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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

Learning Objectives



You Don’t Want One of These From CMS
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 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 
important in reducing medication errors

TJC  Revised Requirements



TJC Medication Management Chapter
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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 available 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

7



An Era of Concerns
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TJC Response Medication Security
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www.asahq.org/.../For%20Members/Advocacy/ASA%20in%20
Washington/TJC%20Med%20Mgmt%20Letter%2012-21-

10.ashx
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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
1www.gpoaccess.gov/fr/index.html   2www.cms.hhs.gov/SurveyCertificationGenInfo/PMSR/list.asp

The Conditions of Participation (CoPs)



Location of CMS Hospital CoP Manuals
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CMS  Hospital CoP Manuals new address all manuals
www.cms.hhs.gov/manuals/downloads/som107_Appendixtoc.pdf
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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 3

1www.cms.hhs.gov/transmittals/downloads/R37SOMA.pdf 

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

The Revised Final CoPs



CMS Survey and Certification Website
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www.cms.gov/SurveyCertific
ationGenInfo/PMSR/list.asp#

TopOfPage

Click on Policy & Memos to 
States and Regions
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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)

 It 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

15



Third Revised Worksheets
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www.cms.gov/SurveyCertificationGe
nInfo/PMSR/list.asp#TopOfPage



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 guidelines
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Single Dose Medication June 18, 2012
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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 ASCs, hospice, LTC, home health, CAH, dialysis, etc.
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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
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CMS Memo on Safe Injection Practices
Make sure pharmacist has a copy of this memo

 If 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

Go to 
www.ashpfoundation.org/MainMenuCategories/Practice
Tools/SterileProductsTool.aspx

 Click on starting using sterile products outsourcing tool 
now

21
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www.ashpfoundation.org/MainMenuCategories/Practice
Tools/SterileProductsTool.aspx



Safe Injection Practices www.empsf.org
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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

24



Insulin Pens
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CDC Reminder on Insulin Pens
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www.cdc.gov/injectionsafety/clinical-reminders/insulin-
pens.html



CDC Has Flier for Hospitals on Insulin Pens
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VA Alert on Insulin Pens
Pharmacist found several insulin pens not labeled 

for individual use

Found used multi-dose pen injectors used on 
multiple patients instead of one patient use

New requirement that can only be stored in 
pharmacy and never ward stocked

 Instituted new education for staff on use

Part of annual competency of staff

 Instituted new policy of safe use of pen injectors
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VA Issues Alert in 2013
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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 

insulin 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 
outpatient prescription
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FDA Issues An Alert in 2009
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Insulin Pen Posters and Brochures Available
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www.oneandonlycampaign.org
/content/insulin-pen-safety
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Brochure
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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, qid, 
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
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Timing  of Medications & Standing Orders
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Changed Again March 15, 2013 and Standing Orders moved to Tag 457Changed Again March 15, 2013 and Standing Orders moved to Tag 457



Medication Timing Transmittal Dec 22, 2011
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2014 Changes   Safe Use of Opioids
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Luer 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
40



Luer Misconnections Memo
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June 2010 Pa Patient Safety Authority
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June 2010 Pa Patient Safety Authority
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ISMP Tubing Misconnections  www.ismp.org
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FDA Luer Misconnections
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www.fda.gov/MedicalDevices/Safety/AlertsandNotices/Tubing
andLuerMisconnections/default.htm



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
 FAQ on small bore connector initiative
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www.premierinc.com/tubingmisconnections/



Self Administered Meds Tag 412 and 413
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4th Anesthesia Changes January 14, 2011
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www.cms.hhs.gov/SurveyCertificat
ionGenInfo/PMSR/list.asp



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 hospital website at www.cms.gov
50



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

51



Access to Hospital Complaint Data
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Pharmacy Deficiencies  Total 528 
Administration of drugs Tags 404 and 405 

