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1. Discuss tips for reducing medication errors.

2. Explain why medication errors are the most common type of 
medical error.

3. Review the CMS hospital CoPs section on self-
administration of medications.

Learning Objectives



Medication Errors
Medication errors are the most common type of 

medical errors
 CMS, in hospital CoP, says drug related adverse 

outcomes were noted in 1.9 million inpatient stays, which 
is 4.7% of all stays (Pg. 208, February 14, 2014 Manual)

 Medication errors harm at least 1.5 million people per year

 An IOM report estimated that a hospital patient is subject to 
one medication error per day 

 IOM study found considerable variation in rates of 
medication errors across facilities

 The US Department of Health and Human Service (HHS) 
have set a goal to reduce ADEs by 50% by the end of  2013
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Many Resources on ADE    PSH for Patients
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http://partnershipforpatients.c
ms.gov/p4p_resources/tsp-
adversedrugevents/tooladver
sedrugeventsade.html
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ISMP Medication Safety Practices for Hospitals
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http://www.ismp.org/Tools/BestPractices/default.aspx



1.Are Errors Rampant and Under-reported?
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http://www.psnet.ahrq.gov/resource.as
px?resourceID=24450



Have a Culture of Reporting
CMS and The Joint Commission(TJC) require 

reporting of all medication errors and near misses 

CMS and OIG  issues memo on March 15, 2013 
saying that 86% of hospitals are not reporting 
medication errors and adverse event internally to the 
hospital PI department

Hospital and healthcare facilities can not fix what 
they do not know exists

Hospitals are required to have non-punitive reporting 
systems
 Discussed in more detail later
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2. Read the HHS National Action Plan for ADE

ADEs are the single largest contributor to 
hospital-related complications within hospitals

ADE top priority of HHS
One third of all hospital inpatient visits have ADE

Affects two million hospital stays every year

Prolongs the LOS 1.7 to 4.6 days

Affects 3.5 million outpatients 

Affects 125,000 admission each year and results in 
readmissions
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National Action Plan for ADE
High priority 3 targets include anticoagulants, 

diabetes agents and opioids
 These are also 3 categories that hospitals should be 

looking at

Focuses on opportunities for federal engagement: 
surveillance, prevention, incentives and oversights, 
and research

Want to work with public sector in action plan

 189 pages and also published in FR Sept 4, 2013

www.hhs.gov/ash/initiatives/ade/index.htm
11



HHS National Action Plan for ADE
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http://www.hhs.gov/ash/initiatives/ade/i
ndex.html
http://www.hhs.gov/ash/initiatives/ade/i
ndex.html
http://www.hhs.gov/ash/initiatives/ade/i
ndex.htm



National Action Plan for ADE
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CMS Memo March 14, 2014
CMS issues memo and mentions the HHS plan for 

ADE Prevention

Also updates the guidance on IV medications and 
blood transfusions

Discuss safety related to IV opioid medications and 
monitoring of patients 

Preferable to have pharmacy fix all IVs and 
piggyback when present in the hospital

Discusses weight based dosing and P&P for 
pediatric patients
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3. Write Legibly
 It is important to write legibly-6% of all errors
 Electronic prescribing has helped reduce errors from 

illegible writing

Write the type of medication on the script which can 
help the pharmacist such as for high blood pressure

Don’t put more than one prescription on each script

Patient dies after pharmacist fills prescription for 
Plendil instead of Isordil

Rewrite orders to be clear-Dr writes over a number 
and patient gets 120 mEq of KCL instead of 20
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Isordil Misread as Plendil and Patient Dies
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Write Legibly
Nephrologists orders KCl 10 meq for a patient 

before surgery for a right foot amputation who was 
a dialysis patient after the left toe was amputated

After surgery decides to increase it

 Instead of writing a new prescription, he wrote over 
the existing one

Scribbled a 2 over top of the one

Nurses and pharmacists misread the number as 
120 meq and patient dies from massive overdose

Poor penmanship cost doctor $380,000
19



Dr Wrote 2 Over the Top of 1
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Misreading Letters and Numbers
FDA and ISMP note four most common 
mistakes and helpful in writing prescriptions
Between the letter “I” and the number 1

Between the letter “O” and the number 0

Between  the letter “Z” and the number 2

Between the number “1” and “7”

Article makes four recommendations

Be sure to always leave a space between the drug 
name and the dose

21
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4. Sign Up to Get All TJC Sentinel Events Alerts
Every facility should have someone who has signed 

up to get a copy of all sentinel events alerts,

This is true even if you are not accredited by TJC,

Put together a team to implement each one,

The TJC leadership standards require this,

Many are related to medication issues

 LD.04.04.03  state that the design of new or modified 
services or processes incorporates information about 
sentinel events,
 Sign up at www.jointcommission.org/ealerts/



Sign Up for TJC Resources www.jointcommission.org/ealerts/
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www.jointcommission.org/ealerts/www.jointcommission.org/ealerts/www.jointcommission.org/ealerts/http://www.jointcommission.org/ealerts/http://www.jointcommission.org/ealerts/
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TJC Sentinel Event Alerts on Medications
 SEA 49 Safe Use of Opioids 
 SEA 41 Preventing errors relating to commonly used 

anticoagulants
 SEA 39 Preventing Pediatric Medications Errors
 SEA 36 Tubing misconnections-a persistent and deadly 

occurrence
 SEA 35 Using medication reconciliation to prevent 

errors
 SEA 34 Preventing Vincristine administration errors
 SEA 33 Patient controlled analgesia by proxy (PCA)
 See also SEA 47 on Radiation Risks and Diagnostic Imaging
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TJC Sentinel Event Alerts on Medications
SEA 23 Medication errors related to potentially 

dangerous abbreviations
SEA 19 LASA Drugs
SEA 16 Mix ups lead to medication errors
SEA 15 Infusion pumps; preventing future errors
SEA 11 High alert medications and patient safety
SEA 10 Blood transfusion errors
SEA 1 Preventing KCL errors
 14 of the 48 SEA are related to medications



Safe Use of Opioids
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Opioids Toolkit PaPSA
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5. Implement a Safe Process for Opioids
Hot issues in the news right now for many reasons

 July 5, 2013 CDC issued memo and found high rate 
of fatal drug overdose and drug misuse
 In 2010, total of 15,323 deaths due to drug overdose

 Deaths increased fivefold for women

 More women die from drug OD than motor vehicles 
accidents

 In 2010 there were 943,365 visits by women for drug 
misuse

Many emergency departments have new policy on 
prescribing but don’t post in ED lobby due to EMTALA
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Safe Use of Opioids
Screen patient for signs of respiratory depression

Be aware of patients who are at high risk of over-
sedation
 Snoring, older age, no recent use of opioid use, smoker, 

history of sleep apnea, pre-existing pulmonary disease etc.

Make sure staff are aware of normal doses and 
trained in safe use of opioids

Assess patient’s previous history of analgesic use or 
abuse and monitor all patients carefully

Consider use of pulse ox and end tidal CO2
29



Safe Use of Opioids
Assess all adverse events and ensure reporting to 

PI department and risk management

Provide written instructions to patients who are on 
opioids along with family or caregiver

Staff should be trained in CPR and should know 
how to recognize signs of adverse events including 
respiratory depression

Have policies and procedures that allows for a 
second level of review by main management 
specialist or pharmacist of pain management plan 
and ensure staff is aware
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Overdose of Rx Opioid Pain Relievers
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www.cdc.gov/mmwr/preview/mmwrhtml/mm6226a3.htm?s_cid=mm6226a3_w



Many States are Taking This Initiative
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www.healthyohioprogram.
org/ed/guidelines
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FDA Safety Labeling for Certain Opioids
FDA has safety labeling changes for extended 

release and long acting opioid analgesics

States they are indicated for pain severe enough to 
require daily around the clock long term treatment

New warning to caution pregnant woman can cause 
neonatal withdrawal symptoms

Changes to REMS which require companies to 
make education available to healthcare 
professionals on how to safety prescribe
 Risk Evaluation and Mitigation Strategy (REMS)
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www.fda.gov/NewsEvents/Newsroom/PressAnno
uncements/ucm367726.htm
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6. Sign Up for PS Net
Sign up to subscribe to the AHRQ PS Net (patient 

safety network) newsletter and Web M&M at no 
charge
 Sign up at www.psnet.ahrq.gov/signForNews.aspx

AHRQ will send you a list of the new medication 
related articles and other patient safety resources 
once a month

Provides a short summary of the article

Sometime can get articles and sometimes will need to 
have librarian pull article

