimed at Psychiatnc units’hospitals.

Interim Guidance: Until CMS’™ comprehensive higature risk interpretive guidance is
released. the ROs, SAs and AOs may use their judgment as to the identification of




DEPARTMENT OF HEALTH & HUMAN SERVICES

Centers for Medicare & Medicaid Services
7500 Security Boulevard, Mail Stop C2-21-16
Baltimore, Maryland 21244-1850

CENTERS FOR MEDICARE & MEDRICAID SERYICES

Center for Clinical Standards and Quality/Quality, Safety & Oversight Group

Ref: DRAFT-QSO-19-12-Hospitals

DATE: April 19, 2019
_ www.cms.gov/Medicare/Provider-
TO: State Swrvey Agency Directors Enrollment-and-
FROM: Director Certification/SurveyCertificationGenlInfo/D
Quality. Safety & Oversight Group ownloads/QS0-19-12-Hospitals.pdf

SUBJECT: DRAFT ONLY-Clarification of Ligature Risk Interpretive Guidelines — FOR

ACTION

Memoranduim Suminanrv

This draft policy memorandum would update S&C: 18-06-Hospitals released by the
Centers for Medicare & Medicaid Services (CMS) on December 8, 2017.

This Memo is Being Released in Draft: We seeck comunent on these draft revised
policies by June 17. 2019 (60 days from the date of this release).

Ligature Risks Compromise Patients” Right to Receive Care in a Safe Setting: The
care and safety of psychiatric patients at risk of harm to themselves or others. and the staff
providing care are our primary concerns. The comprehensive ligature risk interpretive
guidance in the CMS State Operations Manual (SOM) Appendix A for Hospitals 1s being
revised to provide direction and clarity for CMS Regional Offices. State Swrvey Agencies.
accrediting organizations and hospitals.

Ligature Risk Extension Request Process Update: The SOM Chapter 2. Section 2728G
- Major Deficiencies Requiring Long-Term Correction in Psychiatric Hospitals and
Hospital Psychiatric Units. Ligature Risk-Ligature Risk Extension Requests is also being
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Safe Injection Practices

DEF4ETMEMN T OF HEATLTH £ HITIM AT SERTICES W;

F:-a'nte'r5 for Medicare i IMedicad A S erwrices
FE5OO Security Foulewrard, Mail Stop 52-21-1& CENTERRS M BEEINARRE 5 SN SRR

B altimnore, M aryland 212441250

CIffice of Clinical Standards and OoalityySuaswvey Sr Certification Group
Ref: S&C:12-35-AT1.1,

NDATE: Juznee 15,2012 . .
www.cms.gov/Medicare/Provider-

T O State Survewyr A gency Dnirectors Enrollment-and-

FROM: Drirector Certification/SurveyCertificationGenlnfo/index.ht

Surrey and Ceifieation BERUR  mi?redirect=/SurveyCertificationGenInfo/PMSRI/I;

SUBJECT :: Safe ITze of Bingle Dosed/Sing e TTse Wl edi cations to Pre'ire%]f é—g%llthcﬂre—assn ciated
Infecti ons .

NMenmranduinm S1maimary

- Lirmalesr Corfd iry COrnIiiiarEs. it i5 FresTrEssilile 2o regnlckn o sirsode florse vialks or sirrole ase
wvinks fcolfeciively referrad o irx Bis rrasrraorarsdrerrr i s SV ET) frrdor serwriier ffosas, ook
Erderrdedd for 3 sErrgdy pradicerrd: The TTnited States Phatrroacopeia (TSP has established
statidards=s for conpounding which, to the esztent such practices are al=so subject to regulation
by the Food and Drag A dirard stration (FIoATD, rmasy also be recogri=ed and enforced under
501 and 502 ofthe Federal Food, Drag and Cosmietics Act (FIDCAD. These LTER
corrpounding standards include TTEFRP General Chapter 727 ) Fhiorrncrcecsdicod Cosnpourdingg -
StEyrile Fraponcdions (ISR =797 =70 IInder TSR =797 = healthcocare tfAclities rta s
repackacoe S0% = into srmaller doses, each intended for use swith one patient. Arnong other
tlhitigs, these standards cuarrentl s reqguire that:

- The faclits doing the repaclcaming rmuast ise gqualified, trained personnel to do so, under
Intermati onal Organdi=ati on for Standardization (IS0 Class 5 air ouaalits conditd coas
wAathin an 150 Class F buffer area. All entries into a ST% forpuarposes ofrepackamng
under these conditions mast be cormpleted wathan & hours ofthe 1mmtial needl e punictuare.

