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Learning Objectives

1. Recall why hospitals receiving Medicare/Medicaid
reimbursement must follow CMS medication guidelines
even if the hospital has deemed status.

2. Review the three timeframes in which all medications must
be given.

3. Describe the policy CMS requires for high-risk drugs such
as double checks or dose limits.

4. Explain new and revised standards, regulations, and laws
put forth by CMS, TJC and the federal government.

5. Evaluate compliance requirements and penalties
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TJC Revised Requirements

= Joint Commission has made many changes in the
past and these are to bring their standards into
closer compliance with the CMS CoP

= TJC has had a chapter on Medication
Management standards since 2004

= Has 8 sections and 20 elements of performance
and very detailed

= TJC also has FAQs on medication management

= Some standards are the same but others are different
and all hospitals should consider adopting since

| Importantinreducing medication errors



TJC Medication Management Chapter

Chapter Outline:

m

I. Planmng
A. Medication Planmng (MM.01.01.01, MM.01.01.03) (MM.01.01.05 is not
applicable to hospitals)
B. Look-alike/Sound-alike Medications (MM.01.02.01)

II. Selection and Procurement (MNM.02.01.01)
ITI. Storage (MM.03.01.01, MM.03.01.03, MM.03.01.05)
IV. Ordering and Transcribing (MM.04.01.01)

V. Preparing and Dispensing (MM.05.01.01, MM.05.01.07, MM.05.01.09,
MNM.05.01.11, MM.05.01.13, MNM.05.01.15, MM.05.01.17, MM.05.01.19)
(MM.05.01.15 is not applicable to hospitals)

VI. Admimstration (MM.06.01.01, MM.06.01.03, MM.06.01.05)
VII. Momtoring (MM.07.01.01, MM.07.01.03)

VIII. Evaluation (MM.08.01.01)

] 1 4



Letter to TJC Regarding Anesthesia Issues

* Four anesthesia groups sent a letter to TJC
= TJC responded to the letter

= All Joint Commission hospitals should consider
keeping copies of these correspondences

= Copies are avallable off the ASA website

= Discusses many important issues such as using
pre-labeled stickers, informing patients of first dose
of drugs, carrying medications in your pocket,
preparing medication for surgery, and preparing a
medication that is immediately given



An Era of Concerns

Aanesthesia-News anmnd Analysis

Il

Sponsored by Soounia Anesthesia Services | solutionsi@sommiainc. com: | (877 4966642, 3538

Letter from ASA to Joint Commission Urges Action on Medication
Management Concerns




TJC Response Medication Security

www.asahg.org/.../For%20Members/Advocacy/ASA%20in%20

Washington/TJC%20Med%20Mgmt%20Letter%2012-21-
InvIari: Chassin, Wil PP, IWVIFH 10.ashx
President
The Joint Cotrogri ssion
Cine Foenai ssance Bilsed.
CDalkbrool Terrace, I adlE1

Decermber 21, 2010

F.e: Ivledicati on Ivlanagement and Anesthesia Practice
Dear Dy Chassit,

The Armenican Soceby of Anesthesiologists (AZAD, refpesernting over <44 000 rmembers, the
Arnerican Association of Fhaase Anesthetists (A ASD, tepresenting more than 40 000 rmerabhers,
the Armenican A cadermy of Anesthesiologist Assistards (A48 58570 representing 200 rmernbers, and
the Anesthesia Patient Safety Foandation (APPSR are pleased to subirrat this jont letier to
sutrgrnAatize our collective and i fied thoughis on rel evrant rmedicaton rmanagernent 1ssues that
cortinne to persist

Duar soceties and mermbers talce ey seriously medicati on rmanagerment issues, especiallsy as thess
relate to patiert safetywr. We also recogni=e that such issues and their respective standards and
regulations should be evridence-based, when possible, and feasible for all anesthesia prowiders to
efficently and effectvely perform their job and deliver high guality, safe patient care. We are
pleased to noswws that The Joint Corrard ssion agrees that standards shouald be evridence-based and
iz worldng to elitninate those tltat f5il to achiese this goal.

L.abeling of Syringes and Containers

Chuar rmetnbers support the need for labeling medications appropriatels and are sworlcng to
prommote the rmost effective means of elitinatings medical errors in the operating roormm, both on
and off the sterile field. Howewer, we still hawve outstanding concerns saath respect to the
follocaano 1 ssues:

= FProhibition on pre-dlabeled syringes
& [ abeling of spitnal and epidural anesthetics and anal gesics
= [ abel venficaton regquirerments swhen twno indisnidual = are imrolsred



The Conditions of Participation (CoPs)
» Regulations first published in 1986

= Many revisions in recent past to luer misconnections, visitation,
IV medication and blood, anesthesia, pharmacy, insulin pens,
timing of medication, safe injection practices, standing orders,
self administered medication and telemedicine

= Manual updated June 6, 2014

» This latest manual included changes related to IV medication, blood,
and safe opioid use under tags 405, 409, 412 and 957

= First regulations are published in the Federal Register
then CMS publishes the Interpretive Guidelines and
some have survey procedures 2

— Hospitals should check this website once a month for changes

lwww.gpoaccess.gov/fr/index.html 2www.cms.hhs.gov/SurveyCertificationGenlnfo/PMSR/list.asp



ocation of CMS Hospital CoP Manuals

Medicare State Operations Manual
Appendix

+« Each Appandix B a separate file that can be accessed directly
from the SOM Appendices Table of Contes s, as applicabie,

# The appendices are In PDF format, which Is the format generally
s in the TOM to display flles. Click on the red bettan in the
Download” column bo see any avallable file in PCAF

« Taretum to this page after opening a PDF flle on your deskbop
uge the browser "back” button. This is because closing the file
isualhy will also close maosk browsers

CMS Hospital CoP Manuals new address all manuals

www.cms.hhs.gov/manuals/downloads/som107 Appendixtoc.pdf

| App. || Cesoription FOF
| K. Fil=
| A Hospibalks . - L8% KR
|
| Am Psychiatric Hospitals i 06 KA




The Revised Final CoPs

= Every hospital should have a copy of the
hospital CoP manual and consider placing it
on hospital intranet 1

= Slides have tag number so you can go back
and review each section

= Check CMS website once a month for
changes s

lwww.cms.hhs.gov/transmittals/downloads/R37SOMA.pdf

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



CMS Survey and Certification Website

Home | Ahout Chis | Careers | e zroom | F G | Archive | Share gHelp @Email |l-__-.[| Prirt

CMS.gov

Learn about your healthcare options search
Centers for Medicare & Medicaid Services
: sy Medicare-Medicaid Insurance Innovation Regulations, Guidance Research, Statistics, Outreach &
Medicare Medicaid CHIP Coordination Owversight Center & Standards Data & Systems Education
CMS Home > Medicare > Survey B Certification - General Information > Policy & Memos to States and Regions
ey S Ceitioatan - Goncial Policy & Memos to States and Regions -
Information _ | | FEED i<

# Overview
* Spotlight Regional Offices.

Bk _ Select From The Following Options: WV\ANCFHSQOV/SU rveycertlflc
¥ o Mo ationGenInfo/PMSR/list.asp#
TopOfPage

|E| is within the past E|

("] Show only items whose Fiscal Year is E

CMS Survey and Cenrtification memoranda, guidance, clarifications and instructions to State Survey Agencies and CMS

i @ Show all tems
» CMS MNational Background Check

Frogram )
g Show only (select one or more options):

Mursing Home Quality Assurance _
& Performance Improvement LI Show only items whose

[nitiative

* Revisit User Fee Program
* Accreditation

Policy & Memos to States and
Regions

|| Show only items containing the following word

Click on Policy & Memos to
States and Regions

| Show ltems |

There are 455 items in this list.

m



D L T e L

Policy & Memos to States and Regions

CMS Survey and Certification memoranda, guidance, clarifications and instructions to State Surney Agencies and
CMS Regional Offices.

Show entries: I 10 -
Filter On:
Title < Memo # < Posting Fiscal
Date - Year
Access to Statements of Deficiencies (CMS-2567) on the Web for
Skilled Nursing Facilities, Nursing Facilities, Hospitals & Critical 13—21- ALL 2013-03-22 2013
Access Hospitals
AHRO Common Fomats - Information for Hospitals and State Surnvey 13-19
Agencies (SAs) - Comprehensive Patient S Reporting Usin 20130315 22013
HOSPITALS
AHROQ Common Formats
Guidance for Hospitals., Critical Access Hospitals (CAHs) and 13-20-Acut
Ambulatory Surgical Centers (ASCs) Related to Various Rules Con cute 2013-03-15 2013
Reducing Provider/Supplier Burden are
Luer Misconnection Adwverse Events 13-14-A0 0L 2013-03-08 2013
Ph'-.-'s-u:lan D-E-h?c:atmn of Tasks in Skilled Mursing Facilities (SMNFEFs) and 13-15-MNH 5013-03-.08 2013
MNursing Facilities (MFEs)
F tag 155 Advance Directives- Revised Advance Copy 13-16-NH 2013-03-08 2013
F tag 322 Maso-Gastric Tubes - Revised Advance Copy 13-17-NH 20130308 2013
Revised Roll-Out of the New End Stage Renal Disease (ESRD) Core 13-18-ESRD 5013-03-08 2013
Sunwey Process
Nutu:_e -MNinth Opportunity Mational Background Check Program 13.12- MNH 2013-03-01 2013
Funding
Information Only: Mew Dining Standards of Practice Resources are 13-13-NH 5013-03-01 013

LAoailable Mowr
<



CMS Hospital Worksheets Third Revision

= October 14, 2011 CMS issues a 137 page memo In the
survey and certification section

= Memo discusses surveyor worksheets for hospitals by CMS
during a hospital survey

= Addresses discharge planning, infection control, and
QAPI and includes section on safe injection practices
and preventing MDRO and antibiotic use (at end)

= |t was pilot tested in hospitals in 11 states and on May
18, 2012 CMS published a second revised edition

= Piloted test each of the 3 in every state over summer 2012

= November 9, 2012 CMS issued the third revised worksheet
which is now 88 pages and some revisions expected 2014



Third Revised Worksheets

DEPARTR ERNT OF HESLTH & HURAAM SERWCES
Center=s for hdedicare & hdedicaid Serwices

THOO S=curitw Boulzward  hdal Stop Cz2-21-16
Batimore, bdarvland 2124 1550

CINVIS

CERTFRS Frol s SiF S RSk A B s i es

Cavter for Clind cal Standd ands and Oual iy Surneey & Certification G nougs

REF: S8&C: 13- Hospital
DATE: ovemnber 9, 2012

TO: State Suveraency Diectors | WWW.CMS.goOV/SurveyCertificationGe
FR OM: Director ninfo/PMSR/list.asp#TopOfPage

Survesrds Cetificaton SGroug

SUBJECT: Patient SatetwrImbatmee FY 2013 FPilot Phase — Fevised Dirvatt Survesmr Worksheets

hNenuorandune

- Foaient Safeyr midetvre: The Centers for Ivledicare & Ivledicaid Serdce s (12IvIS) 1=
conbnuinz to te st remrized surve vor workshe ets for asses=sans compliance with thyee hospatal
Conditions of Farticipaton (CaPs): Dualitw fAsse ssiment and Perfornnance Irnprow-ernent
(L8P, Intecton Clontrol | arnd Nischarge Flannineg., We are focusing on complianc e with
these CoPs asa means to reduce hosfpatal-acguired conditions (H 28T =), includinge
healthcare associated intfectons (H&Is), and preve ntab le readrmmissions.

- fwaft Horksheets Made Prebliic: VWia this rmermoranchizm we are rmaking the revased draft
wotshesets paibliclwrarailabhle . &2 wwas the caze presdonslysyy there masyr e addibtoral Ewdsions to
the workisheetz at the end of FY 20135

Patient Safeiry Indbiater e Pilot Phase

The Surve s & Certification Group (505 Patent Saftety Initia bwe 15 conbnaing o pilot test thee e
revised survesmor worksheets designe d to help sarvesmors assess compliance with the hospital
CoPs for QAP infection control, and discharge planting. In SE&2-12-01 released October 14,
2011 and in 5&7-12-52 releazed Invla<r 12, 2012, we made available o the b lic copdes of the
initial and resrizsd draft surve sor workshee ts. The se workshe ets were used during the pre-test
and pilot phases of the SCG indtiattee, frorm Septermmber 2011 thoonzh Septerober 20120



CMS Memo on Safe Injection Practices

= June 15, 2012 CMS issues a 7 page memo on safe
Injection practices

* Discusses the safe use of single dose medication to
prevent healthcare associated infections (HAI)

= Notes new exception which is important especially
In medications shortages

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

= Will allow SDV to be used on multiple patients if
prepared by pharmacist under laminar hood following

USP 797 Huidelines




Single Dose Medication June 18, 2012

CEFARTMENT OF HEALTH & HUMAMN SERVICES CM;

Centers for Medicare 8 Medicaid Services
F500 Security BFoulerard, Mail Stop C2-21-16 CENTERS for BREDRCARE & AEDRCANY SETUVRCES
Balbimnore, Maryland 2124 4-12 50

Office of Clinical Sfandards and OmalityySayvey S Certification Grouap
Ref: S&C:12-35-AT1.1,

DATE: June 15,2012
T O State Survey A gency Directors
FROM: Drirector

Survesy and Certi fication Group

SUBJECT: Safe Tse of Bingle DosefBingle 1Tse Wedi cations to Prevent Healthcare-assocated
Infections

hMenmmrarvdum Samnrnsatry

=  Uirmder corfnirn corndifions, it is permrssiBle o repracknge sirngie- dose vials or Singke se
vieds feoleciively referred fo frr this rrcrmmorandirras “SDVET) into st fler doses, each
frended for o sirngle paticrri: The United States Phannacopeia (1LT5P) has established
statnndards for compounditg wiich, to the exstent such prachices are also subject to regulation
by the Food and Drag A drmndstration (FDATY, rmaw al=so be recogrmzed and enforced ander
25501 and 502 of the Federal Food, Dmagand Costnetics Act (FDDCAD These ILTSF
cormpounding standaids include TSP General Chapter 797 FPharmacesgdical Cornpounding -
Starile Frapoarations (TSR =797 =" TInder TTSEF <797 = healthcare faclities tmay
tepaclage B0V s into stnaller doses, each intended for use wath one patient. Armong other
things, these standards currentl s require that:
= The faclity doing the repaclcaging must use gqualified, trained personnel to do so, under
Intemational Orgati=ation for Statndardizati on (IS5070 Class 5 air quality conditi ons
wAathin an I50 Class 7 buffer area. All enfries into a S for purposes of repaclagng
under these conditi ons st be completed wathin 6 hoars of the imtial needle puacture.
= All repaclktaged doses prepatred under these conditions st be assigned and labeled
stl a beyond vse date (BT, based on an appropriate deternodnation of contarninat on
riskt lewrel in accordance with TTEP <707 =, by the licensed healthcare profiessional
superwrising the repaclaging process.

o 7 S s Hee S et s =T = o o e e oo oo o (AT e oo oe o A s o e = S e e oo

—Ead e - W .. o TTAYTE TR



CMS Memo on Safe Injection Practices

= All entries into a SDV for purposes of repackaging
must be completed with 6 hours of the initial
puncture in pharmacy following USP guidelines

= Only exception of when SDV can be used on
multiple patients

= Otherwise using a single dose vial on multiple
patients Is a violation of CDC standards

= CMS will cite hospital under the hospital CoP
Infection control standards since must provide
sanitary environment

= Also includes ASCSI hosﬁiceI LTC| home healthI CAHI dialisis| etc.



CMS Memo on Safe Injection Practices

= Bottom line Is you can not use a single dose vial on
multiple patients

= CMS requires hospitals to follow nationally
recognized standards of care like the CDC
guidelines

= SDV typically lack an antimicrobial preservative

= Once the vial is entered the contents can support
the growth of microorganisms

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



CMS Memo on Safe Injection Practices

* Make sure pharmacist has a copy of this memo

= I[f medication Is repackaged under an arrangement
with an off site vendor or compounding facility ask
for evidence they have adhered to 797 standards

= ASHP Foundation has a tool for assessing
contractors who provide sterile products

=Goto

www.ashpfoundation.org/MainMenuCategories/Practice
Tools/SterileProductsTool.aspx

= Click on starting using sterile products outsourcing tool

NOW



Contact Us | Donate Now | ASHP.org _ SEARCH

ASHPFoundation

FOSTERING SAFE AND EFFECTIVE MEDICATION USE

HOME ABOUT US PROGRAM NEWS  LEADERSHIP RESEARCH  ADVANCING PRACTICE AWARDS EDUCATION  SUPPORT THE ASHP FOUNDATION

Advancing Practice Outsourcing Sterile Products Preparation: Contractor Assessment Tool

Optimizing Antithrombotic Developed with support from PharMEDium Services, LLC

Management: An Assessment Now iailabial
Tool )
Preparation of sterile parenteral products is a critical component of OUTSOUHCING STERILE =
Bar Code Guide ' ; oy |8
health-system pharmacy practice. For departments that choose to PRODUCTS PREEARAHON
My Medicine List™ outsource the preparation of parenteral medications, this web-based NI e
: : tool can be used to evaluate proposals during the selection of an
Outsourcing Sterile Products external organization that would provide parenteral product
Preparation: Contractor preparation services.
Assessment Tool
Bhafmacy Practice Mode) The assessment tool helps you evaluate each of these areas:
Initiative :
* Regulatory compliance
* Quality and patient safety measures
» Medication administration safety features
» Service excellence
Start using the Sterile Products Outsourcing Tool now!
Foundation

www.ashpfoundation.org/MainMenuCategories/Practic
Tools/SterileProductsTool.aspx




Safe Injection Practices www.empsf.org

EMERGENCY

MEDICINE
ATIENT SAFETY

INISSIN FOUNDATION

Safe Injection Practices Patient Safety Brief
Emergency Medicine Patient Safety Foundation

By: Sue Dill Calloway RN M3SN JD CPHRM
Ruth Carrico PhD RN FSHEA CIC

July 2012




CMS Memo on Insulin Pens
= CMS issues memo on insulin pens on May 18, 2012

= Insulin pens are intended to be used on one patient
only

= CMS notes that some healthcare providers are not
aware of this

= Insulin pens were used on more than one patient
which is like sharing needles

= Every patient must have their own insulin pen

= Insulin pens must be marked with the patient’s
name



Insulin Pens

[DEFPARTMENT OF HEALTH & HUMAN SERVICES C-M"S
Centers for Medicare & Medicaid Services

FEOD Security Bouleward, Mail Stop C2-21-16
Baltimmore, Maryland 212441550

CENTERS Fov MEDNCARE & MEDNCALD SERVICES

Office of Clinical Standards and Quality/Survey & Certification Group

Ref: S&C: 12 30-ALL

DATE: May 18, 2012
TO: State Survey Agency Directors
FROM: Director

Survey and Certification Group

SUBJECT: TUse of Insulin Pens in Health Care Facilities

Memorandum Summary

Insulin Pen devices: The Centers for Medicare & Medicaid Services (CMS) has recently
received reports of use ofinsulin pens for more than one patient, with at least one 2011 episode
resulting in the need for post-exposure patient notification. These reports indicate that some
healtheare personnel do not adhere to safe practices and may be unaware of the risks these
unsafe practices pose to patients. Insulin pens are meant for use by a single patient only.
Each patient/resident must have his‘her own. Sharing of insulin pens i1s essentially the same as

sharing needles or synnges, and must be cited, consistent with the applicable provider/supplier
specific survey guidance, in the same manner as re-use of needles or syringes.




CDC Reminder on Insulin Pens

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

Injection Safety

CDC's Role
CDiC Statement

Information for Providers
Information for Patients

Preventing Unsafe
Injection Practices

Infection Prevention
during Blood Glucose
Monitoring and Insulin
Administration

FAQs regarding Assisted
Blood Glucose
Monitoring and Insulin
Administration

CDC Clinical Reminder:
Fingerstick Devices

PClinical Reminder:
Insulin Pens

Recent Publications
Recent Meetings

The One & Only
Campaign

4

Related Links

[ W e T o T B e PUNE g o |

pens.html

Injection Safety !3 Email page link

= Infection Prevention during Blood Glucose Monitoring and Insulin Administration L!:tl Print page

ElRecommend | 8F Tweet - 40| [d Share

=] Get email updates
CDC Clinical Reminder: Insulin Pens Must

Never Be Used for More than One Person

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

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

On this Page
= Summanry

| Submit

What's this?
Summary

The Centers for Disease Control and
Prevention (CDC) has become increasingly
aware of reports of improper use of insulin
pens, which places individuals at risk of
infection with pathogens including hepatitis
viruses and human immunodeficiency virus (HIV). This notice serves as 1600 Clifton Rd

. ) X Atlanta, GA 30333
a reminder that insulin pens must never be used on more than one -
P =f B00-CDC-INFO

* Background

* Recommendation: Contact Us:

= References ;-I' Centers for Disease
Control and

Prewvention

person. (B800-2322-4836)
TT¥: (888) 232-5348
Background Contact CDC-INFO

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

multiple times, for a single person, using a new needle for each
iniartinn Tnaeulin nens mnst newar he niced for more than nne narcnn
I

1



CDC Has Flier for Hospitals on Insulin Pens

CDC CLINICAL REMINDER

Insulin Pens
Must Never Be Used for More than One Person

Summary . -
The Centers for Disease Control and Prevention (CDC) has become increasingly aware of
reports of improper use of insulin pens, which places individuals at nsk of infection with
pathogens including hepatitis viruses and human immunodeficiency virus (HIV). This notice
serves as a reminder that insulin pens must never be used on more than one person.
Background

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

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

Recommendations



VA Alert on Insulin Pens

* Pharmacist found several insulin pens not labeled

for Ino

=" Found

Ividual use

used multi-dose pen injectors used on

multip

e patients instead of one patient use

* New requirement that can only be stored In
pharmacy and never ward stocked

= |[nstituted new education for staff on use

= Part of annual competency of staff

= Instituted new policy of safe use of pen injectors



VA Issues Alert in 2013

Patient Safety Alert

ns Health A dministration Warnin
Published by V.A Central O ffice

Al 1304 Januany 17, 2013
Itern: Multi-Dose Pen Injectors
Specific Incidemnt: WiWhile inspecting inpatient units of a WA Tacility . the ChieT of

Phamacy discowversed saewveral insulin pen injectors that wenrs not
labeled for individual patients_ It was determined that the pen
injectors were usaed o administer insulin to multiple patients by
changing the needle between patients. Multi-dose pen injectors are
intended for use by one patient onby, and the pen injector and
cartridges within them should newver be shared bebtween patients.
The sharnng of pen injectors may expose patients to blood-borme
pathogens (e.g., HBYW, HCwW, HI'W) thrnough cross contamination im
the pen cartndge.

General Information: A similar incident ocoumeaed in a WA Tacility In 2008 involving the uss
of the same heparin syringe for ntravenous line NMushes on multiiple
patients. NCPS published Patient Sartehy Alert ALO0S-20 on August
8, 2008 (see references). This alert prohibited the use of the same
syringe o administer medications to multiple patients. ewven it the
neaedle is changed for each patient.

Actions: 1) By close of business (COB) February 04, 2013, the Facility
Director (or desigmneea). in consultation with the Chief of
Pharmmacy (or designee). shall prohibit thhe use of multi-dose
pen injectors (see attachment 1) on all patient care units (l.e_,
any unit where a staff member is involved in the storage,
preparation or administration of a multi-dose pen injecbor).

Excepitions to Action 1 include the following:

- Patients being educated prior o discharge to use a
patient-specinc muiti-dose pen injector.

- Eligible patients participating in the wa medical center's
Seaeir-Medication Program (SMP) as established by WHSA
Handbook 1108 03 (see referances).

- Patients reguiring treatment with a medication deliveraed
in a multi-dose pen injector, and no altermative
Tormulation is availlable from the manufacturer for




VA Alert on Insulin Pens

* Decided to prohibit multi-dose insulin pen injectors
on all patient units except the following:

= Patients being educated prior to discharge to use a
iInsulin pen injector

= Eligible patient is self medication program

= Patient needing treatment and no alternative
formulation is available

= Patients participating in a research protocol requiring
an insulin pen

= Pen injectors dispensed directly to patients as an

outﬁatient ﬁrescriﬁtion



FDA Issues An Alert in 2009

Im U.S. Food and Drug Administration

Information for Healthcare Professionals: Risk of
Transmission of Blood-borne Pathogens from Shared
Use of Insulin Pens

FDA ALERT [03/19/2009]: The FDA is issuing this alert to remind healthcare
providers and patients that insulin pens and insulin cartridges™ (see description
below) are never to be shared among patients. Sharing of insulin pens may result in
transmission of hepatitis viruses, HIV, or other blood-borne pathogens.

The FDA has received information that insulin pens may have been shared among
numerous patients (two thousand or more) in one hospital in the United States from
2007-2009 [httn:_.-".-’“-'ﬁ-*ﬂ-'.wbamc.ame{ld.al'mv.mjl.f]), and in a smaller number of
patients in at least one other hospital. Although the disposable needles in the insulin
pens were reportedly changed for each patient, there is still a risk of blood
contamination of the pen reservoir or cartridge. Patients who were treated with
insulin pens at the hospitals in question are being contacted by the hospitals, and are
being offered testing for hepatitis and HIV. Some of the potentially exposed patients
have reportedly tested positive for hepatitis C; however it is not known if the
hepatitis infection occurred through insulin pen sharing, or if those who tested
positive had previously undiagnosed hepatitis C.




Insulin Pen Posters and Brochures Available

ONE NEEDLE,

ONE SYRINGE, e Healthcare . .

ONLY ONE TIME. About the Safe Injection T Patient Campaign Mews Contact Us
LRTE Wt Campaign Practices Information Resources

Information

Insulin Pen Safety — One Insulin Pen, One Person

DON'T SHARE www.oneandonlycampaign.org
™ o /content/insulin-pen-safety

INSULIN PEN,
PERSON

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

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

Post

o

Brochure

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

Additional Resources



T W al . Insulin pens that contain
A ya more than one dose of
' W2 B insulin are only meant
for one person.
DO N ! T S H A RE They should never be
used for more than one

person, even when the
L) LY gy i LL‘(

needle is changed.

ONLY ONE PERSON

The One & Only Campaign is a public health campaign aimed For more information,
at raising awareness among the general public and healthcare please visit:

providers about safe injection practices. www.ONEandONLYcampaign.org




Brochure

DON'T DO IT nE
other Injection Equipm DON'T SHARE
™. -

T‘f‘.f:'.j.’._" : ONE INSULIN PEN,

— C JE PERSON

alition
The Safe Injection Practioes Coalition (SIPC) s a
partnarship of healthcare-related ocnganizations led by

the Centars for Diseass Control and Prevention that

n SIHPLE n“l[ was formed to promote e Injecton practices i all

LES, healfthoare settings. The SIPC has developsd the

Injection equipment (e.g., insulin Dne & Only Campaign — a public health sducatior
3 e = = arvd swareness campaign —aimed 2t both heaklhoars
mns mlﬂ 'M EW] ProancheTs s patienis o advance st promicte wafe

should never be used for K gt
more than one person.

ONEandONLYcampaign



Recommendations for
Safe Insulin Pen Use

Protection from infection is a basic expectation
amywhere healtheare i delivered, Use of insulin
pens and other injection equipmment far more than
one person poses unacceptable risks and should be
considerad a “never” event.

W nsulin pens and other injection equipment
containing mukltiple doses-of medication are meant
for use on a single parson only, and should mever
b= used for maore than one person, even when the
nesdie is changed.

B |nsulin pens and other injection equipment should
be dearly labeled with the person's name or other
identifying information ta ensure that the correct
pe=n i used only on the correct individual.