(Nursing)
Nov 2013       Mar 2014
156 cited        263

Pharmacy Administration Tag 491 25 cited            34

Delivery of Drugs 
Pharmacy Drug Records

Tag 500 
Tag 494

37 cited             45
0                     12

Pharmaceutical Services 
Formulary

Tag 490 
Tag 511

18 cited             42
0 2

Pharmacist Responsibility
Pharmacy Personnel

Tag 492
Tag 493

16 cited             17
0                       5

Pharmacist Supervision Tag 501 10 cited              14

Access to Locked Area 
Reporting Adverse Events

Tag 504 
Tag 508

2 cited                 5
0 18

After Hours Access to Drugs 
Secure Storage 
Unusable Drug
Stop Orders

Tag 506
Tag 502
Tag 505
Tag 507

1 cited                  4
15 cited              25
25 Cited              41

0                         1 53
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Hospital Conditions of Participation are called 
the CoPs for short
 It is Appendix A and is 471 pages long
Manuals amended more frequently now
 Is 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  
1

2http://www.cms.hhs.gov/manuals/downloads/som107_Appendicestoc.pdf

CMS Hospital CoPs



Pharmacy Section Starts a Tag 490
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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

Pharmaceutical Services 490
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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 

types of errors

Pharmacy 0490
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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

Pharmacy Policies Include:



What Are Your High Alert Medications?
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So What’s In Your Policy?

60



61

High Alert How to Guide IHI

www.ihi.org/NR/rdonlyres/8B2475CD-56C7-4D9B-B359-801F3CC3A8D5/0/HighAlertMedicationsHowToGuide.doc
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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 
 8th 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
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USP Confused Name List

www.usp.org/pdf/EN/patientSafety/qr792004-04-01.pdf
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“Resume preop orders” is prohibited

Voluntary, 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)

Pharmacy Policies



NIOSH Hazardous Drugs
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www.cdc.gov/niosh/topics/hazdrug/



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

67



List of Hazardous Drugs in Healthcare
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http://www.cdc.gov/niosh/docs/2012-150/
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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)
 If medication management committee can assign each to 

one of the members to report at monthly meeting

Pharmacy Policies



FDA has a List of Drug Recalls
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www.fda.gov/Drugs/default.htm



FDA Drug Recalls Website
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Sign Up to Get Recall Alerts from FDA
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www.fda.gov/Safety/Recalls/default.htm



75

Identification 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 PI activities

Policy to identify potential and actual adverse drug 
events 
 IHI trigger tool for peds, hospitals and mental health unit, 

concurrent review, observe med passes etc.

Must periodically review all P&P’s

Pharmacy Policies  490



Use Kg and Not Pounds for Children
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IHI Trigger Tools

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



IHI Adverse Drug Event Trigger Tool
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www.ihi.org/ihi/workspace/tools/trigger/C
reateTool.aspx
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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 policies to minimize drug error
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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 0491
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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

Pharmacy Management 491
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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 pharmacy
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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 
quality 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
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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

In 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
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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
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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  First Dose Rule
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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 
Such as pediatric doses for pediatric crash cart

Delivery of Service 500
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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 
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System in 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 
performance became effective July 1, 2011

Delivery of Service 500



TJC Medication Reconciliation
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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 technique to avoid 
contamination

Compounding of Drugs 501
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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 individual prescriber before dispensing

Compounding of Drugs 501
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Locked 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 II, III, 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



95

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

Setting 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

Locked Storage Areas A-502
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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
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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

Securing Medications
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Locked Storage Areas
If 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 
availability 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



Medications in the OR  ASA Position
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www.asahq.org/For-Members/Standards-
Guidelines-and-Statements.aspx
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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 website1

Security of medications in the operating room

1http://www.asahq.org/publicationsAndServices /sgstoc.htm

ASA Standards, Guidelines, Statements



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



Recommendation on Medications in the OR
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www.apsf.org/newsletters/html/2010/spring/01_conference.htm
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ASA Standard Guidelines and Statements 
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www.asahq.org/For-Healthcare-
Professionals/Standards-Guidelines-and-

Statements.aspx



Use of Propofol
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Good Article from ASA
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http://www.asahq.org/For-Members/Practice-
Management/~/media/For%2520Members/Practice%2520Management/PracticeManagementNewslette

rArticles/2007/pm0207.ashx



ASA Sample Policy and Procedure
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CMS states that they expect hospital P&P to 
address