- 211 repacltaged doses prepared under these conditions rmust be assigned and labeled
wwiath a bewyond use date (BT based on an appropriate deternrninat on of contarninat on
risk lesrel in accordance swAath ITITSFP <797 = b the licensed healthocare professonal
supervising the repaclcaging process.
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Safe Injection Practices Posters

T Needle
1 Syringe

+ 1T Time
O Infections

Injection safety, or safe injection practices, are practices intended to
prevent tramsmission of infectious diseases. Patients and healthcare
providers must both insist on nothing less than One Needile,

e Syringe,. Onfy One Tirmre for each and every injection.

For more information, please visit:
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DOYOU PROVIDE TREATMENT
FOR PATIENTS WITH CANCER?

PROTECT YOUR PATIENTS, YOURSELF, AND YOUR BUSINESS

Since 2002, at least nine serious infectious disease outbreaks have occurred in
cancer clinics. These outbreaks involved unsafe injection practices, induding
the reuse of syringes. As a result, hundreds of patients became infected and
thousands mere required netification and testing for bloodbome pathogens.

MEVER reuse these items:

z e A
—tamrrE e —— 4|EE || Hli .._I.

o
WA
Heeadies or syrimges that hawe Vials with “single-dose wial™ L i &
been used for any purpose prieted on the label Salime bags Imtra vemows twbimg

ALWAYS follow aseptic technique*” when:

€ T ¢ _&

Preparing any medication Disimfectimg a wials septwm Accessing a central Fins Imjecting any medications

lﬂtidnqmsﬂhyhshhmmbmmmﬁamﬁﬁanimgqm
mmwmpmm;ﬂﬁummmum&mm
i Preswenbon it gs for more rkormiation,

ONE NEEDLE,
ONE SYRINGE,
ONLY ONE TIME.

LEARN MORE ABOUT WAYS YOU CAN KEEP YOUR PATIENTS



CDC One and Only Campaign

OME NEEDLE,

f: " 'fSEFI'N‘FIIEﬂE & & . Healthcare -
il { .q.r ONE = About t L Sale ll'llf!‘l' on Provider -itll"ll! Campaign Mo Contact s
RS M Campaign Practices Information Resources

Information

About the Campaign

The One & Cnly Campargn s 8 public health campaign

& ed by the Centers for Disease Conirol and FPrevention

b COCY and the Safe Injection Practices Coalition (SIPC)
'{) Eﬂ"q! l!__‘y 0 N c E = I raise awareness among patients and nealthcare
providers about safe Injection practices. The campalgn
alms 1o eradic

S WRPRCHEIEN VI LS MR S I of measures fe outbreaks I'E'Eu|rll"=-;.l froem unsafe
o pEITI’JFﬂ’\ |l'|_|EC1IDI’\'5. woan ﬂﬂtlmﬂ‘"'r safe mannar mpeclion practices
2| for patiants. healthcare providers and othears

Injection Safety Toolkits

Featured Content

Sign up for email updates.  [Enler stmall addimss



http://www.facebook.com/
http://twitter.com/injectionsafety
http://www.youtube.com/user/OneandOnlyCampaign
http://oneandonlycampaign.org/about-the-campaign
http://oneandonlycampaign.org/safe_injection_practices
http://oneandonlycampaign.org/content/healthcare-provider-information
http://oneandonlycampaign.org/patient_information
http://oneandonlycampaign.org/campaign_resources
http://oneandonlycampaign.org/news
http://oneandonlycampaign.org/contact-us
http://oneandonlycampaign.org/
http://oneandonlycampaign.org/safe_injection_practices
http://oneandonlycampaign.org/content/one-only-campaign-toolkits
http://www.oneandonlycampaign.org/news/cdc-releases-toolkit-assist-patient-notification-events-after-unsafe-medical-practices
http://www.oneandonlycampaign.org/news/cdc-releases-toolkit-assist-patient-notification-events-after-unsafe-medical-practices
http://www.oneandonlycampaign.org/news/safe-injection-practices-dentistry
http://oneandonlycampaign.org/contact-us
http://www.oneandonlycampaign.org/campaign_resources
http://oneandonlycampaign.org/privacy-policy

3.6 Do NOT dilute or reconstitute IV push medications by drawing up the contents into a commercially-
available, prefilled flush syringe of 0.9% sodium chloride.