B Hospitals and other facilities should review
their policies and educate their staff
regarding safeuse of insulin pens
and similar devices,

B |f reuse is identified, exposed
persons should be pfamptty
natified and offered appropriate
follow-up including bloodborne
pathogen testing.

These recommendations apply to

any setting where insulin pensand

other injection equipment ans used,
including assisted living or residential care
faciiities, skilled nursing facilities, clinics,
health fairs, shelters, detention facilities,
senior cemters, schoals, and camps as well
as ficensed healthcare facilities.

Insulin Administration

Insulin pens are pen-shaped

injector devices that contain  Injection
: g . Button

a reservoir for insulin or

an insulin cartridge. These

devices are designed to

permit self-injection.

They are intended for

single-person use.

Needle Covers

In healthcare settings, these devices are often used
by healthcare personnel to administer insulin to
patients. Insulin pens are designed to be used fora
single person multiple times, using a new needle
for each injection.

ONLY ONE

Injection
Dial

Pen Cap

Back flow of blood into the insulin reservoir can
ocour during an injection. This creates a risk of
bloodborne and bacterial pathogen transmission

if the pen is used for more than one person, even
when the needle is changed.

IRLIECTION sarETY B HECHLIST

| The Safe Injection Practices Coalition created

an easy to use check list for facilities. Similar

I to a risk assessment, the list contains the

necessary components of injection safety

for facilities to quickly assess their practices.

A copy of the checklist can be found at:




Timing of Medications

= Nursing tag number 405 use to say all medications
had to be given within 30 minutes of scheduled time

* Now three time frames to give medications

= 30 minutes- some medications are critical and must
be given timely such as fast acting insulin with meal
or antibiotic in surgery within 1 hour

= Meds given twice a day or more, such as tid, bid, gid,
every 6 hours) give 1 hour before or after so 2 hour
window

= More than once a day, such as once a week, month,
year, give 2 hours before or after so 4 hour window



Timing of Medications & Standing Orders

pEPﬁRTI‘-.-‘[ENT OF HEALTH &HUMARN SERWICES
Centers for MMedicare & Medicaid Serwvices

FhO0 Semarity Bouleward, Mail Stop C2-21-16

B dtmore, Madand 21244-1350

Office of Clinical Standards and Quality / Survey & Certification Group

Ref: 8 &{-12- 05-Hospital

DATE: Novembe 18, 2011
TO: State Survey Agency Directors
FROM: Drirector

Swvey and Cerification Group

SUBJECT: Updated Guidance on Medication Administration, Hospital Appendix & of the
State Cperationg Manual (20O

Memorandum Summary

* Mafication Administration Guidance Updeged. 5 0M Appendix & gwdance concerning
medication admind stration in hospitals 1s heing updated to;

+ Reflect current standards of practice rel ated to imeliness of medications. Hospitals are
expected to establish policies and procedures for the timing of medication
administration that appropratel ¥ bal ance patient safety with the need for fexmbility in
worll processes.

+ Incorporate policy regarding standing orders from 3&C-09-10.

s ASPEN Changes. Tags A-404 and A-405 have been combined. It wall take time forthis

g dance to be incorporated into a future A5PERN release. Prior to thiz conversion citati ons
should be made only to Tag A -404.




Medication Timing Transmittal Dec 22, 2011

Deparinent of Heahh &

CRAS lanual System T Serw ices (DEELS)
Pub. 100-07 State perations Cenders for Medicare &

Provider Certification Medicaid Services (CMS
Tramsnuibtal T7T CAhdvranrce Cop v) Iate: Decemnb er 22, 2011

SUBJECT: Revised App erd ix A, Interpretdive Guid elines for Hosp itals

I. SISITWVIRTARY OF CHATNGES: Clarification is provided for 42 CFR 482.XT3c), comncermnine
mued ication admindsiration

REVISEDMATERIAL - EFFE CTIVE DATEY : Decenab e T, 11
ITMMPLEME NTATICHN IDATE : Decenaber 2T, 11

The revisicer cete ared transrmibad number appdr o the red alicized matericl orlp. Ang ther
e erial Was previowns §r prblbshed and rereddns vrnehanged. Sowerer, FiRas revisioee conbains
2 deble of comrdends, o HRH re oo Ve nevwrverised informiiaiore oy, erd ot e endiye table
afF corke reks.

IL CHAMNGESIIMN MATNUAL INSTRU CTIOMNS: CAFA P racrzeaei ot upcated
(R =REVISED, INM=TNEW, D= DELETED) —( i C¥he Fer Fow. )

EMND | CHAPIER/SECITTONSUBESE CTIONITILE
j = Appendix A SGA482. 236y Standard : Preparation and A dmindstratien of
Dirwesrl A0S

IN. FUNDIMYG: e ad dibio ncal furd g will be p rovided b v CRIS; comiractor actarities are
b he carried ouwt winthin thedr current op eratingg budgels.

IV. ATTACHMENTS:

(Raw. 77, Ioeunad: 12-22-11, Hifscttve/Tegpievnersbelinmg: 13-22-11)
SSE2 I50c) Stnralord: Progaa o iorr o rsd A rrErrisiroiiors of Drisos



2014 Changes Safe Use of Oploids

DEPARTMENT OF HEATLT TH & HUMNAN SERVICES
Centers for Medicare & Medicaid Services

T Security Bowulevard, Mail Stop C2-21-16
Baltimore, Maryland 212441850

CiNvVIS

CFRTFRES FOFR MAFIPICARF & SMFIICAILN SEFRVICFS

Center for Clinical Standards and Quality/Survey & Certification Group

Ref: S&C: 14-15S-Hospital

DATE: March 14, 2014
TOr: State Survey Agency DHrectors
FROMI: Director

Survey and Certification Group

SUBJECT: Requirements tor Hospital Medication Administration., Particularly Intrawvenous
(IV) dMedications and Post-Operative Care of Patients Receiving I'V Opioids

Memorandum Summary

- Medication Administration: We are updating our guidance for the hospital medication
administration requireiments to:

= DMake clear that the medication administration requirements under the nursing services
condition of participation {(CoP) are related to only some components of the owverall
hospital medication process., but that hospitals are expected., through this and the related
requirements under the pharmaceutical services and gquality assessment/performance
improvement CoPs. to take a comprehensive approach to the medication process.

* TUpdate our guidance for IV medications and blood transfusions in general: and
* Reflect the need for patient risk assessment and appropriate monitoring during and after

medication administration. particularly for post-operative patients receiving IV opioid
medications. in order to prevent adverse events.

= Imimediare Posr-operative Care: Clarification is also being made to the guidance for the
surgical services CoP requirement for hospitals to have adeqguate prowvisions for immediate

vt _rmarati e sarem e msvrrdracirea th e sreaed e o f_remsratasrea v ratera s o o ot st o

39



_uer Misconnections Memo
= CMS Issues memo March 8, 2013

= This has been a patient safety issues for many
years

= Staff can connect two things together that do not
belong together because the ends match

= For example, a patient had the blood pressure
cuff connected to the IV and died of an air
embolism

= Luer connections easily link many medical

components, accessories and delivery devices



_uer Misconnections Memo
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June 2010 Pa Patient Safety Authority

Tubing Misconnoctions: Making e Connoction
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ISMP Tubing Misconnections www.ismp.org

ISP,

NedicatonSafety Alert!~--—--e =~

PREVENTING CATHETER/, TUBING MISCOMNMNECTIONS: MUCH NEEDED HELP IS ON THE WAY

From the July 15, 2010 issue

Catheter/tubing misconnections remain a serious problem in healthcare. Just a few weeks ago we learmned of another
fatal event. Owver Memorial Day weekend, a 19-month-old child, who was receiving treatment for a chronic gastrointestir
disorder, died at a pediatric care center. & suspension of QUESTRAN (cholestyramine) was accidentally agiven wvia a
central line intravenous catheter instead of through an enteral feeding tube.

In May 2010, another report was published about barium sulfate being administered wvia the superior verna cava during
upper gastrointestinal study (Soghoian S, Hoffman RS, Melson L. Unintentional IV injection of barium sulfate in a child. .4
J Health-Syst Pharm. 2010;687:7324-26). The patient, a 17-month-old child, had a central venous catheter (CWC) in place
antibiotic therapy. &s the procedure began, approximately 2 mL of barium sulfate was injected into the CWC, which was
mistaken as the child’s gastrostomy tube. Fortunately, Nno respiratory distress developed and the child was discharged
davys later.

Luer connector systems, common to many healthcare catheters, tubes, administration sets, extension sets, and syringe
hawve beern at the heart of many catheter/tubing misconnections. At the center of one of the most commonly reported
problems is the fact that some manufactured enteral catheters still have ports that only accept parenteral administratio
sets and syrinaes. So, even if a liguid medication is prepared in an oral syrinae, the medication must be transferred to =z
parenteral syringe for administration via this type of enteral catheter port, risking the accidental administration of the
drug wvia a parenteral line.

Below are examples of the twpe of reports we hawve received associated with catheter/tubing misconnections, all of whic
weve described in this newsletter since publication began in 19946:

e« IV infusions connected to epidural lines, and epidural solutions connected to IV lines

e Syringe containing IV medication givern via an intrathecal catheter

e IV tubing connected to inflation balloon port of endotracheal tube or tracheostomy tube

s Sequential compression dewvice tubing or pneumatic blood pressure cuff tubing attached to port of IV administrati
set

e Dxygen tubing connected to port of IV administration set
& Breast milk intravenously infused into neonates
=« Bladder irrigation solutions given IV, or TPMN solutions administered wia foley catheter port

e IV administration set spiked into enteral nutrition container, resulting in enteral nutrntion administered IV.




FDA Luer Misconnections

U.S. Food and Dug Administration

Tubing and Luer Misconnections: Preventing
Dangerous Medical Errors

Patients in health care settings receive medications and other therapies through a varnety of tubes
and catheters. These delivery systems often use parts called small-bore connectors to link varnous
components. Small-bore refers to the small size of the opening of the connector. Luer connectors
are a commonly used type of small-bore connector and throughout this website the term Luer will be
used to describe both Luer and other types of small-bore connaectors.

Because these connectors are compatible between different delivery systems, patient injunes and
deaths have occurred when medicinaes, liguid feeding formulas, or air were accidentally delivered
through the wrong tubing. These errors are sometimes called tubing Misconnaections, wrong route
errors, catheter misconnections or Luer misconnections. It is vitally important that all health care
clinicians receive appropriate orientation and training that emphasizes the risk of tubing
misconnections. This includes not only acute care settings, but, long-term care, rehabilitation
facilities, home health care, physician offices, and any non-clinical settings in which a small-bore
connector may be used on a patient.

This website explains how misconnections occur, provides real-life examples of misconnections, and
offers tips and additional resources for preventing them. Guidance for manufacturers of enteral feed-
g systems is also provided.

www.fda.gov/MedicalDevices/Safety/AlertsandNotices/Tubing
andLuerMisconnections/default.htm

[ wer L ock (Teft) and Luer Slip (rigfit)



New Standards Prevent Tubing Misconnections

= New and unique international standards being
developed in 2014 for connectors for gas and liquid
delivery systems

= To make it impossible to connect unrelated systems

* Includes new connectors for enteral, respiratory,
limb cuff inflation neuraxial, and intravascular
systems

= Phase in period for product development, market
release and implementation guided by the FDA and
national organizations and state legislatures

m FAg on small bore connector initiative



New standards to prevent tubing misconnections will

have unprecedented impact on supply chain and patient
safety

™

Whatif you could no longer connect any of the equipment that you have in
stock to give enteral feedings {e.g., feeding sets, tubes, oral syringes). Thatis
the likely scenario - once new standards to preventtubing misconnections are
released - without a3 carefully crafted implementation plan across all seftings
where care is delivered.

The very simple and universal design of most connectors in all of health care creates a serious risk that
fubes from totally unrelated systems can be inadverntently connected leading fo patient death or serious
injury. This means that an enteral feeding tube could be accidentally connected to an IV line, delivering
formula into a vein with fatal conseguences. An international group of stakeholders are working together to
solwe this problem by developing unigue design standards far every delivery system so that unrelated
systems can never be mistakenly connected together.

Whart do these new srandards mean for healthcare

Mew and unigue international standards are being developed for
connectors for each gas and liguid delivery system in healthcare
o make itwvirtually impossible to connect unrelated systems’.
These new connector standards will include new designs far
connectors of enteral, respiratory, limb cuff inflation, neuraxial,
and intravascular systems. It is anticipated that the standards for
enteral connectors will be the first to be released in 2014. There
will be a phase-in period for product development, market
release and implementation guided by the FDA, existing state legislation, suppliers, and national
organizations working together.

o

www.premierinc.com/tubingmisconnections/
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Self Administered Meds Tag 412 and 413

A-OFT2
((Rev., 84, Issued: 6-07-F 3, Effective: O6-07-13F, Implementatrion: O6-07-73F)

SFE2. 230 c ) 6) The Mospital miay allow a parient (or liis or her caregiver/ support [prersor
mwlhrere appropriare) ro self —adminisrer borlv hospiral-issuwed medicarions and rhe

Pafienr’s owrn mredicarfons browghr frnro rire hospiral, as defirned and specified fr rfre
hhospirtal ’s policies arnd procedures.
F F

(=) If rhe hospital allows a patient fo self-administer specific hospiral-issued
medicarions, rhen rthe hospiral musr have policies and procedures in place ro:

-4) Ensure thar a pracritiorner responsible _for rthe care of the parient has issued an

order, consistent with hospital policy, permitiing self~adminisiratiorn.

=) Axsess rthe capaciry of the parienr (or rhe pafient s caregiver/Support pPersor
where appropriare) ro seli-~adminisrer the specified medicatiorn(s).

) Instruct the parienr (or the patient s support person where appropriatel) in the
safe and accurare administrarion of rhe specified medicariornfs).

() _Address the security of the medicatiorn(s) _for each patiert.

) Documenrt rthe adminisrrarion of each medicarion, as reported by rhe partienr (or

rhe partient s caregiver/support person where appropriate), in the parient’'s

P b e e W e W W e



4t Anesthesia Changes January 14, 2011

DEFARTMENT OF HEALTH & HITMM AT SERWVI CES CM‘;
Centers for Medicareds IMedicaid Serwvices

FEOO Security Bouleward, M ail Stop 02-02-38
Baltimore, Maryland 21244-1850 CENTERS fow MEDICUTE £ MECNCAN SERVRCES

Center for Medicaid, CHIFP, and Smyvey & Certificat ony/Surv ey & U erdification Group

Ref: S&C-11-10-Hospitals
DATE: Jammary 14, 2011
TO: State Suvey Agency Directors— WWW.CMS.hs.gov/SurveyCertificat
FROM:  Director lonGenlnfo/PMSR/list.asp

Surwey and Certi fication Group

SUBJECT: FRevised Hospital Anesthesia Serwices Interpretive Guidelines—State Operations
Llannal (S0 Apperdizs A

Menmworamnd mm Sunanary

Revisions to Recently [Tpdated Inderpretive Guidelines for Arnesthesia Services: The
Centets for Wedicate & Ivledicaid Setwices [ CVIEY has rewvised the suidelines concettninge the
anesthesia serices Condition of Patrticipation (CoP)at 42 CFE 482 54
= Haospitals are expected to dewvel op and impl erment policies and procedures that address
the clitiical crosmstatices under Wi ch medi cations that f5ll along the anal gesia-
anesthesia contitnnun are considered atnesthesia, and sped By the gquali ficati ons of
practiti oners who can adimind ster atnal sesia.
=  Additional cdarifications related to pre- and post-anesthesia esraluat on requirernents are
provided.
= Freguently Aslied Duestions (FA Qs arealso attached.

On Drecetnber 11, 2009 CWS rel eased updated Interpretive Guidelines for the Anesthesia Services
Condition of Participation (CoP) for Hospitals az an attachimerndt to S&C memo 10-09. Armong other
things, this guidance was a response to requests for clarification of the distinction between anal gesia

] Armardtthiasa mrrees that thia ramiilati cea A AT TRR OAST S0 Jiernt e e ademden cbeatd o o P amactbiacaa



Access to Hospital Complaint Data

= CMS issued Survey and Certification memo on
March 22, 2013 regarding access to hospital
complaint data

* Includes deficiency In the pharmacy standards
* Includes acute care and CAH hospitals
= Does not include the plan of correction but can request
= Questions to bettercare@cms.hhs.com

* This is the CMS 2567 deficiency data and lists the tag
numbers

= Will update quarterly

= Available under downloads on the hosEitaI website at www.cms.gov



Access to Hospital Complaint Data

* There is a list that includes the hospital’'s name and
the different tag numbers that were found to be out
of compliance

= Many on restraints and seclusion, EMTALA, infection
control, patient rights including consent, advance
directives and grievances

= Two websites by private entities also publish the
CMS nursing home survey data

= The ProPublica website for LTC

= The Association for Health Care Journalist (AHCJ)
websites for hospitals



Access to Hospital Complaint Data
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Pharmacy Deficiencies Total 528

Administration of drugs Tags 404 and 405 Nov 2013 Mar 2014
(Nursing) 156 cited 263
Pharmacy Administration Tag 491 25 cited 34
Delivery of Drugs Tag 500 37 cited 45
Pharmacy Drug Records Tag 494 0 12
Pharmaceutical Services Tag 490 18 cited 42
Formulary Tag 511 0 2
Pharmacist Responsibility Tag 492 16 cited 17
Pharmacy Personnel Tag 493 0 5
Pharmacist Supervision Tag 501 10 cited 14
Access to Locked Area Tag 504 2 cited 5
Reporting Adverse Events Tag 508 0 18
After Hours Access to Drugs  Tag 506 1 cited 4
Secure Storage Tag 502 15 cited 25
Unusable Drug Tag 505 25 Cited 41
I Stop Orders Tag 507 0 1



CMS Hospital CoPs

» Hospital Conditions of Participation are called
the CoPs for short

= |t is Appendix A and Is 471 pages long
* Manuals amended more frequently now
= |s called the state operations manual or SOM

» Has section numbers called tag numbers and
go from Tag A-0001 to A-1164

* Pharmacy section at tag 490-511
2htti://www.cms.hhs.iov/manuals/downIoads/somlO?_AEEendicestoc.idf




Pharmacy Section Starts a Tag 490

A-0469
(Re 37 Esued: FO-I7-08; EfgctivesDmplernentation Date: FO-F7-08)

[All records st docuament the follmvring, as appropriate:]

2482 242 iwiil) - Final diagnosis with comnop letion of mediral recordswithin 30
days following discharge.

Interp retive Guidelines §482.24 (c) (2 Mviii)

A1l medical records st contain a final diagnosis. All medical records st be
cotnplete witlin 30 days of discharge or outpatient care.

Sumvey Procedures §482 .24 o)y (2 (v1it)
melect a sample of pati ents who have been discharged for more than 530 days. Feguest

their medical recards. Are thoserecords cormplete? Dhoes each record have the patient’™ s
firal diagnosis?

A-0490

(R=we 37 Esued: So-IF-08; Efgctivesmplerentation Date: FO-F7-08)
248225 Condition of Participation: Pharmacentical Services

The hospital romst have pharmaceutcal services that neet the need s of the patdents.
The mstituntion must have a pharmacy directed by a registered pharmacist or a drmg




Pharmaceutical Services 490

=Standard: Hospital must have a pharmacy to
meet the patient’s needs and need to
promote safe medication use process

*Must be directed by registered pharmacist
or drug storage area under constant
supervision

=*MS Is responsible for developing P&P to
minimize drug error

*Function may be delegated to the pharmacy

service




Pharmacy 0490

*Provide medication related information to hospital
personnel

=Medication Management is important to CMS and
TJC and TJC has a medication management
chapter

=Contains list of functions of the pharmacist (collect
patient specific information, monitor effects, identify
goals, implement monitoring plan with patient, etc.)

= Add to pharmacy director job description

*Flag new types of mistakes
= Hospital went completely computerized and found 22 new

txﬁes of errors



Pharmacy Policies Include:

=High alert medication-dosing limits-packaging,
labeling and storage (TJC MM.01.01.03)

= |ISMP (Institute for Safe Medication Practice)
and USP have list of high alert medications)

=Limiting number of medication related devices
and equipment-no more that 2 types of infusion
pumps (490)

=Availability of up to date medication information

*Pharmacist on call if not open 24 hours



What Are Your High Alert Medications?

e T
o,

liascituite Posr =l "\.lL'it_t_h.'Ji.th_‘_L]‘.! Practices

ISMP’s List of High-Alert Medicalions

Igh-alert medications are drugs that bear a helghténed risk of
causing slgnificant patient harm when they are used In error.
Although mistakes may or may not be more comimon with these

drugs, the consequences of an arror arg clearly more devastating to

patients, We hope you will use this l1st to determing which medica-
tlons require special sateguards to reduce the risk of errors,. This

may Include strategies likKe improving access to information about

Clpssea Cotogories of Modications

adrenargic sgonlsts, IV (.., eplnapheine, phenylaphine, noreplnepheing

these drugs; miting aceess to hgh-alert medications; using
auxillary labels and sutomated alerts; standardizing the ordaring,
storage, preparation, and administration of these products; and
gmploying recdundancies. such as automated or Independant double-
checks when necessary. (Note: manual Independent double-checks
are not always the optimal error-reductlion strategy and may not e
practical Tor all of the medications on the lat),

Spooific Medications

colehicing njection

adranargic sntaponists, 1V {e.a, propranalol, metoprolol; lebetaloly

wpoprogtanal (Flolan, W

anesthitic agents, general, nhated and 1V (g, propofol, ketamine)

antlarthythmics, IV (g, docaing, asmiodarona)

Insulin, suboutaneous and Y

magneslum sulfate injection

antithrormbotic agents (antieoagulants), Including warfarn, low-molecular-walght

haparin, IV unfractionated heparin, Factor Xa inhibitors (fondaparinus), direct

thrombin inhibitors {e.0. argatroban, lepinoding bivalinoding, thrombalytics (e..,

Eltapllﬂau. reteplase, tenecteplase), and glvooprotelin N/ nbibitors (e.o. eptil-
atlila)

cardioplagic solutions

rmethotraxate, aral, non-oncalogh use

L
nitropruzside sodium for Inlection

chemothempeutic agents, parenteral amd oral

toxtroze, hypertonle, 200 of greatar

potassium chlorida for injection concentirate

potagsium phosphates Injecton

promethasng, 1V

thalysls salutions, peritomesl and hemodialysls

apldural or intrathecsl madications

hypoglycamics, aral

sodium chloride for injection, hypertonie (grester than 0.9%% concentration)

starile water for Injection, nhalation, anc tirlgation
Cenclucling pour bottes) In containers of 100 mL or mora

Inotrople madications, IV (e.g., digoxn, mirinomna)

Iiposomal Torms of diugs (e, Tposomasl amphotericn B)

moderate sedatlon agents, IV {e.g. midazolam)

moderate sedation agaents, oral, for childnen Ceo., chloml hydrate)

narcotles/oplates, IV, tranadermal, and oral {neluding ut|ula_nun:nrltmtm. Irmmadiate
nnil sistalnsil-rolanas fnrmolatinn

Based on error reports submitted to the USP-IZMP Medication Errars Reporting
Program, reports of harmful arrors in the Itemture, and input from practitioners: and
gfoty esports, ISMP crooted and perlodically updatoes o st of potantial Blgh-alort
medigations. During February=April 2007, 770 practilonars responded to an ISMP
survay deslgned to identity which of thess medications wera most frequantly consick




So What’s In Your Policy?

WISCONSIN

PATIENT SAFETY

(Bl INSTITUTE

PO Box 1551
Madison, WI 53701
Voice: 608.442.3789
B00.762.8976

Fax: 608.283.5402

www.WPSl.org

MODEL HIGH-ALERT MEDICATIONS POLICY & PROCEDURES

PURPOSE
= To prowvide guidance to acute care organizations
for the safe handling and administration of
medications designated as High Alert
Medications.
= To increase awareness of High Alert Medications,
thereby improving patient safety.

DEFINITION
High Alert Medications are drugs that bear a higher
risk of causing significant patient harm when they
are used in error.

POLICY
AL The following medications are appropriate for
inclusion in a High Alert Medications policy.

= Epidural infusions

= Fentanyl

= Heparin (=100 units, flushes exem pt)

= Insulin (including regular, aspart, NPH, and
glargine)

= Lidocaine with epinephrine vials

= Meuromuscular blocking agents
({atracurium, cisatracurium, mivacurium,
pancuronium, rapacuronium, rocuronium,
succinylcholine, vecuronium, etc)

= Patient Controlled Analgesia (PCA)
infusions of any medication

= Total Parenteral Nutrition (TPMN) and Total
MNutrient Admixture (TNA) solutions

= Oncologic agents

= Moderate sedation agents (e.g., midazolam)

B. The follovwing medications may also be
appropriate for inclusion in a High Alert
Medication policy in addition to the
medications abowve.

* Glycoprotein llbfllla inhibitors
(eptifibatide, abeciximab, tirofiban)
= lron Dextran
= Adrenergic antagonists agents
{e.g., esmolol) [%
» Anticonvulsants

C. Concentrated electrolyte vials {e.g., potassium
chloride)} should not be stocked in patient care
areas.

PROCEDURES

Safety procedures during the ordering, preparation,
dispensing and administration of High Alert
Medications include:

Prescribing
A Verbal orders for High Alert Medications should
be discouraged.
B. If possible, prescribing for High Alert Medications
should be standardized using preprinted orders.

Preparation and dispensing
A, All storage locations should be clearly labeled
and separated from regular stock. If High Alert
Medications must be kept in patient care areas,
locked storage areas should be used with a
distinct High Alert Medication warning label
visiblw nlaced on the storaae bin.



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 dMillion Lives Campaign aims to dramatically improve the quality of Armerican health care
by protecting patients from five million incidents of medical hamm between Decermber 2006 and December 2008, The How-to

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



Pharmacy Policies

= Avoid dangerous abbreviations (TJC IM.02.02.01)

=All elements of order; dose, strength, route, units,
rate, frequency

=Alert system for sound alike/look alike (LASA) and
also TJC standard MM.04.01.01 and
NPSG.03.03.01

= 8" Annual MedMaRX report issued in 2008 shows problems with
3,170 drug pair names which is doubled number since 2004

= USP has website to check LASA drugs

=Use of facility approved pre-printed order sheets
whenever possible



USP Confused Name L.ist

A Publication of the USP Center for the Advancement of Patient Safety

APRIL 20004

www.usp.org/pdf/EN/patientSafety/qr792004-04-01.pdf

r_l_;'_)n I- =
< ualityheview

T

Use Caution— Avoid Confusion

his updated resource now includes reports submitted ro both packaging or labeling, and incorrect selection of a similar name

USSP medication error reporting programs— D> ED AT from a computerized product list

and the LISP Medication Errors Beporting (MER) Program—{rom ; ;
; € =l i : : ! i \ & Below is a list of similar drog names reported to MEDMARX and
=1 - :| T ] g 1 '\l’l '|'| l; ar . - x

theirancepiton through: December Sk 2U6E. - Sumlaxityak corug MER. It is important to remember that these names may not
names involves confusion between look-alike and/or sound-alike sound alike as vou read them or lock alike in pring, but when
b naimes, EEner e nanmes, and brand 1o ?’1‘-""-"'i"- names, This handwritten or communicated Vl.'l'l'l'.'lll}-’, these names have coused
confusion is compounded by illegible handwriting, lack of o could cause confusion. (Brand names are italficized and new
| T |'.»\-'|g‘l_15:: ol e LIRS 100N S, ||\'h-'|1l,' availaly]e l,uqnh:n_l:n, sraila entrics are |'Ii].‘;|‘i|i]..". hted in red,)
Accolabe: ..iecoigiae Accupril Acyolovir . ... .00 . Famoiclovir R - S e Accugril

Accolate . . . . Acoutane Adalatl CC . ..........Alclormet Altace . . ... Amary Armerge
Accupri . e e e s s ACTEGX e T ] ] - A Allesgra Altace . . pr Bl . . AFTERS

BOCEINEPN v o ws e s ey Acoola e ACOOED o5 e i fndersl T e Norvasc
DO 2 e e el Accutanes ACSNoSINg ... oe e i Adenoaine Phosphate PN L e e Atravent

Accupri o . oia v am . Altace Adenosine Phosphats . . Adenosine Amantadine .........Amicdarome
Al . . e e e e e Aricapt Acdippax-F | .. ... Aciplvex Amantadina . . Ranitidine . . Rimantadina
Accuprl L. P « . Nonoprl Adrlarmyein P e ) Armanst .-« Altace . . .. AmMerge
AcCUlBNG - .-oaiieaamas Aceolate AGrBMIYCIT o oa ciea a0 fdfamyelin TR e e e Avandia
ACCLNENE: (i vcs iv s snea Accuprl P T e P e e Achwicor Arriary! Rerrirnyd
Acebutolol . . ..o - Adbutarol Advicor . Advair Armaryl Syrmetred
Bce minophan. . ... .. Acaetaminophan Agorasial d ACForer oK Arrtaiery Arrien

63
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ISMP’s List of Confused Drug Names

his fst of confused drug names, which includes look-alike and sound-alike

niame pairs, consists anly of those name pairs that have heen involved in
medication erors published in the ISP Medication Safety Alert!® The errors
imvolving these medications were reported to ISMP through the USP-SMP

Medication Errors Reparting Program (MERP).

