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Encouraging pharmacy 

involvement in 

pharmacovigilance; an 

international perspective.  



Medication errors and 

pharmacovigilance 

Pharmacovigilance is defined as a system for 
monitoring the safety and effectiveness of 
medicines.  

As part of the overall effort, analysis of 
medication errors represents a critical 
component 

Knowledge of the medication use system is 
required to understand root causes of 
medication errors, including medical product 
issues  

 

 



Medication errors and 

pharmacovigilance 
Medication errors are a public health issue 

Patient harm arises from both adverse 

drug reactions and medication errors 

Medication error reporting and learning 

must be part of international 

pharmacovigilance efforts 

Similar adverse outcomes arise from 

medication errors globally 



Medication errors and 

pharmacovigilance 
Because of their knowledge of medication use 
systems, familiarity with regulated products, and 
ultimate responsibility for medication safety, 
pharmacists are ideal health professionals to 
assume roles in pharmacovigilance 

Such medication safety expertise must be 
incorporated into pharmacovigilance efforts in a 
collaborative way 

The main purpose is to share learning, identify 
unsafe conditions and support implementation of 
product and practice improvement strategies that 
serve to prevent patient harm 

 



Established to support and facilitate the 

transfer of information to benefit 

medication error prevention efforts in 

participating countries 

 



www.intmedsafe.net 

 



WHO Initiative 

Support and strengthen consumer reporting of 

ADRs and adverse events 

Expand the role and scope of national 

pharmacovigilance centres to prevent medicine-

related adverse events 

Promote better and broader use of existing 

pharmacovigilance data for patient safety 

Develop additional methods of 

pharmacovigilance to complement data from 

spontaneous reporting systems 

 



IMSN – WHO 

PV training – Morocco 

 



National Medication Errors Reporting Program 

Pennsylvania Patient Safety Reporting Program 

Operated by the 

Institute for Safe Medication Practices  

www.ismp.org 
 

ISMP is a federally certified patient safety organization (PSO) 

 





Institute for  

Safe Medication Practices 

FDA MEDWATCH 

ISMP Canada 

ISMP Spain 

ISMP Brazil 

Pa-PSRS = Pennsylvania Patient Safety Reporting System; FDA = Food and Drug Administration 



Medication Error Reporting System 

Early warning system 
– Issue nationwide hazard alerts and press 

releases 

Learning 
– Dissemination of information and tools 

Change 
– Product nomenclature, labeling, and 

packaging changes, device design, practice 
issues 

Standards and Guidelines 
– Advocates for national standards and 

guidelines 
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Error Reporting Programs  

Not just focused on quantitative data  

Learning is from qualitative information in the 

reports 

Allows national alerts after just a single report of 

a major safety issue 

Generally reaches audiences long before FDA, 

CDC, industry actions 

However, all too often, practitioners and 

organizations don’t act until it happens to them 
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Liquid diluent 

or vaccine 

component B 

Lyophilized 

powder or 

vaccine 

component A 

Two chamber vial used for 

medications with diluents 
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ISMP 2011     Institute for 

Safe Medication Practices 18 
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ISMP Websites 

www.ismp.org www.asmso.org/ www.consumermedsafety.org 
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Look-alike products 

21 • ISMP/FDA CONFERENCE • 

September 2014 
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Which Concentration to Select? 

24 • ISMP/FDA CONFERENCE • 

September 2014 

 



 



Opticlik Pen Device  





 

• Office of Surveillance and Epidemiology  

  

• Office of Medication Error Prevention 

and Risk Management  

 

• Division of Medication Error 

Prevention and Analysis   

   

FDA Center for  

Drug Evaluation and Research 
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After Before 



FDA Medication Error Prevention 

Guidances 
Safety Considerations for Product Design 

to Minimize Medication Errors (December 

2012) 

Safety Considerations for Container 

Labels and Carton Labeling Design to 

Minimize Medication Errors (April 2013) 

Best Practices in Developing Proprietary 

Names for Drugs (May 2014) 

 



Forthcoming ISO standards to prevent 

healthcare catheter misconnections 

Enteral applications (feeding tubes and formula 

delivery systems) 

Breathing systems and driving gases 

applications (oxygen and ventilators) 

Urethral and urinary applications 

Limb cuff inflation applications 

Neuraxial applications (spinal and epidural 

catheters and infusions) 

Intravascular or hypodermic applications 

 



 



Examples of Continuing  

Medication Safety Issues 

Wrong-route errors 

Order communication errors 

– oral, written, CPOE 

Look-alike packaging 

Look-alike/sound-alike drug name 
confusion 

PCA-related errors 

IV compounding errors 

Vaccine errors 

 

http://www.macoalition.org/documents/SafetyFirst3.pdf


Causes of medication errors  

Critical patient information missing? (age, weight, 
allergies, lab values, pregnancy, patient identity, location, 
renal/liver impairment, diagnoses, etc.) 