Discussion: Commercially available prefilled syringes of saline and heparin are regulated by the US Food and Drug
Administration as devices, not as medications. These devices have been approved for the flushing of vascular
access devices, but have NOT been approved for the reconstitution, dilution, and/or subsequent administration of
IV push medications. Such use would be considered “off [abel” and not how manufacturers intended these products
to be used, nor have prefilled flush syringes been tested for product safety when used in this manner.

Warnings intended to limit the use of prefilled syringes for medication preparation and administration appear

on some syringe barrels, clearly stating "I\ flush only.” Some manufacturers have also limited or removed the
gradation markings on the prefilled flush syringes in order to prevent measurement of a secondary medication in
the flush syringe. When prefilled syringes are used in an off-label manner, the practitioner and employer bear the
legal liability for any adverse events occurring from this practice.

The mislabeling that occurs when medications are added to a prefilled syringe and a secondary label is not applied
creates significant risk for errors. In many cases, the manufacturer’s label is permanently affixed to the syringe
barrel and contains product codes and a barcode as well as specific information about the fluid and its volume.
When another medication is added to this syringe, there is no adequate method to amend the manufacturer’s label,
without covering the current information. Thus, the syringe frequently remains labeled as 0.9% sodium chloride,
when it also contains the diluted or reconstituted medication.

Although this unsafe practice is widespread, and many who use it mistakenly believe the risk of an error is
insignificant—a belief clearly reinforced during public comment regarding this guidance statement—summit

participants arrived at a consensus that the practice must be eliminated.

17 Whan nannscsnra tn nranars mara than ana madisaatian 1in a sinnla surinnas Far I nneah administratinm
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Final 3 Worksheets

DEPARTMENT OF HEALTH & HUMAN SERVICES
Centers for Medicare & Medicaid Services

7o) Security Boulevard, Mail Stop C2-21-16
Baltimore, Maryvland 21244-1550

CINVS

CFEFRTERS FOYR MFIFICARFE & SMEMNPICAINY SFRVICFES

Center for Clinical Standards and Quality/Survey & Certification Group

REF: S&C: 15-12-Hospital
DATE: MNovember 26, 2014

TO- State Survey Agency Directors  WWW.CMS.goVv/SurveyCertificationG
eninfo/PMSR/list.asp#TopOfPage

FROM: Director
Survey and Certification Group

SUBJECT: Public Release of Three Hospital Surveyor Worksheets

Memorandum Summanrv

o  Three Hospital Surveyor Worlksheers Finalized: The Centers for Medicare & Medicaid
Services (CMS) has finalized surveyor worksheets for assessing compliance with three
Medicare hospital Conditions of Participation (CoPs): Quality Assessment and
Performance Improvement {({QAPT)., Infection Control, and Discharge Planning. The
worksheets are used by State and Federal surveyors on all survey activity in hospitals when
assessing compliance with any of these three CoPs.

o  Final Worksheers Made Public: Wia this memorandum we are making the worksheets
publicly available. The hospital industry is encouraged. but not required. to use the
worksheets as part of their self-assessment tools to promote quality and patient safety.
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Draft Hospital Infection Control Worksheet

This draft pilot worksheet does not reflect current CMS policy and will not be used during current surveys. The questions on the worksheet reflect NPRM
language and will be tested during pilot surveys that will not result in citations. There is no CMS commitment to use this tool, or any version, on future
surveys after the regulatory language is finalized and implemented.

Draft Centers for Medicare and Medicaid Services
Pilot Hospital Infection Control Worksheet

The following 1s a list of items that will be assessed during on-site surveys. in order to determine federal regulatory compliance with the Infection
Prevention and Control in hospitals. Criteria are to be evaluated through a combination of observation: interviews with staff, patients and their
family/support persons; review of medical records and of any necessary infection control program documentation. During the survey. observations
or concerns may prompt the surveyor to request and review specific hospital policies and procedures. Surveyors are expected to use their judgment
and review only those documents necessary to investigate their concern(s) or to validate their observations.

For these unique educational pilot testing surveys, the contracted surveyors will be reviewing all program documentation for which the worksheet
prompts. Additionally, the facilities chosen for sampling will be such that support the increased opportunity for surveyors to observe all care
required to adequately answer worksheet questions. It is understood this approach is for testing purposes only and does not prohibit the final product
from utilizing a different survey information gathering process such as one that bases further investigation upon “triggered” areas of concern.