Great to use have medication team review



Sign Up for Medication Articles
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www.psnet.ahrq.gov/newsletter.aspx
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www.psnet.ahrq.gov/collectionBrowse.aspx?taxonomyID=416 
Click on The Collection and then Medication Error    
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7..Monitor the FDA Safe Use Program
FDA Safe Use program is designed to reduce the 

misuse of medications and prevent medication 
errors
States can reduce 50,000 admissions
Mentions the IOM study that estimates at least 1.5 

million preventable injuries and deaths each year 
from overdoses, mix ups, and unintended exposure 
to prescription drugs
Mentions alcohol based solutions cause 600 fires in 

ORs every year
Parents reach for household spoon when it says 

teaspoon no matter what size it is



FDA Safe Use Program
 FDA says 3 billion prescriptions a year

Many patients die or suffer injuries as result of 
medication errors

Many of the risks are manageable if parties committed to 
safe use of medications work together

Goal is to reduce preventable harm by identifying 
medication related risks

 Safe use project on acetaminophen (Tylenol) toxicity 
(APAP on label, tablets only 325 mg) and Fentanyl 
patches

Goal to work with others to prevent medication errors
40
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FDA Safe Use Program
 9,000 children are accidentally exposed to 

prescription Opioids in 3 year period
Worked to reduce acetaminophen toxicity and has 

white paper with many recommendations
 Wording on pharmacy containers to show it has 

acetaminophen in it, complete spelling of name etc.
 Issued report “FDA’s Safe Use Initiative; Collaborating to 

Reduce Preventable Harm from Medicines”
 FDA also issues guidance entitled “Dosage Delivery Devices 

for OTC Liquid Drug Products,”  in Federal Register on 
November 4, 2009
 www.fda.gov/Drugs/DrugSafety/ucm187806.htm



FDA Safe Use Initiative
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www.fda.gov/Drugs
/DrugSafety/SafeU
seInitiative/default.

htm
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http://www.meds
cape.com/viewar
ticle/737204
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8. Pediatric Medication Errors
Many are related to medication errors, 
Such as TJC SEA 39, issued April 11, 2008 on 

Preventing Pediatric Errors,
 Also infusion pumps, LASA, medication reconciliation, 

VinCRIStine administration errors, mix up leads to 
medication error, high alert medications,  KCl, etc.,

Medication errors in children has the highest 
rate of harm,
Found 11.2% rate of ADEs in children,
Have a pediatric medication safety champion
Always do weights in kilograms and not pounds



Dosing Charts for Kids Should Be in Kg
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Pediatric Medication Errors
 22% of the ADEs were preventable,

 17.8% could have been detected earlier,

Most common type of error was; improper dose 37.5%, 
omission error 19.9%, wrong drug or no order 13.7%, 
and prescribing error 9.4%,

 Errors caused by; performance deficit 43%, knowledge 
deficit 29.9%, P&P not followed 20.7%, miscommunication 
16.8%, and calculation error,

Will discuss use of trigger tool later,

 There are several recommendation to reduce errors, oral 
syringes, limited number of concentrations etc.,
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Pediatric Medication Errors
Use the IHI pediatric trigger tool which is discussed 

later 1

 CMS, tag 508, says a hospital can not just rely on incident reports but 
must use another system to detect medication errors

 Ensure pediatric doses of medications are on the 
pediatric crash cart
 Use a current pediatric Broselow Luden tape, laminate 

and place on wall hook and use pediatric resources for 
codes like computer system, color coded charts etc.
 There are several recommendation to reduce errors, 

oral syringes, limited number of concentrations, use of 
intra-osseous infusions etc.

 1 www.chca.com/triggers/docs/PICU_triggertoolkit_for%20CHCAwebsite.pdf
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Look Up Any Unfamiliar Pediatric Drug
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http://www.epocrates.com/
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8.  Oral syringes for Oral Medications
 Use oral syringes to administer oral medications,
 Pharmacy should use oral syringes in making oral 

medications also and not dosing spoon or medication 
cups
 Educate staff about the benefits of oral syringes in 

preventing inadvertent IV administration of oral 
medications,
 Example; patient admitted with C-diff and ED doctors 

orders IV Flagyl and nurse gives. Attending changes to 
oral Flagyl and sent up in syringe. 
 Syringes is marked “oral use only not for IV” and oral 

syringes are different color so nurse does not make 
mistake
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9. Limited Number of Drug Concentrations
This is also a current TJC MM standard,

Want to limit the number of concentrations and dose 
strengths,

So for example only IV solution of Lidocaine which 
has 2 grams in 500cc so if 2 mg a minute dose is 
standard at 30 cc/hour,

Have dosing charts on a laminated cards on C-
ring on the IV poles or pumps that have 
standardized solutions with rates to prevent errors,

Don’t want to make an error calculating dose
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10. Formulary
Have a formulary that lists all the drugs and doses 

available in the hospital,
Establish and maintain a pediatric formulary,
Have policies for drug evaluations, selection, and 

therapeutic uses,
Review the formulary every year to see if drugs 

should be added or dropped,
Provide information to staff on new drugs added to 

the formulary and disseminate to staff,
Ensure compliance with CMS hospital CoP 

formulary regulations under Tag 511



CMS Hospital Regulation on Formulary
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Keep Current Copy of the CMS Hospital Manual

55

All the manuals are located 
at 
www.cms.hhs.gov/manuals/
downloads/som107_Appendi
xtoc.pdf
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11. Access to Resources
Provide access to resources on each of the nursing 

units,
 Including things like the formulary, PDR, Nurses 

Drug Book, current Broselow Luden pediatric tape 
(38% inaccuracy due to pediatric obesity), scanner 
on pediatric labels, colored coded crash carts
 Include up to date information on new drugs and 

pediatric specific information, 
Make sure pediatric crash carts has the pediatric 

doses
Many good resources on drug on the internet which 

can also drug interactions



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



Care of Children in the ED Resources
This should include pediatric research studies, 

pediatric growth charts, normal VS ranges for kids, 
emergency dose calculators, with inform on 
minimum and maximum doses, pediatric doses and 
pediatric system

Make sure medications recommended to be on the 
pediatric crash cart along with recommended 
equipment is present
 The American Academy of Pediatrics and the American 

College of Emergency Physicians and others have a 
document on recommendations for care of children in the 
emergency department

59
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Children Medications and Policies in the ED

http://aappolicy.aappublications.org/cgi/reprint/pediatrics;124/4/1233.pdf

http://pediatrics.aappublications.org/conten
t/124/4/1233.full.pdf+html?sid=169edc0d-

e224-4a05-ad3c-a71f3567e4de



12. Have a Current Drug Incompatibility Chart
Hospitals should have a process in place to make 

sure there is a current drug incompatibility chart

This is also a CMS hospital requirement under Tag 
508

Drug incompatibilities must be reported to the 
attending physician

Drug incompatibilities must be reported internally to 
the PI program

Must document in the medical record
 Drugs known to be incompatible can not be mixed together
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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



Incompatibility Charts
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www.ivmedica
tioncompatibili
tychart.com/
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13. High Alert Medications
 Limit the number of concentrations and dose 

strengths of high alert medications,
Make sure you have a policy and process on high 

alert medications 
 TJC MM.01.01.03 and CMS Hospital CoP standard

Make sure your staff know what it is listed as a high 
alert medications in your high alert policy,
Make sure staff are educated on what they are to do 

such as 2 nurses will check insulin order, insulin 
bottle and amount in the insulin syringe, chemo is 
checked by pharmacist and nurse, only chemo 
certified nurse etc.,
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High Alert How to Guide IHI

www.ihi.org/NR/rdonlyres/8B2475CD-56C7-4D9B-B359-801F3CC3A8D5/0/HighAlertMedicationsHowToGuide.doc
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High Risk Medications
High risk drugs are those associated with high % of 
errors or adverse outcomes,

List available from ISMP or USP (MedMaRx),

Hospital needs to develop it own list of high risk or 
high alert drugs 
KCl, Concentrated NaCl over 0.9 %, Chemo, insulin, 
paralytic agents, Fentanyl patches, neuromuscular blockers 
etc.,

Examples includes meds not FDA approved, 
investigational drugs, new ones, controlled substances, 
look-alike, ones with narrow therapeutic range,



ISMP High Alert Medication Tool
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www.ismp.org/



ISMP High Alert Medications
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Have a Clear Policy on High Risk Meds
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14. Develop Protocols and Standing Orders
Develop preprinted medication order forms, clinical 

pathways, or protocols to reflect standardized 
approach to care,
 Include reminders and information about monitoring 

parameters,
Review periodically such as every year to make 

sure still standard of care,
Make sure the medications are placed in the order 

sheet and signed by the doctor or LIP (CMS 
requirement under tag 405, 406, 450, and 457),
Example, protocol for  heparin dose or for DVT 

evaluation for anticoagulants,



Standing Orders
 If you have standing orders that are implemented by 

nursing such as starting an IV in the emergency 
department on a chest pain patient

Make sure the standing order is entered in the order 
sheet in the medical record and signed off by the 
ED doctor and dated and timed