Critical drug information missing? (outdated/absent 
references, inadequate computer screening, inaccessible 
pharmacist, uncontrolled drug formulary, etc.) 

Miscommunication of drug order? (illegible, 
ambiguous, incomplete, misheard, or misunderstood orders, 
intimidation/faulty interaction, etc.) 

Drug name, label, packaging problem? (look/sound-
alike names, look-alike packaging, unclear/absent labeling, 
faulty drug identification, etc.)  

Drug storage or delivery problem? (slow turn around 
time, inaccurate delivery, doses missing or expired, multiple 
concentrations, placed in wrong bin, etc.) 

 



Causes of Medication Errors 

Drug delivery device problem? (poor device design, 
misprogramming, free-flow, mixed up lines, IV administration of 

oral syringe contents, etc.)  

Environmental, staffing, or workflow problems? 
(lighting, noise, clutter, interruptions, staffing deficiencies, 
workload, inefficient workflow, employee safety, etc.) 

Lack of staff education? (competency validation, new or 
unfamiliar drugs/devices, orientation process, feedback about 
errors/prevention, etc.) 

Patient education problem? (lack of “counseling,” 
noncompliance, not encouraged to ask questions, lack of 
investigating patient inquiries, etc.) 

Lack of quality control or independent check 
systems? (equipment quality control checks, independent 
checks for high alert drugs/high risk patient population drugs 
etc.) 

 



Use of storytelling 

Powerful communication strategy 

– package experiences in an interesting way 

– share lessons learned 

– people remember information that evokes 

emotion, captures attention, involves 

personalization 

– people who remember stories also 

remember the rationale behind specific 

error-reduction strategies, thus improving 

compliance  
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Communicating low frequency, 

high harm events 



Making error reporting work 
 

Capitalize on altruism 

No public disclosure of involved staff 

Personal response to reporters 

Feedback and changes communicated 

Non-critical of individuals – it’s the system 

Expert and credible analysis 

De-identified information forwarded to 
authorities   

Regulator and manufacturer advocacy 
 



Data Elements 

 Possible causes 

– Critical patient information missing? 

– Critical drug information missing? 

– Miscommunication of drug order? 

– Drug name, label, packing problem? 

– Drug storage or delivery problem? 

– Drug delivery device problem? 

– Environmental, staffing, or workflow problems. 

– Lack of staff education? 

– Lack of patient education? 

– Lack of quality control or independent check 

systems? 

(Assess-ERR™ www.ismp.org/Tools/AssessERR.pdf)  

http://www.ismp.org/Tools/AssessERR.pdf




Role of voluntary error reporting 

programs 
Programs should NOT have a regulatory 

role or even direct connection with 

regulators – examples Pa-PSRS; ISMP 

national MERP) 

Reporting inversely proportional to 

publicity generated for specific event types 

Reporter satisfaction/reward when actions 

communicated widely or changes visible; 

knowledge that others will benefit 

 



How do you ensure representative 

reporting? 

 Difficult with mandatory reporting 
– Hospital incident reporting 

– Serious reportable events 

– Allowance for “whistle blowers” 

Voluntary can be open to all (e.g., ISMP MERP) or 
closed (e.g., specialty such as blood or laboratory) 
– Practitioners (ismp.org) 

– Consumers (consumermedsafety.org) 

Specialty organizations  
– (ISMP has links to other organizations for reporting of 

diabetes medication incidents, nutrition-related 
incidents, others) 



How are errors investigated? 

May/may not be 
– Mandatory reporting may be for data collection or 

public accountability vs. detail needed for action by 
reporting program 

– Voluntary reporting allows free discussion with 
reporter 

Materials such as photographs, screen prints, information 
from product manuals, etc. often retrievable 

– Note: IT vendors have sometimes prohibited such communications 
via signed agreement/contract 

Expert analysis applied 

Reporting agency gathers facts from external sources as 
required 

More detailed reporting encouraged via responses 
communicated with individuals and constituency 

 
 



How are results from analyses  

and investigations distributed? 

 Direct communication with reporter/organization 

Published data analysis 

Anecdotal reports/story telling more possible with 
voluntary reporting 

Published in newsletters/journal articles; websites; 
media releases; news columns/blogs; social 
media; meetings with constituents; webcasts, etc. 

Multiple journal columns; Medscape;  

Communication with regulatory agencies,  

     product vendors, accreditation agencies 

Communication with consumers 

 



Public health benefits  

Minimal cost, little work for health-systems 

Manufacturers and regulatory agencies 

receive follow-up and improvement ideas  

Practice related reports are processed 

Data analysis and trending 

Practitioner education  

Useful in developing drug standards and 

drug information 


