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Collecting the evidence 

National Reporting 

And Learning System 

 
Pharmacovigilence data 

Research & audit data 

Professional indemnity 

The media 

Coroners 

Professionals 

Patients and carers  

 

Definitions 

 Patient safety is the freedom from accidental injury in 

healthcare 

 A patient safety incident is any unintended or 

unexpected incident which could have or did lead to 

harm for one or more patients receiving NHS funded 

healthcare – errors of commission and omission 

 A hazard is the potential to cause harm 

 a risk is the likelyhood of harm – usually qualified by 

details of circumstance and severity of harm 
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National reporting and learning 

system (NRLS) 

National database established in 2003  

 

Incident data transferred from individual health 

provider organisation databases 

 

This data is then analysed to identify hazards, 

risks and opportunities to improve the safety of 

patient care 

WHO  International Classification for Patient Safety 



4 

An improving safety culture 

• Where staff are 

aware of the 

importance of patient 

safety and incident 

reporting and are 

willing to report 

incidents within a fair 

blame culture 

Culture 
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Air Safety Reports: Volume & Risk Reduction 

0

1000

2000

3000

4000

5000

6000

7000

8000

9000

1994 1995 1996 1997 1998 1999

0.0% 

0.5% 

1.0% 

1.5% 

Year 

2.0% 

2.5% 

3.0% 

          Total               % High Risk 

Harm 

Incident numbers 

0%

10%

20%

30%

40%

50%

60%

70%

80%

90%

100%

0

50,000

100,000

150,000

200,000

250,000

300,000

350,000

400,000

Oct -
Dec

2003

Jan -
Mar
2004

Apr -
Jun

2004

Jul -
Sep

2004

Oct -
Dec

2004

Jan -
Mar
2005

Apr -
Jun

2005

Jul -
Sep

2005

Oct -
Dec

2005

Jan -
Mar
2006

Apr -
Jun

2006

Jul -
Sep

2006

Oct -
Dec

2006

Jan -
Mar
2007

Apr -
Jun

2007

Jul -
Sep

2007

Oct -
Dec

2007

Jan -
Mar
2008

Apr -
Jun

2008

Jul -
Sep

2008

Oct -
Dec

2008

Jan -
Mar
2009

Apr -
Jun

2009

Jul -
Sep

2009

Oct -
Dec

2009

Jan -
Mar
2010

Apr -
Jun

2010

Jul -
Sep

2010

Oct -
Dec

2010

Jan -
Mar
2011

Incidents reported from Oct 2003 - Mar 2011, and average proportion 
of Organisations submitting per month 

Incidents reported

Average proportion of trusts
reporting per month



6 

0 5 10 15 20 25 30 35

Patient accident

Medication

Treatment, procedure

Access, admission, transfer, discharge (including missing…

Implementation of care and ongoing monitoring / review

Documentation (including records, identification)

Infrastructure (including staffing, facilities, environment)

Clinical assessment (including diagnosis, scans, tests,…

Disruptive, aggressive behaviour

Consent, communication, confidentiality

Other

Self-harming behaviour

Medical device / equipment

Infection Control Incident

Patient abuse (by staff / third party)

Percent 

Proportion of incidents by incident type and quarter, January 2010 - 
December 2010 

Jan - Mar 2010

Apr - Jun 2010

Jul - Sep 2010

Oct - Dec 2010

0 10 20 30 40 50 60 70 80

Acute / general hospital

Mental health service

Community nursing, medical and therapy service (incl.
community hospital)

Learning disabilities service

General practice

Community pharmacy

Ambulance service

Community and general dental service

Community optometry / optician service

Percent 

Proportion of incidents by care setting and quarter, January 2010 - 
December 2010 

Jan - Mar 2010

Apr - Jun 2010

Jul - Sep 2010

Oct - Dec 2010



7 

0 10 20 30 40 50 60 70 80

No Harm

Low

Moderate

Severe

Death

Percent 

Degree of harm by quarter, January 2010 - December 2010 

Jan - Mar 2010

Apr - Jun 2010

Jul - Sep 2010

Oct - Dec 2010

Harms from medication incidents 2005 - 2010 

Fatal                            271 incidents  (0.05%) 