Have medical staff approve (MEC committee)

 If orthopedic doctor pulls out 3 page preprinted 
orders for TKA then sign page 3 of 3 and must initial 
any deletions or additions (CMS Tag 457,406 & 450 
June 7, 2013 Manual)
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CMS Hospital CoP  Tag 457 Standing Orders
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Standing Orders
Order must be appropriate as for well defined 

scenarios 

 Must be consistent with evidenced based guidelines

Review periodically to make sure still current

Educate physicians and nurses and staff about 
standing orders in orientation and periodically

Make sure approved by MS along with nursing and 
pharmacy leadership

Make sure consistent with state law, the person’s 
state scope of practice and hospital P&Ps
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Heparin Protocol



Great Resource on Anticoagulants
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http://depts.washington.
edu/anticoag/home/
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15. Bar Coding
Providers are encouraged to use 

bar coding, do a FMEA on this,
Providers are encourage to develop 

bar coding technology with pediatric 
capability and include IVs,
Potential errors should be 

considered when adapting new 
technology,
 In other words if you get bar coding 

do a literature search and see 
errors that occurred as a result of 
bar coding,



Bar Coding
Bar code eMAR is important because of meaningful 

use criterion

Studies show that bar-code technology with an 
electronic medical record substantially reduces 
transcription and administration medication errors

 41% reduction in non-timing administration errors 

 51% reduction in potential drug-related ADEs

See AHRQ study at 
www.ahrq.gov/news/press/pr2010/emarpr.htm
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ISMP Bar Assessment Tool 54 pages

www.ismp.org/selfassessments/PathwaySection3.pdf
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16. First Dose Rule Pharmacist Review
There is the first dose rule from CMS Tag 500 and 

from TJC, under TJC MM.05.01.01,

Medications in automated dispensing units that do 
not undergo appropriate pharmacist review should 
be limited to those need or emergency use or under 
the control of a LIP,

 Patient is admitted to the medical surgical unit from the 
ED, and before the nurse gives the first dose of the 
medications the pharmacist reviews the list and approves,

 Patient stuck in the ED until bed ready in 18 hours you 
have time to have pharmacist review first dose of regular 
medications,
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CMS Pharmacist Review  A-500
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,
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17. Educate Patient First Dose New Med
Whenever you give a patient a medication they 

have never had before,
You need to tell them what the drug is, what is 

does, and important information of side effects to be 
aware of,
CMS tag 510 and TJC MM.06.01.01 EP 9 standard;

 Advise patient and when appropriate, family, 
about potential clinically significant adverse 
reactions when giving a new medication 
(watch out for hives or red neck syndrome for 
vancomycin),
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First Dose of Medication
Hospital had the following 

on each line of the MAR,

 Teaching for New Med. 
Patient

 Evaluation of New 
Medication_______ 

TIME____________
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18. Documenting Outcome of Medication
TJC PC.02.03.01, EP 10 addresses education of 
patients on safe and effective use of  medication,

Hospitals must provide patient education and training 
on safe medication use

This standard requires documentation of the 
response to the medications; pain medication relieved 
pain to 1/10, nausea medication resulted in no nausea 
or vomiting, etc.,

Address any concerns with MD before administering,

Discuss any unresolved significant concerns about 
the medication with the prescriber,



Use a Patient Education Form
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19. Clarify any Unclear Order
 TDC MM.05.01.01 EP 11 and CMS CoP manual 

requires nurse/pharmacist to address any concerns 
with MD before administering or dispensing,
 Have a P&P on this,

 Discuss any unresolved significant concerns about the 
medication with the prescriber,

 Make sure all your nurses and staff can articulate what to do 
if illegible or unclear order such as contact the ordering 
physician or LIP,

 Document on order sheet and in nursing notes that it is 
clarified,
 Clarified order is Lasix 20 mg PO daily with Dr. Jones at 16:00 Sue Dill 

RN,                                                                                                                 
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20. Be Aware CMS CoP Medication Regulations
 Every hospital should be aware of the CMS hospital 

CoPs,
 There is a separate one for CAH but most of pharmacy 

and medication guidelines are the same,
 Every hospital should take the hospital CoP section and do a 

gap analysis to determine compliance with each section,
 Medication is an important topic and make sure you have 

enough pharmacists,
 Many hospitals have put a pharmacist on their senior 

leadership staff because of the significance of medications on 
patient safety,
 The number one medical error is medication errors (20% of 

all medical errors),



93

How to Get a Copy of  the Hospital CoPs
The hospital CoP was revised February 14, 2014

Anesthesia updates four times and has section on 
what is an anesthesia and analgesic

Has 465 pages and Tag 0001 to 1164

Pharmacy standards start at Tag A-0490

There are other sections on medication issues 
located in other sections of the manual

All CMS manuals are available at 
www.cms.hhs.gov/manuals/downloads/som107_Appendicestoc.pdf



Location of CMS Hospital CoP Manuals
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CMS  Hospital CoP Manuals new address
www.cms.hhs.gov/manuals/downloads/som107_Appendixtoc.pdf
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CMS Medication Requirements
 List of policies required by the hospital such as high 

risk policy,  abbreviations, have complete elements of 
an order, LASA, limit number of medication related 
devices to one or two,
 Pharmacist on call if not open 24 hours
 Flag new types of mistakes

Weight based dosing for pediatrics 
 Remember kg only

Drug recall policy
Policy to identify potential or actual ADE
 Timing of medication under three time frames
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CMS Hospital CoP Manual
There are other reference to medication besides the 

pharmacy/medication section

Surveyor will look for outdated medication in the 
pharmacy

Self administered meds New Tag 412 and 413 in the 
nursing section effective June 7, 2013

Surveyors to look at medications and if a risk for falls 
and unsteady gait

Will look at the use of medications and make sure it 
is not a restraint
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CMS CoP 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 no longer just be administered within 30 minutes
of scheduled time (3 time frames) and nurse must remain 
with patient until taken (Tag 405)
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CMS Manual
Must monitor medications as part of PI process 

including errors and ADE (Tag 405)

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 be competent on blood and IV 

medications, (Tag 409, June 7, 2013)

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)

Need policy on medication errors, adverse events, 
and drug incompatibilities
 Must be based on national standard

 Must notify physician and document in the medical record

 Must include in PI process
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21. Drug Recall  and Shortages Policy
This is a TJC and CMS requirement,

Subscribe to the FDA’s email to receive notification 
of when drugs are recalled or shortages occur,

Have person responsible for this area,

Communicate this to staff and physicians,

Have a plan for how you are going to handle the issue 
such as when Vioxx was pulled,
 Recently, important issue and patient deaths from shortage

 FDA list of shortages at 
www.fda.gov/cder/drug/shortages/default.htm
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www.fda.gov/Drugs/DrugSafety/DrugS
hortages/default.htm



Drug Shortage Manual of P&P
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Sign Up for Information on Drug Shortages
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https://public.govdelivery.com/accounts/USFDA/sub
scriber/new?pop=t&topic_id=USFDA_22
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Shortages 
American Society of Health-System Pharmacist 

also have a website on shortages,
 http://www.ashp.org/shortages

 They also have a tool for managing shortages 

 Sharp increase in numbers lately,

 Both issues can lead to medication errors,

When did you know Heparin was recalled when found to be 
contaminated and what did you do?

What did you do when Darvon and Darvocet recalled?

 Federal law passed related to drug shortages
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www.ashp.org/shortages



ASHP Managing Drug Shortages
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www.ashp.org/shortages



Drug Shortages   www.empsf.org
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GAO Drug Shortages   Number Still High

109
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22. External Alerts and Recommendations
CMS Tag 490 and TJC LD.04.04.05 requires 

facilities to incorporate external alerts and 
recommendation from national associations and 
government for review and policy revision

Examples include the Joint Commission, TJC 
Sentinel Event Alerts, ISMP, FDA, CDC,  IHI,  
AHRQ,  Med Watch, NCCMER, MEDMARX, etc.,

Have a medication management team and each 
person is assigned one to monitor every month and 
report back to the committee,

Have a medication champion on every unit



Have the Patient Get a DMM
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http://pulseofny.org/resources/PULSE_DMM_02.22nologo.pdf
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23. Hospital Discharges & Med List
Patients will get a complete list of the medications 

they are to take at home (medication reconciliation 
NPSG.06.06.01) and make sure they understand,

 It will list the medication, reason for taking, and 
show times and any special information,

Hospital inpatients discharged with complex and 
high risk medications regimens should receive 
discharge medication counseling managed by a 
pharmacist,

Studies show 20% of patients discharge return 
within 30 days and many medication related,
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Medication List      From RED  
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Updated RED Resources
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http://www.ahrq.gov/professionals/syst
ems/hospital/red/index.html
http://www.ahrq.gov/professionals/syst
ems/hospital/red/index.html
http://www.ahrq.gov/professionals/syst
ems/hospital/red/index.html



