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Patient safety
the prevention of errors and adverse effects to patients associated with health 
care

http://www.euro.who.int/en/health-topics/Health-systems/patient-safety

Safety Culture
the way patient safety is thought about, structured and implemented in an 
organisation

Safety climate 
is a subset of safety culture and concern staff perceptions of safety in 
relation to management support, supervision, risk- taking, safety policies and 
practices, trust and openness
http://www.health.org.uk – Does safety culture affect patient outcome 2011

http://www.euro.who.int/en/health-topics/Health-systems/patient-safety
http://www.health.org.uk/
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Retrospective case record reviews of 1000 adults 
who died in 2009 in 10 acute hospitals

Reviewers judged 5.2% of deaths as having a > 50% 
of being preventable (11,859) patients

Poor clinical monitoring 31%, 

Diagnostic error 30%, 

Drug or fluid management  21.1% (2,502)

Hogan H, Healey F, Neale G, et al. BMJ Qual Saf (2012). doi:10.1136/bmjqs-2012-001159

Review of 18,820 unplanned admissions to a hospital in the UK  
found 1,225 (6.5%) admissions involved an adverse drug reaction. It 
was judged that in 80% cases the ADR directly led to the admission. 
The majority (72%) of ADR-related admissions were judged as 
avoidable, including medication errors. The median bed stay was 
eight days, accounting for 4% of the hospital bed capacity. The 
projected annual cost of such admissions to the NHS was £466 
million.

Pirmohamed M, et al BMJ, 2004:329:15-19 do1:10.1136/bmj.329.7456.15

Almost 13 000 unplanned admissions to a hospital in the 
Netherlands were screened, of which 714 (5.6%) were medication 
related. Almost half (46.5%) of these admissions were potentially 
preventable.

Leendertse AJ et al. Arch Intern Med. 2008;168(17):1890-1896. doi:10.1001/archinternmed.2008.3
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Baby dies after blundering doctors 
gave him TWELVE times the normal 
dose of epilepsy drugs

A seven month old baby boy died after doctors 
gave him 12 times the correct amount of anti-
epilepsy drugs he should have received in 24 hours, 
an inquest heard.

Lucas Holzscheiter died in hospital as a result of a 
massive accidental overdose

http://www.dailymail.co.uk/news/article-1289437/Baby-died-
doctors-gave-12-times-normal-dose-epilepsy-drugs.html

Mother of four dies after blundering nurse 
administers a TEN times drug over doses

A mother of four died after a nurse at a trouble-hit 
hospital gave her ten times the amount of  a drug she was 
supposed to receive.

Arsula Samson, 80 had a heart attack in hospital after she 
was give an over dose of potassium chloride injection

http://www.dailymail.co.uk/health/article-1359778/Mother-dies-nurse-administers-TEN-times-
prescribed-drug.html
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Two cancer patients died hours after being given overdoses of 
drugs used to combat side effects of treatment.

Paul Richards 35, and Baljit Singh Sunner 36 died hours after 
being given up to five times the recommended doses. They 
were both being treated for different forms of cancer

There was confusion over amphotericin injection having 
different forms and doses. Fungizone is prescribed 1 mg per 
kg patients weight and Ambizone and Abelcet with doses of 3 
– 5 mg per Kg

http://www.dailymail.co.uk/news/article-472707/Two-cancer-patients-died-just-hours-
given-medication-overdose.html

Two cancer patients died  just hours after being given 
medication overdoses

Diabetic patient unlawfully killed after newly qualified nurse 
gave her TEN times too much insulin

A diabetic pensioner was injected with ten times too much insulin

Margaret Thomas aged 85 years was injected with 3.6ml of insulin 
instead of 0.36ml 

http://www.dailymail.co.uk/news/article-1165072/Diabetic-patient-unlawfully-killed-newly-
qualified-nurse-gave-TEN-times-insulin.html



20-4-2015

6

Widow, 71, died after doctors ignored 
penicillin warning

A grandmother died in hospital after doctors 
gave her penicillin even though her notes and 
drug chart made it clear that she was allergic to 
the drug.