The Joint Commission (TJC) established a National Patient Safety Goal
thit requires each accredited organization to identify a st of look-alike or
sound-alike drugs used in the organization. Those names that appear on
TJC's list of look-alike or sound-alike names have been noted with 2
double asterisk (**) below.

Drug Name Confused Drug Name ISMP Medication Safely Alert!® Acute Care Edition
ABELCET" amphatericin " ol. & Issue 13, 6/26/03
ACCUPRIL ACIPHEX Uid, 5, Issue 9, 5/3/00
acatazolamide* acatohexamide"* \ol. 5 Issue 12, 6/14/00
acetohexamide” acetamlamide** \ol. 5 Issue 12, 6/14/00
ACIPHEX ARICEPT \ol, 5 lssue 24, 11/29/00
ACIPHEX ACCUPRIL lil, 5, Issue 8 5/3/00
ACTIVASE ThKase il 8, lssue 1, 5/29/03
ACTONEL ACTOS Vol, 9, lssue 13, 771104
ACTOS ACTONEL Vol, 9, fesue 13, 7/1/04
ADDERALL INDERAL \iol, 1, lssue 4, 2/28/96
M ThAN Wal T leews 0 LA

Anifean




Pharmacy Policies

=“Resume preop orders” is prohibited

=\/oluntary, non-punitive reporting system to monitor
and report adverse drug events

= System analysis theory recognizes most errors
are a system problem and not due to bad
practitioner

= Many hospitals balance with Just Culture
= TJC has the same standard

= Preparation, distribution, administration and
disposal of hazardous medications (chemotherapy)




NIOSH Hazardous Drugs

COC Home

£-7 Index for All ©DC Topics

Centers for Disease Control and Prevention

Your Online Source for Credibie Haalih Informafion |

@ NIOSH
{7 All CDC Topics

=

11

Workplace Safety & Health Topics WWW.cdc.gov/niosh/topics/hazdrug/ [YIOSH

Workplace Safety and
Health Topics

Industries & Occupations
Hazards & Exposures

FHazardous Drug

Exposures in
Healthcare

Diseases & Injuries
Safety & Prevention
S

Emergency Preparedness
& Response

Related Topics
Health Care Waorkers

Antineoplastic Drugs

NIOSH = Workplace Safety and Heslth Topics > Hazards & Exposures
|

HAZARDOUS DRUG EXPOSURES IN HEALTH CARE

Health care workers who prepare or administer hazardous

| drugs (e.q., those used for cancer therapy, and some antiviral
drugs, hormone agents, and bioengineered drugs) or who work
in areas whera these drugs are used may be exposed to these
agents in the workplace. About 5.5 million U.S. health care
waorkers are potentially exposed to hazardous drugs, including
pharmacy and nursing personnel, physicians, environmental
services workers, workers in research |aboratories, veterinary ca
receiving personnel

It seems counter-intuitive that the health care industry, whose
is itself 2 "high-hazard™ industry for the workers it employs. Infa
shown that workplace exposures to hazardous drugs can cause
effects such as skin rashes, adverse reproductive outcomes {incl
abortions, and congenital malformations), and possibly leukemia
risk depends on how much exposure a worker has to these drug
Workers can be protected from exposures to hazardous drugs t

administrative controls, and proper protective equipment. Muti-channel infusion

MIOSH Home

Textsize: f M L X

3 Emazil page

l:;:-] Print page

% Bookmark and share

[=] Get email updates
a Subscribe to R55

l‘i Listen to sudio/Podcast

Contact Us:

“I Centers for Disease
Control and
Prevention

Mational Institute for
Occupsational Safety
and Health (NIOSH)
800-CDC-INFO {800~
232-4636) TTY: (BBE)
232-6348

24 Hours/Every Day

(V]

H

cdeinfo@edc.gav



NIOSH Hazardous Drugs 2012 List

= Previous update was Dec 2010

= Updated in 2012 (FR June 27, 2012) and proposed
in 2014

= NIOSH reviewed 70 new drugs that received FDA
approval

* NIOSH reviewed 180 drug that received new
special warnings (usually black box warnings)

= Found 26 of these that were added to the list

= Removed 15 drugs that are no longer available In

the ED



List of Hazardous Drugs in Healthcare

¥ Centers for Disease Control and Prevention ) All CDC Topics »
@ CDC 24/7: Saving Lives. Protecting People.™ | |

A-Z Index for All CDC Topics

NIOSH Publications and Prodiizts ~ www.cdc.gov/niosh/docs/2012-150/  [YIOSH

11

NIOSH Publications &

NIOSH = NIOSH Publications B Products » NIOSH-Issued Publications g Email page

Products -
d;:] Print page
NID'S_'H'I_SSUEd EiRecommend 5 M Tweet & [ Share
Publications [& Get email updates
FNIOSH List of DHHS (NIOSH) Publication Number 2012-150 June 2012 Subscribe to R55
grt]::]inezlplas:;c a"dl]' C:l Listen to audio/Podcast
er Hazardous Drugs ' : '
in Healtheare Setiings | N/OSH List of Antineoplastic and Other
2012 : ;
- Hazardous Drugs in Healthcare Settings Order NIOSH
Publication Types Publications
- 201 2 NIOSH List of Antineoplastic ,
Order Publications and Other Hazardous Drugs Order Online
. . . in Healthcare Settings 2012
Search NIOSHTIC-2 The National Institute for Occupational Safety and Health (NIOSH) R 1-800-CDC-INFO
Research Database Alert: Preventing Occupational Exposures to Antineoplastic and Order from NTIS &
eNews Other Hazardous Drugs in Health Care Settings was published in
- September 2004 (http://www.cdc.gov/niosh/docs/2004-165/). In
Science Blog Appendix A of the Alert, NIOSH identified a sample list of major Contact Us:
Documents far Public hazardous drugs. The list was compiled from information provided . .
Review by four institutions that have generated lists of hazardous drugs git'f;':!lé::’f'é“:feﬁr
Pear Review Agenda for their respective facilities and by the Pharmaceutical Research i m—— (T Mogw and Health (NIOSH]
g and Manufacturers of America (PhRMA) from the American Hospital Centers far Disease
Regulatory Agenda Formulary Service Drug Information (AHFS DI) monographs Contrel and ¥




|NICISH List of Antineoplastic
and Other Hazardous Drugs
in Healthcare Settings 2012

DEFORTIFMENT COF HEOLTH o WHD HUFFIO M SEFRVICE: ' =
Cerrber= For Dizsas= Coninel ard Preventdon L e
Flaticral Instdate for Ooccupaticnal =afetpand Heal$ S k- 1




Proposed Additions and Deletions to the NIOSH Hazardous Drug List

2014

Established
Name

Proprietary
Name

Drug Class

Formulation(s)

Dosage

FDA
pregnancy
Category

Drug Package
Insert

Drugs Recommen

ded by NIOSH

to be Added to the 2012 Hazardous Drug List

abacavir Ziagen antiviral tablets, oral 600mg C Pl
solution
abiraterone Zytiga antineoplastic; tablets 1000mg X Pl
acetate CYP17 inhibitor
apomorphine Apokyn dopamine agonist | SQ 2-bmg k: Pl
bevacizumab Avastin monoclonal v 5-15mg/kg C Pl
antineoplastic
crizotinib Xalkori antineoplastic capsules 250mg D Pl
deferiprone Ferriprox FE chelator tablets 25-30mg/kg D Pl
dexmedetomidine | Precedex alpha andrenergic | IV 0.2-1mcg/kg C Pl
antagonist
eribulin mesylate | Halaven antineoplastic; v 1.4mg/m2 D Pl
microtubule
inhibitor
erlotinib Tarceva antineoplastic tablets 150mg D Pl
ezogabine Potiga anticonvulsant tablets 100-150mg C Pl
fingolimod Gilenya biological response | capsules 0.5mg C Pl

modulator;
sphingosine-1
phosphate recpt.
modulator




Pharmacy Policies

=Drug recalls

= Patient specific information that should be readily
available (TJC tells you exactly what this is, like
age, sex, allergies, current medications, etc.)

=Means to incorporate external alerts and
recommendation from national associations and
government for review and policy revision (Joint
Commission, ISMP, FDA, IHI, AHRQ, Med Watch,

NCCMER, MEDMARX)

= [f medication management committee can assign each to
one of the members to report at monthly meeting



FDA has a List of Drug Recalls

Dapartmant of Health and Human Serviees

% U.S. Food and Drug Administration
| o A_, Protecting and Promoting Your Health

Homs Food Drrugs Medical Devices Radiation-Emitting Products Vaccines, Blood & Biologics Animal & Veterinary Cosmetics Tobacco Products

Drugs = 0=

Home & Drugs

spotlight

¢ | Compounding
» [EIFE :'I"r."‘!' 108E |

« Drug Information (Drugs@FDA

= Orange Book Search

= Mational Drug Code Directony

Recalls & Alerts

Antibacterial hand scaps and body washes:

Must demonstrate greater effectiveness L - Drug Recalls
= MedWatch The FDA Safoty
Infoimation and Adverse Event

Reporting Program

Navigate the Drugs Section * Recalls; Markel Wiihdrowals, &
Safety Adarls
Emergency Frepargedness Guidance, Compliance & Regulalory Information
Bipterroriam l.'!"l,]g preparedness and natural disaster Suidance Tor ::"1|,1u.*'-1‘!",' '.'Jnrnlng Lefters, Postmarkal
response Survellance Programs, Rules and Regulations Approvals & Clearances
Drug Approvals and Dalabasas Naws & Evanls
Drug-Related Databases from FDA Information on Drug What's New on This Site, Dnig Approval Listing, Meetings = This Weak's Drug Approvals W
Annronplc and Fanfarsnres
£ J >




FDA Drug Recalls Website

Jepartmnent of Health & Human Services

U.S. Food and Drug Administration

Ato Z Iindex

Protecting and Promoting Youwr Health

Home | Food | Drugs | Medical Devices
Drugs
D Home © Drugs ©@ Drug

Drug Safety and Availability

p Drug Recalls

Resources for You

= FDA Drug Safety Podcasts

= FDA 101: Product Recalls
(video) [ARCHIVED]

« FDA Recall Information on
Twitter &

« Product Recalls Mobile Phone
App

& Index to Drug-Specific
| Information

= What is a recall?

fety and Availability

Radiation-Emitting Products | Vaccines, Blood & Biologics

Drug Recalls

Drug Recalls

Recalls are actions taken by a firm to remove a product from the market. Recalls
may be conducted on a firm's own initiative, by FDA reguest, or by FDA order under
statutory authority. See Definitions of Market Withdrawals and Class I, Il, and il
recalls. All recalls {Class |, Il, and 1II) can be found in the FDA Enforcement Report.

In July 2011, FDA began a pilot program to notify people of drug recalls before they
are classified. These unclassified recalls will be published in the Enforcement Report
every Wednesday, and will be listed under the heading, “Human Drug Product
Recalls Pending Classification.” They will be reposted with their classification once
that determination has been made. Send comments or suggestions to
CDERRecallPilot@fida.hhs.gov.

If you have a medicine that has been recalled, talk to your health care professional
about the best course of action. Stores generally have a return and refund policy
when a company has announced a recall of its products.

MOTE: The recalls on the list are generally Class I., which means there is a
reasonable probability that the use of or exposure to a violative product will
cause serious adverse health consequences or death.

2013

= December 13, 2013 Alexion Provides Update on Previously
Communicated November 2013 Voluntary Nationwide Recall of
Two Lots of Soliris (eculizumab) Concentrated Solution for
Intravenous Infusion

» MNovember 27, 2013 Baxter Initiates Nationwide Voluntary Recall of
One Lot of Nitroglycerin in 5% Dexitrose Injection

e November 13, 2013 Nature's Pharmacy and Compounding Center
Issues Voluntary Recall of All Sterile Compounded Products
Distributed Within North Carolina Due fo Lack of Sterility
Assurance

# MNovember 01, 2013 Perrigo Recalls Acetaminophen Infant

Eucrnnncinn §inomid 480 malE ml DNean fa o Dodantiol Dofoedt st

Animal & Veterinary

Follow FDA | FDA Voice Blog

SEARCH

Cosmetics Tobacco Products

=

Spotlight

Multistate outbreak of fungal
meningitis and other infections

Department of Justice files
Consent Decree of Permanent
injunction against Ranbaxy

What is a recall?

Recalls & Alerts

MedWatch: The FDA Safety
Information and Adverse Event
Reporting Program

Recalls and Safety Alerts
Enforcement Reports

Drug Safety Communications

Contact FDA

Toll Free
(855) 543-3734, or




Sign Up to Get Recall Alerts from FDA

U.S. Food and Drug Administration

Recalls, Market Withdrawals, & Safety Aleris

Recalls, Market Withdrawals, & Safety Alerts

The list below provides information gathered from press releases and other public notices about
certain recalls of FDA-regulated products. Mot all recalls hawve press releases or are posted on this
page. See Additional information about recalls for a more complete listing.

For recall notices older than 60 days, see the Recall and Safety Alerts Archive.

Siign up to receive Recalls, Market Withdrawals and Safety Alerts_

Filter by Keyword(s):

Filter by Recall Type:

All [~]

Clear Filter

www.fda.gov/Safety/Recalls/default.ntm

Dretails »

12M 32013 Solins Solins (eculizumal}) Found to contain Aldexion
300 mgs3I0 mL visible particles FPharmaceuticals., ~
Concentrated solution Inc.



Pharmacy Policies 490

=|dentification of weight based dosing for pediatric
populations

= May also require weights for elderly patients in renal failure
on antibiotics

*Requirements for review based on facility generated
reports of adverse drug events and Pl activities

*Policy to identify potential and actual adverse drug
events

= |HI trigger tool for peds, hospitals and mental health unit,
concurrent review, observe med passes etc.

=Must periodically review all P&P’s



Use Kg and Not Pounds for Children

- -
Acetaminophen Dosing Chart
:"Ll:El:ﬂIl’l.iI‘lel‘l.El‘.l Infants" Children™s Children™s Jumior Strem ot Audualt
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Trigger Toof for Measurnng Adversse Drug Evantis

== Irigger Tool for Measuring Adverse Drug
Events

The use of “triggers,” or clues, to identify adverse drug events (ADEs) is an
effective method for measuring the overall level of harm from medications in a
health care organization. The Trigger Tool for Measuring Adverse Drug Events
provides instructions for conducting a retrospective revieww of patient records
using triggers to identify possible ADEs. This tool includes a list of known ADE
triggers and instructions for collecting the data you need to measure the
number of ADEs per 1,000 doses and the percentage of admissions with an
ADE.

MNOTE: You can use this tool in conjunction with the interactive Trigger Tool for
Measuring ADEs in the Workspace area on IHl.org. Enter yvour detailed data
from all of your ADE Patient Record Revievww Sheets into the interactive Trigger
Tool for Measuring ADEs. The Tool will automatically calculate and graph two

measures: ADEs per 1,000 Doses and Percent of Admissions with an ADE.

This tool contains:

Background

List of ADE Triggers

General Instructions

Case Studies

ADE Patient Record Review Sheet

FPediatric ADE Patient Record Review Sheet

ADE Monthly Summary Sheet (*Use interactively on IHL.org)

EEEEEEE



IHI Trigger Tools

Thai= 1termm has mot w2t been rated L = FHabte This

Trigger Tool for Measuring Sadwersse Dirug Events in a Mental
Health Setting
Thi= Trigger Tool, dewveloped for use with rmmental health Nnpatient=s,
imclude=s a list of knowen adwerse drug ewent trigagers in mental
health setting=s and prowides instructions for conduckting a
retrospective rewvieve of patiernt records using these triggers to
identity possible ADEs; deweloped by the Institute for Healthcocare
Improvement (CZambridge, Massachusetts, LI=870.

Thi= iterm has mot vt been rated L = Fate This )

Pediatric Trigger Toollktit: Measuring Sdwerse Dhrug Ewvwents im the
—hildren’s Hospital

This tool prowvides a powviertul vet simmple method to detect
medicatiaon-related harm imn pediatric inpatients; dewveloped by Zhild
Health Corporation of america (Shawvwinee Mission, HMansa=s, 1SS0,

This iterm has mot v=t been rated L = Rabe This )

_ﬂ.@ Trigger Tool for Measuring Sdwerse Dhrug Ewents CIHI Toolld

O rmoethod for using "triggers," aor clues, 1IN patient recards ta [:%
identity S OE=s that may mot hawe been reported through traditional
mechanismis); dewveloped by the Institute for Healthcare

Improvement (Boston, Massachusetts, U=587 armnd Premiier, Inc.

(=amn Diego, Zalitormia, LU=00

PRated by Users: S isiriss [ = Fabte This

FPediatric D E Patient Pecord PRewvwiewve Shesest (ITHI Tool)
[ITocluded o Trigger Tool for Measuring Sadwerse Dhrug Events]

O one-page form that cam be used to register Imtformmation obtained

from indivwvidual pediatric patient records durinmng a revwieve for

adwer=se drug ewvents (O0DEs), mncluded inm the Triagger Tool for

FMea=suring Sdwerse Drug Events; deweloped by the Institute for

Healthcare Improvement (Boston, Massachusett=s, L1=073 and

Premiier, Inc., (Samn Diego, Califormia, LU=070 g

< www.ihi.org/IHI/Topics/PatientSafety/MedicationSystems/Tools/#Trigger%20Toels




IHI Adverse Drug Event Trigger Tool

== Trigger Tool for Measuring Adverse Drug
Fvents

The use of “triggers,"” or clues, to dentify adwverse drug events (ADEsS) s an
effective mMmethod for measurimg the owverall level of harm from medications im a
health care organization. The Triigger Tool for Measuring Sdwverse Drrug Events
prowvides instructions for conducting a retrospective revieww of patient records
using triggers to i dentify possible ADE=. This tool imcludes a list of knowwn ADE
triggers and instructions for collectimng the data vou need to mMmeasure the
mnumiber of ADE=s per 1,000 doses and the percentage of admissions with am

SO E

MNMOTE: You canmn use this tool imnconjunction with the interactive Trnigger Tool for
fMeasurimg ADE=s in the Waoarkspace area omn IHLorg. Enter wvour detailled dats
Ffrom all of yvour ADE Patient Record Rewview Shest=s into thhe imteractive Trniigger
Tool for Measurning ADE=. The Tool will automatically calculate and graph twao
measures: ADEs per 1,000 Do=s=es and Percent of Admiassions with amn ADE_

AR el SO www.ihi.org/ihi/workspace/tools/trigger/C

Backgrowund

List of ADE Triggers reateTool_aspx
General Instruction=

Casse Studies

ADE Fatient Hecord Rewviewe Sheast

Fediatric ADE FPatient Record Rewview Shest

ADE Monthily Summary Sheet (¥Fllse interactively om IHLorgh

HHEEHEEE



Pharmacy Policies

*Need a multidisciplinary committee -
committee of medicine, nursing,
administration, and pharmacy to develop
P&P

*MS must develop P&P or have policy that
this function is fulfilled by pharmacy

=Surveyors will make sure staff is familiar
with all the medication P&P’s

=Need Eolicies to minimize drug error



Pharmacy Management 0491

*Pharmacy or drug storage must be administered in
accordance with professional principles

*=TJC 03.01.01 and problematic standard

*This includes compliance with state laws (pharmacy
laws), and federal regulations (USP 797), standards
by nationally recognized organizations (ASHP, FDA,
NIH, USP, ISMP, etc.)

*Pharmacy director must review P&P periodically
and revise

* Remember to date policy to show last review and include

sources such as CMS CoP or TJC standard



Pharmacy Management 491

*Drugs stored as per manufacturer’s
recommendations

=*Pharmacy employees provide services within
the scope of their licensure and education

= Some states allow only pharmacist to do compounding

=Sufficient pharmacy records to follow flow
from order to dispensing/administration

=Maintain control over floor stock

= Make sure no expired medications and make sure all labeled



Pharmacist 491

*Ensure drugs are dispensed only by
licensed pharmacist

*Pharmacist dispense and nurse administers

*Must have pharmacist to develop,
supervise, and coordinate activities of
pharmacy

=Can be part time, full time or consulting

=Single pharmacist must be responsible for

overall administration of Eharmacx



Pharmacist 491

=Job description should define development,
supervision, and coordination of all activities

= Must be knowledgeable about hospital pharmacy
practice and management

*Must have adequate number of personnel to ensure
guality pharmacy service, including emergency
services

= Sufficient to provide services for 24 hours, 7 days a
week

* This means patients get stat drugs within time frame set



Pharmacy Delivery of Service 500

=Keep accurate records of all scheduled drugs

*Need policy to minimize drug diversion

*Drugs and biologicals must be controlled and
distributed to provided patient safety

=*|n accordance with state and federal law and
applicable standards of practice

= Accounting of the receipt and disposition of drugs
subject to COMPREHENSIVE DRUG ABUSE
PREVENTION AND CONTROL ACT OF 1970



Pharmacy Delivery of Service 500

*Pharmacist and hospital staff and committee
develop guidelines and P&P to ensure control and
distribution of medications and medication devices

=System In place to minimize high alert medication
(double checks, dose limits, pre-printed orders,
double checks, special packaging, etc.)

=And on high risk patients (pediatric, geriatric, renal
or hepatic impairment)

*High alert meds may include investigational,
controlled meds, medicines with narrow therapeutic
range and sound alike/look alike



Delivery of Service 500 First Dose Rule

= All medication orders must be reviewed by a
pharmacist before first dose Is dispensed

*Includes review of therapeutic appropriateness of
medication regime

=Therapeutic duplication

= Appropriateness of drug, dose, frequency, route
and method of administration

=Real or potential med-med, med-food, med-lab
test, and med-disease Interactions

=Allergies or sensitivities and variation from
organizational criteria for use



Delivery of Service 500

=Sterile products should be prepared and labeled In
suitable environment

*Pharmacy should participate in decisions about
emergency medication Kits (such as crash carts)

*Remember issue of security of crash carts

*Do HVA to determine if under constant supervision or
location of cart is safe such as just outside nurses
station

= Medication stored should be consistent with age
group and standards




Delivery of Service 500

= Must have process to report serious adverse drug
reactions to the FDA

=Such as on Med Watch form

=Policy to address use of medications brought in

= Policy, count drugs, patient signs release, locked In
drawer, will help with medication reconciliation to bring In

*P&P to ensure investigational meds are safely
controlled and administered

= Medications dispensed are retrieved when recalled
or discontinued by manufacturer or FDA (eg. Vioxx)



Delivery of Service 500

=System Iin place to reconcile medication that are not
administered and that remain in medication drawer
when pharmacy restocks

=Will ask why it was not used?

*Not the same as medication reconciliation as in the
TJC NPSG which all hospitals should still do from a
patient safety perspective

= Except in CMS worksheet it is refers to medication
reconciliation as required by TJC

= TJC medication reconciliation 5 elements of

Eerformance became effective Julx 1, 2011




TJC Medication Reconciliation

Reconciling Medication Information

Hospital Accreditation Program

NPSG.03.06.01

Maintain and communicate accurate patient medication information.

Elements of Performance for HPSG.03.06.01

1. Obktain information on the medications the patient is currently taking when he or she is admitted to the hospital or i seen in an cutpatient
setting. This information is documented in a list or other format that is useful to those who manage medications.
Motz 1: Current medications include those taken at scheduled times and those taken on an as-needed basis. See the Glossary for a definition
of medications.
Mote 2: It is often difficult to obtain complete information on current medications from a patient. A good faith effort to obtain this information
from the patient andior other sources will be considered as meeting the intent of the EF.

2. Define the types of medication information to be collected in non—-24-hour settings and different patient circumstances.
Mote 1: Examples of non—24-hour settings include the emergency department, primary care, outpatient radiology, ambulatory surgery, and
diagnostic settings.
Mote 2: Examples of medication information that may be collected include name, dose, route, frequency, and purpose.

3. Compares the medication information the patient brought to the hospital with the medications ordered for the patient by the hospital in order to
identify and resolve discrepancies.
Note: Discrepancies include omissions, duplications, contraindications, unclear information, and changes. A qualified individual, identified by
the hospital, does the comparison. (See aleo HR.01.06.01, EP 1)

4. Provide the patient (or family as needed) with written informiation on the medications the patient should be taking when he or she is
discharged from the hospital or at the end of an outpatient encounter (for example, name, dose, route, frequency, purpose).
Note: When the only additional medications prescribed are for a short duration, the medication information the hospital provides may include
only those medications. For more information about communications to other providers of care when the patient iz discharged or transferred,
refer to Standard PC.04.02.01.

5. Explain the importance of managing medication information to the patient when he or she is discharged from the hospital or at the end of an
outpatient encounter.
Mote: Examples include instructing the patient to give a list to his or her primary care physician; to update the information when medications
are discontinued, doses are changed, or new medications (including over-the-counter products) are added; and to carry medication
information at all times in the event of emergency situations. (For information on patient education on medications, refer to Standards
MM.D6.01.03, PC.02.03.01, and PC.04.01.05.)