24. Medication Information & Health Literacy
Want to make sure patients understand their discharge 

and medication  information 
 52% of patients could not understand their medication 

instruction sheets

 20% of patients read at a sixth grade level but instruction 
sheets often written at 11th grade level

 Have patients repeat back or teach back information 
regarding medications 

 Have pharmacist visit or call patients after discharge 
with high risk medications
 AHRQ has toolkit on advancing pharmacy health literacy 

practices through QI with 17 guides
116



AHRQ Health Literacy Practices Through QI
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www.ahrq.gov/professionals/education/curriculu
m-tools/pharmlitqi/index.html



25. Standard Design Medication Room
Medication administration is one of the most dangerous 

tasks in the hospital

One study found the use of a standard design 
medication room promoted medication safety 

 Used guidelines for planning and designing the 
medication room based on safety and human 
engineering principles

So if building new hospital consider this resource
 Discusses noise, air quality, lighting, work interruptions, 

equipment and facility design

 Rozenbaum H, Gordon L, Brezis M, Porat N. Int J Qual Health 
Care. 2013;25:188-196. 
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www.hadassah.org.il/media/2756369/The_use_of_a_standard_design_medica
tion_room_to_promote_medication_safety.pdf



Standard Design Medication Room
 Sole use of medication room for drug preparation and 

storage with special storage of color coded high risk 
meds 

 Entrance doors are electronically controlled and 
semitransparent sliding door 

 Architectural design included optimal lighting, air quality, 
optimal height work surfaces and access to modular 
storage

 Bulletin board, bookshelf for medication information and 
clock
 Standard drug refrigerator with transparent door and 

dedicated cells for arranging drugs
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26. ASHP Common Causes of Medication Errors
 Get a copy of the ASHP 9 page document on 

Guidelines on Preventing Medication Errors in 
Hospitals

States many medication errors are undetected

 List common cause of medication errors
 Ambiguous strength designation on labels

 Look-alike or sound alike drugs

 Illegible handwriting, inappropriate abbreviations

 Excessive workloads, medication unavailable

 Inaccurate dosage calculations
121
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www.ashp.org/s_ashp/docs/files/MedMis_Gdl_Hosp.pdf



Also ASHP Guidelines on ADRs
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www.ashp.org/qii/
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27. Know What is a Drug Used as a Restraint

CMS in the hospital CoP has  50 pages of 
interpretive guidelines on Restraint and 
Seclusion

They contain a definition of when a drug is 
used as a restraint,

Hospital should include this in their P&P and 
staff should be aware,

Okay to use Ativan if patient is going into 
DTs but not prn Haldol for agitation,



CMS Restraint Reporting Form
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Restraint Definition
A DRUG or medication is a restraint when it 
is used as a restriction to manage the 
patient's behavior,

 Or if it restrict the patient's freedom of 
movement, and is not a standard treatment or 
standard dosage for the patient's condition
 Tag Number 160

Note use of PRN drug is only prohibited if 
medication meets definition of drug,
 So careful about twice the normal dose or off label use
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Standard Treatment
Standard treatment would include all the 
following (and therefore not be a restraint):
Medication is within pharmacy parameters set 
by FDA and manufacturer for use,

Use follows national practice standards,

Used to treat a specific condition based on 
patient’s symptoms,

Standard treatment would enable patient to be 
effective or appropriate functioning,



128

28.  Be Aware of TJC MM chapter
Every hospital should be aware of the TJC 

medication management chapter,
 Even if not TJC accredited since SOC and evidenced based 

recommendations

There are 20 standards in 8 different areas,

Be sure to document compliance with each section 
as in the PPR,
Medication errors are the most common type of 

medical error,

Medication management is important to both TJC 
and CMS,



TJC MM Chapter Standards
 I. Planning 

 Medication Planning (MM.01.01.01, 
MM.01.01.03)

 Look-alike/Sound-alike Medications  
(MM.01.02.01)
– Called LASA drugs

 II. Selection and Procurement (MM.02.01.01)

 III. Storage (MM.03.01.01, MM.03.01.03, 
MM.03.01.05)
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TJC MM Chapter Standards
V. Preparing and Dispensing (MM.05.01.01, 

MM.05.01.07, MM.05.01.09, MM.05.01.11, 
MM.05.01.13, MM.05.01.17, MM.05.01.19) 
 MM.05.01.15 is not applicable to hospitals

VI. Administration (MM.06.01.01, MM.06.01.03, 
MM.06.01.05)

VII. Monitoring (MM.07.01.03) 
 MM.07.01.01 is not applicable to hospitals

VIII. Evaluation (MM.08.01.01)
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29. Practice Medication Management Tracer
TJC is doing a medication management tracer 

during the unannounced survey process,

Remember MM is important to TJC,

MM is one of the 14 priority focus areas,

Four of top problematic standards last year were in 
the area of medication management,

Will look at medication labels and medication 
process during tracers,

Tracer includes patient on high risk medications,



Medication Management Tracer
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Medication Management Tracer
When was last time unit was informed of a drug 

recall and look at process for drug recall

 Identify a patient receiving a high risk medication and 
the process, watch prepare chemo, 

Explore LASA drugs and drug security

How meds are prepared,

Process for clarifying unclear med orders,

Process for reviewing prescriptions for many things; 
dose, frequency, interactions with food, allergies, lab 
values
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Medication Management Tracer
Make sure crash carts are locked or under constant 

supervision even with red locks or document hazard 
vulnerability analysis (HVA) evaluation done if not,

 Appropriate labeling of meds,

 List of meds for dispensing must be available,

 Safe storage of meds especially controlled substances,

What is process for patients who bring own meds from 
home,

 Access to meds when pharmacy is closed and nigh cabinet
 Data collection on meds accessed after hours,
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Medication Management Tracer
Education of patient and staff including patient role 

in medication management

Education of staff and patient about medication 
safety

Process for reporting errors or near misses, system 
breakdowns or overrides

Will look at medication reconciliation process 
during handoffs

Monitor overrides for automatic dispensing cabinets

PI initiatives on medications & data collection



Medication Management Work Tool
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30. Include Near Miss Reporting
Both CMS and TJC require near misses (good 

catches)  to be included in the definition of 
medication error,
This means they must be reported to the PI 

program,
Many nurses and other staff are not aware of this, 
Provide education on this,
Communicate how reporting should be done; report 

to supervisor, complete incident report or adverse 
medication report, or leave on phone line, contact 
risk management etc.,
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CMS issues Memo March 15, 2013 on AHRQ 
Common Formats
Hospitals are required to track adverse events for PI

OIG said 86% of time nurses and others are 
not reporting near misses and AEs into 
hospital PI system

CMS reminds hospitals this is required

Recommend use of the AHRQ Common 
Format too

CMS Memo on Reporting



Report Adverse Events to PI
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31. Medication Management Champions
Have a medication management champion on 

each unit,

They can be members of the medication 
management team or patient safety team,

They can do a project on medication related 
issues once every 3 months to all the staff on 
their unit,

Nationwide Children’s Hospital has one on each 
unit and they have flip chart and have each staff 
sign sheet and do one project quarterly,
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32. Do RCA for Medication Sentinel events
Do a through and credible root cause analysis,

TJC requires a  RCA if one of the reviewable SE 
occurs, within 45 days,

Have a user friendly tool and teach all managers and 
assistants and other staff how to do RCA,
 States what areas must be covered in RCA such as physical 

assessment process, patient identification process, continuum of 
care, staff levels, orientation and training, communication among 
staff members, medication management etc.,

CMS calls causal analysis in new PI worksheets and 
will ask to see three RCAs so be prepared
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TJC Framework for Conducting RCA
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www.jointcommission.org/sentinel_eve
nt.aspx



TJC Sentinel Event Policy with Matrix
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www.jointcommission.org/Sentine
l_Event_Policy_and_Procedures/



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



148

33. Have  PCA by Proxy Information
 Have a PCA by proxy policy,

 Have an education flier for all patients on PCA,

 Document information given verbally and flier given,

 Educate nursing staff on dangers of administering dose 
outside of protocol,

 Have sign on every PCA machine that only the patient 
should  press the button,
 Remind family members and visitors
 TJC has SEA 33 issued December 20, 2004,

 Carefully monitor patients and ensure pulse ox and or 
ETCO2 monitors
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http://aspmn.org/Organization/documents/PCAbyProxy-
final-EW_004.pdf
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34. Avoid Tubing Misconnections
Tubing and catheter misconnection errors are 

under-reported,
 Many are caught before injury to the patient,

 TJC SE Alert 36 reported eight deaths and 300 from USP,

 Includes misconnection from central intravenous catheters, 
peripheral intravenous catheters, nasogastric feeding tubes, 
percutaneous enteric feeding tubes, peritoneal dialysis 
catheters, tracheostomy cuff inflation tubes, and automatic 
blood pressure cuff insufflation tubes, 