June Cutmore was even wearing a red wristband 
to draw attention to her allergy.

The 71 year old widow went into anaphylactic 
shock and died after being injected with 
Augmentin

http://www.dailymail.co.uk/news/article-1080842/Widow-71-died-doctors-ignored-penicillin-
warning.html

all workers accept responsibility for the safety of themselves, 
their co-workers, patients and visitors

prioritise safety above financial and operational goals

encourage and reward the identification communication and 
resolution of safety issues

provide organisational learning from accidents

Provide appropriate resources, structure and accountability 
to maintain effective safety systems

http://www.who.int/patientsafety/about/wha_resolution/en/
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http://www.nrls.npsa.nhs.uk/resources/?entryid45=59796
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1. The ‘seven rights’ ( the right patient, right medicine, right dose, right route, right time , right 
information and right documentation) should be fulfilled in medicines related activities in 
the hospital

2. Hospital pharmacists should ensure the development of appropriate quality assurance 
strategies for medicine use processes to detect errors and identify priorities for 
improvement

3. Hospital pharmacists should ensure their hospitals seek review of their medicines use 
processes by an external quality assessment accreditation programme, and act on reports to 
improve the quality and safety of these processes.

4. Hospital pharmacists should ensure the reporting of adverse drug reactions and medication 
errors to regional or national pharmacovigilance programmes or patient safety programmes

5. Hospital pharmacists should help decrease the risk of medication errors by disseminating 
evidence based approaches to error reduction including computerised decision support

http://ejhp.bmj.com/content/21/5/256.full.pdf+html
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indicate the range of services, workload, costs, 
quality, safety and outcomes
prompt and track service improvements where 
necessary
demonstrate the contribution that hospital 
pharmacy is making to those outside the 
department
Recommended use of performance metrics 
Included in FIP Basel Statements

Cousins D. Current status of the monitoring of medication practice. Global conference on the future of hospital 
pharmacy. Am J Health-Sys Pharm. 2009; 66 (suppl 3): S49-56 

Survey distributed  via EAHP social media channels 
and by email directly to official delegates of EAHP 
Member associations. 

190 survey forms completed

Hospital pharmacists in 36 countries completed 
survey

Largest numbers of responses from:
Spain (16), France (15), Germany (15)

Smallest numbers of responses (1) from:
Cyprus , Denmark, Luxemburg, Hungary, Luxemberg, 
Macedonia, Russia, Netherlands

Unknown country of origin in 4 responses

D. Cousins The use of service performance measurement in European hospital pharmacies. Eur J Hosp Pharm 2014. 21: 285-287
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Activity Yes (%)
Service 
provided
n = 190

Data collected (%)
In previous 12 months

Shared  outside (%)
pharmacy department

Supply of ward stock medicines 82.4 73.5 62.7

Supply of medicines for named 
patients

48.9 80.6 66.7

Supply of medicines for outpatients 57.9 60.9 47.3

Supply of medicines for discharge 45.35 44.2 33.7

D. Cousins The use of service performance measurement in European hospital pharmacies. Eur J Hosp Pharm 2014. 21: 285-287

Activity Yes (%)
n = 190

Data Collected (%) Shared outside (%)

Sterile medicines 47.4 78.9 53.3

Aseptic medicines 56.8 78.7 52.8

Non – sterile medicines 79.5 70.2 42.4

Quality control 57.4 63.3 22

D. Cousins The use of service performance measurement in European hospital pharmacies. Eur J Hosp Pharm 2014. 21: 285-287
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Activity Yes (%)
N = 190

Data collected (%) Shared outside (%)

Cost of medicines 94.7 96.1 88.6

Cost of devices 53.7 94.1 77.5

Cost of consumables 42.1 71.3 46.3

Cost/number of pharmacy 
employees

64.7 74.8 59.3

D. Cousins The use of service performance measurement in European hospital pharmacies. Eur J Hosp Pharm 2014. 21: 285-287

Activity Yes (%) Data collected (%) Shared Outside (%)