As stated in the SC17-09 policy memorandum released on November 18, 2016: while no citations will be issued. if an Immediate Jeopardy
deficiency is noted, a referral to the CMS Regional Office will be made.

Note: Significant breaches of infection control practices would require notification of state health department. 'I

>

Hospital Characteristics

Hospital Name:

CMS Certification

Number I II II I I II II I




Section2. B Injection Practices and Sharps Safety (Medications, Saline, Other

Infusates)
Ma nner of Assessment Code Ma nner of Assessment Code
Elements to be assessed
icheck all that apphy) & Surveyor Notes icheck all that a pphy) & Surveyor Notes
Injections are given and sharps safetyis managedin a manner consistent with hospital infection contral polides and procedures to masimize the prevention of infedion and
cormmunicable disease including the following:
2. B.1 Injections are prepared using aseptic O ves il 0 ves 0 1
technigue in an areathat has been deaned (2 ) 2
and free of visible blood, body fluids, or O W (7 3 0 o ) 3
contaminated equipment. (7 4 () 4
0w (F s Bnya o s
2. B.2 Needlpsare used for only one patient. O ves 01 0 s sif]
a ) 2
0 o [ 3 O 1o M 3
04 ]
Cnya alf: (a [T} ay:
2 B.35yringes are used far only one patient (this | O Yes g1 0 tes 01
includes manufactured prefiled syringes and T2 2
insulin pens). O no 0 3 C wo M 5
T4 a )
Onga s " hga -

aberyieow =1 Observation=2  Infection Control Document Review=3  Medical Record Review =4 Cther Document Review =5
11.00% 850 In Page 11 of 42
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DEPARTMENT OF HEALTH & HUMAN SEEVICES
Centers for Medicare & Medicaid Services

7200 Security Boulevard, Mail Stop C2-21-16
Baltimore, Maryland 21244-1550

CMS

CFMTERS FOOVR MFMICARF & MEDICAIND SERVICES

Center for Clinical Standards and Quality/Survey & Certification Group

Ref: S&C 17-30-Hospitals ' CAHs NHs
REVISED 06.09.2017

DATE: June 02, 2017
TO: State Survey Agency Directors
FROMI: Director

Survey and Certification Group

SUBJECT: Requirement to Reduce Legionella Risk in Healthecare Facility Water Systems to
Prevent Cases and Outbreaks of Legionnaires”™ Disease (LD)
**¥+*Revised to Clarify Provider Types Affected***

AMemorandum Summarv

* Legionella Infections: The bacterium Legionella can cause a serious type of pneumonia
called LD in persons at risk. Those at risk include persons who are at least 50 years old,
smokers. or those with underlying medical conditions such as chronic lung disease or
immunosuppression. Outbreaks have been linked to poorly maintained water systems in
buildings with large or complex water systems including hospitals and long-term care
facilities. Transmission can occur via aerosols from devices such as showerheads,
cooling towers, hot tubs. and decorative fountains.
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Legionnaires’ Disease

Use water management programs in buildings to help prevent outbreaks

HEl www.cdc.gov/vitalsigns/legionnaires/index
.html

Overview

CDC investigated the first outbreak of Legionnaires’ disease, a serious lung infection (pneumonia),
in 1974. An increasing number of people in the U5 are getting this disease, which is caused by
breathing in small water droplets contaminated with Lesionella germs. About 5,000 people are
diagnosed with Legionnaires’ disease and there are at least 20 outhreaks reported each year. Most
identified outbreaks are in buildings with large water systems, such as hotels, long-term care
facilities, and hospitals. Legione/fa grows best in building water systems that are not well
maintained. Building owners and managers should adopt newly published standards that promote
Legionellawater management programs, which are ways to reduce the risk of this germ in building

water systems.

Building owners and managers can:

s Learn about and follow newly published standards for Legionaflawater management
programs._ http://bit ly/1Ph3wQP &

* Determine if the water systems in their buildings are at increased risk of growing and
spreading Legionelia.