 Actually case where enteric feeding into IV catheters (4), 
injection of barium sulfate into central line catheter, BP 
insuffator tube connected into IV catheter (2 cases),
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Tubing Misconnections Recommendations
 Do not buy non-IV equipment with connections that 

mate with female Luer IV connector,
 Have a policy on this,
 Discuss issue during orientation and periodically,
 Never use standard luer syringe for oral medications or 

enteric feeding,
 Always trace tube or catheter from patient to point of 

origin before connecting new device of infusion,
 Recheck connections as part of hand off and returns 

from x-ray or other departments,
 Label high risk catheters such as epidurals, arterial, 

intrathecal, 



Luer Misconnections Memo
CMS issues memo March 8, 2013 on this very 

same topic as do many professional organizations

States 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
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Luer Misconnections Memo
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PA Patient Safety Authority Article
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June 2010 Pa Patient Safety Authority
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ISMP Tubing Misconnections  www.ismp.org
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www.premierinc.com/quality-safety/tools-
services/safety/topics/tubing-
misconnections/resources.jsp
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35. Prevent Vincristine Errors
Errors are related to inadvertent administration of 

vinCRISTine intrathecally (into subarachnoid 
space),
 TJC Sentinel Event Alert 34,

 Can only be given IV, 
 use tall man lettering,
 Dilute in a volume like minibag and not a syringe,
 If administered in syringe mark it “FATAL IF GIVEN 

INTRATHECALLY-IV USE ONLY,”
 Time out before you give it-high risk med,
 Have another staff person double check,
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Preventing VinCRISTine Errors
WHO also has recommendations

Warning label should read “FOR 
INTRAVENOUS USE ON LY-FATAL IF 
GIVEN BY OTHER ROUTES”

Do not use syringes to give this drug

 ISMP did survey to see what hospitals were 
doing
Survey results at 

www.ismp.org/survey/vincristineReports.asp
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ISMP Best Practice for Hospitals
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36. Use a Trigger Tool
 In hospital CoPs there is a list of indicator drugs or IHI has 

trigger tools,
 Use to find errors since incident reports are filled out only in small % of 

cases,

 September 2010 Mayo Study found to be effective in improving patient 
safety

 IHI  global trigger tool at www.ihi.org, 46 pages, also separate one for 
perinatal,

 Had separate sections like medication trigger,

 C-diff positive assay if history of antibiotic use,

 PTT greater than 100 seconds if on Heparin-if evidence of 
bleeding,

 INR greater than 6 if evidence of bleeding,
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www.ihi.org/knowledge/Pages/Tools/IntrotoTrigger
ToolsforIdentifyingAEs.aspx
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Trigger Tools
Review 20 charts per month,

No longer than 20 minutes,

 Look for opportunities for improvement,

Separate trigger tool for measuring medication
related harm 

See trigger tool to  identify errors in pediatric 
hospitals
 www.ihi.org/IHI/Topics/PatientSafety/SafetyGeneral/Tools/IntrotoTrigger

ToolsforIdentifyingAEs.htm
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Trigger Drugs
Benadryl, Vitamin K, Romazicon,

Droperidol, Zofran, Phenergan, Vistaril, Reglan,

Narcan,platelet count less 50,000,

Digibind, Glucose less than 50,

PTT over 100 seconds, INR over 6,

Rash, abrupt cessation of medications,

Transfer to higher care,

Over sedation and fall or lethargy,



168

37. Look at Fentanyl Patches
 VA received hundreds of adverse events regarding fentanyl patches,

 Ensure old ones are removed when new one applied,

 Patients should not take long hot showers, use heating pad or electric 
blanket over patch,

 Provide discharge instructions on how to dispose of properly (fold sticky 
side together and flush) and keep out of the reach of 
children,

 Label the patch with date applied,

 Used only on chronic pain patients and must be opioid 
tolerate,
 Do not drink  alcohol with patch on,

Will not receive steady state for 12-18 hours and will not 
peak until 24-72 hours,



Fentanyl Patches
 Many good articles about safety in using fentanyl patches

– Nurses should have special training on the use and indication of fentanyl 
patches

– Some hospitals have a special process that physicians must do to order 
this on new patients such as the VA hospital had 100s of ADE so 
physician must consult with the pharmacist first before ordering

– Should not be used for acute or post-operative pain 

– Mark with F to make it more visible, make sure correct dose, need 
indication for use of drug

– Patient must not be opioid naïve, standardize placement and rotation so 
staff know where to look, need clear P&P, be careful about overrides

– Do not cover with heating pad, electric blankets which can increase 
absorption, know how to properly dispose of patches

– For new patients the dose of the patch cannot be increased until steady 
state in reached at 3 days

169



170

www.pbm.va.gov/Clinical%20Guidance/Criteria%20For%20Use/Fentanyl%20Transdermal
%20Patch,%20Criteria%20for%20Use.doc
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www.patientsafety.gov/TIPS/Docs/TI
PS_MarApr06.pdf
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www.fda.gov/Drugs/
DrugSafety/SafeUseI
nitiative/default.htm



Fentanyl Patches
New patches only contain a 3 day supply

Used patches still contain enough Fentanyl to harm 
children

Need to instruct FDA mentions 26 children died 
from accidental poisoning by putting on a patch 
from 1997 to 2012

Parents to dispose of in a safe manner that children 
cannot get access
 Stick sides together and flush down the toilet

See FDA website on disposal of unused medication
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Disposal of Unused Medications
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2013 Initiative Fentanyl Patches
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38.  Neuromuscular Blocking Agents
Consider use of neuromuscular blockers a high risk 

drug
 Many injury and deaths from NMBAs-651 from 2000-2005 

MedMarRx,

 To relax skeletal muscles during OR while under general 
anesthesia or when intubating,

 If given by mistake, will paralyze muscle and patient can die 
so should be marked with red label- warning paralyzing 
agent, 

 Provide training to all nursing staff,

 Atracurium, Vecuronium, Cisatracurium, Pancuronium, 
Norcuron, are examples,
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Neuromuscular Blocking Agents
Store separately from other medications,
Do not dispense on unit dose medication carts or in 

automated dispensing units,
Establish P&P to ensure medication is labeled 

properly and guidelines are followed,
 Educate staff who administer this or work in units where 

drug is given,
 Do FMEA  before added to formulary or RCA if error occurs,
 Use bar coding to improve accuracy of med delivered,
 Prompt retrieval of drug when used,
 FDA, ISMP ,  and USP have recommendations to prevent 

injury and death,
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39. Heparin and Insulin Mix up
 Staff should be suspicious if patient’s blood sugar keeps 

dropping with use of IV,
 Many cases of mix up with heparin and insulin,
 Past reports-insulin added to TPN bags instead of Heparin,
 ISMP notes same  which can deadly with infants,
 Another error when pharmacist enter order for heparin 500 units as 

regular insulin 500 units,
 Nurse transcribed order for 10 units of regular insulin instead of heparin 

0.5 ml (5,000 units),

 Recommend do not keep next to each other,
 Do double checks of both,
 Patient develops unexplained hypoglycemia consider possibility an error 

has occurred and change IV bag,
 www.state.nj.us/health/ps/documents/ps_alert_april07.pdf\
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40. Use Saline instead of Heparin flushes

American Society of Health-System Pharmacist 
published a position statement on this,

Use 0.9% saline to maintain patency of peripheral 
indwelling intermittent infusion devices and not 
heparin,

 Less complications and safer.

