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 Independent, nonprofit organization. 
 Spanish delegation of ISMP. 
 

 Mission: To enhance the safety of the medication-use 
system and to improve the quality of patient healthcare.  

 Activities 
 Awareness and education  
 Active learning from errors 
 Development and dissemination of safe medication 

practices 
 Research projects 
 Collaboration with institutions, societies, organizations 

and governmental agencies  
 

ISMP-Spain 

Instituto para el Uso Seguro de los Medicamentos 



ISMP-Spain promote the implementation of medication error 
reporting systems (MERS) at local and national levels 

ISMP-Spain:  
Active learning from errors 

 

“Reporting is absolutely essential.  
If errors go unreported, no one benefits. If we learn about errors, we 
are a giant step closer to preventing them” (Michael R Cohen, 1999). 
 

► At national level: 
 • Share lessons learned 

to prevent similar 
incidents elsewhere.  
• Develop solutions that 
require actions at the 
national level. 
 

► At local level: 
 • Promote a culture of 

safety. 
• Identify existing 
failures and develop 
preventive measures to 
avoid reocurrence. 
 



 Objective: “Learning effectively from failures” 

 Supported by the Spanish Ministry of Health trough the 
Patient Safety Strategy.   

 Collaborate with the Spanish Ministry of Health: Spanish 
Medication Agency & the Spanish Pharmacovigilance  System.  

 Reporting ways: 
– Web-based reporting form 
– Electronic reporting from local organisations trough a computer 

application 
– Others systems: E-mail, telephone 

National Medication Error Reporting & Learning System 

Active learning from errors 

 



National Medication Error Reporting & Learning System 

 
Reporting: Web-base reporting form 

Characteristics: 
• Reporting by any practitioner from any 
setting.  
• Anonymous and confidential.  
• Structured format + narrative description 
of the error (based on a standardized 
classification) 



Reporting: Internet–accesible local-national program 

Characteristics: 
• Reporting by local medication-safety professionals 
responsible  for healthcare institutions.  
• Anonymous and confidential. 
• Structured format + narrative description of the 
error (based on a standardized classification) 
• Allows institutions to report, analyze and track 
their medication errors data.  
 

National Medication Error Reporting & Learning System 

 



Medication error analysis 

 
 

 1. WHO Draft guidelines for adverse events reporting and learning systems, 2005. 
 2. Kaplan HS & Fastman B. Qual Saf Health Care 2003;12:68-72. 
 3. Grupo Ruiz-Jarabo 2000. Farm Hosp 2008; 32: 38-52. 
 

 Classification is the foundation of detection, analysis and 
recording of medication errors… 

 - “ Classification and simple analytic schemes start the process of 
 categorizing the data and developing solutions” 1 

 

 - “Event classification affects the availability of information for learning: 
 organizations tend to disregard events outside their classification schemes.  

  You see what you have labels to see” 2 
 

 
 ISMP- Spain analyze all reports with the 

NCCMERP classification adapted for use in 
Spain in 2001 and updated in 2008. 3 

 

National Medication Error Reporting & Learning System 

 



Medication error analysis 
 … but also experts who understand the practice concerns, 

clinical significance, systems issues, and potential preventive 
measures are essential to analyse reported incidents. 1 

1. WHO Draft guidelines for adverse events reporting and learning systems, 2005.  
 

Case example: Cabazitaxel  (JEVTANA® 60 mg) 
-  Preparation error reported to ISMP-Spain lead to overdosing, just when starting          
to be used in Spain.   
-  Analysis of the incident:   

• Supplied as a kit: cabazitaxel vial 60 mg in 1.5 mL + diluent vial 4.5 mL.  
 (SPC & label information introduced in the computerized worksheet for preparation) 
• Real situation:  22% overfilling for the concentrate (73.2 mg cabazitaxel  in  a total 
volume of 1.83 mL) and 26% for the diluent (total volume of 5.67 mL).  

 

- Solutions:  
• Rapid dissemination of this information distributed via Spanish 
Society of Hospital Pharmacy to all pharmacists in charge of oncology 
in Spanish hospitals to correctly configure the computer programs 
used for chemotherapy preparation.  
• Changes in SPC and labelling. 

  

National Medication Error Reporting & Learning System 

 



► The reporting system collected a low percentage of errors with harm and 
these were more frequently practice-related errors.  

Type of harmful medication errors reported 

National Medication Error Reporting & Learning System 

 

0
1
2
3
4
5
6
7
8

2008 2009 2010 2011 2012

%
 h

ar
m

fu
l m

ed
ic

at
io

n 
er

ro
rs

 

Practice- related
errors
Product- related
errors



Feedback: LASA drug names list, name finder and  
     recommendations 

National Medication Error Reporting & Learning System 

 



■ Errors  related to labelling and 
packaging.  

■ Errors related to inappropriate 
descriptions in databases. 

■ Errors associated with drug 
shortages.  

■ Total parenteral nutrition errors.  
■ Errors caused by incorrect patient 

identification.  
■ Wrong route errors. 
■ Errores in dispensing. 
■ Errors  involving medication 

reconciliation.  
■ Etc. 

Feedback: Bulletins with cases and recommendations  

National Medication Error Reporting & Learning System 

 



Feedback: Alerts 

National Medication Error Reporting & Learning System 

 



Feedback: Publications 

National Medication Error Reporting & Learning System 

 



ISMP-Spain &  
Spanish Agency of Medicines (AEMPS) Collaboration 

Healthcare 
professionals 

Notifications 
Analysis Actions 

►Since 2001. Collaboration agreement between AEMPS and 
ISMP-Spain: 

 Send medication errors reports (without  & with harm) filtered and 
analyzed, with proposals for solutions, about errors related to:  

- Labelling and packaging, naming, product information, 
administration devices, shortages, etc. 

