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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,




Subscribe to the Federal Register

FEDERAL REGISTER

The Daily Journal of the United States Government

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.



How to Keep Up with Changes

= Confirm current CoP 1.
* [f new manual — check CMS transmittal page .
» Check the survey and certification website monthly s.

= Have one person in your facility who has this
responsibility

= 1 http://www.cms.hhs.gov/manuals/downloads/som107_Appendicestoc.pdf
= 2 http://www.cms.gov/Transmittals
= 3 http://www.cms.gov/SurveyCertificationGenlInfo/PMSR/list.asp#TopOfPage



The Conditions of Participation (CoPs)

= Manual first out 1986
— Multiple updates

= Section numbers — “Tag” numbers

)_-\-0023

. Start i n th e Fed e ral Reg iSter (Rev. 37, Issued: 10-17-08; Effective/Implementation Date: 10-17-08)

§482.11(c) The hospital must assure that personnel are licensed or meet
other applicable standards that are required by State or local laws,

* Interpretive Guidelines

Interpretive Guidelines §482.11(c)

m S u rV ey p r O C e d u r e S All staff that are required by the State to be licensed must possess a current license. The

hospital must assure that these personnel are in compliance with the State’s licensure
laws. The laws requiring licensure vary from state to state. Examples of healthcare

= Hospitals should check this website once a month for
changes



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 — Acute/PPS

State Operations Manual

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

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

Transmittals for Appendix A

Surveyv Protocol

Introduction

Task 1 - Off-Site Survev Preparation

Task 2 - Entrance Activities

Task 3 - Information Gathering/Investigation

Task 4 - Preliminary Decision Making and Analysis of Findings

Task 5 - Exit Conference

Task 6 — Post-Survey Activities

Psvchiatric Hospital Survey Module




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. www.cms.gov/Medicare/Provider-Enroliment-and-Certification/SurveyCertificationGeninfo/Policy-

and-Memos-to-States-and-Regions

Show entries:
5 per page .
Showing 1-10 of 321 entries

Title

Guidance for Infection Control and Prevention of Coronavirus Disease 2019
(COVID-19) in nursing homes

Suspension of Surnvey Activities

Guidance for Infection Control and Prevention Concerming Coronavirus Disease

(COVID-19). FAGS and Considerations for Patient Triage. Placement and
Hospital Discharge

Release of Additional Toolkits to Ensure Safety and Quality in Nursing Homes

Information for Healthcare Facilities Conceming 2019 Novel Coronavirus lliness

(2019-nCoV}

Motification o Surveyors of the Authorization for Emergency Use of the CDC
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Example of Survey Memo CRE and ERCP’s

DEFARTHMENMT OF HEATTH & HUMMAN SERVICES
Canters for Medicare & Medicaid Services

7o) Security Boulevard,. MMail Stop C2-Z1-16
Baltimore, Maryvland ZL1Z2£2-1350

CINMM S

CFRTFEES FOR MEFMPMCARFE & MEMW AN SERYICES

Center for Clindical Standards and ChialityySmwvey & Certification Group

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

DATE: April 2, 2015
Ti: State Survey Agency Directors
FROM: Drvrector

Survey and Certification Group

SUBJECT: Alert Felated to Oufbreaks of Carbapenem-Resistant Enterobacreriaceas (CEE)
during gastrointestinal endoscopy, particularly Endoscopic Retrograde
Cholangiopancreatography (ERACE)

AMMemorandum Summarv

« Sirmaffon: FEecent newspaper articles. medical publications, and adverse event reports
associate nmiltidrug-resistant bacternial infections camsed by CEE with patients who hawve
undergone FRCP. Duodenoscopes used to perform ERCP are difficnlt to clean and
disinfect, even when manufacturer reprocessing instruactions are followed correctly, and
have been implicated in these outbreaks. The 1.5, Food and Drag Administration (FLDWA)
has issued a Safety Commumication warning_ with related updates, that the design of
duodenoscopes may impede effective cleaning.

s« Fapecrafions for Reprocessing Dnodenoscopes: Hospitals, critical access hospitals
(CAHSs), and ambulatory surgical centers (ASCs) are expected fo meticulously follow the
mamnufacturer’ s instrmctions for reprocessing duodenoscopes, as well as adhere to the
nationally recognired Multisociety consensus guidelines developed by nmaltiple expert
organiFzations and issuned in 2011




Can Access Deficiency Data

* Includes acute care and CAH hospitals

= List tag numbers
= Does not include the plan of correction but can request

= Questions to bettercare@cms.hhs.com

= Updated quarterly



Updated Deficiency Data Reports

Home | About CMS | Mewsroom Center | FAQs | Archive | Share #§» Help - Email (= Print

C MS - g O v Learn about your healthcare options _

Centers for Medicare & Medicaid Services

- P Medicare-Medicaid Private Innovation Regulations Research, Statistics, Outreach and
[ malEEE e Coordination Insurance Center and Guidance Data and Systems Education

Home = Medicare = Survey & Certification - Cerdification & Compliance = Hospitals

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

o B agreement under its CMS Certification NMumber (CCMN).
Psychiatric Hospitals

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

< >
www.cms.gov/Medicare/Provider-Enroliment-and-
Certification/CertificationandComplianc/Hospitals.html
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http://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/CertificationandComplianc/CAHs.html
http://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/CertificationandComplianc/DialysisProviders.html
http://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/CertificationandComplianc/HHAs.html
http://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/CertificationandComplianc/Hospices.html
http://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/CertificationandComplianc/ICFIID.html
http://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/CertificationandComplianc/Labs.html
http://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/CertificationandComplianc/LSC.html
http://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/CertificationandComplianc/NHs.html
http://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/CertificationandComplianc/FSQRS.html
http://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/CertificationandComplianc/PRTFs.html
http://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/CertificationandComplianc/PsychHospitals.html
http://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/CertificationandComplianc/OutpatientRehab.html

“Full Text Statements”

Life Safety Code & Health Care
Facilities Code Requirements

MNursing Homes

Five-Star Quality Rating_System

Psychiatric Residential Treatment
Facility Providers

Psychiatric Hospitals

Qutpatient Rehabilitation Providers

Inpatient Rehabilitation Facilities

Comprehensive Qutpatient
Rehabilitation Facilities

Rural Health Clinics

Religious Nonmedical Health Care
Institutions

Transplant

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

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
MNumber (CCN}.

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 modifies the survey, if nesded, 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 KB) (POF)
EMTALA (PDF)
Chapter 2 - The Certification Process (PDF)

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

Full Text Statements of Deficiencies
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Certification/CertificationandComilianc/Hosiitals.html



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

A
A
A
A
A
A
A
A
A
A
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.

A

A

A

A

A

A

A

A

A

A

A

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



Association of .
Health Care Journalists
IMPROVING PUBLIC UNDERSTANDING OF HEALTH AND HEALTH CARE

AHC) Home CoveringHealth Training Resources Jobs Join/Renew Donate About AHC)

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 includes For all visitors
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 hespital or the U.S. Centers for Medicare and ~ * How to read inspection reports
Medicaid Services (CMS). s Sample inspection report

® Points to keep in mind about this data
® States that put hospital inspection

A QEA with CMS: Getting up to speed
on inspection reports

This effort follows years of advocacy by AHC] to encourage federal officials to publish this information
electronically. Until now, this information has only been available through Freedom of Information Act
requests — and only in paper form. Funding for this project was provided by the Ethics & Excellence in
Journalism Foundation.

reports online

Because CMS has just begun gathering this data and releasing it in electronic format, it remains incomplete. For AHCJ members
Some reports are missing narrative details, and those are noted on each hospital's page. Beyond that, CMS
acknowledges that cther 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.

= How to use 2367 forms in your
reporting

®» Having discussions with hospitals

®» Beyond the 2567: Rounding out your
story

Clicking on 2 state on the map will retrieve a list of all hospitals with their violations grouped together;

choosing a state from the drop down menu will list all inspection reports separately, so 3 hospital may

appear more than once.

® Reporter resources on covering
hospital guality
= Resources page

www.hospitalinspections.org/  * 2o

Last updated: May 20158

[¥5]

1]
T
T

arch report text All states ﬂ Search

Examples: abuse; "medication error”; Washingron D.C.




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



Topics To Be Covered

L= -

§485.623 Condition of Participation: Physical Plant and Environment

A Qg  E Tmmm i 1 -\..| N S i Wbl ~ T s = -:I- g
+485.023 Condition of Participation: Emergency Preparedness

§485.627 Condition of Participation: Orgamizational Structure
§485.631 Condition of Participation: Staffing and Staff Responsibilities
§485.635 Condition of Participation: Provision of Services



Physical Plant
&
Environment

==




Construction

= Condition: Applies to
= All locations
= All campuses
= All satellites

= All in-and out-patients

= Departments/services — responsible for building and
equipment/maintenance — must be incorporated into
QAPI



Construction

= Standard: Hospital constructed, arranged, and
maintained

= Ensure access
= Safety of patients

* Provide adequate space to provide care to patients

= Constructed per state and federal law

= Will look to see If maintained to ensure safety of patients
— Conditions of ceilings, walls, and floors
— See Facility Guideline Institute (FGI)*

*See Appendix




Maintenance

* Required:
= Housekeeping (ES)

= Preventative maintenance (PM) programs

= All essential mechanical, electrical, and patient-care
equipment maintained In safe operating condition

= Facilities, supplles and equipment must be maintained

. CC): ------




Equipment

= “Equipment” includes:

— Bollers — elevators — air compressors — ventilators — x-ray
equipment — IV pumps & equipment — stretchers —
maintenance log, etc.

= |[dentify equipment to meet patient needs in case of
an emergency/disaster situation

= Mass trauma — disease outbreak — internal disasters, etc.

= All equipment must be tested and inspected before
Initial use and after major repairs/upgrades:

* See Appendix



Interpretive Guidelines

= All equipment must be

= [nspected, testing and maintained

= Ensure safety, availability and reliability
= Activities may be done by

= Employees

= Contractors

= Combination



Interpretive Guidelines

* Individuals overseeing program must be gualified

= Must maintain records to show individuals qualified

= Overall - must demonstrate that qualified personnel
are performing risk-based assessments, PM, or
establishing the AEM program



Interpretive Guidelines

= Must have policies, procedures and programs re:

= |nventories
= Activities
= Schedules

= Follow manufacturer-recommended activities and
schedules

= Can do more frequently
= But must use recommended activities

= Maintain documentation



= Qur facility has an established alternate equipment
management program.

= Yes
= No

= Not sure



Alternate Equipment Management (AEM)

* Program — can use maintenance program differ
from manufacturer recommendations

* Must develop, iImplement and maintain
documentation

= Minimize risk to patient and others with equipment use
* Be based on generally accepted SOP

= Example: American National Standards Institute for the
Advancement of Medical Equipment Handbook



Equipment Placed in AEM

= Must verify qualified employees/contractors

= Making the decision on placement

* Performing risk-based assessments
= Establishing AEM requirements

= Managing the program

* Performing maintenance per the AEM policies and
procedures



Who Qualified for AEM Declision

* Medical equipment
= Clinical or biomedical technician or engineer

= Specialized/complex equipment — may need specially
trained person

= Facility equipment
* Healthcare Facility Management professional

= Facility manager/director/VP facilities

= Must maintain records of qualifications

= Demonstrated how assure contractors qualified



Equipment in the AEM Program

= Expected to identify critical equipment
= Either biomedical or physical plan equipment

= Where risk of serious injury or death if fails




Factors to Consider

* How used and conseqguences of failure

= Seriousness of harm If falls
= How widespread the harm — one or many
= Information on equipment maintenance recommendations

= Maintenance requirements — simple to complex
* Timely availability of backup systems

* Incident history of same/similar eugipement



Equipment NOT Eligible for AEM

* Federal or State law require maintenance,
Inspection and testing done per manufacturer’s
recommendations

= Other CoPs require — National Fire Protection
Association Life Safety Code

» Radiology/imaging equipment
= Medical laser

* New equipment with insufficient maintenance
history



Frequency of PM

= Based on nature of equipment and risk to
patients/staff health and safety

= Must follow manufacturer’'s recommendations

= Nationally recognized expert associations

= CAH'’s experience

= Must adhere strictly to

AEM activities or |
strategies developed ¥ Jig

" T

=
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Inventory

= Expected to have list of facility and medical
equipment essential to operation of the CAH

= For low cost/risk essential equipment —
housekeeping — can list the number under an item

= \acuum cleaners

= Other:

= AEM equipment must be readily separately identified as
such

= Critical equipment must be readily identified as such



Survey Procedure

= Will interview personnel in charge of maintenance

= Adequate provisions for availability

= Equipment identified as essential
— Regular

— Emergency situation

* Determine if complete inventory of equipment to
meet patient needs



Survey Procedure — continued

= Documentation of qualification of responsible
personnel

= How assures contractors use qualified personnel

= If following manufacturer-recommended
maintenance activities and frequency

= |f using an AEM
= Will look at a sample of equipment in AEM program

= Maintenance strategies and how performed

— Including critical equipment - ventilators



Disposal of Trash 920

= Standard: There Is proper routine storage and
prompt disposal of trash

= Interpretive guidelines are pending

= Reference only - previous interpretive guidelines
— Includes biohazardous waste