Avoids drug incompatibilities,

Not for pregnant patients, those less than 12 or 
those with central venous or a-lines,

 http://www.ashp.org/bestpractices/tps/TPS_NaCl.pdf 



Use Saline to Flush not Heparin 100 units
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www.ashp.org/DocLibrary/BestPractices/TPS_NaCl.aspx
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41. Saline Flushes Single Use Only
 Saline flushes should be unit dose (CDC requirement),
 FDA does not classify saline flush as a medication

 Multi dose vials were found to be contaminated even with 
cleaning top with alcohol,
 CMS says saline flushes can not be left at bedside (CMS 

security of medications) if can be tampered with,
 Must be secure such as in locked cabinet or in area under 

constant supervision or in tamper resistant packaging,
 Also recommendation of Infusion Nurses Society who has 

standards on IVs called Infusion Nursing Standards of 
Practice at  www.ins1.org,
 Every hospital should have this standards and cite on your 

infusion policies and procedures,



CDC Guidelines on Intravascular Catheters
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42. Follow Safe Injection Practices
CMS had a 50 million dollar grant to enforce 

infection control standards so surveyors more 
knowledgeable and HHS 1 billion 

One issue is safe injection especially with CMS 
infection control worksheet
 Be sure to use new needle and syringe each time

 Be sure to use single dose vials for that one patient only

 Multi-dose vials for one patient if possible

 If not mark and do not use after 28 days

 Clean glucometers after each use and single use lancets



Safe Injection Practices
Have a safe injection policy
Make sure mask is worn if LP done or if CRNA 

or anesthesiologist puts in a spinal or epidural 
for pain relief in OB patient

Know the CDC 10 recommendations

 Include in orientation and periodically
 Toolkit at ASC Collaboration at 

http://ascquality.org/advancing_asc_quality.cfm

 CDC information at 
http://www.cdc.gov/ncidod/dhqp/injectionSafetyPractices.html
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ASC Toolkits Safe Injections
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http://ascquality.org/advancing_asc_quality.cfm
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43. Follow 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
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Insulin Pens
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www.cms.gov/Medicare/Provider-Enrollment-
and-

Certification/SurveyCertificationGenInfo/Polic
y-and-Memos-to-States-and-Regions.html



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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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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44. Follow 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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CMS Safe Injection Practices
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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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Safe Injection Practices www.empsf.org
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Not All Vials Are Created Equal
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ASHP Has SDV Crosswalk
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45. Prevent Contrast Induced Nephropathy (CIN)

 Kidney failure can occur from iodine dye used for x-rays (70 
reports),

 Make sure BUN/creatinine done and communicate level to 
radiology,

 Especially with patients with known history of serious renal 
failure or impairment,

 Hospitals should amend informed consent to include this,

 Consider doing a FMEA on this and they have a toolkit on 
this,

 http://www.psa.state.pa.us/psa/lib/psa/advisories/vol1no4_supplementary
_march_2007/v4_s1_suppl_advisory_mar_30_2007.pdf. See also ACR MRI 
Safety guideline of American College of Radiology and their IV Contrast 
Guideline,



Contrast Induced Nephropathy Toolkit
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http://patientsafetyauthority.org/Educati
onalTools/PatientSafetyTools/cin/Pages

/home.aspx
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46. Prevent Gadolinium Based Contrast
 These can cause nephrogenic systemic fibrosis,

 Be aware of BUN creatinine when ordering Magnetic 
resonance angiography (MRA) that requires IV contrast,

 Uses MRI to take pictures of blood vessels,

 Dose for MRA may be 3x higher than dose for MRI,

 If patient being dialyzed do immediately after test,

 Patients with severe renal impairment at risk for NSF,

 Risk is 4% in this population- consider including in informed 
consent,
 New box warning now,

 See ACR MRI Safety Guideline issued 2013, 



ACR MR Safe Practices 2013
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http://www.acr.org/Quality-Safety/Standards-Guidelines



ACR Contrast Manual
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www.acr.org/~/media/ACR
/Documents/PDF/QualityS
afety/Resources/Contrast
%20Manual/2013_Contra

st_Media.pdf
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47. Prevent Betadine Burns in the OR
Pa Safety Authority received dozens of reports 

of betadine burns in the OR,

Skin irritation and severe skin reaction may 
occur when wet, evaporated solution comes in 
prolonged contact with skin,

Place absorbent pads under patient to absorb 
excess betadine,

Do not saturate applicators so excess solution 
does not run off area being prepped,

Remove absorbent pads prior to draping patient,



48. Manage Insulin 
Make sure staff are well trained on how to manage 

patients receiving insulin

Ensure there are appropriate P&P on insulin 
management

Have evidenced based guidelines on insulin

 16% of all errors reported to PPSA involved the use 
of insulin

Make sure staff don’t confuse an insulin syringe 
from a tuberculin syringe

PPSA has an excellent toolkit
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TB and Insulin Syringes
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Insulin Toolkit Patient Safety Authority
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PPSA Insulin Measures Worksheet
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49. Have a Definition of Medication Error
A medication error is defined as any preventable 
event that may cause or lead to inappropriate 
medication use or patient harm while the medicine is 
in the control of the health care professional or 
patient. (MedMARx),
Better to define as medication error,

Make sure reflected in your P&P,

Make sure staff know what the definition is and how 
to measure them by category,

CMS requires hospitals to have national definition of 
medication error, ADE, and drug incompatibility
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Definition of Medication Error
…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." 
 National Coordination Council for Medication Error Reporting and 

Prevention,

 Used by USP, FDA, and CMS,
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NCC MERP Error Outcome Category

A Circumstances or events that have the capacity to lead to error.
B An error occurred but did not reach the patient.

C An error occurred but did not cause patient harm.
D Error reached the patient and required monitoring to confirm there was 

no harm to the patient,

E Error  may have contributed or resulted in temporary harm to the 
patient-requires intervention.

F Same as E and required initial/prolonged hospital.
G Error and contributes or resulted in permanent harm.
H Error and intervention necessary to sustain life,

I Error contributes to or resulted in patient’s death.
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50. Be aware of Off Label Use
 Be aware of off label use and when it is 

appropriate,

 Have a P&P on off label use,

 Highest rate in peds with 20-60%,
 Second largest is oncology (Poole, 2004, KGS, 2005) with 

60% off label use,

 Very common and in fact one in every 5 prescriptions is 
off-label (WebMD)

 When is off label use acceptable?
 If medically acceptable as supported by one of the 

following;
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Off Label Use
1. American Hospital Formulary Services Drug 

Information,

2. AMA Drug Evaluations,

3. USP (United States Pharmacopeia) Drug 
Information, or 

4. Scientific studies published in peer review 
magazines.

 Source; IOM Report, July 20, 2006

 FDA has information and guidance on off label 
use of drugs



FDA Off-Label Guidance
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www.fda.gov/RegulatoryInformation/Guidances/ucm126486.htm
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Preventing Medication Errors

 IOM Report issued July 20, 2006,

Preventing Medication Errors: Quality Chasm 
Series,

 4 our of 5 adults will use prescription medication 
any given week,

 1/3 of adults will take 5 or more different types of 
medications,

One medication error per day in hospital patients,



223

51. Properly Store Medications
TJC MM requires that medications be stored 

properly and safely,
This was one of the most problematic standard for 

hospitals in the past,
Follow instructions such as stay out of light or 

refrigerate,
Make sure you log refrigerator temperatures daily,
Medication must be secure,
Housekeeping and maintenance can not have 

access to pharmacy or med rooms if unsecured 
medications,



Properly Store Medications
Make sure c-section carts are locked

Do not leave medication on the ledge of the dumb 
waiter if in a hallway

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

Also strictly enforced by CMS under tag 502

May sure narcotics are locked up

Setting up for patients on OR is considered secure 
such as  the anesthesia carts but after case or 
when OR is closed need to lock cart
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Properly Store Medications
Make sure C-section charts are locked

Do not leave medication on the ledge of the dumb 
waiter if access to the public

Same with the tube system

 In the OR must lock up narcotic and schedule 2-5 
drugs but if others in room do not have to lock up 
other drugs
 Anesthesia carts must be locked evenings and weekends 

when no cases are going on

ADC are considered secure
225
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52. Abbreviation Use 
CMS requires you to have a list of do not use 

abbreviation
TJC has 9 mandatory do not use ones (From NPSG 

to IM standard)
NQF lists this as one of the 34 patient safety 

practices for Better Healthcare that every hospital 
should follow
 Consider giving all physicians and posting on all units the 

ISMP 2 page list of dangerous abbreviations
 You must enforce this; consider process where all LIP and 

physicians hand chart to staffer before leaving nursing unit 
and they check it quickly for do not use abbreviation, 
illegible entries and for verbal orders,
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Set Item Abbreviation Potential Problem Preferred Term

1. 1. U (for unit) Mistaken as zero, 
four or cc 

Write "unit"

2. 2. IU (for International 
unit)

Mistaken as IV 
(intravenous) or 10 
(ten)

Write "International 
unit"

3. 3.
4. Q.D., 

Q.O.D.
(Latin abbreviation 
for once daily and 
every other day)

Mistaken for each 
other. The period after 
the Q can be mistaken 
for an "I" and the "O" 
can be mistaken for "I". 

Write "daily" and 
"every other day

Do Not Use Abbreviation



Do Not Use Abbreviations
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4. 5.
6. Trailing Zero (X.0 mg) 

[Note: Prohibited only 
for medication-related 
notations]; 
Lack of Leading Zero (.X 
mg)

Decimal point is 
missed 

Never write a zero by 
itself after a 
decimal point (X 
mg), and always use 
a zero before a 
decimal point (0.X 
mg).

5. 7.
8.
9.

MS
MSO4
MgSO4

Confused for one 
another. 
Can mean morphine 
sulfate or magnesium 
sulfate.