The security and monitoring of any carts 
including 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

Policy and Procedure
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Self administered medications are safely and 
accurately administered
 If 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

TJC Self Administered Meds
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Outdated or Mislabeled Drugs 505
Outdated, 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 
information including lot and control number, 
expiration date, strength, etc.
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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

No Pharmacist on Duty 0506
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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

 It is located in 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
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Pharmaceutical Services  0508  2013
Standard: Drug administration errors, adverse drug 

reactions, and incompatibilities must be immediately 
reported to the attending physician 

 If 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)
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CMS Changes to Tag 508
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Pharmacy CoP  Tag 508
 If 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 PI program
 Hospitals have incident reporting systems which often go 

to risk management and to the hospital wide PI committee

CMS has a definition of all 3 and hospitals should 
include definition in their P&P
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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
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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 
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ADR Definition by ASHP (Continues)
6. Necessitates supportive treatment 

7. Significantly complicates diagnosis

8. Negatively affects prognosis, or 

9. Results in temporary or permanent harm, 
disability, 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) 

120



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 reported to the physician
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Drug Incompatibilities
Any unexpected reaction that occurs between the 

IV medications must also be reported

CMS said hospitals can minimize risk by having 
resources available such as
 Drug incompatibility (DI) chart

Online incompatibility references

 Incompatibility information must be readily available 
to staff
Must be kept up-to-date as information is frequently 

updated by manufacturer
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Reporting to the Attending
An immediate report must be made to the attending 

if medication error, ADE, or DI harmed or has the 
potential to harm the patient

 If outcome of medication error is unknown then 
physician must be notified

Be sure the incident report is filled out and 
document in the incident report that the attending 
physician was notified

Document notification of the attending physician 
in the patient’s medical record
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Medication Errors With No Harm  0508
Medication errors that do not result in harm or 

insignificant harm to the patient must be 
documented in 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

 It can be reported first thing in the morning

No need to wake up the physician during the 
night since no harm done
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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 in accordance with the 
hospital P&P

PI program must track and report medication errors 
and near misses
Must also track suspected ADRs

 To determine system errors and prevent future errors
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Drug Interactions Checker
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www.drugs.com/drug
_interactions.php



Drug Interaction Checker
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http://reference.medscape.com/drug-
interactionchecker



Pediatric Drug Interaction Checker
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Drug Interaction Checker
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http://dir.pharmacy.dal.ca/dr
ugprobinteraction.php



Epocrates Online Checker
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https://online.epocrates.com/home



When Is An Interaction Likely to Cause Harm
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http://www.hanstenandhorn.com/news.htm



How to Address a Drug Interaction Alert
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Incompatibility Charts
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www.ivmedica
tioncompatibili
tychart.com/
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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
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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

 It is a system that allows the error to occur
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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

 PI reporting
 Incident reports fail to identify most errors and 

ADEs
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Proactive Identification 
Proactive identification could include 

Observe medication passes by nurse

Concurrent and retrospective review of patient 
medical record

ADR surveillance team

 Implementation of medication usage 
evaluations for high-alert drugs

 Identification of indicator drugs (trigger drugs)
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IHI Has Three Trigger Tools for ADEs
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www.ihi.org/IHI/To
pics/PatientSafety/
SafetyGeneral/Too
ls/#Trigger Tools



Trigger Tool for ADE

140



Mental Health ADE Trigger Tool
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www.ihi.org/IHI/Topics/PatientSafety/S
afetyGeneral/Tools/#Trigger Tools



Pediatric Trigger Tool for ADE
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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 PI 
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
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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.htm

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
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FDA Med Watch Program
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ISMP Medication Error Reporting Program
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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 PI 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

147



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 PI program

Surveyor is to make sure the hospital’s definition of 
ADR and medication error is based on national 
standards

These were provided by CMS in the interpretive 
guidelines
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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

Abuses and Losses 509
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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
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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
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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

Formulary 0511
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Medications Shortages
FDA has a website on  current shortages 
and can sign up to get this information sent 
via email

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.htm
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www.fda.gov/cder/drug/shortages/default.htm