— Must be disposed of in accordance with standards (EPA, OSHA,
CDC, environmental and safety)

— Includes radioactive materials

= Survey procedures pending



Storage of Drugs

= Standard: Drugs and biologicals must be
appropriately stored

= Properly locked in the storage area
= Medication carts in C-section rooms locked

= Drugs not left out in tube system/dumbwaiter ledge

= Surveyor will ask what
— Standards
— Guidelines

— Law using



Physical Environment

= Standard: Premises clean and orderly
= Uncluttered physical environment
= Where patient/staff can function safety

= Equipment/supplies properly stored

— Not in corridors
= Spill not left unattended
= No floor obstructions

= No evidence peeling paint, visible water leaks or plumbing
problems



Ventilation, Lighting & Temperature 926

= Standard: There Is proper ventilation, lighting and
temperature control: (2020)

= Pharmaceutical
= Patient care

= Food preparation

= Interpretive guidelines and Survey procedures
pending



CMS Memo April 19, 2013

* AORN:

= Temperature between 68-73 degrees

= Humidity between 30-60% in the OR, PACU, cath lab,
endoscopy rooms and instrument processing areas

= CMS: If no state law, hospital can write policy or
procedure or process to implement the waiver

= \Waiver allows RH between 20-60%

" [n anesthetizing locations- see definition in memo-

= * See Slide 146



Impact of Lowering the Humidity

* [Impacts some equipment and supplies

= Shelf life and product integrity of some sterile supplies
— EKG electrodes

» Electro-medical equipment may be affected by electrostatic
discharge

— Especially older equipment

= Erratic behavior of software and premature failure of the
equipment

= Calibration of the equipment

= Follow the manufacturers instructions for use that

explains any RH requirements



Joint Commission and ASHRAE

= Joint effort with multiple organizations on humidity
In OR

* RH lower than 30% can impact integrity and

functionality of supplies and electro-medical
equipment

= \Was lowered to 20 — 30% upon request of multiple
organizations

= Upper limit 60%


https://www.aron.org/

Impact of Lowering the Humidity

[:]J‘-" American Hospital ASH’
'f Associatione e Rty

Aavrer wd s Bosoetal Bepecioban

Quality Advisory

| January 21, 2015

01-21-2015 Accessed ; https://fvwww.magnetmail.net/actions/email_web_version.cfm?
recipient_id=1331564405& mMessage_id=8663272&user_id=AHA_S8&group_id=1105177 &jobid=2526757 3

NEW GUIDANCE ON HuMIDITY LEVELS IN THE
OPERATING Room

E - AHRMM

THE ISSUE

A change in the standards regulating a hospital’s physical environment in the operating
room (OR) may conflict with the instructions for use on some equipment and supplies
routinely used in surgery. To ensure patient safety during surgery, the AHA in
collaboration with its personal membership groups, the American Society for Healthcare
Engineering (ASHE) and the Association for Healthcare Resource & Materials
Management (AHRMM), urge hospitals to examine their humidity levels in the OR and
consider the effects on equipment and products used during surgery. This advisory and
associated attachments will assist in your assessment.

BACKGROUND

Many safety codes and standards regulating the health care physical environment now
require relative humidity levels in ORs (not other areas of the facility) to be at least 20
percent, a change from the 30 percent minimum humidity required by some previous
aditions of codas. The 20 narcant thrashold brovides hosbpitals with flaxibilitv durina



Life Safety From Fire 930 (2020)

= Follow LSC provisions

= |ncludes NFPA 101 and Tentative Interim
Amendments TIA 12-1, TIA 12-2, TIA 12-
3, and TIA 12-4

= Have positive latching hardware and no
roller latches on doors where
flammables/combustibles stored

('3
'J_U
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= Interpretive guidelines are pending



LLSC Provisions Waiver

= L SC walver — would cause unreasonable hardship
(932)

= Cannot affect the health or safety of patients

= Must maintain written evidence of regular
Inspections by the state fire control agencies (934)

= Can Install alcohol-based hand rub dispensers if
done in manner to protect against inappropriate
access (936)

= Interpretive guidelines and Survey procedures
pending for all three



Sprinkler System 938 (2020)

= |f the system is shut down for more than 10 hours
must:

= Evacuate the building or portion of the building affected

— Until the system is back up, or

= Establish a fire watch until the system is back up

= Interpretive guidelines and Survey procedures
pending



Sleeping Rooms - Windows 940 (2020)

= Every sleeping room must have an outside window
or door

= Constructed after 7-5-16:
— Sill height can be higher than 36 inches about the floor

— Does not apply to newborn nurseries for intended occupancy of
less than 24 hours

— Special nursing care area of new occupancies shall not exceed 60
Inches

= Interpretive guidelines and Survey procedures
pending



LSC Provisions 2020

= CMS can consider recommendation of state survey
agency or accreditation organization for LSC waliver
If would pose undue hardship (942)

= Must meet the Health Care Faclility Code (944)

= NFPA 99 and Tentative Interim Amendments TIA 12-2,
TIA 12-3, TIA 12-4, TIA 12-5 and TIA 12-6

= May grant waiver if unreasonable hardship and no does
not affect health or safety of patients

= Interpretive guidelines and Survey procedures
pending



Emergency Preparedness




= \We have reviewed and updated our Emergency
Preparedness plan since the pandemic.

= Yes
= No
= Not Sure






Emergency Preparedness

* In Appendix Z for interpretive guidelines and survey
procedures

= Start at tag 950

= Changes in Hospital Improvement Rule 2019

= Changed everything from yearly to every two years

= EXCEPT - drills are still twice a year



Emergency Preparedness Appendix Z

= Requirements, final interpretive guidelines and
survey procedures to Appendix Z

= Regulations start at tag 950
= Questions: SCGEmergencyPrep@cms.hhs.qov
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Emergency Preparedness 950 (2020)

= Standard: Must comply with all federal, state, and
local emergency preparedness (EP) requirements

= Have and maintain a comprehensive EP program

= Utilize all-hazards approach — including emerging
Infections

* Program must include:
= Plan >Policies & procedures
= Communication plan >Training & testing

= Emergency & standby power



Emergency Plan

* Reviewed and updated every 2 years

= Based on and include documented facility & community-
based risk assessment

— Using all-hazard approach

* Include strategies for addressing emergency events
identified by the risk assessment

= Address patient populations, persons at-risk, types of
services that can be provided and succession plans

= Include process for cooperation and collaboration with EP
officials



Policles & Procedures

» Based on the plan, risk assessment and
communication plan

= Reviewed and updated every 2 years

= Address:

= Provision of subsistence needs
= Food-water-medical-pharmaceutical supplies

= Alternate sources of energy — for services

= System to track off-duty staff/sheltered patients in the
hospital

= Safe evacuation



Policies & Procedures (cont’d)

= Address — cont’d
= Means to shelter in place
= System of documentation — preserves confidentiality
= Use of volunteers/other staffing strategies
= Arrangement with other CAH/providers

= Role of hospital under waiver - 1135



Communication Plan

= Plan that complies with all laws

= Reviewed and updated every 2 years

= Must include
= Names/contact information — patients/staff/physicians
= Contact information — emergency preparedness staff

* Primary and alternate means communication
— Staff

— Emergency management agencies



Communication Plan

* Must include (cont’d)

= Method for sharing information/documentation for patients

* |n an evacuation — means to release patient information
as permitted

= Method to provide information about condition/location of
patients

= Means to provide information about
occupancy/needs/ability to provide assistance



Training and Testing

= Must develop and maintain training and testing
program

= Based on emergency plan
= Risk Assessment

= P&P

= Communication plan

= Reviewed and updated every 2 years



= Conduct exercises twice a year

= Participate in full-scale exercise community or facility
based

= |f actual disaster — exempt from next full-scale exercise

= Conduct annual additional exercise — full-scale, mock or
table-top

= Analyze and document all drills — revise as necessary



Power Systems

" Implement emergency & standby power systems

= Emergency generator location — per Health Care Facilities
code and Tentative Interim Amendments

= Generator inspection and testing

= Generator fuel

= |f part of integrated healthcare system
= Demonstrate each separately certified facility participates

* Include a unified and integrated plan — based on risk
assessment

* Include integrated P&P
T



Organizational Structure
Governing Body or Responsible
Individual

|
. Boara
of Directors




Governing Body 960 & 962

Standard: CAH has a governing body or individual
that assumes legal responsibility for implementing
and monitoring P&Ps

= Must approve all policies
= To provide quality care in safe environment

= Determines categories of eligible practitioners with is
written criteria for appointments

= Must be written criteria for staff appointment



Appointment to Medical Staff

= Board appoints practitioners to medical staff
= On advice of medical staff
= Ensures and approves medical staff has bylaws

= Ensures medical staff accountable to governing body

T\M ALY
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Criteria for Selection to Staff

= Character

= Competence
= Training

= Experience

= Judgment

= Surveyors — will look for/inquire
= Written documentation of categories/staff

= Verification appointment



Survey Procedure

= Verify have organized governing body/person

* Review documentation and verify — stated
categories of eligible candidates

= Have policies been updated to reflect
responsibilities

= Will ask for evidence showing board/person
Involved In day-to-day operations

= Will review records of staff appointees — board’s
Involvement in appointments



Survey Procedure — continued

= Confirm board use established policies with
appointments — scope of expertise, Federal and
State law

= Verify written criteria for appointment
= Verify minimum criteria used for appointment

= Verify medical staff operates under bylaws



Disclosure 964 & 966 (2020)

= Standard: person principally responsible for
operation of CAH and medical direction

* Need policy or procedure - report changes of
operating officials to state agency

= [.e., —a new CEO or medical director

= Surveyor
= Look for policy on reporting changes

= Ensure hospital implements policy



Staffing and Responsibilities




Staffing 970 & 971

= Standard: CAH has professional staff that includes

= One or more physicians
= May include PAs, NPs, or CNS

= Need an organizational chart — shows names of all
providers

= Surveyor will review work schedules



Staffing and Supervision

= Standard: All ancillary staff are supervised by
professional staff (972)

= Will look at organizational chart

= Sufficient staff to provide services essential to
operation of the hospital (974)

= Emergency services, nursing services, etc.

= Surveyor review schedules and daily census
records



Provider Avalilable

= MD, DO, NP, PA, or CNS must be available to
furnish services at all times

= Practitioner available and shows up when patient presents
to the hospital

= Does not mean they have to be there 24 hours a day

= Must provide diagnostic/therapeutic services/
supplies commonly furnished in a physician’s office



Nurse on Duty 978

» Standard: Must have a
RN, CNS, or LPN on duty
whenever there Is one or
more inpatients

= Surveyor will review staff
schedules




Physician Responsibilities

= Standard: MD/DO must provide medical directions
and supervision of staff

= Surveyor will make sure physician is available for
consultation and supervision of staff

= PA/NP must participate in developing/reviewing
written P&P (982)

= \Want evidence physician participated

= Ensure physicians review the policies periodically



Physician Supervision 984 & 986

= Periodically review/ sign off all charts/orders of PA
and NP

= And as per state law

= Surveyor will look for documentation of supervision (984)

= Plus — periodic review and sign off sample
outpatient records

= CMS recommends sample size of 25% all outpatient
encounters managed by non-physician practitioners



Supervision — cont’d

= No specified time frame for periodic review
= Time frame in the P&P

= Maximum interval between inpatient reviews

= Consider volume and types of services provided in
developing the P&P

= 4 pbed CAH would have different time frame than a 25 bed
CAH

= Does the CAH have EHRs that can be reviewed and signed
off remotely?



Medical Direction

= MD/DO must
= Be present sufficient period of time
= To provide medical direction, supervision and consultation

= Available via direct radio/telephone communication

Amount of time “present” — on-site — not specified



Other Requirements

= Biweekly visit might be burdensome — especially for
a small CAH in a remote area with low patient
volume

= Remember the federal EMTALA law

= MD, DO, PA, CNS, or NP must be on call and
available to provide emergency care

= Must have list of on-call physicians



Standard: PA, NP, CNS Responsibilities

= Participate in development, execution and review of
policies (991)

= Be a member of the CAH staff

= Surveyor: will interview mid level providers to determine
participation and knowledge of policies

= Need to participate with MD/DO In review of the
patient’s medical records (993)



PA, NP, CNS — Duties

= Perform functions not being performed by the
ohysicians (995)

» Refer patients If needed services cannot be
orovided at the CAH (997)

= Make sure medical records are maintained

= Notify physician when patient is admitted by
midlevel (998)

= Document patient is under the care of the MD/DO



Transfer of Patients — Author’s Notes

= Send a copy of the patient’s medical
records

. = Unless can access electronically
¥ = EMTALA Is a separate CoP

» Have a transfer policy — consistent with
! EMTALA

* Provide EMTALA training to staff,
providers and on-call physicians




= Qur State law and hospital policy allows for non-
physician provider to admit patients.