Write "morphine 
sulfate" or 
"magnesium 
sulfate"
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Dangerous Abbreviations
Institute for Safe Medication Practices (ISMP) has 
published a list of dangerous abbreviations relating to 
medication use, 

Post copies in nursing station and give copy to all 
physicians,

Go to www.ismp.org or 
www.ismp.org/PDF/ErrorProne.pdf,

Trailing zero is prohibited only for medication related 
notations-okay for lab such as K+ is 4.0 or ET tube is 
7.0
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53. “Epi” demic with Ephinephrine
PSA received numerous reports of accidental 

administration of concentrated epinephrine, a 
high alert drug,

Errors from expressing as a ratio strength instead 
of a metric per volume concentration-gave 1:1000 
(1mg) instead of  more dilute form 1:10,000 
(0.1mg),

Also confusion between epinephrine and 
ephedrine (look alike names),

Have a P&P, Communicate issues to staff 
especially ED and ICU and CCU staff,
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53. Carefully use Diprivan (Propofol)
Recently patient safety debate on who is 

administering to non intubated patients,
 Patients can go into deep sedation and may need to be 

rescued 
 Is considered deep sedation by manufacturer

Works faster and patient wakes up earlier,

 Fewer side effects like N&V,

 But patient can drop blood pressure and go into respiratory 
arrest,
 No reversal agent for drug,

 Must have IV access,  pulse ox, cardiac monitor and monitor vital 
signs at least every five minutes, ETCO2, etc.
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Diprivan (Propofol)
 Pa Patient Safety Authority reported over 100 reports of 

complications and problems with this drug at 
http://www.psa.state.pa.us/psa/lib/psa/advisories/mar_2006_advisory_v3_n1.pdf

 Four deaths and 16% sentinel events,
 Issue is whether nurse with ACLS is adequate or do you 

need a CRNA or anesthesiologist?
 Conflict between national position statements,
 13 states do not allow RN to give unless CRNA,

Warning section of the drug’s package insert states 
that this drug used for sedation or anesthesia 
should be administered only by persons trained in 
the administration of general anesthesia and not 
involved in the conduct of the surgical or diagnostic 
procedure. 
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54. Use Verbal Orders Infrequently
Use verbal orders for medication infrequently,
Not allowed if doctor standing in the nursing station 

unless code or emergency situation,
 CMS Hospital CoP and TJC requirement RC.02.03.07,

Have a P&P on this,
Make sure verbal orders signed off, dated and 

timed within your state limit
 If no state law then sign off according to your 

policy and be sure to date and time order
Any doctor can sign off VO for any doctor on the 

case (2 changes June 7, 2013),
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Verbal Orders
NP or PA can sign off if you have in your P&P 

and within their scope of practice,

Can fax orders to get signed off,

Be sure to write down the verbal order and 
repeat it back to make sure you have it right,

State in policy who can receive them such as 
pharmacist for drugs or dietician for diet orders,

Specify when they are not accepted such as for 
chemotherapy or other hazardous orders,



236

55. Pharmacist Involvement
Pharmacists should actively participate in medication 

management systems,
Use a system approach-most errors are made by 

long term employees with unblemished records,
 It is the system that leads to the error,
Many errors from the medication process,
Need to recognize the important role of the 

pharmacist,
Review of order by pharmacist before administration 

reduces errors,
Make rounds with physicians in ICU,
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Pharmacist Involvement
 Inspect medication storage areas,

Work with others to identify work environment 
including limiting distractions, and interruptions, 
accurate prescribing, dispensing and administration 
of drugs,

Pharmacist attend continuing education 
conferences and maintain awareness of safe 
practice literature,

 Larger hospitals have pharmacist in the ED

NQF 34 Safe Practices for Better Healthcare.
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56. Do a FMEA on Anticoagulants
Consider doing a failure mode and effect 
analysis on anticoagulants,

Can help identify potential errors before they 
occur,

28 page one available off ISMP website,
 www.ismp.org/Tools/FMEAofAnticoagulants.pdf

 Important since TJC anticoagulant NPSG.03.05.01 
and frequent cause of error and adverse event,



ISMP FMEA Anticoagulants
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Remember TJC Anticoagulant Therapy   03.05.01

Requirement: Reduce the likelihood of patient 
harm associated with the use of 
anticoagulation therapy.

Rationale: 
Applies to hospitals that provide anticoagulant 

therapy or long term prophylaxis for things like atrial 
fib

Does not apply to routine situations in which short 
term prophylactic use for prevention of DVT related 
to procedure or hospitalization



241

Anticoagulants Recommendations
 Use only unit dose products, prefilled syringes, or premixed 

infusion bags

 Use approved protocols such as IV Heparin protocol

 Check INR on patients on Coumadin

 Manage food and drug interactions on patients on Coumadin

 Use IV pump for IV Heparin

 Have P&P for baseline and lab tests for Heparin and LMW 
Heparin

 Provide education to staff and patients 

 Evaluate anticoagulant safety practices 
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Many Great Anticoagulant Resources

www.ashp.org/Import/PRACTICEANDPOLICY/PracticeResourceCenters/Anticoagulation.aspx



Anticoagulant Toolkit PaPSA
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SEA Preventing Anticoagulant Errors

244



245

57. Be Aware of Problematic Standards
 TJC lists the most problematic standards every year 

and the following are the ones regarding medication 
issues,

 It has already been discussed that MM 03.01.01, is a 
top problematic standard regarding storage and 
security of medications 

Verbal orders related to medication is a problematic 
standard

 The do not use abbreviation was moved to the IM 
chapter from a NPSG by TJC

Medication reconciliation 
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IHI How to Guide Medication Reconciliation

www.ihi.org/NR/rdonlyres/98096387-C903-4252-8276-5BFC181C0C7F/0/ADEHowtoGuide.doc
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58. Implement  CPOE
 Implement a computerized prescriber order entry 

system built upon foundation of re-engineered 
evidence-based care, practitioner readiness and 
integrated information technology infrastructure,
Studies show one of most important things you can 

do to reduce medical errors.
Article by Koppel on 22 new types of errors from 

CPOE,
A requirement to meet meaningful use (MU) 

including implement drug-drug and drug-interaction 
checking & active allergy and medication list
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59. Use Standardized Medication Labeling
Standardize methods for labeling and packaging 

of medications,

Also a TJC standard and NPSG,

Labeling of medication on and off the sterile 
field,

Discusses what label should contain; drug name, 
strength, amount, expiration date if not used 
within 24 hours, etc,

Use tall man lettering HumuBID or HumuLOG,



249

Medication Labeling 05.01.09

Medications are labeled appropriately;
Having a standardized method for labeling all meds 
will reduce errors,

Label in standardized form as per your hospital 
policy and standards of practice,

Must be labeled if it is prepared but not 
administered immediately,

See also NPSG.03.04.01 and MM standard,
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Medication Labeling
What must the label include:
Drug name, strength and amount (if not apparent),

Expiration date when not used within 24 hours,

Expiration date when not used<24 hours,

IV admixtures-date prepared the diluents,

Plain IVs do not have to have label
Do not spike IVs more than an hour in advance

Medications should not be prepared more than one hour in 
advance unless prepared in pharmacy
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60. Have Medication Board on Every Unit
Considering having a medication board on every  

unit,

Every month new articles are placed on it,

 Information about new drugs,
Get great articles from the AHRQ PSNet website

 ISMP has free monthly newsletter for nurses at 
www.ismp.org,

 ISMP has many tool and toolkits such as neonatal drug 
infusions and confused drug names

 Include list of confused drug names
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 Should have list for staff of meds that should not be 
crushed, have in a book or on the wall in the ED
 Aciphex, actonel, accutane, Toporol XL, Prilosec, Procardia 

XL, aprevacide, Plendil, OxyContin, Oramorph SR, Opana 
ER (causes fatal OD) and 16 pages
 Especially enteric coated, drugs with ER or SR since slow 

release
Wall chart can be purchased from 

www.factsandcomparisons.com/hospitalpharm/

 Free list available at www.ismp.org/Tools/DoNotCrush.pdf
 ED should put chart in medication room
 See Identified safety risks with splitting and crushing oral 

medications. Paparella S. J Emerg Nurs. 2010;36:156-158

Do Not Crush Medication



Do Not Crush List
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www.ismp.org/Tools/DoNotCrush.pdf
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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
 Board Member                              

Emergency Medicine Patient Safety 
Foundation www.empsf.org

 614 791-1468

 sdill1@columbus.rr.com
 Additional resources
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Careful about Heparin   LASA drug
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Preventing Heparin Error
Make sure not next to each other,
Consider double checks when filing 
cabinet,
Provide staff education about recent 
mix up with heparin in six infants in 
Riverside Methodist in Indiana and 
Dennis Quade twins,
Sleeve to provide information to prevent 
dangerous mix ups,
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Heparin Errors
Medicare Patient Safety Monitoring System 
looked at 25,145 hospital visits