* Develop and use a Legionse/lawater management program as needed.
www.cde gov/legionella/WMPtoolkit

* Monitor and respond to changes in water quality.
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CDC Resource Slides

Centers for Disease Control and Prevention

Welcome

Office for State, Tribal, Local and Territorial Support
presents

CDC Vital Signs Town Hall
Health Care-Associated Legionnaires’ Disease: Protect Patients
with Prevention and Early Recognition

June 13, 2017
2:00-3:00 PM (ET)



CMS Issues 3" Ebola Memo

DEPARTMEINT OF HEAT TH & HUMAN SERVICES
Centers for Medicare & Medicaid Services

7500 Security Boulevard, Mail Stop C2-21-16
Baltimore, Maryland 21244-1850

CINVS

CFNTFEFRS FOYR MFIMMICARF & MEFNICAIDN SFREVYVICFS

Center for Clinical Standards and Quality/Survey & Certification Group

Ref: S&C: 15 24 Hospitals

DATE: February 13, 2015
TO: State Survey Agency Directors
FROM: Director

Survey and Certification Group

SUBJECT: Emergency Medical Treatment and Labor Act (ENMTATLA) and Ebola Wirnas
Disease (EVID) — Questions and Answers (Q+.A)

Memorandum Summanry

FEFMT ATl 4 & Fbola Regquiremenis:

* On November 21, 2014 the Centers for Medicare & Medicaid Services (CMS) Survey &
Certification Group released SC 15-10-Hospitals concerning EMTAT. A Requircments
and Implications Related to the EWVIDD.

* The CMS has received follow-up questions regarding EMTAT A and Ebola and has
produced a Q+A document in response.

The CMS released S&C 15-10 on Nowvember 21, 2014 to provide guidance to hospitals and
eritical access hospitals {CAHSs) regarding meeting EMTATLA requirements in the case of
individuals potentially exposed to Ebola. The memo is available wia the following link:
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Infection Control Breaches

DEPARTMENT OF HEAT.TH & HUMAN SERVICES
Centers for Medicare & Medicaid Services

700 Security Boulewvard, Mail Stop C2-21-16
Baltimmore, Maryvland 212441550

CINV S

CFNTFRS FOFR MAMTFICARF & MEPMMNOCAINY SFRYICFS

Center for Clinical Standards and Quality/Survey & Certification Group

Ref: S&C: 14-36-All

DATE: Mayx 30, 2014
TO: State Survey Agency Directors
FROM: Director

Survey and Certification Group

SUBJECT: Infection Control Breaches Which Warrant Referral to Public Health Aunthorities

Memorandum Summarwv

o Tnfecfion Conrrol Breaches Warranting Referral ro Public Healrtlhh Aurhorities: If State
Survey Agencies (SAs) or Accrediting Organizations (AOs) identify any of the breaches of
generally accepted infection control standards listed in this memorandum. they should refer
them to appropriate State authorities for public health assessment and management.

o Tdenrification of Public Health Contacr: SAs should consult with their State’s Healthecare
Associated Infections (HAT) Prevention Coordinator or State Epidemiologist on the
preferred referral process. Since AOs operate in multiple States. they do not have to confer
with State public health officials to set up referral processes, but are expected to refer
identified breaches to the appropriate State public health contact identified at:
http://waer.ede.sov HAL state-based/immdex. html
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CRE and ERCP Scopes
I TS

Centers for Medicare & Medicaid Services
CENTERS FOMR METHCARE & MENICAIN SERVICES

7300 Security Boulevard, Mail Stop C2-21-16
Baltimore, Maryland 21244-1850

Center for Clinical Standards and Quality/Survey & Certification Group

Ref: S&C-15-32 Hospitals/CAHs/ASCs

DATE: April 3, 2015
TO: State Survey Agency Directors
FROM: Director

Survey and Certification Group

SUBJECT: Alert Related to Outbreaks of Carbapenem-Resistant Enterobacteriaceae (CRE)
during gastrointestinal endoscopy. particularly Endoscopic Retrograde
Cholangiopancreatography (ERCP)

Memorandum Summary

e Siftuation: Recent newspaper articles, medical publications, and adverse event reports
associate multidrug-resistant bacterial infections caused by CRE with patients who have
undergone ERCP. Duodenoscopes used to perform ERCP are difficult to clean and
disinfect, even when manufacturer reprocessing instructions are followed correctly, and
have been implicated in these outbreaks. The U.S. Food and Drug Administration (FDA)
has issued a Safety Communication warning, with related updates. that the design of
duodenoscopes may impede effective cleaning.
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Insulin Pens
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CDC Reminder on Insulin Pens

