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Institute for Safe Medication Institute for Safe Medication 
PracticesPractices

• Non profit independent organization 
• Multidisciplinary board and staff
• International in scope
• Mission

– Educate about system causes of error
– Translate errors into education
– Interact with accrediting, regulatory, licensing, 

professional, manufacturers, and government  agencies 
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Medication Errors Reporting ProgramMedication Errors Reporting Program

Operated by theOperated by the
United States Pharmacopeia in cooperationUnited States Pharmacopeia in cooperation

with the with the 
IInstitute for Safe Medication Practicesnstitute for Safe Medication Practices

Report medication errors in confidence:Report medication errors in confidence:
1 800 FAIL SAF(E)1 800 FAIL SAF(E)

www.ismp.org/www.usp.orgwww.ismp.org/www.usp.org

(USP and ISMP are FDA (USP and ISMP are FDA MEDMEDWWATCH ATCH partners)partners)
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NamesNames
• Depo-Subq Provera 104 and Depo-Provera 

(both medroxyprogresterone accetate
suspension)

• Novolog and Novolog Mix 70/30; Novolin and 
Novolin 70/30; Novolog and Novolin

• Amicar (Aminocaproic Acid) and Omacor
(Omega-3-Acid Ethyl Esters) 

• Zegerid (omeprazole) 40mg; Zestril (lisinopril) 
40mg
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SerazoneSerazone –– SeroquelSeroquel LamictalLamictal -- LamisilLamisil
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USP Advisory Panel USP Advisory Panel 
Recommendations for Recommendations for 

Neuromuscular Blocking Agents Neuromuscular Blocking Agents --
19971997
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Same NDC for Active Drug and Same NDC for Active Drug and 
DiluentDiluent
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DiltiazemDiltiazem Extended ReleaseExtended Release

• Cardizem CD
• Cartia XT
• Dilacor XR
• Tiazac (no suffix)
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““Preventable” Adverse Drug Preventable” Adverse Drug 
ReactionsReactions

• Respiratory depression with the use of 
fentanyl patches, PCA devices, etc.

• Local reactions due to promethazine injection
• Bleeds due to the use of warfarin
• Hypoglycemia due insulin or oral agents fro 

diabetes 
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Need for Guidance Documents Need for Guidance Documents 
and Rule Makingand Rule Making

• Proprietary name safety testing by 
independent organizations – adhere to 
internal recommendations

• Labeling requirements – concentration 
strengths – font size, use of color

• Drug Suffixes – define and standardize 
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Other RecommendationsOther Recommendations
• Review information the FDA already has on look 

alike and sound medications, labeling concerns and 
ask for changes.

• Mandate risk management programs for known 
safety issues as well as those immediately identified 
after drug release

• Conduct research on the use of color, name 
branding, and other safety issues identified in the 
MedWatch database and from organizations like 
ISMP
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Other RecommendationsOther Recommendations
• Communicate and work with independent 

organizations on post marketing surveillance 
with the use of practical data sets – proactive 
monitoring

• Begin to look at “preventable” adverse drug 
reactions to implement changes in drug 
package inserts, labeling, warnings, etc.
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Recommendations Recommendations 

• Review advertising by manufactures to 
eliminate dangerous abbreviations and other 
known safety concerns

• Eliminate brand name extensions for OTC 
products that contain different ingredients
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