13% Heparin ADEs

8% patients had Warfarin ADEs
 10.7%  insulin/hypoglycemia

 0.6% CDiff from antibiotics

Source: Classen, David. JC Journal of Quality and 
Patient Safety, Vol. 36, No 1, Jan 2010, pp 12.
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More  on Medications
Be aware of food-drug, drug-
drug, drug-disease interactions,

Provide information on these 
to staff,

Good lightning in medication 
room and magnifier on cart,

Color coding or color matching 
of drugs,
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More  on Medications
Make sure everyone has access to a complete list 

of the medications, including herbals and OTC,

Audit to be sure medication reconciliation is done 
and done correctly

Use automated dispensing units,

Red allergy bracelets on all patients and if no 
allergy write NKDA,

Document specific reaction if patient is allergic to 
medication,

Know CMS rules on protocols and standing orders
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More  on Medications
Use tamper proof prescriptions,
Write purpose of drug on prescription,
Make sure phone number of prescriber on 

prescription so they will call if question,
Use two identifiers before administering 

medications,
Consider a smart pump,
Provide list of meds not to give elderly (Beer 

List),
Provide chart on units of do not crush drugs,



Beer’s List Updated 2012
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http://www.americangeriatrics.org/files/
documents/beers/2012BeersCriteria_J

AGS.pdf

www.americangeriatrics.org/files/documents/beers/2012Be
ersCriteria_JAGS.pdf



Beers Criteria
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Illegible Handwriting
Patient got a 

prescription for Isordil 
20 mg every 6 hours 
PO

Pharmacist misread 
and gave Plendil 
(felodipine)

Patient dies

Physician  and 
pharmacist sued
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More  on Medications
Take steps to reduce fatigue in staff with careful 

scheduling (no double shifts, resident hours, no 
more 60 hours a week for nurses and no more 
than 12 hour shifts),

Calculate doses of Acetaminophen carefully for 
children-had dose card and instruct parents 
carefully on correct dose,

Don’t throw insulin into one bin- drawers with 
labeling and two licensed staff to check dosage,

Remember trailing and leading zero.
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51. More  on Medications
 Use proper spelling and correct spacing in each 

order; for example, “propranolol20 mg” is easily 
misread as “propranolol 120 mg,”
Avoid coined names, such as “magic mouthwash,” 

or acronyms that can be misunderstood by those 
unfamiliar with them,
 Change the appearance of look-alike product 

names by using highlighting, bold face, color, 
circling, or Tallman lettering to emphasize parts of 
the names that are different like NovuLIN or 
NovuLOG
Careful about Dilaudid use



Dilaudid Patient Safety Brief    www.empsf.org
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Dilaudid HYDROmorphone Toolkit
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http://patientsafetyauthority.org/EducationalTools/PatientSafe
tyTools/hydromorphone/Pages/home.aspx



APAP Acetaminophen on the Label

 July 21, 2010, the National Association of the 
Boards of Pharmacy make a recommendation

Pharmacist should not use APAP for 
acetaminophen on the label but should write it out

To prevent the unintentional overdose that can 
result in hepatotoxicity

Recommend state pharmacy boards try to 
incorporate it into state law
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Dr Do Not Rx More than 325 mg per tablet
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www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm38
1650.htm?source=govdelivery&utm_medium=email&utm_source=govdelivery
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More  on Medications
Properly dispose of prescription drugs
Do not flush down the toilet or hopper unless 

pharmacist has indicated it is permissible
Attorney general in January 2010 fined two 

hospitals in NY for flushing drugs down the toilet
FDA has a website on what can be flushed down 

the drain 1

Some states have passed laws on this
Called p-waste
 1www.whitehousedrugpolicy.gov/publications/pdf/prescrip_disposal.pdf
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Watch This Video  WWW.safetyleaders.com
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Labeling Injectable Drugs
USP is advancing the new labeling of injectable

To reduce the likelihood of patient death and 
disability resulting from errors

The only information allowed will be vials to 
cautionary statements intended to prevent imminent 
life-threatening situations

 If none then nothing here including no company 
logos or company names
 Requirements apply to the top circle surface of the ferrule 

and cap over seal of a vial with injectable meds
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Keep Up With the Literature
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www.patientsafetyauthority.org/A
DVISORIES/AdvisoryLibrary/201

3/Jun;10(2)/Pages/41.aspx



Risk Reduction Strategies
 Limit verbal orders

Ensure proper storage of medications
 Clearly label storage bins, standardize the labeling 

process, and remove meds when patient discharged

 Improve accuracy of patient identification
 Confirm right patient and confirm with the MAR 

Use technology fully and properly
 CPOE, continually examine CPOE, bar coding, prevent 

improper scanning, and ADC

Empower the patient to prevent errors
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Did You Know?   FDA
Benzocaine can cause methemoglobinemia
 Patients use it to relieve pain from teething, canker sores 

and irritation of the mouth and guns

Mitoxantrone (Novantrone) use should monitor 
patient for cardiac function
 Cardiac toxicity and heart failure is a side effect

 Need to evaluate and have a baseline LVEF

 MS patients are less likely to be monitored 

VinCRISTine should only be given IV 
 Severe neurologic damage if given in the spinal canal
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Toolkits Pa PSA
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http://patientsafetyauthority.org/EducationalTools/PatientSafetyTools/P
ages/home.aspx



Insulin Therapy Toolkit   High Risk Drug
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http://patientsafetyauthority.org/EducationalT
ools/PatientSafetyTools/insulin/Pages/home.

aspx



New Labeling of Injectables
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DTaP-Tdap Mix-ups
 ISMP Medication Errors Reporting Program 

database contains hundreds of cases of accidental 
mix-ups 

Between adult and pediatric products

 Used to immunize patients against diphtheria, 
tetanus, and pertussis 

Products are easy to confuse

Tdap is a booster for older children and adults

DTaP is active immunization for pediatric patients 6 
months through 6 years
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DTaP-Tdap Mix-ups
DTaP has larger amount of antigen

 If adults get this will have a sore arm

However, if a child gets the adult dosage it has less 
antigen and child may not respond appropriately

Order vaccine by brand name and not vaccine 
abbreviation

Separate the pediatric and adult formulation in the 
storage area

CDC requires that vaccine information be given to 
patients before each vaccination
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DTaP-Tdap Mix-ups

DTaP is sold under the brand names of 

DAPTACEL

 TRIPEDIA 

 INFANRIX 

Tdap is sold under the brand names of 

BOOSTRIX

ADACEL 
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www.cdc.gov/vaccines/Pubs/vis/default.htm
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Drug Identification and Interactions

Drug interaction checker available at  
www.drugs.com/drug_interactions.php

Pill wizard to identify medication with pictures at 
www.drugs.com/pill_identification.html

You can search more than 3,700 drugs for dose, 
interactions etc. at https://online.epocrates.com/

FDA collaborating with drugs.com to expand 
access for consumer to FDA consumer information



High Risk of Death and Adverse Events
 Tigecycline, a first-in-class board spectrum antibiotic, is 

approved for complicated intra-abdominal infections, 
complicated skin infections and community acquired 
pneumonia

 Usefulness of this drug for severe infections comes at a 
high risk of death and adverse events

 Tigecycline was associated with an increased incidence 
of all adverse events (including fever, headache, 
infection, abdominal pain, chills, and pain)

Study at http://aac.asm.org/cgi/content/abstract/AAC.01402-10v1 Antimicrob. Agents 
Chemother. doi:10.1128/AAC.01402-10
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Know Your Hospital’s Error Rate
Know benchmarking studies and how you compare 

as far as medication error rate
 CMS now requires under tag 508 in the hospital CoP manual 

since amended 11-18-2011

 See Preventing Medication Errors by IOM at 
www.iom.edu/CMS/3809/22526/35939.aspx

 The hospital must have a method by which to measure the 
effectiveness of its systems for identifying and reporting to 
the PI program medication errors and ADRs

 Such methods could include use of established benchmarks 
for the size and scope of services provided by the hospital, 
or studies on reporting rates published in peer-reviewed 
journals. 
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Give Patient a Brochure
Consider giving patients a brochure on how to 

prevent medication errors

 ISMP has a good 6 page one at 
www.ismp.org/pressroom/Patient_Broc.pdf

Do not save old medications

Tips to prevent errors with drug samples

Take all medications, including OTC, with you to 
the doctor and hospital

Have doctor write the reason for the medication 
on the prescription
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Tips For Patients
 If use more than one pharmacy make sure they 

have a list of all of your medications

Check the name on the prescription to make sure 
you did not get another patient’s medication

 check to make sure the medication your were 
prescribed matches the label on the medication 
bottle

Question any concerns immediately with the 
pharmacist such as why is this pill a different color 
or shape?
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www.ahrq.gov/consumer/20tips.
htm
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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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The End!   Questions?

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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Medication Management

Are you up to 
the challenge?

What else 
should we add?


