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My path to Slovenia 

• Pharmacist 
– Community and industry  
– Hospital  

• Clinical, medicines information 
• Medication safety coordinator 

– Founded Irish Medication Safety Network 
– Founder member of International Medication Safety Network 
– Health Service Executive  

• Clinical Lead, National Medication Safety Programme 

– Advisor to WHO (Medication Without Harm Challenge, Patient Safety) 
– European Medicines Agency   
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Harm and error rates with medication 
• Approx 6.5% of admissions experience an adverse drug event (ADE) i.e. harm 

 Bates et al, JAMA 1995;274:29-34 

 

• 49% of IV doses administered with at least one error 
 Taxis and Barber, BMJ 2003;326:684-687 

 

• 6.5% of admissions have an Adverse Drug Reaction (ADR) i.e. harm; the ADR was 
the cause of admission in 80% of these  
 Pirmohammed et al, BMJ 2004;329:15-19 

 

• Similar rates of error in paediatrics, but three times more likely to suffer harm 
 Kaushal et al, JAMA 2001;285:2114-20 

 

• One medication error per hospital in-patient per day 
 Institute of Medicine, Preventing Medication Errors, 2006 
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• Every system is perfectly designed to get the 
results it gets 

 

– Paul Batalden 
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Reporting, learning and improvement 

Reporting, 
analysis, learning 

improvement, 
monitoring, 
education… 

Learning, improvement 

Analysis, learning, 
recommendations 
for improvement 

Local 

Collaboration 

National 
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Local – hospital learning & 
improvement 
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Local - hospital 

• Safe systems 
• Accept incidents and harm happen, want to avoid in future 
• Report incidents and near misses 

– Non-punitive 
– Confidential 
– Inform line manager and team too 

• Open communication with the patient if harm 
– With knowledge of consultant 

• Learn from errors/near misses – analysis with staff 
• Act on learning – systems improvements, sharing 
• Safer systems 
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Key influences 

• Tim Delaney, Tallaght Hospital Dublin 

• Institute for Safe Medication Practices www.ismp.org  

• Veteran’s Administration 

• www.nccmerp.org  

• National Patient Safety Agency, UK 

• James Reason (Managing the Risks of Organisational Accidents) 

• Incident and risk management – RCA / Systems analysis, risk rating/register 

• Colleagues in www.imsn.ie and www.intmedsafe.net  

• Human factors 

• Deming 

 

http://www.ismp.org/
http://www.nccmerp.org/
http://www.imsn.ie/
http://www.intmedsafe.net/
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Healthcare 
Myths 

• Myth of perfection 

 

 

• Myth of punishment 
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Safety Culture  
(Westrum, 2004) 

New ideas are 

welcomed

New ideas often 

present problems

New ideas are 

actively discouraged

Failures lead to 

far-reaching reforms
Failures lead to 

local repairs
Failure is punished 

or concealed

Responsibility is 

shared
Responsibility is 

compartmentalised
Responsibility is 

shirked

Messengers are 

trained and rewarded
Messengers are 

listened to if they 
arrive

Messengers (whistle-

blowers) are shot

Actively seek itMay not find outDon’t want to know

Generative 
Culture

Bureaucratic
Culture

Pathological
Culture
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Designing systems with human factors in mind 

Remove the hazard 

 Forcing functions and constraints 

  Automate, IT - carefully 

   Standardise, simplify 

    Checklists, protocols 

     Independent double-checking 

      Improve information access 

       Decrease transcription & look-alikes 

        Rules and policies 

         Education and information  

          “Try harder” 

Ref: Veteran’s Health 
Administration Center for 
Patient Safety hierarchy for 
patient safety solutions 
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Non-punitive, system-based incident reporting policy 
to promote medication safety  

Communicating with patients and families after and adverse event 

 
As soon as it is apparent that a health care injury has occurred, the patient or next of kin are entitled to a prompt explanation of how the 
injury occurred and its short- and long-term effects.  Injury may be caused in circumstances where the standard of care and the 
prescribing and administration of drugs cannot be faulted, such as in the case of many untoward drug reactions.  Patients should be 
informed that the reason for a problem needs to be investigated before it can be determined whether there was an error.  When an error 
contributed to the injury, the patient and the family or representative should receive a truthful and compassionate explanation about the 
error.  They should be informed that the factors involved in the injury would be investigated so that steps can be taken to reduce the 
likelihood of similar injury to other patients. 
 

(Note:  This policy statement is taken in part from the U.S. National Patient Safety Foundation “Talking to Patients about Health Care 
Injury: Statement of Principle” [November 2000]) 

 

Disclosure must be with the knowledge and approval of the consultant in charge of the patient.  Where the consultant is not available 
and is being covered by a colleague, disclosure must be with the knowledge and approval of the covering clinician who has responsibility 
for the patient’s care.  
 
Patients or their carers should be told about any incident affecting them, which has been reported to a medical indemnity body. 