Compounding of Drugs 501

=All compounding, packaging, and disposal of
drugs and biologicals must be under the
supervision of pharmacist

*Must be performed as required by state or
federal law

=Staff ensure accuracy in medication
preparation

=Staff uses appropriate technigue to avoid
contamination



Compounding of Drugs 501

=Use a laminar airflow hood to prepare any IV
admixture, any sterile product made from non-
sterile ingredients, or sterile product that will not be
used within 24 hours (see USP 797)

*Meds should be dispensed in safe manner and to
meet the needs of the patient

= Quantities are minimized to avoid diversion,
dispensed timely, and if feasible in unit dose

=All concerns, issues, or questions are clarified with
the Iindividual prescriber before dispensing



ocked Storage Areas 502

=Drugs and biologicals must be kept in a secure and
locked area

*\Would be considered a secure area If staff actively
providing care but not on a weekend when no one
IS around

=Schedule I, IlI, IV, and V must be kept locked within
a secure area (see also 503)

=Only authorized person can get access to locked
areas

» See tag 406(drugs and biologicals) and 412 and 413 also

(self administered drugs) in nursing section



Locked Storage Areas A-502

*Persons without legal access to drugs and
biologicals can have not have unmonitored access

*They can not have keys to storage rooms, carts,
cabinets or containers with unsecured medications
(housekeeping, maintenance, security)

=Critical care and L&D area staffed and actively
providing care are considered secure

=Seftting up for patients in OR Is considered secure
such as the anesthesia carts but after case or when
OR is closed need to lock cart



Securing Medications

=So all controlled substances must be locked

»Hospitals have greater flexibility in determining
which non controlled drugs and biologicals must be
kept locked

= Medications should not be stored in areas readily
accessible to unauthorized persons such in a
private office unless visitors are not allowed without
supervision of staff

*P&P need to address security of any carts
containing drugs



Securing Medications

=May allow patients to have access to urgently needed
drugs such as Nitro and inhalers

*Need P&P on competence of patient, patient
education and must meet elements in TJC MM
standard on self administration

* CMS mentioned TJC standard in Federal Register
*Tag 412 and 413 on June 7, 2013 and 2014

= Measures to secure bedside medications

= Make sure medication carts in OB to do stat C-
sections Is locked



Locked Storage Areas

=*|f medication cart is in use and unlocked, then
someone with legal access must be close by and
directing monitoring the cart, like when the nurse Is
passing meds

=Need policy for safeguarding, transferring and
avalilablility of keys

=Should now have safe injection practice policy and
follow CDC 10 requirements

*CMS gets 50 million dollars to enforce infection
control standards and is making infection control
Visits to hospitals

1T .



Medications in the OR ASA Position

www.asahqg.org/For-Members/Standards- Arnericen: Societyar |
Guidelines-and-Statements.aspx Anesthesiologists” b

STATEMENT ON SECURITY OF MEDICATIONS IN THE OPERATING ROOMN

CApproved bv the ASA Executive Committee in October 2003, and Last amended by the
ASA House of Delegates on October 16, 201.3)

FPreamble
A secure environment of care is needed for medication safety. Medication safety imcludes the
security of oral, sublingual, parenteral and mhaled drmigs used for elective and emergency
patient care. A secure area ensures the mntegrity of anesthesia machines as well as other
equipment and materials. Security of medications in the operating room suite 1s essential for
patient safety.

Recommended Policies

1. Access to operating room suites mmst be strictly linted to authorized persons.

2. All Schedule 3 and 4 narcotic medications mmst be kept in locked enclosed areas when not
under the direct control of an anesthesia professional.

3. Amesthesia professionals mmst have mmmediate access to dmgs required for emergency
patient care. Procedures designed to prevent unauthornzed access to such drugs must be
consistent with this mimperative for patient safety.

4. Amnesthesia carts and anesthesia machines mavy remain unlocked, and non-controlled®
medications may be lefi im or on top of unlocked anesthesia carts or anesthesia machines
mmmediately prior to., during, and immediately following surgical cases i an operating rooin,
so long as there are authorized operating room personnel in the OR suate.

Rationale
A Because the operating room suite 15 a limnmted-access secure location, it 1s safe practice for
anesthesia professionals to leave non-controlled* medications on the top of thew anesthesia
carts o1 anesthesia machines for brief periods (e g, while going to a nearby holding area to
bring a patient into the operating room).
B. At the end of anesthesia cases, when patients are particularlsy wulnerable. anesthesia



ASA Standards, Guidelines, Statements

=This position statement is from American Society of
Anesthesiologists

=Security of Medications in the Operating Room

=All hospitals should also have a copy of the
annual book published by AORN on Perioperative
Standards and Recommended Practices and has
Medication Safety section

=These are available off the ASA website!
=Security of medications in the operating room

thttp://www.asahqg.org/publicationsAndServices /sgstoc.htm



ASA Guidelines and Statements

Contact Us w | Site Map

American Society or : Not A Member? Advanced Search

Anesthesiologists

myASA | ASA CALENDAR | ASAPAC | EDUCATION CENTER | JOIN ASA | ASA-RELATED ORGANIZATIONS | SHOP AsAllE

Notice: ASA is now accepting 2013 Committee Nominations - Deadline: January 15,2012

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

Home » For Heslthcare Professionals »

Standards, Guidelines, Statements and Other
UPDATE YOUR PROFILE? Login to DDCL”‘I‘]eﬂts

b et s i b
MyASA and update you

professional profile! Login Mow »
ASA Standards, Guidelines and Staterments provide guidance o improve decision-making and promaote

In This Section beneficial outcomes for the practice of anesthesiclogy, They are notintended as unigue or exclusive indicators
of appropriate care. The interpretation and application of Standards, Guidelines and Statements takes place

fsiaih 5 within the context of local institutions, organizations and practice conditions. A departure from one or maore

Education and Events E recommendations may be appropriate if the facts and circumstances demonstrate that the rendered care met

Publications » the physician's duty to the patient.

fracne 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.0., extreme emergencies or unavailability of equipment.
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Recommendation on Medications In the OR

The Official Journal of the Anesthesia Patient Safety Foundation
il
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www.apsf.org/newsletters/html/2010/spring/01_conference.htm

In this issue:

APSF Hosts Medication
Safety Conference

APSF Funds Mew Registry

Web Application to Track
Patient Safety During
Sedation

Dear SIRS—Why Do Mew
Defaults Tum OF COz and

Apnea Alarms?

Q8A—FExposure to Ultraviolet
Radiation in the Operating
Foom

Hospital Coalition Group
Endorses APSF
Recommendations for PCA
Monitoring

Letters to the Editor:

Accidental Intrathecal
Injection of Tranexamic Acid

APSF Hosts Medication Safety Conference

Consensus Group Defines Challenges and Opportunities for Improved Practice

by John H. Eichhorn, MD

Overview

On January 26, 2010, the Anesthesia Patient Safety Foundation (APSF) convened a
consensus conference of 100 stakeholders from many different backgrounds to develop
new strategies for "predictable prompt improvement” of medication safety in the operating
room. The proposed new paradigm to reduce medication errors causing harm to patients
in the operating room is based on Standardization, Technology
Pharmacy/Prefilled/Premixed, and Culture (STPC). This new paradigm goes far beyond the
important but traditional emphasis on medication label format and the admonition to
“always read the label” Small group sessions on each of the 4 elements of the new
paradigm (STPC) debated and formulated specific recommendations that were organized
and prioritized by all the attendees.

The resulting consensus recommendations include:
Standardization

m_Hiah alert drugs (such as phenviephring and epinephringl should be available in
102
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' Table 1:

Consensus Recommendations for Improving Medication Safety in the Operating Room

Standardization

Pharmacy/Prefilled/ Premixed

1. High alert drugs (such as phenylephrine and epinephrine) should be available in
standardized concentrations/diluents prepared by pharmacy in a ready-to-use

{bolus or infusion} form that is appropriate for both adult and pediatric patients.
[nfusions should be delivered by an electronically-controlled smart device
containing a drug library.

. Ready-to-use syringes and infusions should have standardized fully compliant
machine-readable labels.

. Additional Ideas:

a. Interdisciplinary and uniform curriculum for medication administration safety to
be available to all training programs and facilities.

b. No concentrated versions of any potentially lethal agents in the operating room.

c. Required read-back in an environment for extremely high alert drugs such as
heparin.

d. Standardized placement of drugs within all anesthesia workstations inan
institution.

b, Convenient required method to save all used syringes and drug containers until
case concluded.

t. Standardized infusion libraries / protocols throughout an institution.

g Standardized route-specific connectors for tubing (IV, arterial, epidural, enteral).

Technology

. Routine provider-prepared medications should be discontinued

whenever possible,

. Clinical pharmacists should be part of the perioperative/

operating room team.

. dtandardized pre-prepared medication kits by case type should

be used whenever possible.

. Additional [deas:

a. Interdisciplinary and uniform curriculum for medication
administration safety for all anesthesia professionals and
pharmacists,

b. Enhanced training of operating room pharmacists
specifically as perioperative consultants.

. Deployment of ubiquitous automated dispensing machines
in the operating room suite (with communication to central
pharmacy and its information management system).

Culture

. Every anesthetizing location should have a mechanism to identify medications
!Jeh:rre dnwmg up or admmistermg 'rhem (bar code readeﬂ ;md A mec hamsm to

et

. Establish a "just culture” for reporting errors {including near

misses) and discussion of lessons learnad.

. Establish a culture of education, understanding, and account-

ability via a required curriculum and CME and disseminationof
dramatic stories in the APSF Newsletfer and educational videos.




ASA Standard Guidelines and Statements

Ambulatory Anesthesia and Surgery, Guidelines for (2008)

Anesthetic Care During Interventional Pain Procedures for Adults, Statement on (2010)

Anesthesia Care Team, The (Z2009)

Anesthesia Consultation Program (2008)

AsA Statement Comparing Anesthesiologist Assistant and Murse Anesthetist Education (2007)
Avoidance of Medication Errors in Meuroxial Anesthesia, Statement on Standard Practice for (2010)
Basic Anesthetic Monitaring, Standards for (2005)

Basic Anesthetic Monitoring, Standards for (Effective July 1, 2011)

Clinical Privileges in Anesthesiology, Guidelines for Delineation of (2008)

Conflict of Interest, Statement on (2008)

Continuing Medical Education in Anesthesiology, Guidelines for Minimally Acceptable (2005)
Continuum of Depth of Sedation: Definition of General Anesthesia and Levels of Sedation/éanalgesia (2009)

Critical Care and Trauma Medical Services, Statement of Principles (Z2006)

Critical Care by Anesthesiologists, Guidelines for the Practice of (Z2009)

Distinguishing Monitored Anesthesia Care From Moderate SedationfAnalgesia (Conscious Sedation) (2009)
Documentation of Anesthesia Care (2008) Www.asahq.org/For-Healthcare-
Economic Credentialing, Statement on (2008) Professionals/Standards-Guidelines-and-

End-of-Life Care, Statement on Quality of (2008) Statements.aspx
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Use of Propofol

STATEMENT ON SAFE USE OF PROPOFOL
Committee of Origin: Ambulatory Surgical Care

CApproved by the ASA House of Delegates on October 27, 2004, and amended on
October 21, 2009)

Because sedation 1s a continuum, 1t 1s not always possible to predict how an mdividual patient
will respond. Due to the potenfial for rapid, profound changes in sedative/anesthefic depth and
the lack of antagomist medications, agents such as propofol require special attention. Ewen if
moderate sedation 1s intended, patients recerving propofol should receive care consistent with that
required for deep sedation.

The Society believes that the involvement of an anesthesiologist in the care of every patient
undergomg anesthesia 1s optimal. However, when this 1s not possible, non-anesthesia personnel
who adnunister propofol should be qualified to rescue™ patients whose level of sedation becomes
deeper than mmtially mtended and who enter, if briefly, a state of general anesthesia *#*

= The physician responsible for the use of sedation/anesthesia should have the education and
training to manage the potential medical complications of sedation/anesthesia. The physician
should be proficient in airway management. have advanced life support skills appropriate for
the patient population, and understand the pharmacology of the dmgs used.

The physician should be physically present throughout the sedation and remain immediately
available until the patient 1s medically discharged from the post procedure recovery area.

» The practitioner administering propofol for sedation/anesthesia should, at a minimum, have
the education and traming to identify and manage the amway and cardiovascular changes
which occur mn a patient who enters a state of general anesthesia, as well as the ability to
assist in the management of complications.

The practitioner momtoring the patient should be present throughout the procedure and be
completely dedicated to that task.

- During the administration of propofol. patients should be momitored without interruption to
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Good Article from ASA

32 Practice Management

http://www.asahq.org/For-Members/Practice-
Management/~/media/For%2520Members/Practice%2520Management/PracticeManagementNewslette

any ASA members have

strugglad to conply with the
hospital requirermsnt that anssthe-
sla carts be locked betwesen cases,
Crrer the last several rears, survey-
ors from the Joint Cormmission
and from state hesalth ggenciss
have surprised quits a few depart-
ments by nsisting on an sxirerme-
l¥ sirlct nterpretation of the old
M=dicare regulation that prosiided,
“Drugs and biclogicals shall be
kept n a locksd storage area”™
(Conditions of Participation, 42
C.RE. §4a2.25000.

A5 oa result of a lsngthy ASA
carnpalgn to changs the so-callad
“lock=d cart rale,” the Centers for Medicare & Mi=dicald
Services (ChIS) revised the regulation effective January
2&, 2007, The regulation now states that Al drugs and
biclagicals must be kept in a secure area, and lacked when
apprapriate”

It was the ntention of ThS to ghve hospitals mors flex-
by in their policies on the storage ofnoncontrolled sub-
stances, Drug Enforcernent Administration (DEAY Sched-
ule II, IIL, IV and % drugs must continue to be kept locked
even within a “secure area” such as an operating roorn
(OB suite, (Scheduls VW drugs are not used In anssthesia
practice.) Only authorized personnsl may have accsss to

rArticles/2007/pm0207.ashx

Anesthesia Carts:
New Federal Regulation
Aligns With ASA Policy

ko Biershain, |0, Ad PH.
Aszsogate Direchor of Priofessional Affais

have access to resuscitation drugs
and also acknowlsdging the nesd
to s=t up anssthesiacarts In prepa-
ration for use in the OV, or labor
and delivery unit. The position
staterment provides that “Anesthe-
sla carts and anssthesia machines
may remain unloclked, and non-
controlled ... medications may be
l=ft In or on top of unlocksd anss-
thesia carts or anssthesiamachinss
Imunediatsly prior to, during, and
Imrnediately following surglcal
casss Inan operating rocim, so long
as there are anthorized operating
rootn parsonnsl in the OUE, suita™
A5A mambers should consult the
Position Staterment on bdadic ation Security, which 1s available
at wearw A Ahg orgfc lnicallLocked Cart P olic ¥y Final Oct2003
pdf, In assisting their hospitals to updats thelr own medica-
tion security policies,

Sample Policy Language

In the discussion accoamnpanying the Federal Kegister
notice regarding the revision to the regulation, ChiS
ernphasized flexibility n allewing hospitals to deterrmins
th=ir cwn medication security and storage policies. Thus
there are several approaches, concepts and phrasss that
sach hospital, n ordsr to comply with the Medicare Condi-
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ASA Sample Policy and Procedure

Figure 1. Sample Language for a Hospital Policy on Anesthesia Medication Securnity

P harmaceutical Services

Policies amd Procedures — Security of Anesthesia Medications

Preanble

Arnesthesiologists use medications both o sedate or anes-
thet@e patients and 1o relicve pain, most o mo nby with oo rtiol e
substances fiom DEA Schedules 1, 1 and [V Anesthesiologists
also administer madications o marage the neuromuseUlar sy stem,
cardicvascuar system and pulmonany system: drugs used for
thess purposes must be immeadiately available at all times in any
adtive anasthetizing location. Limiting access o thess nasusota-
tion drigs even for a few seconds colld seriously comprommiss
patient safety. Ay protocols oF procedunss designed 1o p et
tampering with or diversion of anesthesia medications must permit
immediate access to esuseitation drugs, consistent with federal
fegulations (42 GER. 482 25(b) (2)] that were revised effective
January 25, 2007,

Pumpose

This polizy prowices that medications shall be stored secunzly
1o protect the safety of patients and the public hea th whilke allowing
appiopriate aceess by althoized personnel.

Pharmacy Polkcles
Pharmacy is utimately responsible for the storage, dispensing
and irentory cortrol of all perioperative medications.

CoordInation with Anestheslology Policles

The Departmeant of Anesthasioldy is esponsible for the satety
of patients under its care. Pharmacy and Anesthesiology will
together ensure that medication sscurty policies proposed by
efther service (1) maintain patient saksty, (2) do not eonflict with
each ather and (3) aom phe with federal and state requlations.

Controlli=d and MNoncontrolied Medications

Drugs used in anesthesiolody are divided imo controlled {DES
Sehedules 1, N and W) and nohoontrolled substances. (Ror the
purpose of this policy on medication security, ephedrine and
Pl poial are tieated like controlled substances. )

Procedures and Definitions

1. All anesthesia medications will be kept in a secure area.

2. Controlled substances must be locked within a secure area.

YCasrrra Araat

* Srcal ITntanciee ma ke | kit
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Policy and Procedure

*CMS states that they expect hospital P&P to
address

*The security and monitoring of any carts
iIncluding whether locked or unlocked if
contains drugs and biologicals

*In all patient care areas to ensure safe
storage and patient safety

*P&P to keep drugs secure, prevent
tampering, and diversion



TJC Self Administered Meds

=Self administered medications are safely and
accurately administered

= [f you allow self administration, need procedure to manage, train,
supervise, and document process

* Remember CMS Tag 412 and 413

=TJC MM stands for medication management standard
MM.06.01.03

= If non-staff member administers (patient or family) must train and
make sure competent to do so (give info on nature of med, how to
administer, side effects, and how to monitor effects)

= Patient has to be determined to be competent before allowed to
self administer
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Outdated or Mislabeled Drugs 505

=Qutdated, mislabeled or otherwise unusable
drugs and biologicals must not be available
for patient use

=*Hospital has a system to prevent outdated or
mislabeled drugs

=Surveyor will spot check individual drug
containers to make sure have all the required
iInformation including lot and control number,
expiration date, strength, etc.



No Pharmacist on Duty 0506

*If no pharmacist on duty, drugs removed from storage
area are allowed only by personnel designated in
policies of MS and pharmacy service

=Must be In accordance with state and federal law

*Routine access to pharmacy by non-pharmacist for
access should be minimized and eliminated as much
as possible

= E.g. night cabinet for use by nurse supervisor
= Need process to get meds to patient if urgent or emergent need

= TJC does not allow nurse supervisor in pharmacy so would need
to call the on call pharmacist
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No Pharmacist on Duty 0506

=Access Is limited to set of medications that
has been approved by the hospital and only
trained prescribers and nurses are permitted
access

=Quality control procedures are In place like
second check by another or secondary
verification like bar coding

=Pharmacist reviews all medications removed
and correlates with order first thing in the

morning




Joint Commission

* The Joint Commission (TJC) has a similar standard
In the hospital manual

= |t Is located iIn PC.02.01.01 EP 15

* This section says the hospital must provide care
and treatment for each patient

= This section requires that blood transfusions and IV
medication must be administered in accordance
with state law and approved medical staff policies
and procedures

= This Is for hospitals that use TJC for deemed status



Pharmaceutical Services 0508 2013

= Standard: Drug administration errors, adverse drug
reactions, and incompatibilities must be immediately
reported to the attending physician

= |[f appropriate also to the QAPI program

» Hospitals are required to make sure the attending
doctor is Immediately aware of the following:

= Medication errors or drug errors
= Adverse drug reactions (ADRS)
= Drug incompatibilities (DI)



CMS Changes to Tag 508

DEFARTRIENT OF HEALTE & HULWDIAT SERVICES W;
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EEAT RS o A LT Gl S ST ST
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Pharmacy CoP Tag 508

= [f attending physician Is unavailable can notify
covering physician

= However, Important to note that when covering
physician is notified, the attending must still be
notified as soon as he or she is available

= Hospital must have P&P on reporting to the
attending physician and to the Pl program

= Hospitals have incident reporting systems which often go
to risk management and to the hospital wide Pl committee

= CMS has a definition of all 3 and hospitals should
Include definition in their P&P




Medication Error 2013

* The National Coordinating Council Medication Error
Reporting and Prevention definition Is

= Any preventable event that may cause or lead to
Inappropriate medication use or patient harm while the
medication is in the control of the health care professional,
patient, or consumer. Such events may be related to
professional practice, health care products, procedures, and
systems, including prescribing; order communication;
product labeling, packaging, and nomenclature;
compounding; dispensing; distribution; administration;
education; monitoring; and use.

= In this content drug error is limited to those errors that
actually reach the patient
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Tag 508 2013

e R i e e B Sahd — i

The hospital must adopt policies and procedures that identify the types of events that must be
reported immediately to the attending physician, as well as those to be reported to the QAPI
program.

e Drug administration error:

The National Coordinating Council Medication Error Reporting and Prevention
definition of a medication error is “Any preventable event that may cause or lead to
inappropriate medication use or patient harm while the medication is in the control of the
health care professional, patient, or consumer. Such events may be related to
professional practice, health care products, procedures, and systems, including
prescribing; order communication; product labeling, packaging, and nomenclature;
compounding: dispensing: distribution; administration; education; monitoring; and use.’
In the context of this regulation, however, “drug administration errorv’ is limited to those
errors in administration that actually reach the patient, i.e., a medication actually is
administered to a patient when it should not be, or the wrong dose is administered, or the

wirare roof of administration is nsed, etfc., or a medication that shouwld have been
adminisiered to the patient has not been administered in a timely manner, as discussed in

the medication administration standard at 42 CFR 482.23(c).

e Adverse drug reaction:

The American Society of Health-System Pharmacists (ASHP) defines an adverse drug
reaction (ADR) as “Any unexpected, unintended, undesired, or excessive response to a
drug that:

e Requires discontinuing the drug (therapeutic or diagnostic)

- TP cncwnnamsenes snlasmin sws e ow #lacn clarssow bl s ens s
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ADR Definition by ASHP

An ADE Is any unexpected, unintended, undesired,
Or excessive response to a drug that:

1. Requires discontinuing the drug (therapeutic or
diagnostic)

2. Requires changing the drug therapy

3. Requires modifying the dose (except for minor
dosage adjustments)

4. Necessitates being admitted to the hospital

5. Prolongs stay in a health care facility



ADR Definition by ASHP (Continues)

6. Necessitates supportive treatment
/. Significantly complicates diagnosis
8. Negatively affects prognosis, or

9. Results in temporary or permanent harm,
disabllity, or death

= Also includes an allergic reaction (an immunologic
hypersensitivity occurring as the result of unusual sensitivity
to a drug)

= And an idiosyncratic reaction (an abnormal susceptibility to a
drug that is peculiar to the individual)



Drug Incompatibilities Definition

= A drug incompatibility (DI) occurs when drugs
Interfere with one another chemically or
physiologically

* Drugs known to be incompatible must not be mixed,
administered together,

= Or administered within a timeframe where they
will interfere with each other

= If IV medications are administered with known
Incompatibility then a medication errors has
occurred

= Therefore, it must be reﬁorted to the ﬁhxsician



Drug Incompatibilities

= Any unexpected reaction that occurs between the
IV medications must also be reported

= CMS said hospita
resources availab

= Drug incompatibi

S can minimize risk by having
e such as

ity (DI) chart

= Online incompati

nility references

= [Incompatibility information must be readily available

to staff

= Must be kept up-to-date as information is frequently
updated by manufacturer



Reporting to the Attending

= An Iimmediate report must be made to the attending
If medication error, ADE, or DI harmed or has the
potential to harm the patient

= |[f outcome of medication error Is unknown then
ohysician must be notified

= Be sure the incident report is filled out and
document Iin the incident report that the attending
physician was notified

= Document notification of the attending physician
In the patient’s medical record



Medication Errors With No Harm 0508

= Medication errors that do not result in harm or
Insignificant harm to the patient must be
documented Iin the medical record

= These do not require immediate reporting to the
attending physician

= Example, nurse forgets to give an analgesic dose
during the night shift

= |t can be reported first thing in the morning

* No need to wake up the physician during the
night since no harm done



Drug Administration Errors

= CMS says hospital staff are expected to use their
best clinical judgment in determining whether
Immediate reporting is required

= Based on patient’s presentation and assessment

= This must be done Iin accordance with the
hospital P&P

= P| program must track and report medication errors
and near misses

= Must also track suspected ADRs

= To determine system errors and prevent future errors



Drug Interactions Checker

| Interactions Checker |

Mednotes - Personal Medication eRecords Side Effects Pregnancy Breastfeeding

Home » Interactions Checker

Drug Interactions Checker

Type in a drug name and select a result from the list. Repeat the process to add multiple drugs
When complete, save your list for future reference or check for interactions immediately.

Drug Name:
Add www.drugs.com/drug
_interactions.php

Your interactions list is empty.
Type a drug name in the box above to get started.

4 | i
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Drug Interaction Checker

REFERENCE ¥ EDUCATION SDill (Log Out)  Connect My

Drugs, Diseases Search Medscape Reference
Medscape : p SEA

REFERENCE & Procedures

LA

Bisphosphonate Dosing

ADUERTISEMENT

» Examine the evidence supporting the proven dosing schedule

ADUERTIZEMENT

Drug Interaction Checker © Pt
Add a Drug |Use the search field to add a drug, OTC,
| or heroal When should you
order stress testing?
http://reference.medscape.com/drug- Learn about the uses for sress HP

Interactionchecker

| 1]




Pediatric Drug Interaction Checker
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Drug Interaction Checker

;i! DALHOUSIE College of Pharmacy g
;; UNIVERSITY )
Inspiring Minds Drug Information Resources

1

OWA SCOTLA, B23H 4R2 | 4B54-237T8 subject or person

_____ Drug Interactions

ADVERTISIMNG POLICY

Drug == Drug Drug == Food Drug == Lab Test Drug == Herb
..... Websites Websites Websites
Related Pages: Print & Electronic Print & Electronic Print & Electronic Print & Electronic
College of Pharmacy Resources Resources Resources Resources
Pharm (Dal Students )
W.K. Kellogg Health Sciences . . .
Library Dynamic Searches Dynamic Searches Dynamic Searches

Drug-Drug Interactions http://dir_ pharmacy_dal_ca/dr
Websites: ugprobinteraction.php

General Interactions

= Current Topics in Drug Interactions (Hansten & Hormn)

« Cytochrome P450 Drug Interaction Table (Indiana University School of Medicine)
= Cytochrome P450 Drug Interaction Table (InterMED-Rx) - 5

« Drug Interaction Checker (DrugDigest)

+« Drug Interaction Checker (Medscape, registration reguired) S
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Epocrates Online Checker

CPOCRATCS ONLINE ,
DRUGS DISEASES MY  PILLID MEDCALC  TABLES

CPOCRATCS" ONLINE

Search. Diagnose. Treat.

e.g., amoxicillin dosing or acne vulgaris

Other tools:  Check Drug Interactions ©  Pill ldentifier @  Epocrates Toolbar ©

https://online.epocrates.com/home

Register today to get FREE access to all these member-only features: Epocrates Online Premium

Cwer 3,500 brand & generic drugs
Purchase Epocrates Online Premium and, in addition to all the free member-

Thousands of topics on diseases and conditions with evidence-based } .
anly features, you'll also receive:

content

Cur drug-drug interaction checker, MultiCheck Pill ID where you simply enter a pill's characteristics ar imprint code to

Extensive disease images library and pill pictures instantly view images of any matching drugs

Hundreds of calculators organized by specialty include medical equations,

Printable patient medication handouts ) - - o o
dosefunit converters, decision tree analysis tools and clinical criteria sets

Health plan & Medicare Part D insurance formularies ] . o )
600+ alternative medicines with interactions

Watch our five-minute Product Tour to see these features in action! A wealth of clinical tables and specialty guidelines for your quick reference
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en Is An Interaction Likely to Cause Harm

When Is an Interaction
Likely to Cause Harm?

Jofn B Hormy, PhatmD FOCF, &5 Fhilip I Hansten, PhaemD
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How to Address a Drug Interaction Alert

Drug
Interactions

How to Address a Drug
eraction Alert

Int

harmacists are faced with fre-

gquent drug interaction (DI} alerts.

Assessing the risk of these potential
interactions to the patient is the first
step that must be taken, prior to acting
on the alert. When it becomes necessary
to intervene to prevent patient harm,
every pharmacy practice setting should
have a wniform approach to DI alerts.
The response to a potential DI will
depend on several factors, including who
is seeing the alert, the level of access Lo
prescribers and patients, the perceived
severity of the risk, and potential man-
agement options. As we have previ-
ously covered options for dealing with
inappropriate alerts., we will assume
the D1 alert is appropriate and repre-
sents some risk of harm to the patient.