= Yes
= No

= Do not know



Patient Admission

= CMS requires that Medicare and Medicaid patients
be under the care of a MD/DO

* |F the patient has a medical or psych problems that is
outside of the scope of an advanced practice provider

= Admitting privileges must be consistent with what
state law allows

= Surveyor will look to make sure a MD/DO monitors
the care for any medical problem outside their
scope of practice



Patient Admission

= Notify physician when Medicare/Medicaid patient
admitted by midlevel

= Patient with medical/psychiatric issue
= Or — develops during inpatient stay
= Qutside the scope of NP/PA/CNS scope of practice

= Document patient is under the care of the MD/DO

" If P&P allow mid-level to admit/care for patients
= And per state law Scope of Practice

= Must have P&P to ensure patient safety



Review of Care 999

= Standard: Periodic review of clinical privileges and
performance

= Quality and appropriateness of care
= NP, CNS, PA — evaluated by MD/DO

= MD/DO
= Hospital member of the network
= QIO
= Appropriate/quality entity in State rural healthcare plan

* Telemedicine — by hospital member of the network




Provision of Services




Provision of Services

= Condition: establishes requirements related to:
= Patient care policies
* Required services

= Services via agreement/arrangements



Provision of Services

= Scope of services (1010) * Radiology (1030)

= Emergency medical = Emergency procedures
services (1012) (1032)
* Referral, medical records = Services via
& evaluation of Agreements/Arrangements
services(1014) (1034, 1036, 1038, 1040,
1042, 1044)

= Drugs and biologicals
(1016) = Nursing (1046, 1048, 1049,

* Food and nutrition (1020) st

- Patient services(1024,1026)  renab (1052)
= Laboratory(1028) = Visitation rights (1054, 1056,

1058)



Patient Care Policies 1006

= Standard: Services are provided in accordance
with appropriate P&P

= Consistent with applicable state law

= Requires services per written policies

= Surveyor will:

= Review the policies on healthcare services that are
provided in the CAH

= Observe staff delivering care to the patient

= |f identify practices inconsistent with State law will refer to
State authorities



Development of Policies

= Developed with advice of professional staff
= One or more: MD and PA — NP - CNS

* Reviewed every 2 years

= Recommends changes if needed
= Final decision on content made by governing body

* [f recommendations rejected

= Governing body must include rationale



Scope of Services
» Standard: P&P must include

= Describes services provided directly or via contract

= Examples:

= “Taking complete medical histories — providing complete
H&P — laboratory testing — radiology testing —

= “Arrangements made with Hospital X to provide (the
following services)....”



Emergency Medical Services

* Need P&P for emergency medical services

= Surveyor will verify policies:
= How hospital provides 24/7 emergency care to patients

= Equipment, supplies, medications, and blood available on
sSite

= How CAH coordinate with local EMS

= Type of staff are available to provide care



Guidelines for Medical Management 1014

= \When medical consultation or referral 1s needed
= Maintaining medical records

= Procedure for periodic review and evaluation of the
services provided at the CAH

= General instructions/protocols to medically manage
problems commonly seen



PA, NP, CNS & Medical Management

= As mid-levels play large role in patient care at CAH
policies must address:

= Scope of medical acts/procedures may be done by PA,
CNS, or NP

= When the physician is consulted

= When to refer patient to physician or outside the CAH



OIG Report on Surveyor Training
ISMP Guidelines
ASHP Resources



http://www.fiercehealthcare.com/story/hospitals-try-head-falls-risk-assessments-fall-prevention-classes/2016-01-12

Surveyor Training on Compounding

* OIG report: CMS to ensure surveyors trained on
nationally recognized compounding practices
= Recommended addition to interpretive guidelines

— Address hospital contracts with stand-alone compounding
pharmacies

= OIG: lack of training prevented effective evaluation
of hospital’s use compounded sterile preparations



Guidelines on Sterile Compounding

* ISMP Guidelines published in 2013*

= Safe preparation of CSP or compounded sterile
preparations (Revised in 2016)

= Goal: provide procedures and safe practices for reducing
errors in CSP preparation

= Addressed drug storage, compounding, labeling, and staff
management

= ASHP iIssued guidelines* on contracting for sterile
compounding services

= Suggested contract language

* See appendix for resources
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Drugs and Biologicals
CoPs




USP Standards

= USP 797 — to be effective December 1, 2019
= Delayed due to an appeal until March 2020

— Chapter remanded to the compounding expert committee
regarding the BUD

= Many of the USP standards were changing

= CMS removed all references to USP

= Now: follow all standards of care and evidenced based
practices
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Drugs and Biologicals P&P

= Policies must include rules:
* For storage — handling — dispensing - administration

= Storage area administered per acceptable standards of
practice

* Rules that current and accurate records kept for
Scheduled drugs

— Receipt
— Disposition

= Qutdated, mislabeled, or otherwise unusable drugs are
not available for patient use
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Policies & Procedures Requirements

= Consistent with standards or guidelines for
pharmaceutical services and medication
administration

= |.e., USP, ASHP, ISMP, Infusion Nurses Society, IHI, and
National Coordinating Council

= Consistent with state and federal law

= Others include:

= ASHP Foundation (American Society of Healthcare System
Pharmacist Foundation) — American Nurses Association
(ANA) — American Pharmacy Association (APA), APIC,
CDC, etc.
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ISMP Institute for Safe Medication Practices

=

A

Institute for Safe Modication Praclices Information for CONSUMeErs

Consulting and Education Toaoals and Resources Publications and Alarts Error Reporting

A Safer World by Preventing Medication Errors

For owver 30 years, ISMP has been a global leader in patient safety as the first
non-profit organization dedicated to the collaborative developrment.
education, and advocacy of safe medication practices.

KEEP PATIENTS SAFE

Upcoming Events

WEBINARS O9/26,20178 CO-SPONSORED 100520718 CO-SPONSORED 1O0MDT20TH CO-SPONSORED 10/2852018
Global Drug Safety Exhibitor Theater in An Ancillary Event Promotional Theater at
Issues with Packaging conjunction with CSHP's conducted at ASHRM's ANCC MNational Magnet
and Labeling Seminar 2018 Annual Meeting Conference
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Responsibility for Pharmacy Services

» P&Ps must identify the qualifications for and
designation of pharmacy director

= Duties:

= Ensure adherence to State laws
— Who can perform pharmacy services

— Supervision of the pharmacy staff

= Ensure adherence to acceptable standards used In
developing P&P

— Note: Can cite as references in the P&Ps
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Storage and Environmental Conditions

= Storage of drugs/biologicals including Ioc__:_ation of:

= Storage areas N

= Medication carts
= Dispensing machines
= Proper environmental conditions

= Follow manufacturer’'s recommendations

— l.e.: keep refrigerated — room temperature — out of light,
etc.
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= Security

= P&P must be consistent with State and Federal law re:
who authorized to access pharmacy or drug storage areas

— Housekeeping, security or maintenance are usually not given
unsupervised access

= |f kept in private office - patients and VISI’[OI’S not allowed N
without supervision 7 |

110




“Secure Area”

» “Secure area’” restricted to authorized personnel

= Given flexibility in non-controlled drugs

— Not required to be locked when setting up for a procedure
= Lock when area not staffed — evenings, weekends

= Covers controlled and non-controlled substances
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Security & Monitoring of Carts

= Carts must be secure when not in use

= Medication carts
= Anesthesia carts
= Epidural carts

= Non-automated medication carts with medications

= Must have P&P

= \Whether locked or unlocked

= |[f unlocked- staff must be close by and directly monitoring
the cart as when passing medications
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Medications in the OR ASA Statement

= B 31

" Aneéiﬁésmlagmts
www.asahdg.org/For-Members/Standards-
Guidelines-and-Statements.aspx

Statement on Security of Medications in the Operating Room

Committee of Oversight: Quality Management and Departmental Administration

({Approved by the ASA Executive Committee in October 2003, and last amended by the
ASA House of Delegates on October 17, 2018)

Preamble
A secure environment of care is necessary for medication safety. Medication safety includes the
security of oral, sublingual, parenteral, and inhaled pharmaceutical agents used for elective and
emergency patient care. A secure physical area ensures the integrity of anesthesia machines as
well as other equipment and matenals. Security of medications in the operating room suite is
essential for patient safety.

Recommended Policies

. Access to operating room suites must be strictly limited to authorized persons.

All Schedule II through V medications must be kept in locked enclosed areas when not under

the direct control of an anesthesia professional.

3. Anesthesia professionals must have immediate access to drugs and equipment required for
emergency patient care. Procedures designed to prevent unauthornized access to such drugs
must not impede this imperative for patient safety.

4. Anesthesia carts and anesthesia machines may remain unlocked, and non-controlled®
medications may be left 1n or on top of unlocked anesthesia carts or anesthesia machines
immediately prior to, during, and immediately following surgical cases in an operating room,
so long as there are authonzed operating room personnel in the OR suite,

fd

Ratinmnales



Handling Drugs & Biologicals

* “Handling” includes mixing or reconstituting

= Done per manufacturer’'s recommendations

* Includes compounding or admixing of sterile Vs or other
drugs

= Only pharmacy can reconstitute, mix, or compound a
drug except:

= [n an emergency

= If not feasible — I.e., product’s stabllity is short
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Compounding

= Compounded drugs used or dispensed

= Must be prepared in a manner consistent with acceptable
principles

= For sterile and non-sterile compounding

= Prevent microbial contamination and bacterial toxins for
compounds intended to be sterile
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Pharmacy Responsibilities — Compounding

= Must demonstrate:

= How it assures all sterile and non-sterile compounded
drugs are prepared are pursuant to SOC

= All compounded forms must be sterile

— Wound irrigations — eye drops and ointments — injections —
Infusions — nasal inhalation — etc.

116



Drug Quality & Security Act

= Has sections related to compounding

= “Outsourcing facility”

= Elected to register and comply with entire section 503B of
the FDCA

= Plus — other requirements such as the FDA'’s current good
manufacturing practice (CGMP)

= Will be inspected by the FDA according to risk-based
schedule

= Must meet certain other conditions including reporting
adverse drug events to the FDA*

*See appendix for resources
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Compounding Pharmacy

= |[f use compounding pharmacy vs manufacturer/
registered outsourcing facility — must

= Demonstrate medicine received was prepared Iin
accordance with acceptable principles

= Contract with the vendor - ensure have access to their
guality data verifying their compliance with USP standards

= Document when you obtain and review this data
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Dispensing Drugs and Biologicals

= Comply with state laws re: qualifications of staff

= Dispensed timely
= Sufficient staff — accurate/timely medication delivery

= System to ensure order
= Get to the pharmacy promptly

= Available when needed

= Concerns or questions should be clarified with the
prescriber before dispensing



= Qur facllity utilizes a unit dose system with strict
access limitations.

= Yes
= No

= Prefer not to answer



= Can use unit dose or floor stock system

= Automated dispensing cabinets are secure option

= P&P re: who can access medications after hours
(night cabinet standard)

* P&Ps: (“Blue Box™)
= “Do not use” abbreviations
= High alert list
= Quantities dispensed to minimize diversion,

= | imit overrides
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For Information Only — Not Required/INot to be Cited

In addition to the required pharmacy policies and procedures above, a well-designed
pharmacy service wotuild have policies and procedures addressing medication safety
practices siuch as:

e Implementation of a do-not-use abbreviation list. CAHs may wish to refer to lists
offered by the Institute for Safe Medication Practices
(http:/Awww.ismp. org/tools/errorproneabbreviations.pdf) or The Joint Commission
(http:/Mmww jointcommission.orvg/assets/1/18/Do Not Use List.pdf) ;

e A high alert drug list. CAHs may wish to refer to a high alert drug list offered by the
Institute for Safe Medication Practices
(https:/Avww.ismp.org/tools/institutionalhighAlert.asp);

e For specific high alert medications designated by the CAH, having two health
professionals independently check doses CAHs may wish to refer to guidance firom
the Institute for Safe Medication Practices concerning appropriate use of double-
checks (http://www. ismp.org/Newsletters/acutecare/showarticle.aspx?id=51);

e Quantities of medications are dispensed which minimize diversion and potential
adverse events while meeting the needs of the patient;

o Whenever possible, medications are dispensed in the most ready to administer form
available from the mamufacturer or, if feasible, in unit doses that have been
repackaged by the pharmacy;

e The CAH consistently uses the same dose packaging system, or, if a different system
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http://www.ismp.org/tools/errorproneabbreviations.pdf
http://www.ismp.org/Newsletters/acutecare/showarticle.aspx?id=51

Do Not Use Abbreviations ISMP

Institute for Safe Medigatién Practices

ISMP’s List of Error-Prone Abbreviations, Symbols, and Dose Designations

he abbreviations, symbols, and dose designations found in nicating medical information. This includes intemal communica-
this table have been reported to ISMP through the ISMP tions, telephone/verbal prescriptions, computer-generated
National Medication Errors Reporting Program (ISMP MERP) as  labels, labels for drug storage bins, medication administration
being frequently misinterpreted and involved in harmful records, as well as pharmacy and prescriber computer order
medication errors. They should NEVER be used when commu- entry screens.
o Microgram Mistaken as “mp” LUse “meg”
AD, AS, AU Right ear, left ear, each ear Mistaken as 00, 05, OU (right eye, left eye, each eye) Use “right ear,” “left ear,” or “each ear”
0D, 0§, 0U Right eye, left eye, each eye | Mistaken as AD, AS, AU (right ear, left ear, each ear) Use “right eve.” “left eye." or “each eye”
BT Bedtime Mistaken as “BID" (twice daily) Lise “bedtime”
- Cubic cenfimeters Mistaken as “u" (units) Use “ml"
nic Discharge or discontinue Premature discontinuation of medications if 0/C (intended to mean | Use “dscharpe” and “discontinue”
“discharge”) has been misinterpreted as “discontinued” when
followed by a list of discharge medications
A Indection Mistaken as “IV" or “intrajugular” Lize “injection”
IN Infranasal Mistaken as “IM" or “IV" Use “intranasal” or “MAS"
HS Haif-strength Mistaken as bedtime Use “half-strength” or “hediime”
hs M bedtime, hours of sleep Mistaken as half-strength
[ International unit Mistaken as IV (intravenous) or 10 (ten) Use “units"
o4 or 0D Once daily Mistaken as “right eye” (0D-oculus dexter), leading to oral liquid Use “daily"
medications administered in the eye
o Orange juce Mistaken as 0D or 03 (right or left eye); drugs meant to be diluted | Use "erange juice”
in orange juice may be given in the eye
Per ns By mouth. oral The “ps” can be mistaken as “left eve" (0S-oculus sinister Use “P0." "by mouth.” or “orally"

123



TJC’s Do Not Use Abbreviation List

Facts about the Official “Do Not Use” List

In 2001, The Joint Commission issued a Sentinel Event Alert on the subject of medical abbreviations, and
Jjust one year later, its Board of Commissioners approved a Mational Patient Safety Goal requiring
accredited organizations to develop and implement a list of abbreviations not to use. In 2004, The Joint
Commission created its “do not use” list of abbreviations (see below) as part of the requirements for
meeting that goal. In 2010, NP5G.02.02.01 was integrated into the Information Management standards
as elements of perfformance 2 and 3 under IM_.02.02.01.