                  CHAMPION   PARTNER   ENABLE   DEMONSTRATE   @NationalQI   www.qualityimprovement.ie 

Incident reporting 
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Patient management 

- Involve team  

- Minimise risk, treat 

-Open communication, engagement in 
analysis and improvement 

Reporting 

- Locally 

- Nationally – incident +/- pharmacovigilance 

 

Analysis 

- Systems analysis if very serious 

- Rapid analysis  

- Trend analysis 

-Involving staff and patients involved in processes 

 

Action 

- Engagement, involvement, coordination 

- Rapid, small 

- Multiple changes needed 

- Larger improvement projects 

Oversight 

- Analysis and systems improvements at 
governance (Drugs & Therapeutics; Quality) 

- Residual risk onto risk register as 
improvement underway 

- Escalation for risks not addressable locally 
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Strong defences against catastrophic error 

• Methotrexate 

– Single patient-specific dose dispensed weekly only 

• Vinca alkaloids 

– Prepare in minibags  

• Intravenous chemotherapy – high reliability process 

– Protocols, aseptic preparation, trained staff, independent 
checks +++ 
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Heparin 5 000 units SC bolus 
 
What do you select? 
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Opioid 
patches 
 

• Restricted 
dispensing – 
clinical check first 

• Information in 
Medicines Guide – 
equivalent doses 

• Multiple alerts & 
information – 
hospital, GPs, 
IMSN, ISMP 
Canada 
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Insulin pens 
• Alerts, memos, engagement 

• Patient-specific dispensing 

• Label – warning, name 

• Storage 

• Needles available everywhere 

• Education 

• Monitoring 

• Escalated nationally – collaboration – 
alerts 

• Restricted all injectables to single-use or 
(insulins) one patient 
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Methods 
• Remove the hazard 
• Forcing functions and constraints – 

dispensing often lever 
• Automate, IT – embed (pump 

safety software, allergens) 
• Standardise, simplify 
• Checklists, protocols  
• Independent double-checking 
• Improve information access – 

Medicines Guide, IV monographs, 
IT 

• Decrease look-alikes  
• Rules and policies 
• Education and information - alerts 
• Never “try harder” 
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Share, spread, support - www.imsn.ie 
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Hospital 

• Six Sigma (DMAIC) process improvement 
• Institute for Healthcare Improvement 

www.ihi.org  
– Model for Improvement  

• Move the big dots – mortality, morbidity – 
100,000 lives campaign, saving 500,000 lives 
from harm 

• Reframed goal – reduce harm 

http://www.ihi.org/
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Quality improvement 
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Preventing perioperative DKA 

• Aim: preventing perioperative DKA 

• Changes: simplified algorithm, no GKI (glucose-potassium-
insulin infusion)–IV insulin syringe driver and IV fluids via 
Volumetric pump, Y site cannula, standardised fluid 4.5% 
NaCl / 5% glucose / 10 mmol KCl in 500 mL, new chart 

• Rapid cycle testing and improving essential 

• Results: no perioperative DKA (from 1 per month or 2); less 
than halved hypoglycaemia 
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How do we improve? 
• Follow guidance (best practice, patient safety) 

 

• Risk identification – external + internal  
– Measurement for improvement  

– Audit and research 

– Incident reporting and analysis 

– Complaints, coroner’s cases, claims, morbidity & mortality 

– Risk assessment and risk registers, Failure Modes & Effects Analysis (FMEA) 
 

• Analysis 
 

• Prioritise – harm, resources 
 

• Improve – with staff, quality improvement methodology 



                  CHAMPION   PARTNER   ENABLE   DEMONSTRATE   @NationalQI   www.qualityimprovement.ie 

National learning and improvement 
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National: www.stateclaims.ie  

http://www.stateclaims.ie/
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Recommendations 
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www.hiqa.ie 
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National Medication Safety Programme 

• www.safermeds.ie 

• Work with patients, healthcare professionals 
and organisations to reduce medication-
related harm 

 

 

http://www.safermeds.ie/
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Patients at greater risk of harm... 
...and the priorities for improvement  

• Number of medications  (inappropriate polypharmacy) 
 

• Transitions of care 
 

• High-risk medication (A PINCH) 
– Antimicrobials, Potassium/electrolytes IV, Insulins, Narcotics (opioids), Chemotherapy including 

methotrexate, Heparins and anticoagulants; plus Diuretics?, NSAIDs?  
 

• High-risk patients (e.g. renal impairment) 
 

 Saedder et al. Br J Clin Pharmacol 2015     Tegeder I et al. Br J Clin Pharmacol 1999  Kongkaew C et al. Ann Pharmacother 2008 

 Krahenbuhl-Melcher A et al. Drug Saf 2007 Beijer HJ et al. Pharm World Sci 2002   Krahenbuhl-Melcher A et al. Drug Saf 2007 

 Hakkarainen KM et al. PLoS One 2012 Rodriguez-Monguio R et al Pharmacoeconomics 2003 Lazarou J, Pomeranz BH, Corey PN. JAMA 1998 

 de Vries EN, et al. Qual Saf Health Care 2008 Muehlberger N et al. Pharmacoepidemiol Drug Saf 1997  
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Know Check Ask & List 
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Twitter:  @NationalQI 

Web:  www.qualityimprovement.ie 

 

Email:   safermeds@hse.ie 

@ciarakirke 

www.safermeds.ie 