BASIC INFORMATION NEEDED

o T L T IO o ey Lol DY C B, e A SR . |

John R. Horn, PharmD, FOCP, and Philip D. Hansten, PharmD

have discussed many of these factors (eg.
degree of first-pass metabolism. genetics.
concomitant diseases. dose of drug, and
route of administration) that alter the
magnitude of an interaction.

AGREE OMN CERTAIN HIGH-RISK DIS
It is a good exercise to have all the phar-
macists al vour practice site agree on a
list of particularly “risky™ drugs com-
monly prescribed to your patients (eg.
those with narrow therapeutic range or
high first-pass metabolism) and deter-
mine how to respond. This list of interac-
tions should be based on the potential for
severe adverse oulcomes and would likely
be fairly short.

For example. prescriptions for warla-
rin plus CYP2C9 inhibitors or colchicine
and CYP3A4 or P-glvcoprotein inhibitors
might always require a prescriber contact

- |- PP, — TEFLZE. s —l

R i

prescriber a therapeutic alternative for
one of the interacting drugs. particularly
when 2 different prescribers are involved.
Physicians will rarely make recommen-
dations regarding drugs prescribed by
another physician. Alternatives will have
similar pharmacologic properties but lack
the interaction risk.

If it is not possible to switch one of
the interacting drugs. and the decision
is made to administer both drugs to the
patient, a monitoring plan should be
devised to detect any evidence of an
adverse drug reaction and respond appro-
priatelyv. Monitoring could be as simple
as measuring wvital signs. plasma drug
concentrations, or a specific pharmaco-
dvnamic parameter such as international
normalized ratio or electrocardiogram. It
is important to consider the time course
of the interaction so that moniloring is

SpEelace o A L oA L T L 1 e e,

S
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Incompatibility Charts

IVMedication
Compatibility Charts

IV Medication
Compatability Chart

Low Witamin D
Sympltoms

Low Blood Pressure

High Blood Pressure
Medication

IV Medication
Compatibility Chart
Privacy Policy

Contact Us AL
IVvMedication
Compatibility Chart

Site Map

AdChoices [
Life Line Screening

I Gharis lor Aspiring Medical Praciilioners

IVMedication

IV Meds Chart

B Health Advice

IV Medication Compatibility Chart

Pharmaceutical Admixtures

Effective Drug Treatment ... ThefecovenPlaos netiTrs
: . www.lvmedica

....tlioncompatibili
tychart.com/

LYRICA ® (pregabalin) CV . FlizeFro. oo

#1 Addiction Rehab Center i uosiormations
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Alteplase {Activase, rTPA)
Norepinephrine (Levophed)
Pancuronium (Pavulon)

| Banbnnraenin (Brakamnisk

Amiodarone (Cordarone)

Argatroban

Cisatricurium (Nimbex)

Diltiazem (Cardizem)
Epinephrine {Adrenalin)
Esmolol (Brevibloc)

Dobutamine (Dobutrex)
Etomidate (Amidate)

Dopamine
Metoprolol (Lopresseor)

Milrinone [Primacaor)

Morphine
Nicardipine (Cardeng)

MNesiritide (Natrecor)

Lidocaine (Xylocaine)
Lorazepam (Ativan)
|Magnesium sulfate

Isoproteronol (Isuprel)

Furosemide (Lasix)

Heparin

Caleium chleride
Fentanyl (Sublimaze)

Atropine
Insulin, r
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Hospital Policies and Procedures (P&P) 508

= Hospital must establish P&P for the reporting of
medication errors, ADRs, and incompatibilities

= Hospital must make sure staff are aware of the
reporting requirements

* Hospital should add this information to orientation
for new employees

= Hospital should consider periodic CNE

* Immediate reporting must be required in the P&P
with timeframes for reporting that are based on the
clinical effects of harm on the patient



Non-punitive Environment 0508

» Hospitals are encouraged by CMS to adopt a non-
punitive environment

= Non-punitive environment so staff will report

= Many hospitals balance the non-punitive
environment with Just Culture

= Should focus on system analysis theory and system
Issues and not individual staff

= The majority of medication errors are made by
long term employees with unblemished records

=ltis a sxstem that allows the error to occur



Hospital Requirements 508

= The hospital can not just rely on incident reports

= Additional steps must be taken besides
= Encouraging reporting

= Adopting a broad definition of medication
error and

= P| reporting

= |ncident reports fail to identify most errors and
ADEs



Proactive ldentification

= Proactive identification could include

* Observe medication passes by nurse

= Concurrent and retrospective review of patient
medical record

= ADR survelllance team

= Implementation of medication usage
evaluations for high-alert drugs

= |dentification of indicator drugs (trigger drugs)



IHI Has Three Trigger Tools for ADES

Rated by Users: TriridaoT [ -+ Rate This |

#‘E Trigger Tool for Measuring Adwverse Drug Events (IHI Tool)

A method for using "triggers,” or clues, in patient records to
identify ADEs that mayw not hawve been reported through traditional
mechanisms); dewveloped by the Institute for Healthcare
Improwvement (Boston, Massachusetts, USA) and Premier, Inc.
(San Diego, California, USA)

Thi=s item has not yvet been rated { + Rate This |

Faediatric Trigger Tool for Measuring Adwverse Events (UK WWWlhlorg/IHIITO
wErSion )

Thi=s trigger tool is a structured case note rewview tool that pICS/Patlentsafety/

measures the rate of harm (adverse events) in the organisation

using pasediatric-specific triggers to identify adverse ewvents; SafetyGeneraVTOO

dewveloped by the Safer Care Team, MHS Institute for Innowvation

and Improvement (Cowventry, England). |S/#Tr|gger

This item has=s not yvet been rated [ » Rate This |

Trigger Tool for Measuring Adwverse Drug Events in_ a Mental
Health Setting

Thi=s Trigger Tool, developed for use with mental health inpatients,
includes a list of known adverse drug event triggers in mental
health settings and prowvides instructions for conducting a
retrospective review of patient records using these triggers to
identify possible ADEs; dewveloped by the Institute for Healthcare
Improwvement (Cambridge, Massachusetts, USA).

1l

Thi=s item has not vet been rated [ + Rate This )

I P
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Trigger Tool for ADE

Trigger Tool for Measuring Adverse Drug Events

== Trigger Tool for Measuring Adverse Drug
Events

The use of “triggers,” or clues, to identify adverse drug events (ADEs) is an
effective method for measuring the owverall level of harm from medications in a
health care organization. The Trigger Tool for Measuring Adverse Drug Events
provides instructions for conducting a retrospective review of patient records
using triggers to identify possible ADEs. This tool includes a list of known ADE
triggers and instructions for collecting the data yvou need to measure the

number of ADEs per 1,000 doses and the percentage of admissions with an
ADE.

MNOTE: You can use this tool in conjunction with the interactive Trigger Tool for
Measuring ADEs in the Workspace area on IHl.org. Enter vour detailed data
from all of vour ADE Patient Record Review Sheets into the interactive Trigger
Tool for Measuring ADEs. The Toecl will automatically calculate and graph two

measures: ADEs per 1,000 Doses and Percent of Admissions with an ADE.
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Mental Health ADE Trigger Tool

Trigger Tool
for Measuring Adverse Drug Events
in a Mental Health Setting

www.ihi.org/IHI/Topics/PatientSafety/S
afetyGeneral/Tools/#Trigger

Institute for Healthcare Improvement
November 2008
Version 2



Pediatric Trigger Tool for ADE

p L - |NICU Trigger Tool:
GE' Measuring Adverse Events in the Neonatal Intensive Care Unit

l‘"llmmwﬂﬂ Trigger Tool for Measuring Adverse Events in the
Neonatal Intensive Care Unit

The use of “triggers,” or clues, to identify adverse events (AEs) is an effective method for
measuring the overall level of harm in a health care organization. This Trigger Tool for
Measuring Adverse Events in the Neonatal Intensive Care Unit provides instructions for
conducting a retrospective review of patient records using triggers to identifty possible AEs
in the Neonatal Intensive Care Unit (NICU). This tool includes a list of potential AE
triggers and instructions for collecting the data you need to measure the rate of AEs in your
MNICU (the total number of AEs per 100 admissions), and the percentage of admissions with
an AE) in yvour NICU. A full test of these triggers was conducted in order to construct a
valid neonatal Trigger Tool. The details of this study can be found in the following article:

Sharek PJ, Horbar JG, Mason W, et al. Adverse events in the neonatal
intensive care unit: Development, testing, and findings of a NICU-focused
Trigger Tool to identify harm in Morth American NICUs. Pediatrics.
2006:118(4):1332-1340.

http://pediatrics.aappublications.org/cqi/content/abstract/'118/4/1332

T BILAE I T aicaraene Tl o b fam -
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Measure of Effectiveness 508

= Hospital must have a method to evaluate the
effectiveness of its systems for identifying and
reporting medication errors and ADEs to the Pl

program

= Methods could include the use of standardized
benchmarks for size and scope of services provided

= Or studies on reporting rate published in peer
review journals

= CMS encourages hospitals to report ADE,
medication errors, and incompatibilities



Medication Error Reporting 0508

= Reporting Is not limited to
* The Food and Drug Administration’s (FDA)
MedWatch program
= http://www.fda.gov/Safety/MedWatch/default.ntm

* The Institute for Safe Medication Practices (ISMP)
Medication Errors Reporting Program (USP-ISMP
MERP)

= https://www.ismp.org/orderforms/reporterrortoismp.asp

= Any reports required by any specific state law
requirement



FDA Med Watch Program

.5.Department of Health & Human Services ) www.hhs.gov

m U.S. Food and Drug Administration

A-Z Index Search I_

If5°)

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

Safety

K Share

Home > Safety > MedWatch The FDA 5afety Information and Adverse Event Reporting Program

MedWatch The FDA Safety

Information and Adverse Event
Reporting Program

Subsoribe to MedWatch Safety Alerts

Safety Information

Reporting Serious Problems to FDA

Resources for You

» Report a Serious Medical
Product Problem Cnline

s Reporting Unlawful Sales of
Medical Products on the
Internet

« Current Drug Shortages

s Index to Drug-Specific
Information

« Identifying Recalled Products

» An FDA Guide to Drug Safety
Terms

MedWatch: The FDA Safety Information

and Adverse Event Reporting Program
Search MedWatch
@

Your FDA gateway for clinically important
=afety information and reporting serious
problems with human medical products.

[ I ]

_...-""_"'\
=MepWATCH
N

What's New

s 5-alpha reductase inhibitors (5-ARIs): Label Change - Increased
Rizk of Prostate Cancer Two large, randomized controlled trials
showed an increased incidence of high-grade prostate cancer with
finasteride and dutasteride treatment. Posted 06/09/2011

s ZFocor (simvastatin): Label Change - New Restrictions,
Contraindications, and Dose Limitations Patients taking
simvastatin 80 mg daily have an increased risk of myopathy,
including rhabdomyolysiz, which can damage the kidneys and lead
to kidney failure which can be fatal. Posted 06/08/2011

# Triad Alcohol Prep Pads, Alcohol Swabs, and Alcohol Swabsticks:
Recall Due to Potential Micrebial Contamination UPDATE
06/08/2011. Churchill Medical Systems/Vygon recalled Skin-Prep

I

Email this Page = Printthis page = Change Font Size

Spotlight

Follow MedWatch on Twitterd
2011 safety alerts for Human
Medical Products

Medical Product Safety
Educational Resources
MedWatch Widget

MedWatch Partners

Recalls & Alerts

MedWatch Safety Alerts for
Human Medical Products

FDA& Patient Safety News Video
Broadcasts

FDA Drug Safety Mewsletter

Stay Informed

Subscribe to MedWatch Safety
Alerts

Join the Medwatch E-list &2

: 3 : : ! « About the MedWatch E-list
Wipes used in Convenience Kits. Use of contaminated alcohol prep e R e
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ISMP Medication Error Reporting Program

Institute for Safe Medication Practices

‘--"ISMP) A Nonprofit Organization Educating the Healthcare Community and Consumers

Chyp ke a0 Nl About Safe Medication Practices A lederally cerlified
Pafient Safety Organizafion

Home Support ISMP Newsletters Webinars ReportErrors Educational Store Consulting FAQ Tools AboutlUs Contact Us

ISMP MEDICATION ERRORS REPORTING PROGRAM (MERP) B

| The ISMP Medication Errors Reporting Program (MERP), operated by the Institute for Safe Medication Practices (ISMP), is a confidential national voluntary
reporting program that provides expert analysis of the system causes of medication errors and disseminates recommendations for prevention. Regulatory
agencies and manufacturers are notified of needed changes in products when safety is of concern. Without reporting, such events may go unrecognized
and thus important epidemiological and preventive information would be unavailable. ISMP is a federally certified patient safety organization (PSO),
providing legal protection and confidentiality for submitted patient safety data and error reports.

Errors, near-errors or hazardous conditions may be reported to the program. These include, but are not limited to, administering the wrong drug, strength,
or dose of medications; confusion over look-alike/sound-alike drugs; incorrect route of administration; calculation or preparation errors; misuse of
medical equipment; and errors in prescribing, transcribing, dispensing, and monitoring of medications. This information will be sent to third parties such
as the Food and Drug Administration (FDA) MedWatch program and to the manufacturer/labeler. You will have the option of including your identity and
location on these copies. MERP reporters are encouraged to submit associated materials such as product photographs, containers, labels, prescription
order scans, etc, that help support the information being submitted. ISMP guarantees confidentiality of information received and respects reporters' wishes
as to the level of detail included in publications.

Case studies are published by ISMP to alert healthcare professionals and others about recommendations to prevent errors. Your identity, affiliation, and
location are not revealed in these reports. The information, excluding your name and contact information unless you grant permission, will be forwarded to
the Food and Drug Administration, the manufacturer and others to inform them about pharmaceutical labeling, packaging, and nomenclature issues that
may foster errors by their design.

When reporting errors, please include the following:

4 | 1] |}
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Survey Procedure 0508

= Surveyor Is suppose to pull the policy and make
sure there is a definition of medication errors, ADR,
and DI

= P&P must discuss when to report these immediately
to the attending physician and to Pl program

= Surveyor to make sure all medication errors and
suspected ADEs are documented in the medical
record

= Will ask staff what they do when they become
aware of the above 3 things



Survey Procedure 508

= Surveyor Is to make sure staff are aware of the
hospital’s P&P on reporting and documentation of
all medication errors and ADEs

= Will ask how this information gets reported to the
hospital Pl program

= Surveyor Is to make sure the hospital’'s definition of
ADR and medication error I1s based on national
standards

* These were provided by CMS in the interpretive
guidelines



Abuses and Losses 509

* Abuses and losses of controlled substances must
be reported pharmacist and CEO and in
accordance with any state or federal laws

=Surveyor will interview pharmacist to determine
their understanding of controlled substances
policies

=\What Is procedure for discovering drug
discrepancies?

*Remember state board of pharmacy rules on
abuses and losses



Drug Interaction Information 510

*|Information on drug interactions and information on
drug side effects, toxicology, dosage, indication for
use and routes of administration must be available
to staff

= Texts and other resources must be available for
staff at nursing stations and drug storage areas

= Staff development programs on new drugs added
to the formulary and how to resolve drug therapy
problems



Drug Interaction Information 510

*Information on drug interactions and
iInformation on drug side effects, toxicology,
dosage, indication for use and routes of
administration must be available to staff

=Texts and other resources must be available
for staff at nursing stations and drug storage
areas

=Staff development programs on new drugs
added to the formulary and how to resolve

drug theragx Eroblems



Formulary 0511

*Formulary system must be established by the MS
to ensure quality pharmaceuticals at reasonable
cost

*Formulary lists the drugs that are available

*Processes to monitor patient responses to newly
added medication

" Process to approve and procure meds not on the list

" Process to address shortages and outages including
communication with staff, approving substitution and
educating everyone on this, and how to obtain medications
In a disaster
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Medications Shortages

DA has a website on current shortages
and can sign up to get this information sent
via emall

= FDA drug shortage program designated by
Center for Drug Evaluation and Research
(CDER) Center Director

* FDA also has list of drugs to be discontinued

= Sign up to get email notification at
www.fda.gov/cder/drug/shortages/default.ntm



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

Most Popular Searches

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

11

Drugs www.fda.gov/cder/drug/shortages/default.ntm .
T

| © Home @ Drugs @ Drug Safety and Availability @ Drug Shortages 1l

T e
d I i
- FDA takes great efforts, within its legal s Spotlight

b Drug Shortages authority, to address and prevent drug
* Meningitis Outbreak:

Voriconazole and Liposomal
Amphotericin B Availability
information

shorfages, which can occur for many reasons,
including manufacturing and quality problems,
delays, and discontinuations. The agency
works closely with manufacturers of drugs in

Current Drug Shortages Index

Current Drug Shoragas A-D

Current Drug Shoriages E-K short supply to communicate the issue and to . . .
help restore availability. FDA also works with Fact Sheet: Drug Productsin
Current Drug Shoages L-N other firms who manufacturer the same drug, Sypeinge e e U States

asking them fo increase production, if possible,
in order to prevent or reduce the impact of 3
Current Drug Shortages 5-Z shortage.

Manufaciurers are nof required to report
information, such as reasons for shotages or
fhe expected duration of shorfages. However,
many companies voluntarily provide shortage
How 1o Report a Shortage or information that FDA posts on its website. FDA encourages and appreciates all
Supply ssue reporiing of shortages by manufacturers. Shortage notifications and updates may
be reported to FDA at drugshortages@fda.hhs.gov.

* FDA acts to bolster supply of
critically needed cancer drugs

Current Drug Shorfages O-R

® FDA Report: A Review of FDA's
Approach to Medical Product
Shortages

| Resolved Drug Shortages

Cirugs to be Discontinued
® Statement from FDA and HHS
on Drug Shortages

Frequently Asked Questions
About Drug Shortages = . 3 e S
4| I [ )
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Sign Up To Get Drug Shortage Information

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

https://public.govdelivery.com/accounts/USFDA/subs
Email Updates criber/new?pop=t&topic_id=USFDA 22

Welcome to the U.5. Food & Drug Administration (FDA) free e-mail subscription service. When you
subscribe to this service, yvou will receive an e-mail message each time there is an update on the FDA

page(s) you select.

To subscribe to this service or update your subscriber preferences, please enter your e-mail adddress
below. You may change vour subscriber preferences or cancel your subscription at any time.

1

We have a strict privacy policy. FDA does not collect personally identifiable information other than vour
e-mail address which is needed in order to provide the service. FDA will not use or share your e-mail
address for any other purpose. The GovDelivery service FDA employs to provide this e-mail
subscription service 1s not a government entity. Information you provide may be made available to
GovDelivery and other non-governmental parties.

Email Address *

Submit ”Eancel ] _

Your contact information 1s used to deliver reqguested updates or to access your subscriber preferences. ‘

Privacy Policy - Help -
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Drug Shortage Manual

bIA_\'L'_%.L OF POLICIES AND PREOCEDTURES

CENTEEFOERE DETU G EVALTATION AND EESEARCH ALAPF 600231

POLICY AND PROCEDURES

OFFICE OF NEW DEUGS

Dirag Shortage Management

Table of Contents

PRI PR . o i e e i i e i e o e S 1
BACCTI TR TN ... o oms e onminss s inin s i i e o e i e 1
R M oo i i i i e e o e S e 2
RESPONSIBILITIES AND PREOCEDURES ...l 3
REFEREMNCES. ...t ces s snsrsssss srs s s s snssan s sna s sns s s ann snsns 7
DEEINTTIONS . ..o rvsceresen mvmsmsns s e nm e s emnnn s s sms e nm mmnne 7
EFFECTIVE DATE ... cesracsissrsssss sns s snss s snsn s s s snsn 8

AT T TACHMEMNT 1 e o

AT TACHMENT B e 18

www.fda.gov/Drugs/DrugSafety/DrugShortages/default.nhtm

PURPOSE

# This MAPT establishes the Center for Dirug Evaluation and Fesearch (CDER)
procedures for notification. evaluation. and management of dmg shortage sitoations
for all CDER. products (e.g.. investigational new dmg applications (INDs), new dimg
applications (IWDA=). biclogics license applications {BLA<), abbreviated new diug

amnmlications TANTIA=Y and critical nrodhiets from anwy sonree
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ASHSP Drug Shortage Website

= American Society of Health System
Pharmacist has website on current shortages
and drugs no longer available

= Has other resources such as articles and
news on drug shortages

* Has two articles on understanding and managing
drug product shortages which you can use to help
draft this required P&P

= http://www.ashp.org/shortages



Login/Register | My Account | Shopping Cart

5TORE | AJHP | COMMUNITY | eLEARNING | JOBS | ASHP FOUNDATION

American Society of
Health-System Pharmacists
TOGETHER WE MAKE A GREAT TEAM

1)

® AboutUs Member Center Education Practice & Policy Meetings Advocacy News Accreditation Information For...

HOME » DRUG SHORTAGES

www.ashp.org/shortages
Drug Shortages Drug Shortages S rint o Share
Current Shortages Welcome to the ASHP Drug Shortages Resource Center, the first stop for
information and resources on drug product shortages and management.
Drugs No Longer Drug shortages can adversely affect drug therapy, compromise or delay
Available medical procedures, and result in medication errors. ASHP and its partners

work to keep the public informed of the most current drug shortages.

Resolved Shortages
J Subscribe to RSSE) | Report a Drug Shortage

Guidelines and
Resources

Report a Drug Shortage

p FIND DRUG SHORTAGES

Search by Generic Drug Name OR Search by Drug Shortage List... *

1

F
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www.ashp.org/s_ashp/docs/files/BP0O7/Procure_Gdl_Shortages.pdf

26 Drug Distribution and Control: Procurement—Cwdelines

ASHP Guidelines on Managing
Drug Product Shortages

Purpose

Shiornt-term back arders and long-term unavailakility of drug
products have been a challenges to pharmacy managers for
LAY ].'L':I.FE.I Mevertheless, these drug product shortages
have been increasing in frequency and severity since the late
1990z, The causes are varied and involve all segments of
the “supply chain.™ Changes in policies and practices among
these segments individually and collectively contribute to
drug product shontages. The challenge for pharmacy manag-
ers iz to enable the provizsion of seamless equivalent drug
therapy at comparable costs.

Managing dmg product inventories and supply situa-
tions is particulady complex for health care organizations
becanse of the large mumber of monotherapies and mono-
products available. Drug product shortages can delay and
compromise patient care and increase total cosis, including
those of altemative therapics, delivery devices, and staff
training. The department of pharmacy should take a leader-
ship role in managing shortages by developing appropriate
srategics and an awarcness -:':Lrn|:-.c|ign.5

Strategies for dealing with drug product shortages are
gimilar to disaster planning and risk management contingen-
cies for major snowstorms, mass casualty evenls, temporary

Shortages can be the result of one, several, or any
combination of factors throughout the supply chain. For the
purposes of this guideline, the supply chain includes sources
of raw materials, manufacturers, regulators, wholesalers.
prime vendors, buying groups, and end-user health care
organizations, The “just-in-time™ approach to procurement
ard inventory management among manufachrers, distribu-
tors, and end-users has reduced the ability of the supply
chain to maintain drug product availability during dismp-
tionz. bary end-user health care organizations have reduced
on-hand inventories o the extent that they are dependent on
daily meplenishments from suppliers. Invenbories no longer
provide an adequate buffer and, under some cicumstances, a
temporary back order becomes a critical drug product short-
age for the end-user. The factors that follow contribute to
digruptions in the availakility of drug products.

Raw and Bulk Materiol Usavailability. Dismptions can
ocour in the availability of raw and bulk materials to manu-
facturers of finished dmg products. This is especially prob-
lematic when multiple manufacturers make a dmug product
with material available from only cne source (e.g., the sole
source for bulk penicillin & sodium) that discontinues pro-
duction. Awailability problems arise when raw materials



GAO Drug Shortage Better but Still Continue

United States Government Accountability Office

GAO

Report to Congressional Addressees

www.gao.gov/assets/670/660785.pdf

February 2014

DRUG SHORTAGES

Public Health Threat
Continues, Despite
Efforts to Help Ensure
Product Availability




CMS Manual

= There are other reference to medication besides the
pharmacy/medication section

= [n the survey process, surveyor should look for
outdated medication in the pharmacy

= Mentions psychiatric advance directives and use of
medication

= Discusses medications and If a risk for falls or an
unsteady gait

= Tag 160 regarding use of medications and when it is
a restraint



CMS Manual

= Physically holding to give a medication is a restraint (Tag
160)

= Must assess medication in one hour face to face visit for
patients who are V/SD (Tag 179)

= Must include medications and allergies in H&P (Tag 358)

= Surveyor to select patients and review all medication order
and MARs (Tag 404)

= Drugs must be administered under the supervision of nursing
and with approved MS P&Ps (Tag 405)

= Drugs must be administered within certain time limits of
the scheduled time and nurse must remain with patient until
taken (Tag 405, Revised 12-22-2011)
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CMS Manual

= 3 timeframes to administer medications under 405

= Must monitor medications as part of Pl process
Including errors (Tag 405) and safe use of Opioids

= Any questions on medications Is resolved prior to
administration (Tag 406)

* Need all elements of a complete drug order (Tag
406 and similar to questions asked on TJC
Medication Management tracer)

= Verbal orders used infrequently and pose a risk of
medication errors (Tag 407)



CMS Manual Other Sections

= Staff must have education on blood and IV medications
(Tag 409 and amended June 20, 2011 and changed In
FR July 16, 2012 to have P&P and follow state law)

= Medical record must contain response to medications
(Tag 449 and 464)

* Medical record must contain all medications given
Including any unfavorable reactions to drugs (Tag 467)

= Diets must meet needs of patients including patients
taking certain medications (Tag 628)

= Adequate lighting in medication preparation areas (Tag
726)



CMS Manual Other Sections

= Patients must be counseled in timing and
dosage of medications and effects for post
hospital care (Tag 822)

*Need policy on storage, access, control,
and administration of medications and
medications errors (Tag 1160)



So What’s In Your Policy?

POLICY AND PROCEDURE A TA™NITTAT,

Pace 1 of &

MMedication Security and Storase Policy

Puirpose:
This policy promotes pafient safety by ensuring compliance with State and Federal laws as

well as Joint Commission and Aspen regulations while linmiting the opportundts for
unauthorized use of loss of medication.

Definitions:

A listing of defindtions of keyw terms is provided in Appendix A of this policy.

This policy separates medication security and storage into eight distinct pieces:

17 Receipt

2 Storage — pharmacy
37 Transportation

43 Storage — wndt

57 MMedication Femowval
&) Waste

7 Imspection of TInits
2 Daisposal

Pharmacy Receipt of Medication
The process of receiving medications mmist include the proper checks and balances to insure
accuracy of products received and their security.

Specifically. JIDEH will ensure proper handling of medications by allowing onlsr
Pharmacist'Pharmacist technicians to receive deliveries of myedications.

Controlled substances may only e handled by authorized Pharmacy personmel and omast be
processed in accordance with Pharmacy procedure CO-0H000

Additional procedures over the receipt of medications may be found in Pharmacy Mdanmal
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Storage of Medication Policy

Storage of Medications

Pharmmmcy:
JIVH shonld seek to control both access to and storage conditions of medications at all rimes.

Mhledications should be stored in accordance with mamufacturer recommendations and or
based on pharmacist experience and instrmactions. Phamnacwy access should be restricted at all
times based on employes idemtification.

Controlled substances must be secured in a locked room inside the pharmmnacy and held in a
secured dewvice or refnigerator. Perszonnel main access to the controlled substance devices wia
password avthentication.