Currently, this requirement does not apply to preprogrammed health information technology systems (for
example, electronic medical records or CPOE systems), but this application remains under consideration
for the future. Organizations contemplating introduction or upgrade of such systems should strive to
eliminate the use of dangerous abbreviations, acronyms, symbols, and dose designations from the

software.
Official “Do Not Use™ List’
Do Not Use Potential Problem Use Instead
L, u {unit) Mistaken for "0" (zero), the Wnte "unit"
number “4" (four) or “cc”
IU {International Unit) Mistaken for IV (intravenous) Wrrite "International Unit"
or the number 10 (ten)
Q.D_, QD, g.d., qd (daily) Mistaken for each other Write "daily"
Q.0.D., Q0OD, g.od, god FPeriod after the CQ mistaken for Write "every other day”
(every other day) "I" and the "O" mistaken for "l
Trailing zero (X.0 mg)* Decimal point is missed Wrrite X mg
Lack of leading zero (_X mg) Wirite 0. X mg
MS Can mean morphine sulfate or Write "morphine sulfate”
magnesium sulfate Write "magnesium sulfate"

MSO4 and MgSO, Confused for one another
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Scheduled Medications

= Keep records — receipt, disposition and use

= Five schedules of controlled substances — | to V
= | ocked storage when not in use

* Reconcile any discrepancies in the counts

= Ensure outdated, mislabeled, unusable medication
not used

= Must have pharmacy labeling, inspection, and
Inventory management

* Do not use past beyond use date
= P&P to determine BUD date if not marked
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= Each individual drug must be labeled

= Name
= Strength of drug
= Lot and control number

= Expiration date

= Open multidose vial
= Expiration date of 28 days on the label

= Unless otherwise specified by manufacturer
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Reporting Errors

= Must have a system to report ADEs and errors

= Educate staff

= Pharmacy to assess

= |f problems in pharmacy caused or contribute to these

* Hospital must take action to address identified
Issues



Surveyor Questions & Actions

= Nursing
= Medications dispensed in a timely manner
= |f [ate — surveyor will investigate

* Pharmacy
= Professional principles pharmacy using

= Will ensure drugs are secure

= Will verify only pharmacist/authorized person
compound, label and dispense

— Some states prohibit pharmacy tech from completing
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Surveyor Duties

= Ensure faclility has a process to follow up on ADE
and medication errors

= Will determine if CAH obtains compounded drugs
from external source not FDA registered

* Does the facility evaluate and monitor adherence to safe
principles

= Ask for example of when the BUD had to be determined
for a compounded sterile medication based on P&P

= Long survey procedure for this tag number
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Reporting ADR and Errors

= Standard: Procedures for reporting adverse drug
events (ADEs) and medication errors

= Staff must report events/errors
= Attend to patient and report to QAPI

= Need P&P and ensure staff aware

= Need definition of each

= CMS mentions National Coordinating Council Medication
Error Reporting and Prevention



Medication Administration Error

= Preventable event

= May cause/lead to inappropriate medication use or
patient harm

= \While in control of HCP, patient or consumer

* Related to
= Professional practice
* Healthcare products
= Procedures

= Systems including



Adverse Drug Reaction

= Unexpected, unintended, undesired or excessive
response to a drug

= D/C drug

= Changing therapy

= Modifying dose

= Prolongs stay

= Necessitates supporting treatment
= Significantly complicates diagnosis
= Negatively affects prognosis

= Results in temporary/permanent harm, disability, death
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Patient Care

= ADR/errors that reach the patient must be reported
to the practitioner

= Report made immediately if causes harm
= |[f harm Is not known — must report immediately

* If no harm — can notify practitioner in the morning

= Document;
= Error

= Notification of practitioner
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Quality Assurance/Improvement Reporting

= Reduction of errors/ADR may be facilitated by
effective reporting

= Assess vulnerabilities in process

= Implement corrective actions

= Must educate staff on errors/ADRS to facilitate
reporting & how to report

= Near misses

= |.e.,- Incident report sent to pharmacy, nursing, risk
management, and then into the QAPI program

= Can do RCA, FMEA, or QAPI review



Other Actions

= Encourage non-punitive approach — focus on
system issues

= Do not rely on incident reports only

= Take other steps to identify errors and ADRs
= Trigger drug analysis,
= Observe medication passes,

= Medication usage evaluations for high alert drugs etc.

= Encourages reporting to the FDA MedWatch
Program and ISMP MER system*

*See aﬁﬁendix



Non-Punitive Environment

= Studies: punitive environment results in errors not
being reported

= Most of serious errors made by long term employees or
physicians with unblemished records

= System led to the error
= Need to change the environment or culture
= Important to have a non-punitive environment
= Balance with Just Culture
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——

[
s

List of High Alert Medications

——

[nstitute for Sate Medication Practices

ISMP’s List of High-Alert Medications

iph-alert madications are drugs that bhear a heightened rizk of
causing significant patient harm when they are used in errar.
Although mistakes may or may not be more common with thesa

drupgs, the consequences of an ermor are clearly more devastating to

patients. We hope you will use this list to determine which medica-
tions require special safeguards to reduce the risk of errors, This

these drugs; limiting access to high-alert medications; vsing
auwcliary labels and automated alerts; standardizing the orderng,
gtorage, preparation, and administration of these products; and
amploying redundancies such as automated or Independent double-
checks when necessary. (Note: manual independent double-checks
are not akways the optimal error-reduction strategy and may not he

may Include strategies llke Improving aceess to Infarmation about practical for all of the medications on the list),

adrenerglc agonlsts, IV (eg.. epinephring, phenylephring, norepingphiring) culchicne Infection™™*

adrenergio antagonists, |V (eg., propranolal, metoprolol, labetalol) epoprostenol (Flolan), IV

aneethetic agents, general, inhaled and IV (e.g., propofol, ketamine) inzulin, subsutaneoie and IV

antlamhrthmics, IV (e.g., lidocaine, amindarone) magresium sulfate injection

antittenmbatic agents Garticoagulants), incuding warfarin, lm-mokcular-weight methotreste, oral, non-oneokogic use
heperin, W unfractionated hepaiin, Factor Xa inhibitors (fondaparinus), direct
thrambin inhiblbees (e.q., agatroban, lepkudin, bvairuding, tvomboktics (eg.,
atteplme, reteplase, tenecteplase), and ghycoprotein /11 Inhibitors (eg., eptifi-
hatida)

apium tinchie

oxytociin, W

cardioplegic soktiors ritropruaside sodium for injection

chemotherspeutic agents, parenteral and oral potazsium chloride for injection concentrate

destrose, hypertonle, 20% or greoter potazsium phosphates injection

dialysis zolutions, perttoneal and hemodalyss promethadne, |V

epidural or intrathecal madicstiors sodium ehlodde for injection, Fypertore (grester than 09% coneentration)

gterile water for Ijection, inhalation, snd imigation
{mxciuding pour bottles) in containers of 100 mbL or more
i ough poicticine Biection shouid mo imger be used 1 will oemein on e st uei’

stHpmes of INEDDroveD coichERe e fon cesse I Augest P008 For detais,
l|'|l'|'\-u: se WEE wrany fdagow/ bhisSopkc s AAEWE OO A EWDTTO T hiemil

hapoglycemics, oral

Inotrople meddcations, 1V {e.g., digosn, milrinare)

linneranal frerne af doim {een . lnnsenal arshatededn By
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Survey Procedure

= Ensure nursing staff know what to do if there Is a
medication error or ADR

= Ask nursing to provide an example of what they
would do if error or ADR

= Review records of errors/ADR — immediately
reported & documented

= Ensure hospital has system for reporting to QAP

= Make sure staff trained in reporting expectations



Dietary Standards




Dietary 1020 (2020)

= Standard: Nutritional needs of inpatients met per
recognized dietary practices

= All diets ordered by practitioner responsible for care
or:

= Qualified dietitian (new) OR
= Qualified nutrition professional (new)

= Authorized by medical staff and per state law (new)

= The survey procedure and interpretive guidelines
are pending



Previous Interpretive Guidelines

* Provided in the appendix as reference only

* Final interpretive guidelines pending
= A CAH is not required to prepare meals itself
= Can obtain meals under contract
= Infection control issues in dietary hit hard

= Must be staffed to ensure that the nutritional needs
of the patients are met



Policies Reviewed 1022 (2020)

= Policies are reviewed at least biennially

= By a group of professional personal — NP, PA, CNS,
MD/DO

= Interpretive guidelines and survey procedure
pending



|OM DRI or Dietary Reference Intake

NAL
United Stales Dopartment of Agriculiure FOOD AND NUTRITION
National Agricultural Library INFORMATION CENTER

M 4 EBRIEITY < Al B R

Home | About FNIC | News | Topics A-Z | Resource Lists | Databases | FAGs | Help | Contact us

USDA

o Search all USDA
o Advanced Search
o Search Tips

Resources for:

o Consumerns

Browse By Subject

FMIC provides links to the DRI Tables, developaed by the Institute of Medicine’'s Food and
Mutrition Board. To distribute or reprint these copyrighted tables, please visit The National
Academies Press “Web site to secure all necessary permissions,

Dietary Guidance
Lifecyde Nutrition
Dict and Dizease
Food Composition
Food Safety

Weight and Obesity
Food Labeling
Dnetary Supplements
Nutrition Assistance
Programs

& & & o o

e @ @0 @

Dietary Reference Intakes: The Essential Guide to Nutrient Requirements
(PDE | 5.72 MB)

NAS. IOM, Food and Nutrition Board.
Read a summary of all 8 volumes of the DRIs, organized by nutrient, which

reviews function in the body, food sources, usual dietary intakes, aﬂd E-ffe-;ta of
deficiencies and excessive intakes,

Dietary Reference Intakes for Vitamin D and Calcium (2011)
NAS. TOM. Food and Nutrition Board.