Sign Up To Get Drug Shortage Information
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https://public.govdelivery.com/accounts/USFDA/subs
criber/new?pop=t&topic_id=USFDA_22



Drug Shortage Manual
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www.fda.gov/Drugs/DrugSafety/DrugShortages/default.htm
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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
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www.ashp.org/shortages
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ASHP Managing Drug Shortages
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www.ashp.org/s_ashp/docs/files/BP07/Procure_Gdl_Shortages.pdf



GAO Drug Shortage Better but Still Continue
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www.gao.gov/assets/670/660785.pdf
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CMS Manual
There are other reference to medication besides the 

pharmacy/medication section

 In 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
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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 PI 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)
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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)
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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?
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Storage of Medication Policy
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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

 sdill1@columbus.rr.com

 See resource material including Tag 
406 and 412 and 413

169169



Tag 406 Revised March 15, 2013  Drugs
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Physician Order 406      2013
Orders for drugs must be documented and 
signed by practitioners allowed to write them
Or 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 if 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
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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
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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

Examples of Standing Orders  2013



CMS Adds New Tag Numbers 412 & 413
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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
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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

 Instruct the person on how to give safely

Address the security of the medication

Document when given in the medical record
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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 subq 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
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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 issued 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
179



System to Prevent MDRO & Antibiotic Use
This is from the CMS worksheets for hospitals, 3rd

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 
MDRO?
 There are many free toolkits online for MDRO and 

CDC has tons of excellent resources at 
www.cdc.gov/nhsn/ such as MDRO modules
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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
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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
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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 
modify it
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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 initiated 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
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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 immunizations

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
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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
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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 signed
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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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Subq Insulin Order Set
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www.hospitalmedicine.org/AM/Template.cf
m?Section=QI_Clinical_Tools&Template=/
CM/HTMLDisplay.cfm&ContentID=4239



Insulin Drip Protocol
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Guidelines   www.guidelines.gov
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CDC Healthcare Safety Network
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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 identified?

Are there P&P to prevent the development and 
transmission of MDRO?

 Is 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.

195



System to Prevent MDRO & Antibiotic Use
 Is there a mechanism in place to prompt clinicians to 

review antibiotics use after 72 hours?

 Do antibiotic orders include an indication for use?

 Is there a mechanism in place to identify patients 
getting IV antibiotics that could be eligible to receive 
oral antibiotics?

 Is 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 
infected with MDRO identified and isolated according to 
the P&P
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System to Prevent MDRO & Antibiotic Use
 Is 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
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www.ahrq.gov/qual/cdifftoolkit/cdiffl
1qu.htm



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

 Injections are prepared using aseptic technique

One needle, one syringe for every patient and 
includes insulin pens (CMS issues memo May 18, 2012)
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Injection Practices & Sharps Safety 2 B
 Injections prepared using aseptic technique in area 

cleaned and free of blood and bodily fluids

 Is 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

 If multidose vial found in patient care area must be used 
on only one patient
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Safe Injection Practices Patient Safety Brief
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Injection Practices & Sharps Safety
Are all sharps disposed of in resistant sharps 

container?

Are sharp containers replaced when fill line is 
reached?

Are sharps disposed of in accordance with 
state medical waste rules

Hospitals should have a system in place 
where someone has the responsibility to check 
these and ensure they are replaced when they 
are full
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CMS Anesthesia Standards Changes
The anesthesia standards should also be reviewed 

as they discuss things in the pain bucket 
(analgesia) and in the anesthesia bucket

There are four things in the pain 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 (regional), MAC, and 
deep sedation 

Sets forth the requirements and policies required for 
all the above
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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
205



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
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Procedural Sedation
Medical staff and board must approve C&P of 

physicians including emergency department and GI 
physicians

 If ED physicians give a medication such as 
propofol, 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
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CMS Added FAQs
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TJC Perspectives June 2010
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TJC FAQ on Anesthesia Cart
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ISMP Self Assessment
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http://www.ismp.org/
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ISMP Neonatal Drug Infusions
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AAP Policy



Guidelines for Care of Children in the ED
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http://www.acep.org/Conte
nt.aspx?id=29134&terms=
Guidelines%20for%20Care
%20of%20Children%20in
%20the%20Emergency%2