 

►Since 2010.  New EU Pharmacovigilance Directive:  
 In addition, send all the rest of medication errors reports collected 

resulting in harm.  



ISMP-Spain &  
Spanish Agency of Medicines (AEMPS) Collaboration 

Case Example 

September 2009: 2 reports of medication errors that resulted in severe 
injury due to the inadvertent administration by IV route.  
- RCA: Similar appearance to other IV fluid solutions /mix-up with NaCL 2%. 
- Sending of reports & suggestions. ISMP 

Spain 

AEMPS 

Drug  
company 

Sodium Chloride 20% Grifols 500 mL 

- Spanish Pharmacovigilance System studied these reports along with other 
they received.  
-  Pharmaceutical company is urged to modify the label, product information 
and leaflet, and to send a “Dear Healthcare Professional Letter” 

December 2009: issued of the letter to healthcare professionals and made 
pertinent changes.  



ISMP-Spain &  
Spanish Agency of Medicines (AEMPS) Collaboration 

Drug packaging and labelling changes  

 Braun redesign the  labels of Adrenalina 0.5 & 1 mg and Atropine 1 mg 
ampoules to prevent further errors related to similar appearance. 

 GlaxoSmithKline changed the unit dose packages and the label of 
Augmentine Plus tablets to avoid risks of administering  a double dose.   

 Changes in the product information & label of Jevtana (cabazitaxel) explaining 
the overfilling of concentrate and diluent vials to avoid preparation errors. 

 Grifols added a warning statement to the label of Agua para inyección 100 & 
500 mL to reduce the risk of direct IV administration.  

 Teva changed the colour of the label of Folinato cálcico 50 mg/5 mL TEVA 
vials to reduced similarity with Fludarabina 50 mg/2 mL TEVA vials.  

 Apotex revised the design of packages of their generic drugs to make the 
name of the manufacturer less prominent in the label and reduce the chance 
of mix-ups.  

 ETC. 
 

 



ISMP-Spain &  
Spanish Agency of Medicines (AEMPS) Collaboration 

Spanish Agency of Medicines alerts about risks associated to 
serious medication errors sent by ISMP-Spain 

■ Erroneous dosing of oral methotrexate 
■ Colchicine overdoses due to medication errors 



IMNS 

 International network of safe 
medication practice centres. 

 

 Objectives 
 To promote and reinforce cooperation 

between the centres. 
 To support and facilitate the transfer of 

information concerning cases of errors 
and safe medication practices to benefit 
error prevention efforts in participating 
countries. 

 

 www.intmedsafe.net 
 

http://www.intmedsafe.net/Contents/Home.aspx


IMNS 
Case Example 

December 2011: reports in several European medication error reporting programs  
about errors in dosing due to expression of the strength in the label & SPC.  
- Notification of the new risk detected through network web for exchanging 
information.  UK, Spain 

France 

IMSN 

Eribulin (Halaven) 

- In the pivotal trial: dose expressed as salt: 1.4 mg/m2 of eribulin mesylate . 

- In Europe: strength expressed on label & SPC as eribulin (0.44 mg/mL, 2 mL) and 
states: “Each 2 mL vial contains 0.88 mg of eribulin (in the form of mesylate)”. 
This could led to believe that 0.88 mg is eribulin mesylate. 

January 2012: letter to EMA proposing a change in the expression: “Each 2 mL vial 
contains 0.88 mg of eribulin (equivalent to 1 mg of eribulin mesylate)” 
 

EMA 

February 2012: CHMP considered issuing  a letter to healthcare 
professionals and a consultation to clarify the expression of strength.  

http://www.intmedsafe.net/Contents/Home.aspx


Conclusions: 
Working together to improve patient safety 
  

 Medication safety organisations are doing very useful work 
towards enhancing patient safety.  They have established the 
foundation of  medication error reporting systems,  have created 
proactive risk assessment tools, and have developed safe 
medication practices & strategies to facilitate their 
implementation. The new EU pharmacovigilance directive 
should help to reinforce their work and facilitate application of 
the lessons learned in order to make medication use systems 
continually safer for patients.  

 Collaboration between medication safety organisations and 
national pharmacovigilance systems is possible and is necessary. 
Working together allows for appropriate and timely responses 
that will resolve safety issues as soon as they are detected. 



Conclusions: 
Working together to improve patient safety 
   

 In order to effectively fulfil  the requirements of the new EU 
pharmacovigilance legislation, it would be practical to establish 
homogenous criteria for the process of sharing information 
between medication safety and pharmacovigilance systems. The 
information on errors related to packaging, labelling  and naming 
of medicines should be sufficiently detailed as they concern the 
core competencies of  national medicines agencies in marketing 
surveillance. The exchange of practice-related errors should be 
addressed with medication safety organisations.  

 It would be also convenient to establish cooperation mechanisms 
between medication safety and pharmacovigilance centres to 
strengthen the development and implementation of solutions. We 
must NEVER forget that:“Merely collecting data contributes little 
to patient safety advancement”. 1 

1. WHO Draft guidelines for adverse events reporting and learning systems, 2005.  
 



A closing thought 

SALAMANCA  DECLARATION  TO  PROMOTE 
SAFE  MEDICATION  PRACTICES  GLOBALLY 

“Harm from medication errors occurs in all countries of the world… 
 
… collaboration must occur between countries and at all levels of 
the healthcare system, to share learning from local, national and 
international reporting and learning systems, identify  unsafe 
conditions and support implementation of strategies that prevent 
patient harm”. 

http://www.intmedsafe.net/Contents/Home.aspx


ISMP-España 
 

www.ismp-espana.org 

Thank you 
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