Medicines 
information

81.6 43.9 27.7

Adverse reaction 
reports

78.4 54.4 38.9

Medication error 
reports

58.4 78.4 62.2

External accreditation 52.6 56.0 42.0

D. Cousins The use of service performance measurement in European hospital pharmacies. Eur J Hosp Pharm 2014. 21: 285-287
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Performance metrics collected

Data collected Data shared
Finance
Manufacturing
Distribution
Clinical / safety

Much more performance metric data concerning clinical pharmacy and medicines 
safety could be collected used and reported by hospital pharmacies in Europe

D. Cousins The use of service performance measurement in European hospital pharmacies. Eur J Hosp Pharm 2014. 21: 285-287

The number and types of ADR and medication errors reported in their 
hospital / clinical area /  department – last year/quarter/month

The most serious risks to patient safety

What has been done and is being done to address these risks both locally, 
nationally and internationally

What is their own role in improving patient safety

Reporting ADR and medication errors

Assisting with their analysis

Develop solution to improve patient

Assisting with the implementation of safer practice

European hospital pharmacists should be able to answer:
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The NHS in England introduced the National Reporting and Learning System 
in 2003.

Reports of patient safety incidents are collected and used by health care 
providers and then uploaded into the national NRLS data base.

A patient safety incident is where a patient has been harmed or there as a 
potential for harm (near miss).  All types of incidents are reported from 
wrong diagnosis, mixed-up test results, medicine and device incidents to 
sexual safety incidents.

http://www.nrls.npsa.nhs.uk/report-a-patient-safety-incident

http://www.nrls.npsa.nhs.uk/resources/collections/quarterly-data-summaries/

Number of incidents reported to the NRLS each quarter

http://www.nrls.npsa.nhs.uk/resources/type/data-reports/?entryid45=135304
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Incident types reported to the NRLS

http://www.nrls.npsa.nhs.uk/resources/type/data-reports/?entryid45=135304

Analysis of incidents reported to the  NRLS 2005 - 2010

Cousins D, Gerrett D, Warner B. Br J Clin Pharmacol. 2012:; 74: 597-604
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3477327/

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3477327/
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Cousins D, Gerrett D, Warner B. Br J Clin Pharmacol. 2012:; 74: 597-604
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3477327/

Analysis of NRLS Medication Incident Reports 2005 – 2010

Cousins D, Gerrett D, Warner B. Br J Clin Pharmacol. 2012:; 74: 597-604
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3477327/

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3477327/
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3477327/
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Analysis of NRLS Medication Incident reports 2005 – 2010

Cousins D, Gerrett D, Warner B. Br J Clin Pharmacol. 2012:; 74: 597-604
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3477327/

http://www.england.nhs.uk/ourwork/patientsafety/psa/

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3477327/
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Under the new EU Directive 2010/84/EU1 that came into force in July 2012.

The term ‘adverse drug reaction’ (ADR) was redefined as: 

‘a response to a medicinal product that is noxious and unintended effects 
resulting not only from the authorised use of a medicinal product at normal 
doses, but also from medication errors and uses outside the terms of the 
marketing authorisation, including the misuse, off-label use and abuse of the 
medicinal product.’

National pharmacovigilance centres are required to expand their activities to 
include reporting and learning systems for medication errors.

http://ec.europa.eu/health/files/eudralex/vol1/dir_2010_84/dir_2010_84_en.pdf

http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/general/general_content_000570.jsp

D Cousins. Initiatives to Identify and Mitigate Medication Errors in England. Drug Safety. 2015: D10.1007/s40264-015-0270-3
http://link.springer.com/article/10.1007/s40264-015-0270-3

http://www.england.nhs.uk/2014/03/20/med-devices

http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/general/general_content_000570.jsp
http://link.springer.com/article/10.1007/s40264-015-0270-3
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http://www.england.nhs.uk/2014/03/20/med-devices

http://www.england.nhs.uk/2014/03/20/med-devices
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Some poor quality reports to the National Reporting and Learning System

Need to increase numbers of reports from primary care and the 
independent sector including home health care companies