Transporl:ati-n-n ard DE'i‘U‘EI‘_‘g" of Medications
Transportation: hMedications may onlv be transported via prescribed manners.
IDvfferent twpes of medications are transported in different waws:
Controlled substances may be transported in one of three wasys:
- B phammacist or pharmacist tech
- Controlled substances can be picked up b licensed personnel at the
pharmacy and then transported to units.

- O T site locations may receive medications via JIVH transports

hMAedications not containing confrolled substances medications muaw be
transported by pharmmacy staff. Hospdital staff. or volunteers.

For additional information on Pharmacy transportation see Pharmacy manuaal O-01 1 and O-
D12

IDelivery:
Controlled substances must be delivered to the appropriate Pyv=is machine or double locked
facility. (For additional details see Pharmnmacy smmanual O-0087)

TWWhen a pharmacist or pharmacist fech delivers mmedication it muay be delivered to either the
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The End! Questions??

= Sue Dill Calloway RN, Esq.
CPHRM, CCMSCP

= AD, BA, BSN, MSN, JD

* President of Patient Safety and
Education
= 614 791-1468

= sdilll@columbus.rr.com

= See resource material including Tag
406 and 412 and 413



Tag 406 Revised March 15, 2013 Drugs

A-0406
(Rev.)

§482.23(c)(1) (ii)— Drugs and biologicals may be prepared and administered on the orders
contained within pre-printed and electronic standing orders, order sets, and protocols for
patient orders only if such orders meet the requirements of §482.24(c)(3).

§482.23(c)(3) - With the exception of influenza and pneumococcal polysaccharide vaccines,
which may be administered per physician-approved hospital policy after an assessment of
contraindications, orders for drugs and biologicals must be documented and signed by a
practitioner who is authorized to write orders in accordance with State law and hospital
policy, and and who is responsible for the care of the patient as specified under
§482.12(c)...

§482.23(c)(3)(iii) Orders for drugs and biologicals may be documented and signed by other
practitioners not specified under §482.12(c) only if such practitioners are acting in accordanc
with State law, including scope of practice laws, hospital policies, and medical staff bylaws,
rules, and regulations.
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Physician Order 406 2013

*Orders for drugs must be documented and
sighed by practitioners allowed to write them

=QOr signed by practitioners as allowed by state law,
state scope of practice, hospital P&P and MS
bylaws and R/Rs

=Doctors can write orders and iIf allowed NP and PAs

*Removed section about use of rubber stamps which
IS medical record chapter anyway

*Adds a section that talks about standing
orders



Standing Orders 406

= Nurses or others authorized by hospital P&P and
state law may

= Administer drugs and biologicals in accordance with
pre-printed and electronic standing orders, order sets,
and protocols

= CMS collectively just refers to these as standing
orders

= Need to address well defined clinical scenarios
Involving medication administration

= Refers to tag 457 for requirements on standing

order P&Ps



Examples of Standing Orders 2013

*Practitioner must still sign off, date, and time

=Chest pain protocol or asthma protocol with
Albuterol and Atrovent are an example of initiation
of orders

*Code teams gives ACLS drugs in an arrest

=Timing of orders should not be a barrier to effective
emergency response

*Preprinted order

= Should send memo so doctors and providers are aware of
new guidelines



CMS Adds New Tag Numbers 412 & 413

A-0412

§482.23(c)(6) The hospital may allow a patient (or his or her caregiver/support person where
appropriate) to self -administer both hospital-issued medications and the patient’s own

medications brought into the hospital, as defined and specified in the hospital’s policies and
procedures.

(i)  If the hospital allows a patient to self-administer specific hospital-issued medications,
then the hospital must have policies and procedures in place to:

(A) Ensure that a practitioner responsible for the care of the patient has issued an order,
consistent with hospital policy, permitting self-administration.

(B) Assess the capacity of the patient (or the patient’s caregiver/support person where
appropriate) to self-administer the specified medication(s).

(C) Instruct the patient (or the patient’s support person where appropriate) in the safe and
accurate administration of the specified medication(s).

(D) Address the security of the medication(s) for each patient.

(E) Document the administration of each medication, as reported by the patient (or the
patient’s caregiver/support person where appropriate), in the patient’s medical record.
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Self-Administer Medications 2013
* CMS added new tag numbers 412 and 413

= Previously, the only section on self administered
medications was in the pharmacy standard under
tag 502

= Standard: The hospital may allow a patient or
caregiver/support person to self administer
medications In accordance with hospital P&P

= This includes hospital issued medication and patient’s
own medication brought in

= These are very long sections so need to read



Self-Administer P&P Must Include

= Self administer P&P must include:

= Need an order

= Make sure assess capacity and document
—Is the patient competent and not confused

= |nstruct the person on how to give safely

= Address the security of the medication

= Document when given in the medical record



Self-Administer Medications

= Not required to do

= Could be beneficial to some patients

= Generally applies to inpatients but may find
appropriate situations for outpatients

» Hospital does for observation patients on Medicare since
does not pay for oral medications

= Asthma patient has inhaler at bedside or patient has
hemorrhoid cream or patient learns to give subqg Heparin

* Teaching patient to use their medications could
avoid readmissions or returns to the ED
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Self-Administer Medications

= Some cases nurse may need to supervise

= May want to include in the P&P when
supervision by the nurse is needed

= May exclude certain medications from self
administration

= Medical staff, nursing and pharmacy
departments must collaborate in developing P&P

= Surveyor will assess carefully to ensure these
standards and policy requirements are met



Self Administer Medications 413

= New tag number in 2013

= Standard: The hospital may allow a patient or
caregiver to self administer own medication or
hospital iIssued medications as defined by P&P

* Must have policies to include:
= Need an order which is consistent with P&P
= Assess capacity of the patient and document
= Evaluate the medicine for integrity
= Address security of the medication

= Document each medicine given
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System to Prevent MDRO & Antibiotic Use

= This is from the CMS worksheets for hospitals, 3
revision, and Is on systems to prevent the
transmission of MDRO and promote antibiotic
stewardship (1 C)

* MDRO Is multidrug-resistant organisms such as C-
diff, MRSA, or VRE

= Hospital has P&P to minimize risk of transmission of
MDRQO?

= There are many free toolkits online for MDRO and
CDC has tons of excellent resources at
www.cdc.gov/nhsn/ such as MDRO modules



Standing Order Moved from 405 and Now 457
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Tag 457 Standing Orders 2013

= Standard: hospitals can use preprinted and
electronic standing orders, order sets, and protocols
for patient orders only If the hospital has the
following 4 things:

= Make sure the orders and protocols have been
reviewed and approved by the MS (such as the
MEC) and the hospital’s nursing and pharmacy
leadership

* Demonstrate that the orders and protocols are
consistent with nationally recognized and evidenced
based guidelines



Tag 457 Standing Orders

= No standard definition of standing orders

= For brevity CMS uses standing orders to include
pre-printed orders, electronic standing orders, order
sets and protocols

= Said these are forms of standing orders

= States lack of standard definition may result in
confusion

= Not all preprinted and electronic order sets are
considered a standing order covered by this
regulation



Tag 457 Standing Orders

» Example; doctor or qualified practitioner picks
from an order set menu and treatment
choices can not be Initiated by nurses or
other non-practitioner staff then menus are
not standing orders covered by this regulation

* Menu options does not create an order set
subject to these regulations

= The physician has the choice not to use this
menu and could create orders from scratch or

modiﬁ It



Tag 457 Standing Orders 2013

" In cases, where a nurse can initiate without a prior
specific order,

= Then policy and practice must meet these regulations
= Doesn’t matter what it is called
= Must meet certain pre-defined clinical situations

= Emergency response or part of an evidenced-based
treatment where it is NOT practical for a nurse to obtain a
written order or verbal order

= Hybrids still require compliance with this section

* Order set has a protocol for nurse initiated such as KCL
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Standing Order Requirements 457

= Must be well-defined clinical situations with
evidence to support standardized treatments

= Appropriate use can contribute to patient safety
and quality care

= Can be Initiated as emergency response

= Can be Initlated as part of an evidenced based
treatment regime where not practicable to get a
written or verbal order

* Must be medically appropriate such as RRT



Standing Order Requirements 457

* Triage and Initialing screening to stabilize ED
patients presenting with symptoms of MI, stroke,
asthma

» Post-operative recovery areas like PACU
= Timely provisions of iImmunizations

= Can’t be used when prohibited by state or federal
law so no standing orders on R&S

= CMS has set forth a number of minimum
requirements for standing orders that must be
present for a well-defined clinical scenario



Minimum Requirements for Standing Orders

= Must be approved by MS, nursing and pharmacy
leadership

= P&P address how it Is developed, approved,
monitored, Initiated by staff and signed off or
authenticated

= Must have specific criteria identified in the protocol
for the order for a nurse or other staff to initiate

= Such as a specific clinical situation, patient condition or
diagnosis

= Must include process to have them signed off



Minimum Requirements for Standing Orders

= Hospital must document standing order Is
consistent with nationally recognized and evidenced
based guidelines

= Burden is on the hospital to show there is sound
basis for the standing order

= Must have regular review to ensure its still useful
and a safe order

= P&P address how to correct it, revise or modify

= Must be placed in the order section of the chart

= Must be dated, timed, and si%ned



Tag 457 Standing Orders 2013

= Make sure there Is periodic and regular review of
the orders and protocols conducted by the MS,
nursing and pharmacy leadership to determine the
continued usefulness and safety

= Make sure they are dated, timed, and authenticated
promptly in the medical record

= Signed off by the ordering practitioner of another
practitioner on the case

= Could be signed off by non-physician if allowed by
hospital policy, state law, the person state law scope
of practice, and MS bylaws or R/R
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Subcutaneous Insulin Order Set

Guidelines for Insulin Use and Care of the Hospitalized Fatient with Hyperglycemia

Purpose of the Tool: Encourage proper use of inpatient insulin by encouraging the use of long acting scheduled (basal) insulin, pre-meal
scheduled insulin with adjustment doses, and reduced adjustment doses for HS. Use of tradibional =liding scale insulin as sole insulin regimen is
strongly discouraged. Improve glycemic control AND reduce hypoglycemic events.
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Submitter: Greg Maynard MD, M3
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Insulin Drip Protocol

@ THE NEW* YALE INSULIN DRIP PROTOCOL @

The following instdin drip protocol is intended foruse in s amis aof ferds i an JOLY e five, bt is ot & ifec by faifored for
zﬁms{ Brefividoals with diéjﬁloezic emergencios, miﬁ as diaﬁg}zafgzgﬁc icdersis @ﬁ)ﬂor Fopperalycemic ﬁygerasmﬁlm .s;ﬁiicrime (%HK‘) £
FHhen these diapheses ave Being considered, or if BG= 500 mgtdl, cor M0 showdd Be comswled for specific srders. dlve, please watify an
MDY i Ftfe respatse 2o the inswlin drip s wrewalorexpe cled, oF i amy sitwation avizes that iz we? adequately addvessed by these puidalines
The stavfing dose, adivsiments, and plucose bovrpels furve Been intensified

Initating An Insulin Drip

1.} ESULIN DNFUSTON: Mix 1 units Bepnla Hurman Insulin per 1 co 000 20 Nall, Admind ster wia infusion parng (in increments of 005 Uik}
2.3} PRI Flush 50 oo of InsulindNs drip threeugh all TV tubing, befors infosion beginsg (te saturate the insulin Wnding sites in the mbing)
3. THEESHOLD: IV insulin iz indicated in any critically i1 patient with persistent BO = 140 mpddl;, considernse if BOG = 1140 mgfdl
4.} TARGET BLOOD SGLUCOSE (BG) LEVELS: 20-119 mgdLyY.
5.} BOLUS SIMNTIAL INSULIN DREIFP EATE: I initial BG > 156, divide indtial BG Llevel (mgfdL} by 70, then round te nearest 4.5 units for
tolus AMND initial dvip rate If indtial BOE < 1 50 sl divide by 70 for indtal deip rate only (ie., IO bolus)
Examplzs: 1} Initial BG 3353 mgfdl: 335 : 7™ 478, rounded T to 50 5 units IV bolns + start dreip & 5 unitahr.
2} Initdal BG 148 mgfdl: 148 - 70 211, renundad | te 2 start dvip @ 2 unitsthe (O belng)

Fingerstick {F5} Blood Chuicose Mondtoring

1.} Chack FS howly until stabls (defined as 3 consscutive values in targst rangs). In hypetensive patients, capillary bleed gincess (e, fingersticks)
may be inaccurate and obtaining a bloosd sampls from an indwelling vascular catheter may be preferable.
2.} Once stable, chack FS g 2 hours; ohice stabla x 12-24 hours, FS checks can be spaced te g 4 hours IF:

a} ne sipnificant change in clinical conditicn A0 b} ne sppnificant changes in nutriticn al intakes
3.3 M any of the folleaing cconr, consider the tamperary resumption of hemdy FS menitoring, nntil BO is again stablz

a} any changs in insulin drip rate [ic. BG out of target rangs} b} significant changes in clinical conditien

c}initiatich or cessation of pressoy or sterodd theraps d} initiaticn or cessation of dialveis o0 OWYH

e} initiation, cessation, or rate change of nuit onal support (TP, FPN, tuke feadings, st}

Changing the Insulin Orip Rate

BG - 50 mpAdl:
D/C INSULIN DRIP Givel Amp (25 g} D50 IV, recheck BG g 15 minuies
== "When B = M mgfdl, wait 1 hour, recheack BG, then restart drip st 50% of mest recent rate (if BG still = 90 mygfdll

HBG SE-a0 megdl:
N TRIETTT TR e Te T cormamdnmnadie foe diffienld 40 accacel e 1 Aman CFS o1 THE0 T vachael BT 0 15 noimasdar

192



Guidelines www.guidelines.gov

cnbe to weekly e-mail | Site map | Contact us | For web developers

National Guideline
(learinghouse SR T i Mt e

Home Guideling Syntheses = = Print

LE:

fiageines Chronic Obstructive Pulmonary Disease (COPD): Diagnosis and Management of Acute

Expert Commentaries Exacerbations

Guideline Syntheses Guidelines Being Compared:

Guideline Resources 1. Global Initiative for Chronic Obstructive Lung Disease (GOLD). Global strategy for the diagnosis, management, and
prevention of chronic obstructive pulmonary disease. Vancouver (WA): Global Initigbive for Chronic Obstructive Lung Diseass
(GOLD); 2011. 78 p. [503 references]

Annotated
Bibliographies

Compare Guidelines
FAD

. University of Michigan Health System {(UMHS). Chronic obstructive pulmonary diseass. Ann Arbor (MI): University of

Michigan Health System; 2010 May. 17 p. [7 references]

Areas of Comparison of || Strength of Evidence Source(s) Benefits ! G

Submit Guidelines Agreement and || Recommen- || and Recommendaticn || Methodology of Funding | and Harms | indications

Ditference dations Grading Schemes
About _ | | | | I

Abbrewiations

My NGC

A direct companson of recommendations presented in the sbove guidelines for the diagnosis and management of acute
exacerbation of COPD iz provided below. The UMHS guideline provides recommendations for the outpatient setting; GOLD

addresses both hospital and home settings.
Areas of Agreement

Diagnosis and Initial Assessment

‘ i [ »
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CDC Healthcare Safety Network
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1

The National Healthcare Safety Netwoark ~ | Lg Email page
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managed by the Division of Healthcare - . i
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blood and blood products. Enroliment is open to all types of healthcare facilities in the United States, including acute care
hospitals, long term acute care hospitals, psychiatric hospitals, rehabilitation hospitals, outpatient dialysis centers,

ambulatory surgery centers, and long term care facilities. For more information, click on the topics below. What's thni?! Submit
Topics i THE
Dialysis Facilities Contact NHSN:
Join NHSN _ Enrollment Requirements Enroll here to comply with CMS ¢8 Centers for Disease
Welcome to NHSN, CMS Hospital Eligibility, Required Training, Reporting QIP requirement » Control and
Inpatient Quality Reporting Program & System Requirements, Security, Prevention
Training... Begin Enroliment... National Healthcare
Safety Network
. MS-AT4
About NHSN Training Attention! 1600 Clifton Rd
Owverview, Purposas, Confidentiality Self-study slide sets and corresponding ' Atlanta, Ga 30333
statement, How data are used, External rmaterials for NHSN modules... Thn Linmalbrars Fareammal Tnfl mame B ann.rrEUTRER pd
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System to Prevent MDRO & Antibiotic Use

= Hospital has multidisciplinary process in place to
review antimicrobial use, local susceptibility
patterns, and antimicrobial agents in the formulary?

= Are patients with MDRO Iidentified?

= Are there P&P to prevent the development and
transmission of MDRO?

= |s there a system In place to prompt clinicians to
use the right antibiotic?

= Could include CPOE, susceptibility reports, notifications
from pharmacy, comments in microbiology report,

evidenced based guidelines, etc.



System to Prevent MDRO & Antibiotic Use

" |s there a mechanism in place to prompt clinicians to
review antibiotics use after 72 hours?

= Do antibiotic orders include an indication for use?

= |s there a mechanism in place to identify patients
getting 1V antibiotics that could be eligible to receive
oral antibiotics?

" |s there a system with clinical microbiology lab that
ensures prompt notification if there is a novel resistance
pattern detected?

= Are patients or healthcare staff who are colonized or
iInfected with MDRO identified and isolated according to

teb&l oo



System to Prevent MDRO & Antibiotic Use

= |s there a system to identify those present on
admission (POA) infections in order to control the
Spread?

= Can the IP provide an updated list of the reportable
diseases to the local or state department of health?

= Can the IP provide evidence that all reportable
diseases are reported and documented as required
(tag 749)

= Every state has a list of things that must be
reported such as HIV, C-diff, hepatitis B, hepatitis

C, etc



L3

ﬂHﬂ Q Agency for Healthcare Research and Quality Search AHRQ

Advancing Excellence in Health Care www.ahrg.qov

|

AHRO Home | CQuestions? | ContactUs | SieMap | WhatsNew | Browse | Informacion en espafiol |E-maiILlpdates

You Are Here: AHRQ Home = Patient Safety & Medical Errors = ERASE C. difficile Project Toolkit = Questions To Consider

Toolkit for Reduction of Clostridium difficile Infections Through

Antimicrobial Stewardship
The Evaluation and Research on Antimicrobial Stewardship's Effect on Clostridium difficile

(ERASE C. difficile) Project
www.ahrqg.gov/qual/cdifftoolkit/cdiffl
1.Is our organization ready for an ASP to reduce C. difficile? 1qu. htm

Antimicrobial stewardship for reducing C. difficile offers a potentially promising path for facilities invested in and committed to the effort. Developing and implementing a successful
ASP will involve structural, process, and cultural changes in your organization. To effect the changes needed in clinical practice, organizations require multiple adjustments in roles,
responsibiliies, workflow, decisionmating, and communication.

Failure to assess your organization's readiness for the change at multiple levels can lead to unanticipated implementation challenges. Bringing about organizational change of any
type is difficult. You will not want to move ahead until you are confident of your organization’s readiness. Even then, it will be important to balance the need to proceed thoughtfully
with the need to move quickly enough to show progress and maintain momentum.

Consider the following questions as you evaluate your organization’s readiness and identify action steps to prepare.

1.1. Do we have the appropriate ASP foundation on which to build?

This toolkit assumes that your hospital already has an ASP or the foundation for an ASP from which to launch the ASP targeted to promote appropriate antibiotic use and potential C. T
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Injection Practices & Sharps Safety

= Next section Is on injection practices and sharps
safety

= This includes medications, saline, and other
Infusates

= Injections are given and sharps safety is managed
In a manner consistent with IC P&P

= CDC has standards on self injection practices
= [njections are prepared using aseptic technigue

= One needle, one syringe for every patient and

Includes insulin pens (CMS issues memo May 18, 2012



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

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

aberyieow =1 Observation=2  Infection Control Document Review=3  Medical Record Review =4 Cther Document Review =5
11.00x 850 in Pagell cf 42
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Injection Practices & Sharps Safety 2 B

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

= |s rubber septum disinfected with alcohol before
piercing?

= Are single dose vials, IV bags, IV tubing and connectors
used on only one patient?

= Are multidose vials dated when opened and discarded
In 28 days unless shorter time by manufacturer?

= Make sure expiration date Is clear as per P&P

* |f multidose vial found in patient care area must be used

on onlx one Hatient



Safe Injection Practices Patient Safety Brief

Safe Injection Practices Patient Safety Brief
Emergency Medicine Patient Safety Foundation

By: Sue Dill Calloway RN MSN JD CPHRM
Ruth Carmrico PhD RN FSHEA CIC

July 2012

The Centers for Disease Control and Prevention (CDC) says there are 1.7

million healthcare-associated infections in the US every year. Of these, it is

estimated that about 99 000 deaths occur as a result. Infection prevention
202



Injection Practices & Sharps Safety

= Are all sharps disposed of in resistant sharps
container?

= Are sharp containers replaced when fill line iIs
reached?

= Are sharps disposed of in accordance with
state medical waste rules

* Hospitals should have a system in place
where someone has the responsiblility to check
these and ensure they are replaced when they

are full



CMS Anesthesia Standards Changes

= The anesthesia standards should also be reviewed
as they discuss things In the pain bucket

(analgesia) and in the anest

* There are four things In the

nesia bucket

nain bucket that are

addressed by CMS and these include moderate

sedation, minimal sedation,

topical and locals

* There are four things In the anesthesia bucket;

general, epidural and spinal
deep sedation

(regional), MAC, and

= Sets forth the requirements and policies required for

all the above



CMS Anesthesia Standards Changes

* Hospitals are expected to have P&P on when
medications that fall along the analgesia-anesthesia
continuum are considered anesthesia

= P&P must be based on nationally recognized guidelines

* Must specify the qualifications of practitioners who
can administer analgesia

= CMS further clarified pre-anesthesia and post-
anesthesia evaluations

= CMS added FAQs which are very helpful

= Hospitals should review these as many changes and clarifications
were made



CMS Anesthesia Standards Changes

* CMS has added additional requirements for the
definition and use of analgesia (pain) through out
the hospital

= These are less prescriptive than the prior changes

= CMS requires the hospital to develop policies on
specific clinical privileges involving anesthesia and
analgesia (pain)

* Must specify the qualifications for each category of
practitioners who administer analgesia

= Strong emphasis on rescue capacity of hospitals



Procedural Sedation

* Medical staff and board must approve C&P of
ohysicians including emergency department and Gl
physicians

= |f ED physicians give a medication such as
oropofol, Ketamine etc. must be based on a
national standard of care such as an ACEP position
statement

= ACEP allows this

= FDA and package inserts says only CRNA or
anesthesiologist can give Propofol but not a CMS

ISSue anymore




CMS Added FAQs

Attackoment 2

FAQs for Revisions to Anesthesia Services Interp retive Guidelines

The resrised interpretive guideline s (IG) require each indisridual hospital to dewvelop its owm
internal policies and procedures as to what medicati ons, under what crormstances, constitute
anesthesia and therefore require adimdnistrati on by an anesthesia professional as delineated at 42
CFERE 482.52a)y. The IG also requires that hospital s base their policdes on nationally recogmzed
cuidelines.

The following questions atnd answers are provided to facilitate understatnding of the rewised
cuidance:

Q1: How can the zatme drmig beused at the samnme facility for general anesthesia in the operating
rootrn and for a sedative in the etnergency departiment or a procedure roorm?

Al: The physiological result in tertns oflevel of sedati on for a parti cular medi cati on may wary
hased on dosage, route and tirmming ofadimind stration, the rmetabolism and intera cti on with other
medications, the clinical status and bodsy habitas of the patient, etc. Howewer, there is neither a
bright line nor predictability about when a patient swill inadvertently convert fom moderate to
deep sedation, or how rmach rmedication wAill bring about the desired sedation state. In addition,
for sorme medications thereis no antidote that can quickly reverse its effects, rescue of an owerly-
sedated patient requires very specific skillsin airway managernent and wentilation. Forthis
reason the IG5 contirmies to require that hospital s ensure that procedures arein place to rescue
patients whiose lewel of sedation bhecormes deeper than orignally intended.

Q2: VWhat nationally recogrnized guidelines are avwvailable for hospitals to use to develop their
policdes concerming what 15 anesthesia and what 1= anal gesia and wihich procedures need wid ch?
What does "nationally recogrnized guidelines” meant

A2 CHIST expectation is that such guidelines areissued by a national organdization that has
appropriate exxpertise and which has used conszensas-zetting process of professional s with
appropriate expertise in developing its guidelines. We recognize that such organi=ati ons may not
always fully agree with each other. Ezxatnples of organizations with guidelines related to
anesthesia admini stration include, bt not litmited to, the following:
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Bofultiple outbreaks of infecdons associated with multi-dose vials
hawve been reported in the scientific lireramare, Organizadons
such as the Association for Professiconals in Infection Conmel
and Epidemiclogy (APIC) and the TUnited States Pharmacopeia
(TISP) have recently revised their pnidelines as a resule. The
Joint Commission has alse clarified irs requirements for
ambulatory care, behavioral health, aritical acoess hospital,
home care, hospital, and long term cane programs pertaining
to the use of muld-deose vials and their expiration dates; this
clarificadon is effecive immediataly .

Ldedicaden Bdanagement (AR Srandard BARA . 020101,
Element of Performance (EF) 7, requires organizations to
store all medicartions labeled with the expiration dare, The
Joint Commission defines sxprinregon «dire as the last dave thart
the producr is to be used. The manufacmarer bases the expira-
tion date for all dnug produces on the fact that the product
has not been opened. Onece an individual remowes a vial cap
of puncmres a vial, the expiraticon date is no longer walid and
a 1evised expiration date {also called the "beyond-use davwe™ in
pharmacenrical terminology) needs 1o be identified. To com-
ply with bARA.03.01.01, EP 7, The Joint Commission
requires organizations to re-label mult-dose vials with a
revised expiration date (thart is, a beyond-use date) once staff

AT AT T T T e ATa s 4 Taa r e Teiall

CLARIFICATION: Expiration of
Multi-dose Vials

unless the manufacrarer specifies otherwise, Therefore, The
Joint Commission will tequire a 28-day expiration date for
multi-dose wials from the date of opening or puncnare, unless
the manufacmarer specifies otherwise, The Joint Commission
bases this 28-day time flame on the fact that manufacoarers
are required by lawr to test the effectiveness of the bacteriosta-
tic agent used in the multi-dose vial for a period of 28 days.
The FD& allows manufacmarers to provide extended dating in
the paclkage insert if they have conducted tesung beyond the
minimum 28 days,

Alrernarely, if the manufacmarer identifies an original
expiration date earlier than the revised expiration date, then
the earlier dare must be used. Alse, if sterility is questioned or
compromised, the multi-dose vial should be immediarely dis-
carded.

This dating expectation dees not apply to vaccines in the
Zenters for Disease Control and Prevention and state imoma-
niration programs, which have separate requirements for
swhen multi-dose wials must be discarded. Ll

1. TIE FPharmacopsia: EASP Genened Chapeer 707 Fragie s iy Aoked
Che erdfove s, hittps f Pansnen s poorpfandi encesd phacm acist/ 797 FA Qs bim 1
(leocessed Bpril 13, 20100,

2. AP ATIC Position Paper: S Jafeenorn Sjfieston are Alea¥oaaom Vil
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TJC FAQ on Anesthesia Cart
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Medication Management

Updated | Wovember 24, 2008

Security of Anesthesia Cart Medications

Q: Can an anesthesia cart containing medication be left unlocked in an OR suite hetween case&

A: Ifthe individual operating room is part of a larger OR anitthat is manned at all times in a fashion which
tonitors access to the aperating room and assures constant surveillance of the anesthesia cartto
prohibit access by unauthorized individuals - locking of the cart hetween cases would not be regquired.