Dietary Reference Intakes for Calcium, Phosphorus, Magnesium, Vitamin D, and
Fluoride (1997)

[: N Dvetary Guidance > Dietary Reference Intakes >
Search FNIC = I Want To
: DRI Nutrient Reports
[ Ga * Use Interactive DRI

Dietary Guidance

* Dietary Guidelines
o Previous Editions
o Histoncal Dietary
Guidsnce
* Dietary Reference Intakes
o Dietary Reference
Intake Calculator for
Healthcare
Professionals
o DRI Nutnent Reports
o DRI Tables

* Fruits & Veggies-More
Matters Resources
o Fruits & Veggies-More
Matters™

o Fruit and Veggie
Pages for...

o State Programs and



http://fnic.nal.usda.gov/dietary-guidance/dietary-reference-intakes/dri-nutrient-reports
http://fnic.nal.usda.gov/home
http://fnic.nal.usda.gov/about-fnic
http://fnic.nal.usda.gov/news
http://fnic.nal.usda.gov/topics-z
http://fnic.nal.usda.gov/resource-lists-0
http://fnic.nal.usda.gov/databases
http://fnic.nal.usda.gov/faq
http://fnic.nal.usda.gov/help-0
http://fnic.nal.usda.gov/contact-us
http://usdasearch.usda.gov/search?utf8=%E2%9C%93&affiliate=usda&query=&commit=Search&x=18&y=12
http://search.usa.gov/search/advanced?affiliate=fnic&enable_highlighting=true&per_page=20&query
http://onlinehelp.microsoft.com/en-us/bing/gg609290.aspx
http://fnic.nal.usda.gov/consumers
http://fnic.nal.usda.gov/dietary-guidance
http://fnic.nal.usda.gov/lifecycle-nutrition
http://fnic.nal.usda.gov/diet-and-disease
http://fnic.nal.usda.gov/food-composition
http://fsrio.nal.usda.gov/
http://fnic.nal.usda.gov/weight-and-obesity
http://fnic.nal.usda.gov/food-labeling
http://fnic.nal.usda.gov/dietary-supplements
http://fnic.nal.usda.gov/nutrition-assistance-programs
http://fnic.nal.usda.gov/nutrition-assistance-programs
http://fnic.nal.usda.gov/surveys-reports-and-research
http://fnic.nal.usda.gov/dietary-guidance
http://fnic.nal.usda.gov/dietary-guidance/dietary-reference-intakes
http://www.nap.edu/content/request-rights-and-permissions
http://www.nap.edu/content/request-rights-and-permissions
http://www.nal.usda.gov/fnic/DRI/Essential_Guide/DRIEssentialGuideNutReq.pdf
http://www.nal.usda.gov/fnic/DRI/Essential_Guide/DRIEssentialGuideNutReq.pdf
http://fnic.nal.usda.gov/dietary-guidance/dri-reports/vitamin-d-and-calcium
http://fnic.nal.usda.gov/dietary-guidance/dri-reports/calcium-phosphorus-magnesium-vitamin-d-and-fluoride
http://fnic.nal.usda.gov/dietary-guidance/dri-reports/calcium-phosphorus-magnesium-vitamin-d-and-fluoride
http://fnic.nal.usda.gov/fnic/interactiveDRI/
http://fnic.nal.usda.gov/dietary-guidance/dietary-guidelines
http://fnic.nal.usda.gov/dietary-guidance/dietary-guidelines/previous-editions
http://fnic.nal.usda.gov/dietary-guidance/dietary-guidelines/historical-dietary-guidance
http://fnic.nal.usda.gov/dietary-guidance/dietary-guidelines/historical-dietary-guidance
http://fnic.nal.usda.gov/dietary-guidance/dietary-reference-intakes
http://fnic.nal.usda.gov/dietary-guidance/dietary-reference-intakes/dietary-reference-intake-calculator-healthcare
http://fnic.nal.usda.gov/dietary-guidance/dietary-reference-intakes/dietary-reference-intake-calculator-healthcare
http://fnic.nal.usda.gov/dietary-guidance/dietary-reference-intakes/dietary-reference-intake-calculator-healthcare
http://fnic.nal.usda.gov/dietary-guidance/dietary-reference-intakes/dietary-reference-intake-calculator-healthcare
http://fnic.nal.usda.gov/dietary-guidance/dietary-reference-intakes/dri-nutrient-reports
http://fnic.nal.usda.gov/dietary-guidance/dietary-reference-intakes/dri-tables
http://fnic.nal.usda.gov/dietary-guidance/fruits-veggies-more-matters-resources
http://fnic.nal.usda.gov/dietary-guidance/fruits-veggies-more-matters-resources
http://fnic.nal.usda.gov/dietary-guidance/fruits-veggies-more-matters-resources/fruits-veggies-more-matters
http://fnic.nal.usda.gov/dietary-guidance/fruits-veggies-more-matters-resources/fruits-veggies-more-matters
http://fnic.nal.usda.gov/dietary-guidance/fruits-veggies-more-matters-resources/fruit-and-veggie-pages
http://fnic.nal.usda.gov/dietary-guidance/fruits-veggies-more-matters-resources/fruit-and-veggie-pages
http://fnic.nal.usda.gov/dietary-guidance/fruits-veggies-more-matters-resources/state-programs-and-resources
http://fnic.nal.usda.gov/dietary-guidance/fruits-veggies-more-matters-resources/state-programs-and-resources

Dietary Reference Intakes (DRIs): Estimated Average Requirements
Food and Nutrition Board, Instifute of Medicmne, National Academies

Ribo- Vit Magnes- Molyb-  Phos-  Sele-
LifeStage  (Calum CHO  Proten 'MA  VitC  vitp VitE  Thiamin flavin  Niacm VitB; Folate Bn  Copper lodme Iron  mm demum  phorus mmm  Zine
G (mgd) (ke () (D (mod (g mgd mgd (mgd mgd @gd (gd (gd (Ggd (gd mgd mgd (gd (mgd (gd (mg

Infants
{to 6 mo
Gtal2
mo 1.0 69 25
(Children
I-3y 500 100 047 210 13 10 5 04 04 b 04 120 0.7 260 63 10 63 13 w17 25
4-8y 800 100 0.76 75 n 10 6 035 03 ] 03 160 1.0 M0 63 41 110 17 0 B 40
Males

0-13y 1100 100 076 445 10 9 07 08 9 08 150 13 M0 M 59 200 15 1055 35 1.
14-18y 1100 100 073 830 6 10 12 10 11 12 11 300 0 685 95 17 M 33 1053 4 83

1930y 800 100 066 623 Bo1 12 10 11 12 11 E | A 0 95 6 330 £l B0 45 94
3150y 800 100 066 623 (SRl 12 10 11 12 11 2 20 0 9% 6 350 34 ¥ 45 04
jl-70y 800 100 066 623 (SRl 12 10 11 12 14 | 20 0 9% 6 350 i %0 45 04
=70y 1000 100 066 623 Bo1 12 10 11 12 14 E | A 0 95 6 350 £l B0 45 94

Females
9-13y 1,100 100 0.76 420 30 10 0 0.7 08 g 0.3 250 13 M0 73 57 M0 28 1055 35 7.
14-18y 1,100 100 0n 483 56 10 12 09 0e 11 10 330 20 685 93 79 300 33 1035 45 73

19-30y 800 100 0.66 500 60 10 12 09 09 11 11 3N 20 700 3] 81 253 34 B0 45 68
3150y 800 100 0.66 300 60 10 12 09 09 11 11 3N 20 700 3] 81 263 34 B0 45 6.8
-0y 1,000 100 0.66 500 60 10 12 09 09 11 13 30 20 700 a3 b 263 34 380 43 68
=70y 1,000 100 0.66 500 60 10 12 09 09 11 13 3N 20 700 3] b 263 34 B0 45 68
Pregnancy
14-18y 1,000 133 0.8 530 66 10 12 12 '1.2 14 16 520 21 785 180 23 333 40 L0y 49 103
1930y 800 133 0.8 350 010 12 12 12 14 1.6 30 11 goo0 180 22 290 40 380 49 95
50y 800 135 0.8 550 0 10 12 12 12 14 1.6 30 21 go0 10 22 300 40 580 49 95
Lactation
14-18y 1,000 160 1.0 883 % 10 16 12 13 13 17 450 24 985 209 1 300 35 1055 59 109
19-30y 800 160 1.0 a00 100 10 16 12 13 13 17 430 24 1.000 209 65 253 36 30 39 104
3150y 800 160 1.0 a00 100 10 16 12 13 13 17 430 24 1.000 209 65 263 36 30 39 104

NOTE: AnEstimated Average Requirement (EAR) 15 the average daly nutrient infake leve] estimated to meet the requirements of half of the healthy mdividnals im a group. EAR have not been established for vitamin K,
panfothenic acid, biofin, choline, chrommm, fluonde, manganese, or other nutrients not yet evaluated via the DRI process.
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Emergency Procedures

* Hospital provides medical services as a first
response to common life-threatening injuries and
acute illness

= Must be on site
= By employed staff or contractors

= Person providing services must be able to recognize
patients need for emergency care

— At all times

= Must provide appropriate initial interventions, treatment
and stabilization
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Summation Event

CAH utilizes contracted services, including
Pharmacy, Anesthesia and Maintenance. Emma is
85 years-old, in good health. She has been admitted
for surgical repair/pinning of a fractured left hip due a
fall at home. Pre-op admitting orders call for bedrest,
up with assist only.

Postop plan is transfer Emma to Swing Bed status
and then to LTC rehab. Medication orders included
her home meds and MS for pain. Emma weighs
44.45kg (98 Ibs.). Emma is alert and oriented when
admitted.



Summation Event — (cont.)

Prior to surgery the CRNA notices the anesthesia cart
to be unlocked — unusual for the OR and some of the
vials appear to have been opened. Does not notify
anyone.

During surgery, Emma’s vitals spike more than
expected but surgery proceeds without further
Incidence. It was subsequently discovered the
anesthesia cart had not been secured. The previous
surgery occurred 2 days prior.

Q — If, during a survey, what would the hospital be
cited for, if anything? (Options on next slide)



Possible Citations

= None

= Pharmacy Controls — security of medications, carts
and reporting events

= Pharmacy, using open medications without
confirming BUD/expiration and Reporting
ADR/errors

* Pharmacy, use of unlabeled and undated
medications, not reporting medication events, not
notifying surgeon of concerns



Questions???

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

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

= Denver, Colorado 80206
= 303-955-8104
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ew Tag Numbers in 2020

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 )
CEMNTERS FOIR MEDICARE & MEDNCAID SERVICES

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

Ref: Q50-20-07-AT.1.

DATE: December 20, 2019 .
_ www.cms.gov/files/document/burde
TO: State Survey Agency Directors . . .
| n-reduction-discharge-planning-
FROM: Diirector

Quality. Safety & Oversight Group SO m - p aC kag e . pdf

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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Crosswalk to 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
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CMS Hospital Equipment Maintenance

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

700 Security Boulevard, Mail Stop C2-21-16
Baltimore, Maryland 21244-15850

CIVS

CFMNTFRS FOMR MFIPICARF & MEDICAIT SFRVICFS

Center for Clinical Standards and Quality /Swurvey & Certification Group
Ref: S&C: 14-07-Hospital

DATE:: December 20, 2013
TO: State Survey Agency Directors
FROMI: Director

Swurvey and Certification Group

SUBJECT: Hospital Equipment Maintenance Requirements

Memorandum Summarw

» S&C 12-07-Hospiral Superceded: We are updating previously provided guidance to
clarify:

= Hospital facilities, supplies and equipment mmust be maintained to ensure an acceptable
level of safety and quality.

o A hospital may adjust its maintenance. inspection. and testing frequency and activities
for facility and medical egquipment from what is recommended by the manufacturer.
based on a risk-based assessment by qualified personnel. unless:

» Other Federal or state law: or hospital Conditions of Participation (CoPs) require
adherence to manufacturer’s recommendations and/or set specific regquirements.
For example. all imaging/radiclogic equipment must be maintained per
manufacturer’s recommendations: or

» The equipment is a medical laser device: or

- M esnr armrimenent wrathont a cnfficient amaoannt af mmaintenancs hictorsr hac heasn
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Equipment Memo

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

7500 Security Boulevard, Mail Stop C2-21-16
Baltimore, Maryland 21244-1350

CINVS

CFNTFRS FOFR MFIPHCARF & SAFMPICAITNY SFRVICES

Center for Clinical Standards and Quality /Survey & Certification Group

Ref: S&C: 14-41-CAH

DATE: August 8, 2014
TO: State Survey Agency Directors
FROM: Director

Survey and Certification Group

SUBJECT: Critical Access Hospital (CAH) Equipment Maintenance Requirements

Memorandum Summarwv

e TIn accordance with 42 CFR 485.623(b){1). CAHs are required to maintain all essential
mechanical, electrical and patient-care equipment in safe operating condition.

o A CAH may adjust its maintenance. inspection. and testing frequency and activities for
facility and medical equipment from what i1s recommended by the manufacturer, based
on a risk-based assessment. unless:

e Other Federal or state law., or CAH Conditions of Participation {(CoPs) require
adherence to manufacturer’s recommendations and/or set specific requirements.
For exanlple the National Fire Protection Association (NFPA) Life Safety Code
(LSC‘} requirements incorporated by reference at 42 CFR 485.623(d) have somse
provisions per‘rluen‘r to equipment maintenance. and compliance with these
requirements is assessed on Federal surveys: or

e The equipment is imaging/radiologic equipment or a medical laser device: or

s New equipment without a sufficient amount of maintenance history has been
acquired.

o CAHs electing to adjust facility or medical equipment maintenance must develop policies
and nrocedinraes and maintain docimentatinn cnnnortinoe their Alternate Forrinament
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CDC Isolation Guidelines

2007 Guideline for Isolation Precautions:
Preventing Transmission of Infectious
Agents in Healthcare Settings

Jane D. Siegel, MD; Emily Rhinehart, RN MPH CIC; Marguerite Jackson, PhD;
Linda Chiarello, RN MS; the Healthcare Infection Control Practices Advisory
Committee

Acknowledgement: The authors and HICPAC gratefully acknowledge Dr. Larry Strausbaugh
for his many contributions and valued guidance in the preparation of this guideline.