The Berwick Report on Patient Safety In England 2013. The NHS should 
continually and forever reduce patient harm by embracing wholeheartedly 
an ethic of learning 

WHO FP7 monitoring medicines project  and EMA – recommend closer 
working between patient safety organisations and national 
pharmacovigilance centres 

Good Vigilance Practice in Pharma – how about something similar for 
healthcare provider organisations?

http://www.england.nhs.uk/2014/03/20/med-devices

http://www.england.nhs.uk/2014/03/20/med-devices



20-4-2015

20

http://www.england.nhs.uk/ourwork/patients
afety/psa/

http://www.england.nhs.uk/2014/03/20/med-devices

http://www.england.nhs.uk/2014/03/20/med-devices

http://www.england.nhs.uk/2014/03/20/med-devices
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http://www.england.nhs.uk/2014/03/20/med-devices

http://www.england.nhs.uk/2014/03/20/med-devices
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http://www.england.nhs.uk/2014/03/20/med-devices

http://www.england.nhs.uk/2014/03/20/med-devices
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http://www.england.nhs.uk/2014/03/20/med-devices

Objectives for the network are to:
Improve reporting and learning of medication incidents by educating and 
training Medication Safety Officers in patient safety science and disseminate 
relevant research and information concerning new risks and best practice.

Specific improvements include to:
increase the number of reports of medication incidents; 
improve the timeliness of report submission; 
improve the quality of reports,

NRLS data fields completed;
Accuracy of use NRLS codes;
Description of the incident – sufficient for learning;

increase the number of new safety issues detected; 
implement local actions to minimise harms from identified risks; and,
measure improvements to safer practice.

http://www.england.nhs.uk/2014/03/20/med-devices
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regular online meetings

email discussion groups and online information forums 

conferences/workshops

to discuss topics identified at local and national level. These will include; the 
identification of new risks and best practices to minimise these risks, 
implementing patient safety guidance and improving incident reporting, 
quality and learning.

363 organisations have identified a MSO in

Acute care

Mental health

Learning disabilities

Community and Ambulance 

Community pharmacy

Independent healthcare

Home healthcare

Healthcare commissioners 
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http://www.england.nhs.uk/2014/06/12/mo-dash

Total number of medication incidents reporting harm

Total number of medication incidents

The new metric provides an indication of preventable harms 
occurring and a surrogate measure of reporting culture

Better reporting and learning, especially of no harm incidents, will 
help to enable action to minimise preventable harms from medicines

http://www.england.nhs.uk/2014/06/12/mo-dash
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Homecare Medicine 

Services

http://cerasis.com/wp-content/uploads/2013/11/logistics-costs.jpg
http://cerasis.com/wp-content/uploads/2013/11/logistics-costs.jpg
http://www.wellbuzz.com/wp-content/uploads/2011/03/injectionShot.jpg
http://www.wellbuzz.com/wp-content/uploads/2011/03/injectionShot.jpg
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NRLS  Incident Type
2005 - 2010

% incidents Homecare  Incident Type 
Aug – Dec 2014

% 
Incidents

Omitted and delayed 
medicines

15.58 Omitted and delayed 
medicine

55.52

Wrong dose or strength 15.23 Wrong patient 10.74

Wrong medicine 9.28 Wrong quantity 7.06

Wrong frequency 8.39 Wrong dose 7.36

Wrong quantity 5.46 Wrong medicine 3.99

Wrong patient 4.16 Wrong storage 3.07

Root cause of majority of omitted medicines – delayed prescriptions from hospitals

Preventable harms are still occurring in European Hospitals – and 
improvements in patient safety culture and climate are required

Hospital pharmacists have a key role in patient safety involving 
medicines and medical devices

Improved governance of reporting and learning required European 
Hospitals

There is a key role for medication and medical device safety officers 

Medication and medical device safety network enables two way 
communication and supports the activities of safety officers

EAHP can support members and hospital to evolve and find new ways of 
reporting, learning and working together

There is a need for European and national infrastructure to support 
patient safety
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