Severe harm        551 incidents  (0.1%) 

 

Incidents numbers 2005 - 2010 

• All incidents    5,438,000 

• Medication incidents    526,379 (11%) 
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Analysis methods 

Clinical outcome 

Medication process step 

Medication incident type  

Medicine/therapeutic group 

Root cause analysis 

Failure modes and effects 

Human factors 

System and product design 

 

Clinical outcome  

Medication incidents 2005 - 2010  
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Types of medication safety incidents 
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Top therapeutic groups reported In 

NRLS medication incidents  

Root cause analysis 
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Human Factors – Error Types  

  Unsafe 

acts 

Unintended 

actions 

Intended 

actions 

Mistakes 

Violations 

Basic error types 

Skill based errors 

Attentional failures 

Skill based errors 

Memory failures 

 

Rule & Knowledge  

Based errors 

Routine 

Reasoned 

Reckless & Malicious 

Slips 

Lapses 

Reason’s ‘Swiss cheese’ model (1990) 

Safeguards/ 

Barriers Hazards 

Harm 
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Examples – to illustrate how data is 

turned into knowledge 

Death due to amiodarone Death due to phenytoin 
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Loading Dose Incidents  

Literature review 
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The value of incident reports with 

low harm or no harm outcomes? 

• Death 

• Severe harm 

• Moderate harm 

• Low harm 

• No harm 



15 



16 

In hospitals 

Risk assess the storage of loading dose injectables as ward stock  

 

In primary care  

Challenge high dose therapy: 

 

Digoxin > 250microgram daily in adults and > 125microgram > 70 years of age  

 

Amiodarone doses higher than 200mg daily should be queried (the maximum licensed 

dose for maintenance is 200mg). 

  

Phenytoin doses greater than 500mg daily  

  

Warfarin doses >5mg daily 

Other actions 

Alert screens for GP prescribing systems 

Proposed loading dose message 

Incorrect use of loading doses or subsequent maintenance regimens 

may lead to severe harm or death. Confirm the loading dose, frequency 

and duration of treatment. Consider whether the patient should be on a 

maintenance dose instead. 
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Reducing harm from omitted and delayed 

medicines in hospital  

• Between September 2006 and 

June 2009, the NPSA received 

reports of  

• 27 deaths  

• 68 severe harms  

• and 21,383 other patient safety 

incidents  

• Of the 95 most serious 

incidents, 31 involved anti-

infectives (antibiotic and 

antifungals), and 23 involved 

anticoagulants.  

Examples of incidents 

• ‘Diagnosed with pulmonary embolus. Stat dose of enoxaparin 

(Clexane) prescribed but does not appear to have been given. 

Patient arrested and died.’  

 

• The potassium level was 6.9. Prescribed salbutamol nebuliser, 

calcium resonium and actrapid insulin with Dextrose. On 

Attended the next morning, patient arrested at 19.40hrs and from 

drug kardex prescribed medication was not given. Nursing staff 

were informed of prescription at 17.00hrs after doctor wrote it and 

were told it needed giving straight away.’ 
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Omitted medicine incidents causing 

death or serious harm 

Causes of omitted and delayed medicines 
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NPSA guidance on omitted and 

delayed medicines 
1.  Highlight risk of death and harm from this cause to staff  

2. Identify a list of critical medicines where timeliness of 

administration is crucial 

• This list should include anti-infectives, anticoagulants, 

insulin, resuscitation medicines and medicines for 

Parkinson’s disease, and other medicines identified locally 

3. Medicine procedures  

4. Regular audit of omitted and delayed critical medicines and 

where necessary improvements to reduce harm from omitted 

and delayed medicines are made  

  

The timeliness of medicine 

administration 

Most medicines should be administered plus or minus two 

hours from the time prescribed on the inpatient prescription.  

 

The are some specific medicines and situations where 

administration should be much closer to the prescribed time or 

clinical indication.  
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Analysis Nov 2003 – Nov 2009 
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Analysis Nov 2003 – Nov 2009 
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Self administration of insulin in hospitals 
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An infrastructure for patient safety 

and medication safety 

  Closure of the 

NPSA  

 

March 2012 
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www.npsa.nhs.uk 