Suggested citation: Siegel JD, Rhinehart E, Jackson M, Chiarello L, and the Healthcare Infection
Control Practices Advisory Committee, 2007 Guideline for Isolation Precautions: Preventing
Transmission of Infectious Agents in Healthcare Settings
http.//www.cdc.gov/ncidod/dhqp/pdf/isolation2007. pdf
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Humidity in Anesthetizing Areas
R———— S

Centers for Medicare & Medicaid Services
CENTERS FONR MENICARF & MEDICAIN SFRVICES

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

Baltimore, Maryland 21244-1550

Ref: S&C: 13-25-LSC & ASC

DATE: April 19, 2013
TO: State Survey Agency Directors
FRONM: Director

Survey and Certification Group

SUBJECT: Relative Humidity (RH): Waiver of Life Safety Code (LSC) Anesthetizing Location
Requirements: Discussion of Ambulatory Surgical Center (ASC) Operating Room
Requirements

Memorandum Summarwv

» RH of =20 Percent Permitted in Anesthetizing Locations: The Centers for Medicare &
Medicaid Services (CMS) 1s 1ssuing a categorical LSC waiver permitting new and existing
ventilation systems supplying hospital and critical access hospital (CAH) anesthetizing
locations to operate with a RH of =20 percent, instead of =35 percent. We are also
recommending that RH not exceed 60 percent in these locations.

o This Waiver Does Nort Appiy:
=  When more stringent RH control levels are required by State or local laws and regulations: or
« Where reduction in RH would negatively affect ventilation system performance.
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CMS Memo on Low Relative Humidity

DEPARTMENT OF HEAIT.TH & HUMNMAN SERVICES
Centers for Medicare & Medicaid Services

7O Security Boulewvard, MMail Stop C2-21-16
Baltimmore, Maryland 21244-15850

CINVIS

CFMNTEFRS FIPR MFIFICARF & SMEMICAIT SEFRVICES

Center for Clinical Standards and Quality /Survey & Certification Group

Ref: S&C: 15-27-Hospital, CAH & ASC

IDATE: February 20, 2015
TO: State Survey Agency DHrectors
FROM: Director

Survey and Certification Group

SUBJECT: Potential Adverse Impact of Lower Felative Humidity (FH) in Operating Rooms
(OR.s)

Memorandum Summary

o TInformation on OR RH is provided for Ambulatory Surgical Centers ( ASCs) &
Supplemental Information for Hospitals & Critical Access Hospitals (CAHs) Using the
Categorical Waiver of Life Safety Code (LSC) Anesthetizing Location RH Requirecments

- The Association for the Advancement of Medical Instrumentation (A4 AMT)
coordinated the release on January 5. 2015 of a Joint Communication of multiple
healthcare-related organizations on how a RH of <30%6 in ORs may affect the
performance of some sterile supplies and slectro-medical equipment.

* S&KC I3-25-I85C & ASC permits hospitals and CAHs to use a LSC categorical waiver to
establish an RH level <359 in anesthetizing locations. Before electing or continuing to use
this categorical waiver. hospitals and CAHs are expected to ensure that the humaidity levels in
their ORs are compatible with the manufacturers” instructions for use (IFUs) for the supplies
and equipment used in that setting.

-

ASCs do nor reguire a caregorical waiver in order to use a lower R H lewvel in their OR.s but
also need to ensure thewv comply with the IFUs for their OR supplies and eguipment.




Lowering Humidity Can Have Other Effects

RELATIVE HUMIDITY TLEVELS IN THE OPERATING ROOM
JOINT COMMUNICATION TO HEALTHCARE DELIVERY ORGANIZATIONS

January 2015

-ASCA "%( Q l I}]-ﬂ"— American Hospital _J"'\.S HE
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HEALTH INDUSTRY INSTRIEUTORS ASSOCIATION [\ strumental te Patient Cart
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This is an important conununication to the multiple stakeholders in healthcare whose work
touches sterile supplies and electro-medical equipment used in delivering care to patients. The
subject is about how relative humidity (RH) levels lower than 30%5 can impact the integrity and
fimectionality of some of these products. with a special emmphasis on R H levels in the operating
rooan (OR). The following professional organizations have collaborated in the development of
this communication: Ambulatory Surgery Center Association (ASCA). American College of
Clinical Engineering (ACCE). American Hospital Association (AHA). American Society for
Healthcare Engineering (ASHE). American Society of Anesthesiologists (ASA), American
Society of Heating., PRefrigeration and A Conditioning Enginecers (ASHRAF), Association for
Healthcare Resource & Materials Management (AHRMM). Association for the Advancement of
Medical Instrumentation (A ANMI). Association of periOperative Registered WNurses (AORN).
Mssociation of Surgical Technologists (AST). Health Industry Distributors Association (HIDA),
and the International Association of Healthcare Central Service Materials Management
(LAHCSMNM).!
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Emergency Preparedness Is Appendix Z

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

7500 Security Boulevard, Mail Stop C2-21-16
Baltimore, Maryland 212441830

CINMMS

CFNTERS FOWR MPMICARF & SMENDICAIN SFRWVICFES

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

Ref: QS0O192-06-ALL
DATE: February 1, 2019
www.cms.gov/Medicare/Provider-Enrollment-and-
TO: State Survey Agency Directors Certification/SurveyCertificationGeninfo/Downloads
/QS019-06-ALL.pdf
FRONM: Director

Ouality. Safety & Oversight Group Amended November 29, 2019

SUBJECT: Emergency Preparedness- Updates to Appendix Z of the State Operations Manual
(SOM)

Memorandum Summarwy

* Emergency Preparedness Requirements for Medicare and Medicaid Participating
Providers and Suppliers: On September 16. 2016, the Emergency Preparedness
Reqguirements for Medicare and Medicaid Participating Providers and Suppliers
{(Emergency Preparedness Rule) final rule was published in the Federal Register.

* Health care providers and suppliers affected by the rmile were required comply and
implement all regulations by November 15, 2017.

* TWe are updating Appendix 7 of the SOM to reflect changes to add emerging infectious
discases to the definition of all-hazards approach. new Home Health Agency (HHA)
citations and clarifications under alternate source power and emergency standby systems.
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Please refer to Appendix Z of the State Operations Manual to cite the specific
Emergency Preparedness E-Tags, inferpretive guidelines, and survey procedures.

C-0950
(Rev. )

§485.625 Condition of Parfticipation: Emergency Preparedness

The CAH must comply with all applicable Federal, State, and local emergency
preparedness requirements. The CAH must develop and maintain a comprehensive
emergency preparedness program, utilizing an all-hazards approach. The emergency
preparedness plan must include, but not be limited to, the following elements:

(a) Emergency plan. The CAH must develop and maintain an emergency preparedness
plan that must be reviewed and updated at least every 2 vears. The plan must do all of the
following:

(1) Be based on and include a documented, facility-based and community-based
risk assessment, utilizing an all-hazards approach.

(2) Include strategies for addressing emergency events identified by the risk
assessmenti.

(3) Address patient population, including, but not limited to, persons at-risk; the
type of services the CAH has the ability to provide in an emergency,; and
continuity of operations, including delegations of authority and succession plans.
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Survey Memo on COVID-19 Reporting

Center for Clinical Standards and Onalityy/Onality, Safety & Owversight Group

Eef: QS50-21-03-Hospitals/ CAH=

DATE: October 6, 2020
TO: CMS Locations State Agencies, Hospitals/CAHs, and other
stakeholders
FROM: Director Quality, Safety & Owversight Group- Division of Continuing and Acute

Care Providers

SUBJECT: Interim Final Rule (IFC), CMS-3401-IFC; Reguirements and Enforcement
Process for Reporting of COWVID-19 Data Elements for Hospitals and Critical Access Hospitals

AMemorandum Summary

* CMS is committed to continuing to take crifical steps to ensure America’s healthcare
facilities are prepared to respond to the Coronavirus Disease 2019 (COWVID-19) Public
Health Emergency (PHE).

* On September 2, 2020, the Federal Register published an interim final rule with comment

period (IFC) (85 FR 54820).

CMS has released new regulatory requirements for all hospitals and critical access
hospitals (CAHs) at 42 C.F.E. §§482 42(e) and 485.640(d). respectively. to report
information in accordance with a frequency and in a standardized format as specified by
the Secretary during the PHE for COWVID-19.

Failure to report the specified data needed to support broader surveillance of COWID-19
may lead to the imposition of the remedy to terminate a provider’'s participation from the
Medicare and Medicaid programs.

Background

On March 4, 2020, we issued guidance stating that hospitals should inform infection prevention
and control services, local and state public health authorities, and other healthcare facility staff as
appropriate about the presence of a person under investigation for COVID-19.!
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Hospital Improvement Final 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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CMS.gov

Learn about your health care options Si
Centers for Medicare & Medicaid Services www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/SurveyCertEmergPrep/Emergency-Prep-Rule.html
: A Medicare-Medicaid Private Innovation Requlations & Research, Statistics, Outreac
. el Coordination Insurance Center uidance Data & Systems Educat

Home = Medicare = Survey & Cerification - Emergency Preparedness > Emergency Preparedness Rule

Survey & Certification -
Emergency Preparedness

State Survey Agency Guidance

Health Care Provider Guidance

Lessons Learned/Archives

Emergency Preparedness Rule

Core EP Rule Elements

1135 Waivers
Earthquakes
Hurricanes
severe Weather

Flooding

Wild Fires and Fires General

Influenza and Viruses

Homeland Security Threats

Templates & Checklizts

Emergency Preparedness Rule

Survey & Certification- Emergency Preparedness Regulation Guidance
Guidance for Surveyors, Providers and Suppliers Regarding the New Emergency Preparedness (EP) Rule

On September &, 2016 the Federal Register posted the final rule Emergency Preparedness Requirements for Medicare
and Medicaid Parficipating Providers and Supplers. The regulation goes into effect on November 16, 2016. Health care
providers and suppliers affected by this rule must comply and implement all regulations one year after the effective
date, on November 16, 2017.

Purpose: To establish national emergency preparedness requirements to ensure adequate planning for both natural
and man-made disasters, and coordination with federal, state, tribal, regional and local emergency preparedness
systems. The following information will apply upon publication of the final rule:

+ Requirements will apply to all 17 provider and supplier types.
+ Each provider and supplier will have its own set of Emergency Preparedness regulations incorporated into its set
of conditions or requirements for certification.

+ Must be in compliance with Emergency Preparedness requlations to participate in the Medicare or Medicaid
program. The below downloadable sections will provide additional information, such as the background and
overview of the final rule and related resources.

Additional information has been provided on the left side hyperlinks categorized by information from the EP
Rule, such as the Emergency Preparedness Plan, Communication Plan, Policies and Procedures and Testing.



OIG Report on Oversight of Hospital Pharmacies

OFFICE OF
INSPECTOR GENERAL

http://oig.hhs.gov/oei/reports/oei-01-13-00400.pdf

MEDICARE’S OVERSIGHT OF
COMPOUNDED
PHARNMACEUTICALS USED IN
HOSPITALS




Figure 1: Extent to Which the Five Oversight Entities Incorporate Recommended Practices
for Each Area of Compounding Oversight Into Surveys

Physical Plant
(13 recommended practices, 65 responses)

+ Policies and Procedures for Compounding C5Ps
(12 recommended practices, 60 responses)

Pharmacy Personnel Training and Evaluation
(5 recommended practices, 25 responses)

Adverse Events
(2 recommended practices, 10 responses)

CSP Storage
(3 recommended practices, 15 responses)

Area of Compounding Oversig

Compounding Equipment
(9 recommended practices, 45 responses)

0 25% 50% 75% 100%

ES

Oversight Entities' Responses on Recommended Practices

* Always Some of the Time = Never

Source: OIG analysis of responses to questionnaire by CMS and the four accreditors, 2014.



Table A1: Extent to Which Oversight Entity Surveys Incorporate
Recommended Practices Related to the Hospital Physical Plant and
Environmental Quality

Oversight Entities Responding
Some of
Recommended Practice AR the Time EOE
Do surveyors request a copy of the hospital’s pharmacy cleaning logs? 1 4 0
Do surveyors request a copy of the hospital’s pharmacy environmental 0 5 0
sampling logs?
If the hospital prepares C5Ps onsite, do surveyors assess whether the area
of preparation 1s appropriate for all C5FP nsk levels compounded at the 2 3 0
hospital?
If the hospital prepares hazardous CSPs onsite, do surveyors assess the
appropriateness of the physical area where hazardous C5Ps are 3 2 0
compounded?
If the hospital prepares C5Ps onsite, do surveyors assess the environmental
- : : 3 2 0
quality and control in the area of preparation?
If always or some of the time, do surveyors assess the adequacy of the
environmental quality and control for each nisk level of CSP prepared at the 2 3 0
hospital?
If the hospital prepares C5Ps onsite, do surveyors review the hospital's
written procedures outlining the following:
Cleaning and disinfecting of the compounding areas? 1 4 0
Personnel hand hygiene and garbing in compounding areas? 3 2 0
Employee aseptic technigue in compounding areas? 2 3 0
Environmental sampling in compounding areas? 0 5 0
Facility and engineering control testing and certification in compounding 0 a ’
areas?
If the hospital prepares C5Ps onsite, do surveyors assess the adequacy of
personnel protective eqguipment for compounding C5Ps. including applicable 2 3 0




http://apic.org/Resource_/TinyMceFileManager/Academy/ASC_101_resources/Sterilization/ASHP_Outsourcing_Sterile_Compoun

ding_2010.pdf
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ASHP Guidelines on Outsourcing
Sterile Compounding Services

Purpose

Health care organizations considering outsourcing sterile
compounding services should have a clear understanding of
what they want to accomplish Consideration should mclude,
at the least. an internal needs assessment, a cost analysis, and
a careful review of prospective compounding pharmacies.
The organization should examine the potential long-term
consequences of outsourcing as well as the shori-term out-
comes expected during a contract’s performance period.