After hours when the OF unitis not manned in a like manner, the carts must be properly secured. Whether
the carts are locked ar unlacked, they must be stared in a secured area which prohibits access and

tampering by unauthorized individuals (e.g., in & separate locked room or in the secured OF unitwhere
unautharized access is prohibited.)




20 Automation and Informanon Technology—Cruidelines

ASHP Guidelines on the Safe Use of Automated
Medication Storage and Distribution Devices

Purpose

Antomated medication ztorage and distnbution devices are an
increasingly prevalent component of the medication-use pro-
cess i health care orgamzations, The pharmacy profession’s
transition to pharmaceutical care, changes in health care sys-
lems, and pressures to reduce costs have created interest in
availability of and use of automated devices. ASHP supports
the use of automated devices when it frees pharmacists from
labor-intensive  distributive functions, helps pharmacists
provide pharmaceutical care, and improves the accuracy
and timeliness of distributive functions. Expenence with au-
tomated devices suggests that when they are used appropn-
ately these benefits can be realized.'™ When automated de-
vices are not used appropriately. their complexity, design and
function variations, maintenance requirements, staff-training
requirements, and other factors can have undesirable effects
and compromise patient safety.® The National Association

Background

The appropriate. accurate, and tmely distribution of medi-
cations to patients 15 a well-estabhished responsibility of
pharmacisi=. In acute care seftings in particular, distribu-
tion svstems have been developed that enable pharmacists
to review medication orders and o oversee the preparation
and packaging or selection of medication doses. as well as
the delivery of doses to patient care units. Automation has
evolved to ease fulfillment of pharmacists’ distrnibutive respon-
sibihities, expand distnbution-system capabiliies. and 1m-
prove efficiencies.

The use of automated medication storage and distribu-
tion devices continues to evolve, Some health care organiza-
tions deploy one or several devices in selected areas, such as
emergency rooms, that are floor-stock intensive and where
lost charges can be substantial: or for selected categones of
medications. such as controlled substances. that have time-
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ISMP Self Assessment

L

Institute for Safe Medication Practices
_ISMP)

A Monprofit Organization Educating the Healthcare Community and Consumers
Ui bt et tacll - About Safe Medication Practices

1

A federally cerlified |
Patient Safely Organization

Home Support ISMP Newsletters Webinars ReportErrors Educational Store Consulting FAQ

Tools AboutlUs ContactUs

http://www.ismp.org | search |

Site Search by PicoSearch. Help

Here's what's new!

AHA Webinar on Drug Shortages and ISMP Self Assessment

Education & Awareness
\ * Newsletters * Professional Development
A | B -
/ bl (1 -
lbh”\kﬁ\i l\l‘ i L|1'|l E‘lell ) * Consulting Services * Self Assessments 5 R
FELLOWSHIP * Educational Programs = Consumers ——3 - — =
R e e e ~ Vsitthetswp
Medication Safety Tools & Resources == - z!'
FDA/ISMP Safe Medication _ _ il i
Management Fellowship , NEW 5tandard Concentrations of = Articles of Interest - — B X
Mennatal Dmn Infucinns = -
m
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TEAM UP TO PREVENT ERRORS

2011 ISMP Medication Safety Self Assessment”
for Hospitals Is Coming

An updated ISMP self asses=mant will ba availablie onling in early 2011, Plan now to
maks sure a tweam has bean identied o help your hospital take advantage of this unigua

opporiunity & mprove medication safety.

The medication safery sell pesescment helps

hospitals to:

= Ewvaluate thair safety precbces

m ldenitify opportienities for mprovwsment

= CTompare their experiences over me with those of
simElar organizations.

Frewvioos ISP self sssessments were conducied
2000 and Z004. The 2011 ==H assessment will documend
progress during the last five wesrs of intense national
atbention o medication =afety and identsy the impaci
of ermerging challenges, such as =1affing shortsges,
shrinking reimbursemment systbemns, and application of
new bechmaokogy.

ISMF = collaborating with the American Hospas!
Aszociation [AHA] and Heshh Aesesmch & Edocstsonal
Trus: |HAET on the new assessment. Supporlis baing
provided by the Commonmwealth Fund

For meore informatiomn:

WL FSSTED Org
selfassessd@ismpoong

ASMMP )

IMZTFFUTE FORE S8FE MWEDKATION PEAMCTILES




ISMP Neonatal Drug Infusions

'- —

=
B . -
WEISMP | [natitute for Sale Medigation Practices

h" Viermont Oxlord Network

Standard Concentrations of Neonatal Drug Infusions

A callaborative effort between the Instifute for Safe Medication Practices (1ISMP) and Vermont Oxfard Network (VON)

'I' he drug concentrations provided below are the result of a national effort
1o standardize typical neonatal drup infusions across all US hospitals.
ISMP and the Vermont Oxford Network (VON), a nonprofit voluntary group of
heaithcare professionals working to improve newbom care, collaborated with
representatives from neonatal intensive care units in the US to identify and
promote the standard concentrations of typical neonatal drug infusions listed
in the tabile that follows. Some drugs include two standand concentrations to
accomodate various weights of neonates, including low-birth-weight infants.

The safety benefits of all hospitals using the same standard concentrations
for neonates are vast and include the following:

® Reduce medication error risk when critically-ill neonates are transferred
from one facility to anather

@ Stimulate development of standardized infusion device drug Gbraries

® Provide the demand necessary for manufacturers to offer commercially
prepared standard solutions (if not already available), thereby reducing the
risk of extemporaneous compounding errors within hospitals.

We urge all hospitals that treat neonatal patients to consider
adopting these standard drug concentrations. Join our national
effort to reduce the risk of harmful errors when caring for our
tiniest patients!

Standard Concentrations of Neenatal Drug Infusions

Drug Type(s) of Infusions Recommended Concentrations”
acyclovir intermittent infusion®* T mg/ml

alprostadil continuous infusion 10 meg/ml

amphotericin B imermitien! infusion™ 0.1 mg/mL

ampholericin B fposomal intermittent infusion®* 1 mg/mL

ceFAZolin intermittent infusion®* 100 mp/mlL

celolaxime intermittent infusion®* 100 mg/'mlL

clindamycin inlermitlent infusion** & mg/ml

dinnawin inlermittant inlneian®** 2 mmfm{'
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AAP Policy

AMERICAN ACADEMY OF PEDI|ATRICS

American Academy of Pediatrics, Committee on Pediatric Emergency Medicine

and American College of Emergency Physicians, Pediatric Committee

Care of Children in the Emergency Department:
Guidelines for Preparedness

ABSTRACT. Children requiring emergency care have
unique and special needs. This is especially so for those
with serious and life-threatening emergencies. There are
a variety of components of the emergency care system
that provide emergency care to children that are not
limited to children. With regard to hospitals, most chil-
dren are brought to community hospital emergency de-
partments (EDs) by virtue of their availability rather than
to facilities designed and operated solely for children.
Emergency medical services (EMS) agencies, similarly,
provide the bulk of out-of-hospital emergency care to
children. It is imperative that all hospital EDs and EMS
agencies have the appropriate equipment, staff, and pol-
icies to provide high quality care for children. This state-
ment provides guidelines for necessary resources to en-
sure that children receive quality emergency care and to
f:nclllt.ue after stabilization, timely transfer to a facility

T i e S P e T (L Tt

Department of Health and Human Services, Health
Resources and Services Administration and Maternal
and Child Health Bureau. This statement has been
reviewed by and is supported in concept by the Am-
bulatory Pediatric Association, American Association
of Poison Control Centers, American College of
Surgeons, American Hospital Association, American
Medical Association, American Pediatric Surgical As-
sociation, American Trauma Sociefy, Bram Injury
Association Inc, Emergency Nurses Association, Joint
Commission on Accreditation of Healthcare Organiza-
tions, National Association of Children’s Hospitals and
Related Insthitutions, National Association of EMS Phiy-
sicians, National Association of EMTs, National Asso-
clabion of School Nurses, National Association of State
EMS Dhirectors, National Committee for Quality Assur-

PARS)



Guidelines for Care of Children 1n the ED

Clinical & Practice

Management

Clinical & Practice
Management

Clinical Policies

Policy Statements -

Resources

EMS B Disaster
Preparsdness

Find a Physician Group
Residency Programs

Journals and Publications

Guidelines for Care of Children in the
Emergency Department

Approved April 2008

Revised and approved by the ACEP Board of Directors, the American Academy
of Pediatrics Board of Directors, and the Emergency Nurses Association April
03

Criginally approved by the ACEF Board of Directors December 2000

Development of this statement was supported by the U 5. Department of Health
and Human Services, Health Resources and Services Administration’s Maternal
and Child Health Bureau, the Emergency Medical Services for Children
Mational Resource Center, and the Children’'s National Medical Center

ABSTRALCT. Children regisring emengenty cars have unigus nesds, es

emergencies ane senous of life threstening. The majponty of il 2nd injuen

brought to commumity hospital emengency department:

wirtus of their

geography within communities.. Similarly ;. emengency medicsl services (EMS) agencies

Related Links

Policy statements

http://www.acep.org/Conte
nt.aspx?id=29134&terms=
Guidelines%20for%20Care
%200f%20Children%20in
%20the%20Emergency%?2
ODepartment
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Medications You Should Have In the ED

Table 1. Guidelines for Medications for Use in Pediatric Patients in EDs®

Resuscitation Medications

Atropine

Adenosine

Amiocodarone

Antiemetics

Calcium chlornide

Dextrose (D10, DH0WVW)

Epinephrine (1:71000; 1210 000 solutions)

Other Drug Groups

Activated charcoal

Topical, oral and parenteral
analgesics

Antimicrobials (parenteral and oral)

Anticonvulsants

Antidotes (common antidotes
should be accessible to the ED)

Antipyretics

Bronchodilators
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Equipment and Supplies in the ED

L

place. n
Appendix 2. Guidelines for Equipment and Supplies for Use in Pediatric
FPatients in the ED
General Equipment
= Patient warming device
= W bloodMuid warmer
= Restraint dewvice
= Weight scale, in kg only (no Ib), for infants and children
= Tool or chart that incorporates both weight (kg) and length to assist physicians
and nurses in determining eguipment size and correct drug dosing (by weight
and total volume}, such as a length-based resuscitation tape
= Fain scale assessment tools appropriate for age
Monitoring Equipment
= Blood pressure cuffs (neonatal, infant, child, adult-arm, and thigh])
= Doppler ultrasonography devices
= BECG monitorfdehbrillator with pediatric and adult capabilities including pediatric-
sized pads/paddles
= Hwpothermia thermometer i
= Pulse oximeter with pediatric and adult probes i
= Continuous end-tidal CO_ monitoring device=

Respiratory Equipment and Supplies

inr r
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Joint Commission

The arucle ntled “Improvements to the Decision
Process” in the August 2008 issue of The feinr Commission
Ferpective® described each level of cnticality, including
“Immediate Threat to Life” situations. A bulleted list on page
& of the arricle provided examples of Immediate Threat to
Life findings; among this list was the example “adult-strength
medications on pediatric crash cart.” Questions from the
field have indicated rhar clarifying informarion on this exam-
ple is needed. This information follows.

Mot every case of adult-strength medications in pediatnic
crash carts represents an Immediate Threat to Life situation.
The only time that the patient is at sk of significant harm
(Immediate Threar to Life) 15 when only the hugher {or adult)
strength of a medicarion is stocked 1n a crash care, and the
organizations policy, protocol, dosing charts, or routine prac-
tice in handling pediatric codes s based on the less concen-
trated pediatric strength.

When both of these situarions are present, a life-
threatening overdose is a high probability. Consider the

January 2009 Perspective

CLARIFIcATION: Pediatric
48 Emergency Medications and
Immediate Threat to Life

specific charts are on the cart, and the cart contains only a
significanty higher adult concentration of the medicarion.
This would also be true if such medication is in the
pediatric section of a cart used to serve both adult and
pediatric parients.

® All pediatric carts contain the pediatric strength, with the
exception of one unit that has only the adult strengths.
However, the policy; protocol, or standard practice in that
hospital for handling a cardiac emergency is based on the
pediatric strength. Staff responding to pediatric codes do
s0 on all units, and might mistakenly administer adule
doses or strengths when accustomed to pediatric doses or
strengths.

The presence of an adult-strength medication in a
pediatric crash cart does not automarically represent an
Immediate Threat to Life situation. Please evaluare your
organizatons situation against the criteria outlined above,

For additional questions, please contact The Joint
Commission’s Standards [nterpretation Group at
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Labeling in Procedure Area TJC FAQ

Labeling in Procedural Area - NP5G - Goal 3 - 03.04.01

Revised | March 26, 2010

www.jointcommission.org/standards_information/jc

Procedures outside of the OR _ fagdetails.aspx?StandardsFAQId=176&Standards
1. Does NP5G.03.04.01 apply only in the operating room? FAQChapterId:77

A MPSG.03.04.01 applies to any surgical or other procedural setting and includes pre-, intra-, and post-operative/procedural
components. Consequently, it applies not only to the surgical suite but also to prep areas, pre-op holding, and PACU. It also
applies to medications used by anesthesia providers. In fact, it applies to all procedural areas that use medications or solutions
including, but not limited to, radiology and other imaging semnvices, endoscopy units, dental services, and patient care units where
“bedside” procedures are done.

Immediate use of a medication or solution
(1. Is there an exception to the labeling requirement for immediate use?

A If during the peri-operative or peri-procedural process, a solution or medication (either in the sterile field or out) is poured, drawn
into a syringe, or otherwise used from its original container and immediately administered or disposed of labeling is not required.
‘Immediate administration™ means with no intervening steps or functions priar to administration. However, if the medication ar
solution that has been remowved from its ariginal container will be used over the course of a procedure, for instance—prep
solutions, normal saline used to rinse cardiac valves, local anesthetics, clotting agents, etc—the receiving container must be
labeled. Pleaze alzo see MM.05.01.09.

This is also relevant to anesthesia senvices. Ifthe anesthesia provider prepares a medication, immediately administers the
medication, and the syringe or container is disposed of after the medication is adminstered, [abeling the syringe or other container
is not required. However, if the medication is prepared and slowly administered over the course of a procedure, if the medication is
prepared by a staff member other than the administering praovider, if the medication is prepared in bulk for the day's cases, orifthe
provider preparing the medication paricipates in another function prior to administration, the syringe or other container must be
labeled.

If more than one medication is prepared, each would need to be labeled. Preparing two medications atthe same time does not
meet the above-stated definition of immediate use; therefore each would have to be labeled.

I



Content of the label
(1. When labeling medications and solutions in the context of NP5G.03.04.01, what information must be on the label?

A The labeling expectations for this safety goal are consistent with the requirements of standard M.05.01.09, which state the
label must include:

» Drug name, strength, amount (if not apparent from the container)
+ Expiration date when not used within 24 hours (this would be rare for procedures)
+ Expiration time if less than 24 hours (applies to only a few drugs)

+ Date prepared and the diluent for all compounded IV admixtures

1

In most cases of medications and solutions in the procedural setting, only the drug name, strength (concentration), and amount 3
will be needed.

1

Pre-filled syringes
(1. We have discovered that pre-sterilized, pre-labeled syringes are now commercially available. |s this acceptable?

A ltis acceptable to purchase and use pre-filled, pre-labeled syringes such as on procedure trays. However prelabeling
medication and solution containers is not acceptable. The [abel should be prepared and applied at the time the medication or
solution is prepared. Applying the label immediately before drawing up the medication is acceptable and may make the process of
checking the label against the original container more efficient. Engraving basins for use only with sterile saline or other routine
solutions also carries risk of pouring a solution into a basin thatis pre-labeled for a different solution; this approach is not
considered acceptable.

{ M b
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Pre-labeled syringes »
(. It has been our practice to pre-label syringes for anesthesia medications for the anesthesia cart in the trauma room as a
means of reducing the time it takes to prepare needed medications when faced with an emergency situation. Is this

acceptable?

A. The basis of the current Joint Commission position prohibiting the pre-labeling of empty syringes is the established medication
management principle that labeling is part of the medication preparation process and should be done atthe same time the
medication is prepared (drawn up into the syringe). The safest approach is to use manufacturer-prepared pre-filled, pre-labeled
syringes. Pharmacy-prepared pre-filled, pre-labeled syringes would also be a safe approach but may not be practical for
anesthesia senvices.

Prelabeling of Syringes
Q. Isitacceptable to "label” a syringe by taping the vial (from which the medication was drawn up) to the syringe?

A. Mo;itis not acceptable to label a syringe by taping the vial to the syringe.The |abel should include the drug name, strength,
amount (if not apparent from the container), expiration date when not used wihin 24 hours and expiration time when expiration
occurs in less than 24 hours.

1

Pharmacist-prepared medications and solutions
(). We have a pharmacist assigned to the OR to assistin the preparation of medications and solutions. Do syringes prepared
or mixed by the Operating Room Pharmacist require another individual to verify the labeling of the syringes?

A Medications prepared and |abeled by a pharmacist would not require a second person verification. One of the reasons for this
MPSG requirement is that in procedural settings, the usual processes for preparing and dispensing medications often are not
followed. Involving the pharmacists gets it back to the “usual processes” and their attendant safeguards. v

{ i b
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Anesthesia Patient Safety Foundation Report
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APSF Hosts Medication Safety Conference

Consensus Group Defines Challenges and Opportunities for Improved Practice

by Jokn H. Eiclthorn, MD

Overview

On January 26, 2010, the Anesthesia Patient Safety
Foundation { APSF) convened a consensus conference
of 100 stakeholders from many different backerounds
to develop new strategies for “predictable prompt
improvement” of medication safety in the operating
room. The proposed new paradigm to reduce
medication errors causing harm to patients in the
operating room is based on Standardization,
Technology, Pharmacy/Prefilled/Premixed, and
Culture (STPC), This new paradigm goes far beyond
the important but traditional emphasis on medication
label format and the admonition to “always read the
label.” Small group sessions on each of the 4 elements
of the new paradigm {STPC) debated and formulated
specific recommendations that were organized and
prioritized by all the attendees. The resulting
consensus recommendations include:

Standardization

a LFrab alomi Awen- (N R SR B LR

» Ready-to-use syringes and infusions should
have standardized fully compliant machine-
readable labels.

Technology

+ Every anesthetizing location should have a mecha-
nism to identify medications before drawing up or
administering them (bar code reader) and a mecha-
nism to provide feedback, decision support, and
documentation {automated information system).

Pharmacy/Prefilled/Premixed

+ Routine provider-prepared medications should be
discontinued whenever possible

» Clinical pharmacists should be part of the periop-
erative/ operating room team

+ Standardized pre-prepared medication kits by
case type should be used whenever possible,

Culture

¢ FEstablisha “just culture” for reporting errors (inclod-
ine near misses) and discussion of lessons leamed.

institubons, J:-n:-t&;bie:-m:' organizations, and accredi-
taton azencies.

It was agreed that anesthesia professionals will
likely surrender some of their “independence
adapting their medication preparation and delivery
preferences and habits into more standardized prac-
tice patterns (involving guidelines and checklists)
utilizing more standardized and premixed medica-
tions (input and supply by pharmacy services), and
rcl}'in;._: more on technology. Facilities and their
administrators that are sensitive to the economic
value of saféty (return on investment) are critical to
the effort, for both moral support todo the right thing
and for provision of financial support for change
Practitioners in the operating room may take some
convincing, but culture and patient safety can
improve and medication errors causing morbidity
and mortality can be dramatically reduced—just as
hnp pened with intraoperative monitoring years ago.

CONFERENCE REPORT
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Pharmacy Health Literacy Guide

* AHRQ has a free tool “Is Our Pharmacy Meeting
Patients’ Needs?

* This Is a Pharmacy Health Literacy Assessment
Tool

= Available at

* Includes introduction, survey of pharmacy staff
section, assessment of the pharmacy, using
assessment results etc

* Includes flow charts for conducting a health literacy
assessment, guide, etc.
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Is Our Pharrmacy Meeting
Patients’ Needs? A Pharmacy
Health Literacy Assessment Tool
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Beer’s List Updated 2012!

= AHRQ has a number of other free toolkit

= One Is the Beer’s Criteria which is a list of
medications that should not be prescribed for
patients over the age of 65

= Some Increase the fall risk in the elderly

= |t lists the drugs or class of drugs and explains why
It should not be use

= Also lists the severity such as low or high risk

= Available at

httﬁ://www.ﬁsource.org/togics/safetxﬁrov.htm



Beer’s List

BEERS CRITERLA

Bledic e 2003163 DEC 8/22:27 16-2724 . Lastupdate d 902404

T he following medic adions should be avosd ed or ueed very caanbiourly in pecrons amed 65 years amnd over, imd d

A dapted froen Fick DL et al. Tpdating the Beers Criteris £or Poterdda Iy Inappropriate Dledication T o O der &dalts . Srchicees of Irdenial

i o f their heahh comnditions and d &

Severity
Drug Name or Class Cormmnents {Hich or
Low)
Long-actng bereodixmepines:
+ Chlordiamepordde (alome or in cowvb ination:
Librpamm, Libras, Limb itral) These agents have very long half-lives, caas e prolonged sedation and mmcease the nsk of
+ Diamepam (W albim falls and frachimes. Hi
s Chiameparn [(Dioral) izh
+ Halamepam (Paxipamm) Fhermodiamepite therapy is unavoidable use shom-actne agents.
s Chloramepate [Tramiens]
+ Fhirmzepam (Dalmarne]
5 hort-arting benmmdiaze pites s hoald ravely exceed the
doses showrnbeloar. ]
: émampam((sii:a\;a;g-?ng With raw excephons, the azerts shauld be used only i persoms who are plorsically High
. T:':azapm](Halcimﬂ DI.EESHE dependert cr who are baing treated with shoet-coarse therapyr for an amate condition.
s Alpramolam (ZHanax) 2mg
*  Temamepam (Fes toril) 1 Sens
. . This arcdolyhc is highly sedating and addictve. &lluase shoald be avoided exceptin .
Mepreh amate (Miltown and Equaril) ird ividuals who ae aleady physically dependent, High
- . - Alluse s hould be avoided exceptin individa als wrho are physically dependent or fior .
Bath itarates except Phench athital for seizures selgare disorder management. There aw safer sedabive-lypewotics available, High
Armithptdine (Elaosl), cehlom iaze posad e-amitkpbdine oy . . . . . . .
(Liwh itely Arvitriptyline perphe ine (Trizvil), ..!l,a.t!:u;ptyhne and dozxepin are very sedating and arbicholinerzic, theiruse shoald be Hizh
deosrepin (5 inequar )
Metlorldopa (i ldomnet) Al ase s hould be avolded. Methyldopa canses bradycardia and can exacerbate depression High
Mle thorldopa-tvd vochlowtliazide (414 cxdl) in the eldedy. 5 afer ardihypertersives are available.
Feserpite at doses =023 5mez Alluse shouldbe aveided. §attr antlypetensives are available. Loowar
Indoemethacin (Indoon and Indocin SR Alluse shoild be avoilded. Other NS AIDs canse CTHS tosic reachors less offen. Hizh
. L. Al use shouldbe avolded . .
Chlorpinparnide (Dishines ) Chher cral hypos lyrentcs have shorter half-lives and do notcanse STADH. High
Propoxyphene [ Darwoi) and commbination products Alluase should be aveided ; it has little advantaze cver acetarinophen Loowr
[Darrocet-M, Daveoer M, Darvon with 45 40 Cher analges ics are s afer and more effectve.
Pentazoeoirne [Tabari) Alluse should be avouded . Other nareohcs are more effectwe and safer Hizh
Frzot Mesydoids (Hydergme) and Cyeland el ate Alluase shouldbe avoided. Have rotbeen s howrn effectve in the doses shadied. Lionar
Diphentyd ve (B 1) s e only in the s mallest effectve dose and only for emerrerncy treabmert of allerzic Hizh

mwachons. Caases cordizs iom and sedatiom.

— el
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CDC Injections Safety for Providers

*» The CDC also issues Injection Safety for Providers
u |Ssued MarCh 2008 at http://www.cdc.gov/ncidod/dhqp/ps_providerinfo.html

= Notes several investigations leading to
transmission of Hepatitis C to patients

* Thousands of patients notified to be test for HVB,
HCV, and HIV

= Referral of providers to the licensing boards for
disciplinary actions

= Malpractice suits filed by patients



Home | About COC | Press Room | A-Lindex | CortactUs

Infection Control Home = Protecting Patients = Patient Safety = Injection Safety » Printer-friendly version
II]_]ECtlUIl SafEty % Infection Control Topics
] _ _ _ = [nfection Control Horme
Injection Safety Information for Providers i e
Releazed March 2008 Infections

Several recent investigations undertaken by State and Local health departments and the Centers for

Disease Contral and Prevention (CDC) have identified improper use of syringes, needles, and » Protecting Patients

medication vials during routine healthcare procedures, such as administering injections. These » Protecting Healthcare Workers
practices have resulted in one or maore of the following: » Iffection Contral Guidelines

» transmission of hloodbarne viruses, including hepatitis C virus to patients: » Infection Contral A7

« hofification ofthousands of patients of possible exposure to bloodborne pathogens and s Ahout DHGP

recommendation that they be tested for hepatitis C wirus, hepatitis B virus, and human
immunodeficiency virus (HNV:;

» referral of providers to licensing boards for disciplinary action; and

 malpractice suits filed by patients.

These unfortunate events serve as a reminder of the serious consequences of failure to maintain
strict adherence to safe injection practices during patient care. Injection safety and other hasic
infection control practices are central to patient safety. All healthcare providers are urged to
carefully review their infection caontrol practices and the practices of all staff under their supendsion.
In particular, providers should:

» neverl administer medications from the same syringe to more than one patient, even if the
naadla i rhannad: and



CDC 10 Recommendations

= The CDC has a page on Injection Safety that
contains the excerps from the Guideline for
Isolation Precautions: Preventing Transmission
of Infectious Agents in Healthcare Settings

= Summarizes their 10 recommendations

= Avalilable at
http://www.cdc.gov/ncidod/dhqgp/injectionSafetyPr
actices.html



Home | About COC | Press Room | A-Lindex | CortactUs

Infection Contral Home = Protecting Patients = Patient Safety = Injection Safety =

Injection Safety

Safe Injection Practices to Prevent Transmission of Infections to

Patients
Excerpted from Guideline for Isolation Precautions: Preventing Transmissgion of Infectious Agents in

Printer-friendly wersian

Healthcare Settings 2007,

lILA.1.b. Safe Injection Practices

The investigation of four large outhreaks of HBY and HCY amaong patients in ambulatory care
facilities in the United States identified a need to define and reinforce safe injection practices. The
four outhreaks occurred in a private medical practice, a pain clinic, an endoscopy clinic, and a
hematologyoncology clinic. The primary breaches in infection control practice that contributed to
these outbreaks were 1) reinserion of used needles into a multiple-dose vial or solution containetr
(e.g., saline bao) and 2 use of a single needle/syringe to administer intravenous medication to
multiple patients. In one of these outbreaks, preparation of medications in the same workspace
where used needlefsyringes were dismantled also may have been a contributing factor. These and
other outhreaks of viral hepatitis could have been prevented by adherence to basic principles of
aseptic technigue for the preparation and administration of parenteral medications. These include
the use of a sterile, single-use, disposable needle and syringe for each injection given and
prevention of contarmination of injection equipment and medication.