0Department



Medications You Should Have in the ED
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Equipment and Supplies in the ED
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January 2009 Perspective



Labeling in Procedure Area TJC FAQ
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www.jointcommission.org/standards_information/jc
faqdetails.aspx?StandardsFAQId=176&Standards

FAQChapterId=77
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Anesthesia Patient Safety Foundation 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 http://www.ahrq.gov/qual/pharmlit/

 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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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

 It 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  
http://www.qsource.org/topics/safetyprov.htm

226



Beer’s List
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CDC Injections Safety for Providers
The CDC also issues Injection Safety for Providers

 Issued 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
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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

Available at 
http://www.cdc.gov/ncidod/dhqp/injectionSafetyPr
actices.html
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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
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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
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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

 If multidose vials must be used, both the 
needle or cannula and syringe used to 
access the multidose vial must be sterile 1A
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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 

questionable 1A

Do not use bags or bottles of intravenous 
solution as a common source of supply for 
multiple patients 1B
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CDC Safe Injection Recommendations

Wear a mask when placing a catheter or 
injecting material into the spinal canal or 
subdural space
Example, 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
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Websites

 American Association for Respiratory Care 
AARC- www.aarc.org

American College of Surgeons ACS-
www.facs.org

American Nurses Association ANA-
www.ana.org

AHRQ is www.ahrq.gov
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Websites

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.aia.org

Occupational Safety and Health Administration 
OSHA – www.osha.gov

National Institutes of Health NIH-www.nih.gov
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Websites

United States Dept of Agriculture USDA-
www.usda.gov

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
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Websites

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-

www.ismp.org
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Websites

U.S. Pharmacopeia (USP) Convention, Inc.-
www.usp.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
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Websites
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/7alerts.html
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AHRQ Website http://www.ahrq.gov/qual/
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IHI  Website     www.ihi.org/ihi
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SafetyLeaders.org  Website
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AHRQ

Medical Error and Patient Safety at 
http://www.ahrq.gov/qual/errorsix.htm, Web M&M, 
Mortality and Morbidity Monthly, at 
http://www.webmm.ahrq.gov/

PSNet, AHRQ Patient Safety Network, 
http://psnet.ahrq.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



247



248

ISMP

 Institute for Safe Medication Practice is a rich 
source of information at www.ismp.org

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
ption.asp
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USP US Pharmacopeia
 Good source of information and have the 

MEDMARX program

 Have drug error finder for LASA,

 Revises heparin monograph at 
http://www.usp.org/hottopics/heparin.html
?hlc. 

 Has newletters at 
http://www.usp.org/aboutUSP/newsletter.
html

 Has USP email notices –monthly 
updates,

 www.usp.org
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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

 Lots of information on medications!

 See also Drug Safety newsletter at 
http://www.fda.gov/cder/dsn/2009_v2_no1/DSN_Vol
2Num1.pdf
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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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IHI Institute for Healthcare Improvement
Excellent source of resources for patient safety and 

quality 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.ihi.org
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Leapfrog
Represents half a million Americans by 

corporations that purchase health insurance

Rewards for improving safety and quality

Aims CPOE,  27 procedures to preventing medical 
errors, high risk treatments, ICU staffing with 
intensivists

 If 3 followed would prevent 907,600 medication 
errors, 65,341 lives and $41 billion dollars a year!

www.leapfroggroup.org
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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
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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
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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 
heparin therapies

Hospital evaluates anticoagulation safety practices 
and takes action to improve its practice
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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.ahrq.gov/news/press/pr2008/blclotspr.htm

 The clinician’s guide on Preventing Hospital-Acquired Venous 
Thromboembolism; A Guide for Effective Quality Improvement 
is available at http://www.ahrq.gov/qual/vtguide/

 Patient Guide to Preventing and Treating Blood Clots at 
http://www.ahrq.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.html



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
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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 initiate 
protocols for imaging
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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
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Pa Patient Safety Authority 
www.psa.state.pa.us/psa/site/default.asp
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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 
information 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

 sdill1@columbus.rr.com
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