The purpose of these guidelines is to provide an over-
view of factors and processes for health care organizations
to consider when explorning outsourcing of pharmacy sterile
compounding. The ideas presented in this document could
be used for strategic planning with the organization’s deci-
sion-makers, for drafting contract provisions, for compar-
ing prospective compounding pharmacies, for prepanng for
contract negotiations, or for evaluating a compounding phar-
macy’s performance.

This document inchides ideas about reasons for out-
sourcing and reasons for not outsourcing, services available
from compounding pharmacies, the outsourcing process and
outsourcing amrangements. and evaluation of a compounding
phammacy’s performance. The appendix provides a topical list
of contract provisions, some of which relate to practices that
are the subject of other American Society of Health-System
Pharmacy (ASHP) guidelines. Organizations should refer
to pertinent ASHP guidelines for additional information on
which to base their contract provisions, agreements. and deci-

. Shortage of pharmacy personnel with specific expen-
ence and capabilities.

Financial and Cost Control

. Restricted budgets.

. Increased operating costs.

. Increased drug costs.

. Increased emphasis on measuring performance in
terms of staffing and costs.

Quality Assurance

. Increased expectations of and pressures from payers,
accreditation organizations, and consumer groups to
improve the quality of patient care. reduce the inci-
dence of hospital infections, and demonstrate com-
pliance with applicable standards and regulations.

Governmental and Regulatory

. Reductions of federal. state, and local government re-
mmbursement for health care.

. Increased numbers of individuals dependent on fed-
eral, state, and local governments for health care.

. Increased federal and state interest in standards for
sterile compounding (1.e. United States Pharmacopeia
[L/SP] chapter 797%).



ASHP Guidelines on Outsourcing

www.ashp.org/DocLibrary/BestPractices/MgmtGdlOutsourcingSterileComp.aspx
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ASHP Guidelines on Outsourcing
Sterile Compounding Services

Purpose

The purpose of these guidelines is to provide an overview
of factors and processes for healthcare orgFanizations to
consider when contracting with compounding pharmacies
or outsowrcing facilines to obtain stenle compounding ser-
vices. These pguidelines describe services available from
compounding pharmacies or outsourcing facilities reasons
for outsouwrcing and reasons for not outsowurcing. the out-
sourcing process and outsowcing amangements. and recom
mendations for evaluating a contractor’s performance. The
gmdelines also provade a topical list of contract provisions,
some of which relate 1o practices that are the sulyect of other
ASHP guidelines. Organizations should refer to pertinent
ASHP guidelines for additional information on which to
base their contract provisions, agreements and decisions. =3
The concepts presented in this document could be used for
strategic planming with the orgamzation s decision-makers
assisting in assessing the cuality of compounded sterile
preparations or products, drafting contract provisions, cof-
paring prospective contractors, preparnng for contract nego-
tiations. and evaluating contractor performance.

This document addresses representative outsourcing
options and contract agreements and is not intended to cover
all siations. Managers of pharmacy and healthcare orga-
nizations should use their professional judgment about ap-
plicability to their own needs and circumstances

[ ISP S o TRV R P [

Componnding Pharmacies. Section 503A clarified the
FD&C Act for actiwvinies described as traditional patient-
specific compounding (sometimes now called 3034 com-
pounding™). Healthcare organiration pharmacies fall into
this category. as do other pharmacies that fill prescriptions
or medication orders within a prescriber—pharmacist—patient
professional relationship. All 5034 compounding pharma-
cies, except those in federal facilities, are regulated by state
boards of pharmacy. however, they may also be subyect to
Food and Drug Adnumstration (FDA) inspection under the
agency' s anthority to enforce section 503A of the FD&C
Act. The agency’s expectations for compliance are specified
in the FDA Complianee Policy Guide (CPG) on Pharmacy
Compounding of Human Drug Products Under Section
5034 of the Federal Food, Drug, and Cesmetic Act.” In ad-
dition to cwrrent regulatory requirements, such as prescrip-
tions or medication orders for compounded preparations and
compliance with applicable Uhired Stares Pharmacopela
(L5 I.:ha!.)l:cn on compounding (ie.. LI5P chapters 795
and 797).%* inspectors may look for implementation of ad-
ditional CPG recomumendations. The services provided by
componnding pharmacies are hmited by the existing re-
cuuirement for individual prescriptions or medication orders
and may be further linuted by forthcomung regulation of
distribution across state lines,’ state and federal restrictions
on office-use preparatons. and other hnutabons of section
503A

Chrsenrcing Facilities., Section 5038 outsourcing facilities
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m CHEERS ABDUT CONTACT MEWS

Institute far Safe Medication Practices

SUPPORT

Imfarmation for consumMmers |1.;.‘¢'|

Consulting and Education Tools and Resources Publications and Alerts Error Reporting

View all published
guidelines

Guidelines

ISMP Medication Safety Guidelines cover a variety of topics, Including the

safe use of technology, specific high-alert medications. and treating high-risk
patient populations.

Most guidelines are driven by multi-disciplinary summits that include a review
of the literature, assessment of reported errors, and input from experts.
Final statements are developed by consensus decisilon making.

Best Practices for Hospitals Guidelines for Safe Insulin Use
These guidelines provide consensus-based best

These guidelines address at-risk behaviors and unsafe
practices for safety issues that continue to cause fatal

practices associated with subcutansous insulin use in
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In this issue- APSF Hosts Medication Safety Conference

APSF Hosts Medication Consensus Group Defines Challenges and Opportunities for Improved Practice
Safety Conference

APSF Funds Mew Registry

Web Application to Track
Patient Safety During

Sedation Overview

by John H. Eichhorn, MD

g:fﬂafunss"?rﬁa%”'g%g? 2‘”9;” On January 26, 2010, the Anesthesia Patient Safety Foundation (APSF) convened a
Apnea Alarms? - consensus conference of 100 stakeholders from many different backgrounds to develop
new strategies for “predictable prompt improvement” of medication safety in the operating
Q&A—Exposure to Ultraviolet  rgom. The proposed new paradigm to reduce medication errors causing harm to patients
nadiation in the Operating in the operating room is based on Standardization, Technology.
Pharmacy/Prefilled/Premixed, and Culture (STPC). This new paradigm goes far beyond the

Hospital Coalition Group important but traditional emphasis on medication label format and the admonition to
Endorses APSF

Recommendations for PCA “always read the label.” Small group sessions on each of the 4 elements of the new

Monitoring paradigm (STPC) debated and formulated specific recommendations that were organized
and prioritized by all the attendees.

Letters to the Editor: The resulting consensus recommendations include:

Accidental Intrathecal Standardization

e = Hiah alert druas (such as phenviephrine and epinephrine) should be available in
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"I have gained so much from belonging to INS. Infusion therapy
touches nearly every patient, and I feel I make a real difference for
them because of the knowledge I have obtained through INS,” ---
Linda Resler, BSN, RN, CRNIE

For more than 40 years, INS has set the standard for infusion care,
providing education to nurses and health care professionals who
practice infusion therapy. Through membership, meetings,
resgurces, and scholarships, the opportunities for lifelong learming

naver stop.

Member Login Join INS Now!

Upcoming Meeting

Register today for the Fall National Academy!

www.insl.org
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NAN Alert Archive

The National Alert NMetwork (MNAM) is a coalition of members of the National Coordinating
Council for Medication Error Reporting and Prevention (MNCC MERP). The Institute for
Safe Medication Practices (ISMP) and the American Society of Health-System
Fharmacisits (ASHP) publish the alerts from the National Medication Errors Reporting
Program, operated by ISMP. The alerts are incident driven. The NCC MERP, ISMP and
the ASHP encourage the sharing and reporting of medication ermors, so that lessons
learned can be used to increase the safety of the medication use system.

September 15, 20168 Observe for possible fluid leakage when preparing parenteral
Sy ringes

June 30, 2015 Mowve toward full use of metric dosing: Eliminate dosage cups
that measure liguids in fluid drams. Use cups that measure
mil.

March 23, 2015 Bloxiverz and “Warzculep poitential for mix-ups

February 18, 2014 FPotential inaccuracy of electronically transmitted medication

historny information used for medication reconciliation
June 10, 2013 Important Change with Heparin Labels

April 17, 2013 Confusion regarding the genernc name of the HERZ-targeted
drug KADCY LA (ado-trastuzumab emtansina)

.JET"IL,IEF':." 23, 2013 Severes bums and perr‘nar‘nent scarring aftter gla-::ial acetic acid
(= 99.5%) mistakenly applied topically
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Notice: ASA is now accepting 2013 Committee Nominations - Deadline: January 15,2012

http://asahqg.org/For-Healthcare-Professionals/Standards-Guidelines-and-Statements:aspx

Home » For Healthcare Professionals »

Standards, Guidelines, Statements and Other
UPDATE ¥OUR PROFILE? Login to D D[: u m e ﬂts

MyASA and update your

professicnal profile! Login Mow =
ASA Standards, Guidelines and Statements provide guidance to improve decision-making and promaote

In This Section beneficial outcomes for the practice of anesthesiology. They are not intended as unigue or exclusive indicators
of appropriate care. The interpretation and application of Standards, Guidelines and Statements takes place

About ASA ? within the context of local institutions, organizations and practice conditions. A departure from one or maore
Education and Events B recaommendations may be appropriate if the facts and circumstances demonstrate that the rendered care met
Publications # the physician's duty to the patient.

Practice Management Standards provide rules or minimum requirements for clinical practice. They are regarded as generally

Patient Quality and Safety » accepted principles of patient management. Standards may be modified only under unusual circumstances,

Career Opportunities e.g., extreme emergencies or unavailability of equipment.
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Use a Company that is Registered

U.S. Food and Drug Administration
m Protecting and Promoting Your Health

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacc

Drugs |

Home Drugs Guidance, Compliance & Regulatory Information Compounding

Guidance, Compliance & Regulatory Letters to Stakeholders
Information

Compounding On January 8, 2014, FDA sent letters from Commissioner Hamburg regarding the pharmacy compounding
provisions of the Compounding Quality Act to hospital and other health care facility purchasers and to state
Regulatory Policy Information officials, including governars, state boards of pharmacy and health departments. The purpose of the letters is to
, _ inform these important stakeholders of the recent passage of new federal legislation affecting the oversight of
Compounding: Inspections, compounded human drugs, and to encourage them to take steps to encourage compounders that produce sterile
Recalls, and other Actions drugs to register with FDA as outsourcing facilities.
Outsourcing Facilities » Dear Colleague (PDF - 1.32MB)

* Dear Hospital / Purchaser (PDF - 1.06MB)
As required by the new law, FDA has posted a list of facilities that have registered as “outsourcing facilities”

under the new law. In addition to posting the list, FDA has provided information about the status of the facilities
and what it does and does not mean to be a registered outsourcing facility.
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FDA’s Compounding Website

. - . Ato Z Index Follow FDA En Espafiol
rl.) U.S. Food and Drug Administration
r A Protecting and Promoting Your Health

Home Food Drugs Medical Devices Radiation-Emitting Products “accines, Blood & Biologics Animal & VWeterinary Cosmetfics Tobacco Products

Drugs www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Pharmacy 4

]
Compounding/default.htm
Home Drugs Guidance, Compliance & Regulatory Information Compounding
Guidance, Compliance & 'C 0 m po u n d I n g Spotlight
Regulatory Information
COmpounding Quality Act « FDA announces meet?"g of
» Compounding Pharmacy Compounding
Title | of the Drug Quality and Security Act of 2013 Advseny Gommites
y P P I e 1 O e vrug Wuality an eCcuri CL O
Regulatory Palicy Informatio * Inter-governmental Working
Meeting on Pharmacy
':D”DO'-“"Ci"@i_“"SF'fC_t_9"'5- On November 27, 2013, President Obama signed the Drug Quality and Compounding, March 20-21,
Recalls, and other Actions Security Act (DQSA). legislation that contains important provisions relating 2014
to the oversight of compounding of human drugs. - Reqgistered Outsourcing
Qutsourcing Facilities Facilitias
Title | of this new law, the Compounding Quality Act, removes certain - Compounding and FDA
provisions from section 503A of the Federal Food, Drug, and Cosmetic Act Questions and Answers
SIEITEIE LTl (FDCA) that were found to be unconstitutional by the U.S. Supreme Court . FDA Video - FDA and
in 2002. Section 503A describes the conditions under which certain Pharmacy Compounding
= FDA Communication with compounded human drug products are entitled to exemptions from three )
States sections of the FDCA requiring:
= Registered Outsourcing )
Facilities Specific Issues
o . N = Compliance with current good manufacturing practices (CGMP) (section
. 'ﬁric_nf-unmpoununu:, Quality 201(a)y2)B)); « Hydroxyprogesterone Caproate
Act (17P) W

v Tewt nf Serfinn EMRA of the = Labeling with adequate directions for use (section S02(M){1)); and
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FDA MedWatch Form
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U.S. Department of Health and Human Services
See PRA state t on reverse.
For VOLUNTARY reporting of =SS SmEn o B
M E DWATC H adverse events, product problems and _ _ FDA USE ONLY
d Triage unit
product use errors seqiience #