Injection Safety Www.cdc.gov/injectionsafety/clinical-reminders/insulin-

Injection Safety

CDC's Role
CDC Statement

Information for Providers
Information for Patients

Preventing Unsafe
Injection Practices

Infection Prevention
during Blood Glucose
Monitoring and Insulin
Administration

FAQs regarding Assisted
Blood Glucose
Monitoring and Insulin
Administration

CDC Clinical Reminder:
Fingerstick Devices

PClinical Reminder:
Insulin Pens

Recent Publications
Recent Mestings

The One & Only
Campaign

4

Related Links
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pens.html

Injection Safet !E Email page link

= Infection Prevention during Blood Glucose Monitoring and Insulin Administration L{:'J Print page

Eirecommend | W Tweet 40

CDC Clinical Reminder: Insulin Pens Must
Never Be Used for More than One Person

Availible for download Clinical Eeminder:
Insulin Pens T [FOF - 182 KE]

Share _
=1 Get email updates

To receive email
updates about this
page, enter your
email address:

On this Page

| Submit

What's this?

SLIITIT'I‘IE.I'}F = Summary

The Centers for Disease Control and * Background

Prevention (CDC) has become increasingly * Recommendation: Contact Us:

aware of reports of improper use of insulin « References b, Centers for Disease

pens, which places individuals at risk of
infection with pathogens including hepatitis ]
viruses and human immunodeficiency virus (HIV). This notice serves as 1600 Clifton Rd

i ) . Atlanta, GA 30333
a reminder that insulin pens must never be used on more than one _—
] B00-CDC-INFO
person. (B00-232-4636)
TTY: (288) 232-5348

Contact COC-INFO

Control and
Prewvention

Background

Insulin pens are pen-shaped injector devices that contain a reservoir
for insulin or an insulin cartridge. These devices are designed to permit
self-injection and are intended for single-person use. In healthcare
settings, these devices are often used by healthcare personnel to
administer insulin to patients. Insulin pens are designed to be used

multiple times, for a single person, using a new needle for each
imartinn Tnanlin nens mist newvear he niead for more than nne nercann
1
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CDC Flier on Insulin Pens

CDC CLINICAL REMINDER

Insulin Pens

Must Never Be Used for More than One Person

Summary . -
The Centers for Disease Control and Prevention (CDC) has become increasingly aware of ‘

reports of improper use of insulin pens, which places individuals at risk of infection with
pathogens including hepatitis viruses and human immunodeficiency virus (HIV). This notice
serves as a reminder that insulin pens must never be used on more than one person.
Background

Insulin pens are pen-shaped injector devices that contain a resernvoir for insulin or an insulin
cartridge. These devices are designed to permit self-injection and are intended for single-
person use. In healthcare settings, these devices are often used by healthcare personnel
to administer insulin to patients. Insulin pens are designed to be used multiple times, for a
single person, using a new needie for each injection. Insulin pens must never be used for more than one person.
Regurgitation of blood into the insulin cartridge can occur after injection [1] creating a risk of bloodbome pathogen
transmission if the pen is used for more than one person, even when the needle is changed.

In 2009, in response to reports of improper use of insulin pens in hospitals, the Food and Dmug Administration (FDA) issued
an alert for healthcare professionals reminding them that insulin pens are meant for use on a single patient only and are not
lo be shared between patients [2]. In spile of this alert, there have been continuing reports of patients placed al risk through
inappropriate reuse and sharing of insulin pens, including an incident in 2011 thal required notification of more than 2 000
potentially exposed patients [3]. These events indicate thal some healthcare personnel do nol adhere to safe practices and
may be unaware of the risks these unsafe practices pose to patients.

Recommendations
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'y i B Insulin pens that contain

AR BB more than one dose of

W = | insulin are only meant
for one person.