Whenever possihle, use of single-dose vials is preferred over multiple-dose vials, especially when
L

Infection Control Topics

» |nfection Caontrol Home

» Healthcare-Associated
Infections

» Protecting Patients
» Protecting Healthcare Workers

» Infection Control Guidelines

= |nfection Cantral A-S
= About DHAFP




CDC Safe Injection Recommendations

= Use aseptic technique to avoid contamination of
sterile injection equipment. Category 1A

= Do not administer medications from a syringe to
multiple patients, even if the needle or cannula
on the syringe Is changed.

= Needles,cannula and syringes are sterile,
single-use items; they should not be reused for
another patient nor to access a medication or
solution that might be used for a subsequent
patient.1A



CDC Safe Injection Recommendations

= Use fluid infusion and administration sets (i.e.,
Intravenous bags, tubing and connectors) for
one patient only and dispose appropriately after
use

= Consider a syringe, needle, or cannula
contaminated once it has been used to enter or
connect to a patient's intravenous infusion bag
or administration set 1B



CDC Safe Injection Recommendations

= Use single-dose vials for parenteral
medications whenever possible 1A

= Do not administer medications from single-
dose vials or ampules to multiple patients or
combine leftover contents for later use 1A

= |f multidose vials must be used, both the
needle or cannula and syringe used to
access the multidose vial must be sterile 1A



CDC Safe Injection Recommendations

= Do not keep multidose vials in the
Immediate patient treatment area and store
In accordance with the manufacturer's
recommendations;

= Discard if sterility is compromised or
guestionable 1A

= Do not use bags or bottles of intravenous
solution as a common source of supply for
multiple patients 1B



CDC Safe Injection Recommendations

=\Wear a mask when placing a catheter or

Injecting
subdura

= Examp

material into the spinal canal or
space

e, during myelograms, lumbar puncture

and spinal or epidural anesthesia. 1B

=\Worker safety; Adhere to federal (OSHA)
and state requirements for protection of
healthcare personnel from exposure to
blood borne pathogens 1B



= American Association for Respiratory Care
AARC- www.aarc.org

= American College of Surgeons ACS-
www.facs.org

= American Nurses Assoclation ANA-
www.ana.org

* AHRQ Is www.ahrg.gov



= Center for Disease Control CDC — www.cdc.gov

* Food and Drug Administration- www.fda.gov

= Association of periOperative Registered Nurses at
AORN- www.aorn.org

= American Institute of Architects AIA- www.ala.org

= Occupational Safety and Health Administration
OSHA — www.osha.gov

= National Institutes of Health NIH-www.nih.gov



= United States Dept of Agriculture USDA-
www.usda.govV

= Emergency Nurses Association ENA- www.ena.org

= American College of Emergency Physicians ACEP-
www.acep.org

= Joint Commission Joint Commission-
www.JointCommission.org,

= Centers for Medicare and Medicaid Services CMS-
www.cms.hhs.gov



= American Hospital Association AHA-
www.aha.org

= American College of Radiology- www.acr.org

= National Patient Safety Foundation at the AMA-
www.ama-assn.org/med-sci/npsf/htm

= The Institute for Safe Medication Practices-
WWWw.Ismp.org



= U.S. Pharmacopeia (USP) Convention, Inc.-
WWW.USpP.org

* U.S. Food and Drug Administration MedWatch-
www.fda.gov/medwatch

= Institute for Healthcare Improvement-
www.ihi.org

= Sentinel event alerts at
Www.jointcommission.org



= 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




AHRQ Website http://www.ahrg.gov/qual/

AHRC Home | Questions?
A-F Quick Menu
Select Topic -

Clinical Information
Consumers & Patients
Funding Opportunities

Data & Surveys

Research Findings

Specific Populations
Quality & Patient Safety
Health IT

Public Health Preparedness
Ahout AHRO

Mission & Budget
Strateqic Plan
Organization & Contacts
Map & Directions

JobYacancies

,ﬂHR Q Agency for Healthcare Research and Quality

Advancing Excellence in Health Care

Events & Announcements

| Contactlds | Sitehdap | What's Mew | Browse |

You Are Here: AHRGC Home = Ciuality & Patient Safety

Quality & Patient Safety

Health Information Technolo
Electronic health records — innovation — privacy — international standards — data
sources — clinical vocabulary

Hational Quality Measures Clearinghouse ™
Ewvaluate health care quality — anline database — process — outcome — access —
patient experience

CAHPSE—Consumer Assessment of Healthcare Providers and Systems
Consumer feedback — survey and repart taals — fact sheet — impact

Measuring Healthcare Quality
Studies and projects — standardized methods — performance measures

Medical Errors & Patient Safety
Scope of problerm — reducing errars — research program — patient safety tools —
patienttips

WebhiaM: Morbidity & Mortality Bounds
Fatient safety forum— learning modules — analysis of medical errors

Quality Indicators

Inforrmacian en espafiol

www.ahrg.goyv
| E-nail Updates

* AHRQ Awwards $3m To
Feduce Bloodstream
Infections in 1CUs

* Modified Insulin Most
Effective For Contralling
Blood Sugar

* The Patient Experience
& Patient Safety Culture:
CAHFPSENSORS User
Group Meeting

News & Information |-

" Mewsroom
Media Resources

* Publications & Products

" Infarmation Quality
Guidelines

* Freedom of Information
* Electronic Policies

" Copyright

* Linking

" Other HHS Agencies

%

Special Interest |—
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IHI Website  www.ihi.org/ihi

¥ [y IHI ~
A resource from the kLog Out »
Institute for Healthcare Improvement P Contact Ls

r Site Map Mare Search Options

We invite youto be a part of a global community
edicated to improving health care for @l patients.

» Programs
* Topics IHI OPEMN SCHOOL

Zoth Annual Mational Forurn on Quality
Improvement in Health Care

r Community

for health professions

» Workspace s ihat is it?

+ Results | » Download the Forum brochure. e Cotinvalved
v Products | * =hare yvour improverment story as a poster.

v About Us +* Enroll on or before October 3 to save $100.

IMPACT

improvement /action

5 Million Lives Campaign

Ationeg + O October 27 join Mational Metwork Day for a

h ; L bout IHT'
dynarmic day of learning from 11:30 AM-5:30 PM ¢ -earn anout ~Hes

Emstern Time network for change
e i '

e ) ) . * Zee sample results %
L * Get adwvice from Campaign Mentor Hospitals,

Meet the Fellows!

In the Spotlight Meet Brian

® The Healthcare Equity Bloeorint provides strategies that Robsan of
hospitals can use to address equity in providing quality care. the MHS
e In an &Fn interview, Don Berwick talks about connecting finance Maticnal
and health care quality. | Services
Scotland

& MNEW Transforming Care at the Bedside How-to Guide: Engaging
Front-Line Staff in Innowation and Quality Improvement

I ® A balanced strategy can improve gquality and reduce costs, Read w I




SafetylLeaders.org Website

TMIT Research

Test Bed SafetyLeaders.org

2008 Safe Practice High Performer
Research Survey & Resources

Home Search About Safeiy! eaders

Workshops, Webinars
& Meetings

Briefing Center |

Research Programs Patient Programs

Upcoming Events

m C-Suite Mursing Leaders Pharmacy Leaders Researchers Consumers

™IT High Performer

Mational Research
Test Bed

FUTURE EVENTS:
October 2008 Webinar:

The Price of Urinary Tract Infections:

Deal or No Deal?

December 2008 Workshop:

CEOs and Safety Leaders - Build Your 2009
Road Map Workshop

Leape- Msg for Future Safety Leaders

PRIOR EVENTS:
Impact of Hospital Acquired Conditions &
Pay-for-Performance Requirements Webinar

Prior Workshops and Wehinars

High Performer Program = HP2
2008 Survey Simulator

Highlighted Programs

TMIT Board




AHRQ

= Medical Error and Patient Safety at
http://www.ahrqg.gov/qual/errorsix.ntm, Web M&M,
Mortality and Morbidity Monthly, at

nttp://www.webmm.ahrg.gov/

* PSNet, AHRQ Patient Safety Network,
nttp://psnet.ahrg.gov/, contains articles on
medication errors and other patient safety issues
that come out

= Are you signed up to get this? You can browse
under medication errors/ADE topic



s

United States Deparmment of Health & Human Services

Skip Mavigati

@ HHS Home
QHRQ Agency for Healthcare Research and Quality ® contact
sl @ Site Map

Advancing Excellence in Health Care ERGUELTE Y

Home A national patient safely resource —\ - Vi
What's New ») 4 anna - )/
My PSNet AHRQ J) o4 I l'l"r Patient Safety Network Morbidity & Mortality Rounds on the W
fﬂuaic:!ﬁ:ul!r Search _ 1I'l.'il'.:.'l Advanced Search
Most Popular Home > Safety Target = Medication Safety » Medication Errors/Preventable Adverse Drug
Patient Safety Events (866)
Primers
Advanced Marrow your results: Administration Errors {192)
Search Dispensing Errors {69)
Advanced Monitoring Errors and Failures (22)
Browse Ordering/Prescribing Errors (191)
Glossary Transcription Errors (37)
AHRQ
WebMEM Search within these results; m Date v | [15how Summary
About
Contact Us

Medication Errors/Preventable Adverse Drug Events (1-20 of 866): Mext Page

How are these results ranked?

1. Commentary: Empiric Steroids: the Good, the Bad, and the Ugly
Harris ED. AHROQ WebM&M [=serial online]. September 2008,




ISMP

= |[nstitute for Safe Medication Practice Is a rich
source of information at

= Has medication tools and resources such as high
alert list, self assessment tools and error prone
abbreviation

= FDA MedWatch
= Confused drug name list, anticoagulant safety

= Sign up nurses for free newsletter via email called
Nurse Advise-ERR at
https://www.ismp.org/orderforms/adviseERRsubscri

——puonasp—.......——————————




A Nonprofit Organization Educating the Healthcare

=L wl Community and Consumers About Safe Medication Practices

ick Links w

| Home About Us MNewsletters Teleconferences

EDUCATION & AWARENESS

RESOURCES FOR HEALTHCARE PROYIDERS AnD CONSUMERS

J Nursing Leadership Congress

Septamber 1517, 2008

" Upcoming Teleconferences

Maximizing the Effectiveness of
Your Medication Team
(A 2-part Teleconference Series)

Session 1: September 17, 2008
Session 2: October 23, 2008
from 1:30 to 3:00 p.m. ET

(Oick for more information)

11th ANNUAL
CHEERS AWARDS

. Sitemap
Message Report Online
Board Ertors  Store

Mewsleters
Consulting Services

Educational Programs

The Institute for Safe Medication Practices

| Search |

Fowvared by L4 :.3&:

Consulting Support
S arplces IEﬁF FaAQ Contact Us

Professional Development
Self Assessments

COnsUmers

MEDICATION SAFETY TOOLS & RESOURCES

Quarterly Action Agenda (Free CE)
High-Alert Medicabon List
Confused Drug Mame List
Textbook Errata

Tools to Build 3 Community Pharmacy
Medication Safety Program

Tall Man Letters

RESOURLCES FOR IMPLEMENTING & STRATEGIC MEDICATION SAFETY PLAN

Error-Prone Abbreviation List
Pathways for Medication Safety
ISMP Guidelines

Do Mot Crush” List

Improving Medication Safety with
Anticoagulant Therapy

More Tools...

[ >

| <



USP US Pharmacopeia

= Good source of information and have the
MEDMARX program

= Have drug error finder for LASA,

* Revises heparin monograph at

= Has newletters at
http://www.usp.org/aboutUSP/newsletter.
html

= Has USP email notices —monthly
updates,

. WWW.USﬁ.OI’%




ENGLISH EsSPaMOoL  FRAMGAIS DEUTSCH X PORTUGUES Store Login B Cart  Support

SEARCH | Bl of USPorg | W |IE

ABOUT UsP

USP-NF

FOOD CHEMICALS CODEX
PENDING & NDN-U.5. STANDARDS
REFERENCE STANDARDS

USP YERIFIED

EBUCATION

HEALTHCARE GUALITY & INFORMATION
USF IN DEVELOPING COUNTRIES

The United States F'I"EII'ITI.:II:EIIZI.. s
MEETINGS standards for guality medicines, diftary
PRODUCTS supplements, and food ingrédients worldwide.

1AM A.., E

What's hp Compendial Motices [ § 1 - -
Zhat'=s Mew  Compe ntices  Press Preview Course List:

Releases Navigating <467>

L tUSP
areers a Medication Eafetr

b LISP's 2008 Annual Scientfic Meeting to Convene Scientific

Access and subscribe to USP Experts fram Around the Warld @a032008) Upcoming Events

monthly emails O Eef0T— 1 062908

b USP Announces New Tool to Help Prevent Medicabion Mix-Ups : )
How to Develop a Menagraph

E Email Notice Due to Look &like/Sound Alike Drug Names (09/252008)

. ! 0&fZa/og—0gi 200
b USP's Keith Conerly Elected to ANAB Board of Directors HDT:,_D Detalsn s End

(D8ARZ00) Chemicals Coder Managraph

L ]
HUtTUPIES b USP Inaugurates New Facility in S30 Paulo £8/18i2008) oA L e

. . How to: Use the FCT Farum
b LISP Achieves IS0 Accreditation for Cerbified Reference

¢ USP Heparin Information Materials per1e008) 08/20/0e—02/20/09
¢ USP Glycerin Information ' Introdection to the Mew Food
+ Food Ingredients b LU.S. Pharmacopeia Announces Revised Heparn Monographs Chemicals Coden

and Reference Standards (6/23/2003)
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Sign Up for FDA Alerts

= Sign up to get safety alerts from FDA

= At http://www.fda.gov/opacom/7alerts.html

= Example; Advil and ASA taken together- if heart patient takes
ASA 81 mg for heart- ibuprofen can interfere with anti-
platelet effect

= Take 30 minutes or longer and minimal risk with occasional
use

= | ots of information on medications!

= See also Drug Safety newsletter at
http://www.fda.gov/cder/dsn/2009 v2 nol/DSN Vol
2Numl.pdf

252



FOA U.S. Food and Drug Administration 433

FDA Home Page | Search FDA Site | FDA A-Z Indey | Contact FDA

Recalls, Market Withdrawals and Safety Alerts

B Sigh up for Recall emnail updates.

Recalls, Withdrawals and Alerts in the Last 60 Days: In the Spotlight

= Amalgamated Produce,
Thiz page includes the most significant product actions of the last B0 days, based on Inc. Recalls Sprouts in the
the extent of distribution and the degree of health risk. The recalls an the list are mainly Marth Eastern United
Class |. A record of alfrecalls (Class |, I, and Ill) can be found in the FDA Enforcement States Because of
Report. Defintions of Class [, I, and Il recalls. Passible Health Risk

* Hecall of Products
Search Only Class | Recalls Cantaining Peanut Butter:

Salmonelia Typhimurium
" FDA’ID’I:_F’deuct Fecalls

-- From First Alert to

Effectiveness Checks

You can search by: brand, product, company

View Recalls and Safety Alerts By Date

May 72, 2009 Archive
" Clags | Recalls,

Withdrawals and Safety
Alerts Archive

Fun Express Expands Nationwide Recall of Water-Based Face Paint

St Bernadette Circle, St. Bose Church Recalls Pistachios-ln Shell Dry
Foasted and Salted Because of Possible Health Risk e T S e b




FDA Patient Safety News

= Mixups between insulin U-100 and U-500 which
occurred when selecting from computer screens,

= Severe pain, muscle or joint pain, with
osteoporosis drug with bisphosphate drugs such
as Fosamax, Actonel, Boniva, and Reclast,

= More patients die with luer misconnections,

= Deaths from Fentanyl patches continue,

= http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/psn/index.cfm
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PATIENTES ,ﬂt FETY  Mailing List! [ Reporta Froblem || Contact Us I PSN Home :

NEWS

hittp-/fwww fda.gov/psn F DA P at£EHt Sﬂf EZJ/’ N WS

A Video News Show for Health Profossionals

r"' View Entire _"I
Current Broadcast

RealPlayer 3 — -
| [T | Cable/DSL W ‘ o, —
* Join Our
Windows Media . " 7

¥ Mailing List!

&1
Current Q New Medical Products

Broadcast _ |
Show #86, o FDA Approves First Human Drug from Genetically

May. 2009 Engineered Animals

Podcast

video Podcast [WERM Recalls and Safety Alerts
(lnstructions) U
o Safety Problems with Baxter Colleague Volumetric Infusion

Pumps
« Warning on Metoclopramide
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IHI Institute for Healthcare Improvement

= Excellent source of resources for patient safety and
guality resources, toolkits, how to Kits

= Prevent ADEs by implementing medication
reconciliation

= Reduce harm from high alert medications

= Many resources related to medication issues at
www.lhi.org
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» Workspace
» Results

» Products

» About Us
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P Log St

v Contact s
FSite Map

A resource from the
Institute for Healthcare Iimprovement

We invite youto be a part of a global community

dedicated to improving health care for @i patients.

T i1 .

« Coming soon: Resources to support going from
[testing the WHO Surgical Safety Checlilist to
implementation.

« \iew the wideo clip of a surgical checklist being
used on the TV show "ER."

* Learn about IHI's new audio prograrm on
cutting-edge health care improvement,

+ The Blogosphere’s Hospital CEQ is the focus of
WIHI on June 4 from 3:00-4:00 PM ET,

+ Set the most out of WIHI! How to enrall to listen

live or download recent programs.
A FREE ALUDLTZ I

In the Spotlight
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* Programs
~ Topics

Improverent

Leading System
Improverent

Chronic Conditions
Critical Care

Developing Countries
End Stage Renal Disease
Flow

Healthcare-aAssociated
Infections

Health Frofessions
Education

HIM/AIDS
Last Phase of Life
Medical-Surgical Care
Office Practices
Patient-Centered Care
Patient Safety

Safety: General
= Medication Systems

How to Immprove

My THI
Flog Cut
FContack Us
F Site Map

A resource from the

Institute for Healthcare Improvement

Horme > Topics = Patient Safety = Medication Systernz = Taols

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

Child Health Corporation of Americe (CHCA)
Shawnee Mission, Kansas, 154

The use of *triggers,” or clues, is an effective method for detecting
and preventing adverse events that result in harm to pediatric
patients, The Pediatric Trigger Toolkit for Measuring Adverse Drug
Events (&DEs) provides a powerful yet simple method to detect
medication-related harm in pediatric inpatients, The toolkit can help
hospitals implement medication systemn changes to ensure fewer
drug-related injuries to patients,

The toolkit includes:

Background
Cefinitions
Zampling and methods for conducting trigger chart review

List of ADE triggers that CHCA hospitals have found most useful
during chart reviews to identify 4DEs

Frequently asked questions
Crata collection forms
® Randomization instructions

Backaround

b

More Search Cptions

Related Information

»* IHI Global Trigger Toal
for Measuring Adverse
Events

* Introduction to Trigger
Tools

What others are saying

Po=st your cornrnents
about this iterm,

+figw All Co
“+Post our

ent=
ments
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Improverment
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Improverment
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Critical Care
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End Stage Renal Disease
Flow

Healthcare-associated
Infections
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Education
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Last Phase of Life
Medical-Surgical Care
Office Practices
Patient-Centered Care
= Patient Safety

Safety: General

» Medication Systems
How to Improve

Measzuras

A resource from the F Ln::g ot
Institute for Healthcare Improvement v Contact Us
F Site Map

Horme = Topics = Patient Safety = Medication Svsterns = Toals

W & Use Tool Online E + Download File

Trigger Tool for Measuring Adverse Drug Events
{ IHI Tool)

Institute for Heafthcare Improvement (in partnership with Bremier,

inc, 5an Nego, Californiz, U54)
Easton, Massachusetts, L54

The use of “triggers,” or clues, to identify adverse drug events
(ADEs) is an effective method for measuring the averall level of
harm from medications in a health care organization. The Trigger
Tool for Measuring Adverse Drug Events provides instructions for

conducting a retrospective review of patient records using triggers

to identify possible ADEs, This tool includes a list of known A0E
triggers and instructions for measuring the number and degree of
harmful medication events, The toal provides instructions and

forms for collecting the data yvou need to measure ADEs per 1,000

Coses and Percent of Admissions with an 4DE,

Read the related article about using the Trigger Tool:

Rozich 10, Haraden CR, Resar Rk, Adverse drug event trigger tool:

& practical methodaology for measuring medication related harm.
Quality and Safety in Health Care, 2003;12:194-200,

For more general infarmation on Trigger Tools and how to select

b

More Search Cptions

Related Information

* To Err Is Human

» BDEs per 1,000 Doses

* Trigger Toaol for
Measuring 80Es in a
Mental Health Setting

» Interactive Trigaer

Tool (ADEs]

* Imtroduction to Trigger

What others are saying

Post your cornmeants
about this item,

*view All Comments
*+Pozt Your Cormments
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Changes

Tramrnuwearment Starvies

¥ My IHI

A respurce from the FlLag Cut
Institute for Healthcare Improvement v Contact Us
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&) + Download File

Trigger Tool fer Measuring Adverse Drug Events in
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The use of *triggers,” or “clues,” to identify adverse drug events
(ADEs) is an effective method for measuring the overall level of
harm from rmedications in a health care setting, The Trigger Tool
methodology provides instructions for conducting a retrospective
revigw of patient records using triggers to identify possible &80DEs.,
This tool, a customization for psychiatry of the IHI Trigger Tool for
Measuring Adverse Drug Events, was developed for use with
rmental health inpatients and includes a list of known A0DE triggers in
mental health settings, as well as instructions for collecting the data
vou need to measure the percentage of admissions with an 4DE
and the number of ADEs per 1,000 doses,

For more general information on Trigger Tools and how to select
the appropriate one, see the Introduction to Trigger Tools page.

Background

The Institute for Healthcare Improvement formed the Idealized
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|_eapfrog

= Represents half a million Americans by
corporations that purchase health insurance

= Rewarc
= AIms C

s for improving safety and quality

POE, 27 procedures to preventing medical

errors,

nigh risk treatments, ICU staffing with

Intensivists

= |f 3 followed would prevent 907,600 medication
errors, 65,341 lives and $41 billion dollars a year!

= www.leapfroggroup.org



National Quality Forum

= 34 Safe Practices published in April 2010 and
section on SSI updated March 2011 at
www.qualityforum.org

= Includes CPOE, unit dose, anticoagulant therapy,
culture of safety, standardize labeling and storage
of medication, identification of high alert
medications, medication reconciliation

= Chapter 6 is on Medication Management



Safe Practice 29 Anticoagulant Therapy

= Organizations should
Implement practices to prevent
patient harm due to
anticoagulant therapy.

= TJC has anticoagulant NPSG

= University of Washington has
excellent resources

= Number of other anticoagulant
toolkits



29 Anticoagulant Therapy

* Need a defined anticoagulant management
program to individualized the care

= Document patient’s medication plan in the
medication record

= Clinical pharmacy medication review is conducted
to ensure safe selection and to avoid drug-drug
Interactions

= Use only oral unit dose products, prefilled syringes
and premixed IV bags

* INR for patients starting on Coumadin



29 Anticoagulant Therapy

= Dietary Is notified of patient getting Coumadin so
food/medication interaction program

= Education is provided to all staff, prescribers and
patients

* Need written policy for baseline lab tests for
patients on Heparin and low molecular weight
neparin therapies

* Hospital evaluates anticoagulation safety practices
and takes action to improve Iits practice



Resources

= Source: AHRQ Press release, September 15, 2009, AHRQ
Releases Two New Resources to Help Consumers and
Clinicians Prevent Dangerous Blood Clots, at
http://www.ahrg.gov/news/press/pr2008/blclotspr.htm

= The clinician’s guide on Preventing Hospital-Acquired Venous
Thromboembolism; A Guide for Effective Quality Improvement
IS avallable at http://www.ahrg.gov/qual/vtguide/

= Patient Guide to Preventing and Treating Blood Clots at
http://www.ahrg.gov/consumer/bloodclots.htm



University of Washington Medical Center

= Some of the AHRQ resources were from U of
Washington Medical Center

= Has an excellent website!
= Coumadin (Warfarin) teaching booklet in 5 languages

= Coumadin dosing charts, how to adjust, guidelines for
dosing and monitoring Lovenox (Enoxaparin)

= Treatment of VTE

= Duration of anticoagulants, peri procedural anticoagulation

= http://www.uwmcacc.org/index.htmi



Perdue Toolkit

= Anticoagulant Toolkit; Reducing Adverse Drugs
and Potential Adverse Drug Events with
Unfractionated Heparin, LMWH and Warfarin,

= Includes resource tools, self assessment, how to
Improve the process, improvement and sustaining
Improvement, physician order forms

= Available at
http://www.purdue.edu/dp/rche/pharmatap/toolkit.pdf



SP30 Contrast Induced Renal Failure

= SP Is Contrast Media-Induced Renal Failure
Prevention

= Utilize validated protocols to evaluate patients who
are at risk for contrast media-induced renal failure

= and gadolinium-associated nephrogenic systemic
fibrosis,

= and utilize a clinically appropriate method for
reducing the risk of adverse events based on the
patient’s risk evaluations.

= Pa Patient Safety Authority has toolkit



SP30 Contrast Induced Renal Failure

= Use evidenced based protocols that are approved
by the MS for the prevention of CIN (contrast
media-induced nephropathy)

= based on the rapid evolution of contract agents and
national guideline that is coming soon

= Monitor and document use of evidenced based
protocols and document risk assessment in chart

= Document provider education

= Specify qualifications of staff allowed to Iinitiate
protocols for imaging



32 Glycemic Control

* Reconcile patient medication on discharge

= Education for newly diagnosed diabetics

* Include In their plan of care exercise, nutritional
management, signs and symptoms of hyper or
hypoglycemia

* Include instructions on use of blood glucose meter
= Sick day guidelines

= \Who to contact in case of an emergency



Pa Patient Safety Authority

WWWw.psa.state.pa.us/psa/site/default.asp
SAFETYIR Patient Safety Authority  »

A I T H & B I T ¥

psa Search

2 who We Are

» Reporting Medical
Errors

> Aabout PA-PSRES

» Advisories and
Related Resources

= Subscribe to Patient
Safety Authority

2 Tips for Consumetrs

» Board of Directors

2 Public Meetings A U T H 0 R_

. :i ;2 An Independent Agency of the Commonwealth of Pennsylvania

2 Bylaws

a E{“ It"'e ”EW;’ ':"’Ertgs The Patient Safety authority is an independent state agency established under Act
e 13 of 2002, the Medical Care Awvailability and Reduction of Error ("MCARE") Act, It is
Publications charged with taking steps to reduce and eliminate medical errors by identifying

o Links problems and recommending solutions that promote patient safety in hospitals,

+ Calendar of Events ambulatory surgical facilities, birthing centers and certain abortion facilities,

» Right-to-kKnow
Eeguest Policy The authority has implemented PA-PSRS, the mandatory statewide Pennsylvania

2 Facility Reparting Patient Safety Reporting System. More than 400 healthcare facilities subject to Act

Information

13 reporting regquirements are submitting reports through PA-PSRES, makin
2 Log onto PA-PSRS P H req g rep q g

Pennsylvania the first state in the nation to require the reporting of both actual
@ Data Interface events and "near misses". additional information about PA-PSES is available online, If
> Contack Us vou represent a facility that is already enrolled in mandatory reporting, wou can log i
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This presentation is intended solely to provide general
information and does not constitute legal advice. Attendance
at the presentation or later review of these printed materials

does not create an attorney-client relationship with the
presenter(s). You should not take any action based upon any
iInformation in this presentation without first consulting legal

counsel familiar with your particular circumstances.
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Thank you for attending!!

= Sue Dill Calloway RN, Esq.
CPHRM, CCMSCP

= AD, BA, BSN, MSN, JD
* President of Patient Safety and
Education

= Board Member
Emergency Medicine Patient Safety
Foundation

= 614 791-1468

= sdilll@columbus.rr.com
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