The FDA Safety Information and

Adverse Event Reporting Program Page1of3
A. PATIENT INFORMATION 2. Dose or Amount Frequency Route
1. Patient Identifier | 2. Age 3 #1
b
— #
or
In confidence kg
B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR 3. Dates of Use (If unknown, give duration) from@o | 5. Event Abated After Use
1.[] Adverse Event [ | Product Problem (e.g, defectsimalfunctions) H # [ Jves [No [ 2008
[|Product Use Error [_| Problem with Different Manufacturer of Same Medicine _ _ - # [Jves [No []Doesnt
2 Outcomes Attributed to Adverse Event 4. Diagnosis or Reason for Use (Indication) Apply
(Check alf that apply) #1 8. Em_er:trsdeagi:ea;ed After
Eln LICTIam s
Death: Disability or Permanent D
[ ] De f : [ ] Disability or nent Damage - #1 [CYes [JNo []Docsnt
[ ] Life-threatening [ ] Congenital Anomaly/Birth Defect Apply
[] Hosgitalization - initéal or prolanged [ ] Other Serious (Important Medical Events) | | 6- Lot # 7.Expiration Date | #2 [ ]Yes [INo [] Eg;ﬁﬂ
[] Required Intervention to Prevent Permanent Impairment/Damage (Devices) = L 5 NDC # or Unique ID
# #2

3. Date of Event (mmvalayyy) 4. Date of this Report {mmyddyyy)

E. SUSPECT MEDICAL DEVICE
1. Brand Name

5. Describe Event, Problem or Product Use Ermmor

2. Common Device Name 2b. Procode
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Introduction to Trigger Tools for Identifying
Adverse Events

The use of "triggers," or clues, to identify adwverse events (AEs) 1s an
effective method for measuring the owverall lewel of harm from

medical care in a health care organization. Traditional efforts to detect
AEs hawve focused on woluntary reporting and tracking of errors.,
Howewer, public health researchers hawve established that only 10 to
z0 percent of errors are ever reported and, of those, 290 to 95 percent
cause no harm to patients, Hospitals need a more effective way to
identify ewvents that do cause harm to patients, in order to select and
test changes to reduce harm.

There are warious Trigger Toaols awvailable on IHI.org, including:

a JTHI Slobal Trigger Tool for Measuring Adverse Events

& Trigger Tool for Measuring Adverse Drug Events

® Trigger Tool for Measuring Adwerse Drug Events in a Mental Health
Setting

& Trigger Tool for Measuring Adwverse Drug Events in the Mursing
Home

® Surgical Trigger Tool for Measuring Peri-operative Adwerse Events
e Intensive Care Unit Adwerse Event Trigger Tool

e Pediatric Trigger Toolkit: Measuring Adverse Drug Events in the
Zhildren’s Hospital

- TriqqerJ_TDDI for Measuring Adwverse Events in the Meonatal
Intensive Care Lnit

» Outpatient Adwverse Ewvent Trigger Toaol

These Trigger Tools provide an easy-to-use method for accurately
identifving AEs (harm) and measuring the rate of 4Es owver time.
Tracking AEs owver time is a useful way to tell if changes being made
are improving the safety of the care processes,

Choosing a Tool

There are two approaches to using the harm measures from the
Trigger Tools:

1. To monitor an overall level of harm as a "dashboard” item
Z, To track harm in a specific topic or area

The IHI Global Trigger Tool is designed specifically for the first
approach, This is the tool to use for an organization-wide Mmeasure
that cam be reported to leadership. It is designed for use with the
records of adult inpatients in acute care.

»

More Search S prions

Related Information

*r Measures

* Zhanges

* Tools

* Improvernent Tip:
Focus an Harmn, Mot
Errors

Jain the Discussion

Free Trgger Tools
Listserw

Jdain a free listsarw with
other usars of IHI
Trigger Tool=.

1. Send a completaly
BElank ermail [(nao
subject, signature, or
text in message bady
to: subs=scribe-
triggertools@l=.ihi.org.

2, vou will receive a
confirmrmation mMmessage.

3. Post messzage=s to
the listsere by =ending
ermails ta
triggertoals@l=.ihi.org.

Featured Tool

Interactwe THgger
Tool for Measuring
ACE=s

The interactive Trigger
Toaol mmakes tracking
ADE=s owver tirme easiar

arnd more accurate, and
S R - [ i -
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High Alert How to Guide IHI

k03

1040172005

PROTECTING

Getting Started Kit:

Prevent Harm from
High-Alert Medications

How-to Guide

A national initiative led by IHI, the 5 Million Lives Campaign aims to dramatically improve the quality of American health care
by protecting patients from five million incidents of medical hamm between Decermber 2006 and December 2008, The How-1o

www.ihi.org/NR/rdonlyres/8B2475CD-56C7-4D9B-B359-801F3CC3A8D5/0/HighAlertMedicationsHowToGuide.doc
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ZI0E Lakeside 5x

WISCU N SI N MHIE;: 'E.-::leﬁ:;?ﬂ&:

PATIENT SAFETY e
INSTITUTE www.WPSL.org

MODEL HIGH-ALERT MEDICATIONS POLICY & PROCEDURES

PURPOSE B. The following medications may also be
* Toprovide guidance to acute care organizations appropriate for inclusion in a High Alert
forthe safe handling and administration of Medication policy in addition tothe
medications designated as High Alert madications above.
Medic ations.

= Glycoprotein lbfllla inhibitors
{eptifibatide, abciximab, tirofiban)
= |ron Dextran

* Toincrease awaranass of High Alart Madications,
theraby improving patient safety.

DEFINITION o .-fll.;j ;ena;ﬁ_:-lzjlgrltagnnlsts agents
High Alert Medications are drugs that bear a highar . A Il I
rizk of causing significant patiert harmm when thay nticonvulsants

are usedin error L .
C. Concentrated elactrolyta vials {e.g., potassium

POLICY chloride) should not be stocked in patiemt cara

A, The following medic ations are appropriate for araas.
inclusion in a High Alert Maedications policy.
] ] ] FROCEDURES
* Epiduralinfusions Safety procedures during the ordering, preparation,
* Fentanyl dispensing and administration of High &lert
*  Heparin (>100 units, flushes exempt) Madic ations include:
* Insulin {including regular,. aspart, NPH, and
glargine) Prescribing

« Lidocaine with epinephrine vials & Verbal orders for High &lert Medications should
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POLICY

A. The following medic ations are approprate for
inclusion in a High Alert Medications policy.

Epidural infusions

Fartanyl

Haparin (=100 units, flushes exempt)
Insulin {including regular, aspart, NFH, and
plargine)

Lidoc aine with epinephrine vials
Mauromuscularblocking agents
{atracurium, cisatracurium, mivacurium,
pancuUronium, rapacuronium, mcuronium,
succinyicholing, vecuronium, atc)

Patient Controllad Analgesia (PCA]
infusions of any medication

Total Parenteral Nutrition (TPN) and Total
Mutrient Admixture (TNA) solutions
Oncologic ageants

Moderate sedation agents (e.q., midazolam)
Anesthetic agents (e.q., propofol)

Adranergic agonists iphenylaphrina)

L LONCEMFATe eleCTrone Wals te 0., potassium
chloride) should not be stocked in patient care
areas.

PROCEDURES
Safety proceduras during the ordenng, praparation,

dispensing and administration of High Alert
Madications include:

Prescribing
A Varbal orders for High &Alert Medications should
be discouraged.

B. If possible, prescribing for High Alart Madic ations
should be standardized using preprinted orders.

Preparation and dispensing
A All storage locations should be cleady labeled
and separated from reqular stock. If High Alert
Medications must be kept in patient care areas,
locked storage areas should be used with a
distinct High Alert Medication waming label
visibly placed onthe storage bin.

The Wisconsin Patient Safety Institute enhances and promotes patiant safety by advocating for
the adoption of safe practices in health care organizations throughowt Wisconsin.
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ISMP Medication Error Reporting Program

wlfbMPl Institute for Safe Medlcatlon Practlces

A Monprofit Organization Educating the Healthcare Community and Consumers

About Us Contact Us

Home Support ISMP Newsletiers Webinars Report Ermors Educational Store Consuliing FAQ Tools

.:i Custom Search m

REPORTING A MEDICATION OR VACCINE ERROR OR HAZARD TO ISMP

Thank you for your willingness to report a medication or vaccine error or hazard to ISMP.

If you are a CONSUMER, please click on the orange button below if you are ready to report an error or hazard.

WWWw.ismp.org

If you are a HEALTHCARE PRACTITIONER, you can report the error or hazard to ISMP using one of two secure methods:

1) Report to the ISMP Mational Medication Errors Reporting Program (MERP) or the ISMP National Vaccine Errors Reporting
Program (VERP)

These are confidential, voluntary reporting programs operated by ISMP to learn about the causes of medication and vaccine errors. After
you submit a report, ISMP staff will follow up with you to ask additional questions to clarify what went wrong and to identify the causes
and factors that contributed to the reported event. The report will also be forwarded in confidence to the US Food and Drug Administration

(FDA) and, when applicable, to product vendors to inform them about pharmaceutical labeling, packaging, and nomenclature issues that
may cause errors by their design. Your name, contact information, and location will NOT be submitted to FDA or product vendors

without your permission, and identifiable information will NOT be disclosed outside of ISMP.

Click on the appropriate button below if you are ready to report an error or hazard to the ISMP MERP or ISMP VERP.

Report a Report a
Medication Error Vaccine Error v
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FDA Reporting

PDF format Reporting Forms

These forms are fillable on your computer using the free Adobe Acrobat Reader, or just print the
blank form and fill it out by hand. The Yoluntary Form FDA 3500 features a postage-paid pre-

addressed mailer.
www.fda.gov/Safety/MedWatch/HowT
- Form FDA 3500 - Voluntary Reporting  gReport/DownloadForms/default.htm

For use by healthcare professionals, consumers, and patients. Submit the completed form
using built-in postage-paid mailer, or fax.
Instructions for Completing Form FDA 3500

= Form FDA 3500B - Voluntary Reporting for Consumers
A consumer-fnendly version of the 3500 reporting form. Submit the completed form
using address on page 3 of the form, or fax.

= Form FDA 3500A - Mandatory Reporting

For use by IND reporters, manufacturers, distrnibutors, importers, user facilities personnef
Instructions for Completing Form FDA 3500A

Online Reporting Form (Voluntary Reporting)

Report serious adverse events online for human medical products, including potential and
actual product use errors, product quality problems, and therapeutic inequivalence/failure. The
introductory page features additional information and instructions.
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Medication Resources

=Governmental agencies may include;

* Food and Drug Administration (FDA) at
www.fda.gov

* Med Watch Program at
www.fda.gov/medwatch

= Agency for Health Care Research and
Quality (AHRQ) at www.ahrg.gov



= The Institute for Safe Medication
Practices (ECRI) - www.ismp.org

=U.S. Pharmacopoeia (USP)
WWW.USP.org

="|nstitute for Healthcare Improvement-
www.1hi.org (NPSF combined),

=Sentinel event alerts at
Www.jointcommission.org,



Additional Resources

= American Pharmaceutical Association-
www.aphanet.org

= American Society of Heath-System Pharmacists-
www.ashp.org

* Enhancing Patient Safety and Errors in Healthcare-
www.mederrors.com

= National Coordinating Council for Medication Error
Reporting and Prevention-www.nccmerp.org,

* FDA's Recalls, Market Withdrawals and Safety
Alerts Page: http://www.fda.gov/opacom//alerts.html




Interactive DRI Tool and Tables
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Search FNIC

| [Go |

o Search all USDA
o Advanced Search
o Search Tips
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-
Resources for:

o Consumers

Browse By Subject

o Dietary Guidance

o Lifecycle Nutrition

o Diet and Disease

o Food Composition

o Food Safety

o Weight and Obesity

o Food Labeling

o Dietary Supplements

o Nutrition Assistance
Programs

o Surveys, Reports and
Research

Dietary Guidance >

Dietary Reference Intakes

Dietary Reference Intake Calculator for Healthcare Professionals

Easily calculate daily nutrient recommendations for dietary planning based on the
National Academy of Sciences’ Institute of Medicine’s DRI recommendations.

i DRI Tables

Find downloadable tables and charts of DRIs for all nutrients categorized by age
and sex.

DRI Reports

Find details on how the DRIs were set, including the application of statistically
valid methods and the roles nutrients play in traditional deficiency and chronic
diseases.

—

Resources on Individual Macronutrients, Phytonutrients, Vitamins and Minerals
* Macronutrients - including general and specific resources on carbohydrates,

proteins, fiber, fats and cholesterol, water, as well as interactive tools.
* Phytonutrients - including general information, government-related sites,
and resources on specific phytonutrients such as tea, lycopene, and

U Y Uy

s )
Dietary Guidance

¥ Dietary Guidelines
o Previous Editions

o Historical Dietary
Guidance

¥ Dietary Reference Intakes
o Dietary Reference
Intake Calculator for
Healthcare
Professionals
o DRI Nutrient Reports
o DRI Tables

¥ Fruits & Veggies-More
Matters Resources

o Fruits & Veggies-More
Matters™

o Fruit and Veggie
Pages for...

o State Programs and
Resources

o Resources in Spanish

o Individual Dietary
Assessment

¥ MyPlate and Historical

Food Pyramid Resources
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