DO N i T S H A RE They should never be

used for more than one
person, even when the
needle is changed.
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ONE INSULIN PEN,

The One & Only Campaign is a public health campaign aimed For more information,
at raising awareness among the general public and healthcare please visit:
providers about safe injection practices. www.ONEandONLYcampaign.org
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Vaccine

Storage & Handling
Toolkit

www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage-handling-toolkit.pdf




DEPARTMENT OF HEALTH & HUMAN SEREVICES
Centers for Medicare & Medicaid Services

7500 Security Boulevard, Mail Stop C2-21-16
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Center for Clinical Standards and Quality /Survey & Certification Group

Ref: S&C: 16-08-CAH

DATE: February 12, 2016
TO: State Survey Agency Directors
FROM: Drarector

Survey and Certification Group

SUBJECT: Critical Access Hospital (CAH) Recertification Checklist for Evaluation of
Compliance with the Location and Distance Requirements

Memorandum Summary

CAH Recertification Checklist: In order to routinely re-evaluate the compliance of currently
certified CAHs with the status and location requirements at 42 CFR 485.610. the Centers for
Medicare & Medicaid Services (CMS) has revised the attached CAH Recertification Checklist:
Rural and Distance or Necessary Provider Verification for use by the CMS Regional Office
(RO) staff when processing CAH recertifications. The revised checklist includes:

o Procedures on determining whether a CAH that was certified by CMS prior to January

1. 2006 had been designated by the State as a necessary provider.
» Examples of documentary evidence to demonstrate necessary provider designation




CRITICAL ACCESS HOSPITAL (CAH) RECERTIFICATION CHECKLI

Rural and Distance or Necessary Provider Verification

Date: CCN:

CAH Name:

Address:

City/State/Zip/County:

Administrator:

Last Survey Date:

If deemed: Accrediting Organization (AQO):

Accreditation expiration date:

Rural Status:

Does the Office of Management and Budget (OMB) Metropolitan Statistical Area (MSA) L
adopted by the CMS indicate that the county is designated as rural? Yes No

It no, does the Division of Financial Management (DFM) confirm alternative rural status®?
Yes MNo Date confirmed by the DFM:

Distance from other CAHs or Hospitals:

MNecessary Provider Designation: Yes No [ Source:




CMS S&C Memo EMTALA & CAH

DEFARTHMENMT OF HEALTH & HUMAMAD SERYVICES

Canters for hiladicars 4~ MWMadicard Sarvices
SO0 Security Bouleward, Mail Stop C32-21-16 ‘ M S
Balbonore. Mamrland IJLZ34-1850

AT FRNTERS FOER MEMM_ARE & MENH AN GFEYHOES

Center for Clinical Standards and Cualityy/Suavey &= Certification Group

Ref: S&C: 13-38-CAH/EMTALA

IDATE: June 7, 2013
TO: State Survey A gency Threclors
FROM: Drirector

Survey and Cerification Group

SUBJECT: Critical Access Hospatal (CA) Emergency Services and Telemedicime:
Implications for Emergency Services Condition of Participatnon (CoPs) and
Emer gency hMedical Treatment and Labor Act (EMTALAY On-Call Conypliance

Memorandum Sumimary

- e Center for MWedicare & Aedicaid Semvces (NS Welcomes se af Telemedicine by
CAFRs: Telemedicine has great potential to expand availabality of specialty care services,
imclhuding emergency medicine services. o mnaral populations. Howewer, muscorncepTiorns
about CAH CoP and EMTALA requircments may calse UNNecessary conoeins about, or
create barmners to, using telemedicine

- Tire C AR Emrergency Services ColP does nor Regrire g Phvsician fo dppear Crr—sife

IFPreveever an Frdividool Comres ro ifre Ermvergerncy Dheparrrmrernrs (ED:

- Ulnder 42 CFR 485 6018(d). a doctor of medicine (MDY, a doctor of osteopathy (D), a
physician assictant (PAY), a nurse practitioner (3NP), or a clinical nurse specialist (CINS),
with training or experience in energency care, must e immediately available by
telephone or radio, and available on-site within 30 minuates (60 muoutes fior CAHs in
frontier areas that meet certain conditions), Lnder the CAH CoPs an WDy or DO is mof
recquired to be available finr adGirion 10 a non-physician practitioner.

= TLInder the CoP at §485 6180e). an MDD or DO st be inunediately available by
telephone or radio contact on a 24-hours a day basis 1o receive emergency calls, prowvide
information on treatment of emerpency patients, and refer patients. This reguiremment
can be met by the use of a telemedicine WDV as well as by an RMIDVYDO who practices
on-site at the CAFT

- EXMT AL 4 is Nor a Barrier ro Lsing Telemedicine ro Excend C AR Eprergerncy Semvices:s
- If using telemedicine for emmergency and other services, a CAH is not recnuared o
include the telemedicines phivysicians on its physician on-call st mandated vnnder the

192
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