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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
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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)

L 3

Hogan H, Healey F, Neale G, et al. BMJ Qual Saf (2012). doi:10.1136/bmjgs-2012-001159
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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/bm;j.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 Al 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




Two cancer patients died just hours after being given
medication overdoses

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
—5mg per Kg

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

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



20-4-2015

j

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

XY World Health Patient Safety
- n!\? Organization |  awossanance for sate Hoatn car

@ 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/



A —Pathological Why do we need to waste our time on patient safety issues?

B=Redctive We take patient SE{fe’gy seriously and do something
when we have an incident.
L Bureaticratic We have systems in place to
manage patient safety.

: We are always on the alert/thinking
D —Proactive
about patient safety issues that might emerge.
Managing patient safety is an integral

£ eenerive part of everything we do.

http://www.nrls.npsa.nhs.uk/resources/?entryid45=59796

Dimension of patient safety culture A B C D E
1.

2

Commitment to overall continuous improvement
Priority given to safety

System errors and individual responsibility
Recording incidents and best practice

Evaluating incidents and best practice

Learning and effecting change

Communication about safety issues

Personnel management and safety issues

Staff education and training

10. Team working

T=Team O =Organisation
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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|



GLOBAL CONFERENCE ON THE . . .
FuTuRE of ospiTaL piarsacy  # 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
et O ottt Congrom 9 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

LYY @ Survey distributed via EAHP social media channels
== .v',',,": eah and by email directly to official delegates of EAHP
' (( e el Member associations.
et @ 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

20-4-2015



Supply of ward stock medicines 82.4
Supply of medicines for named 48.9
patients

Supply of medicines for outpatients 57.9
Supply of medicines for discharge 45.35

73.5

60.9

44.2

62.7

47.3

33.7

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

Sterile medicines 47.4
Aseptic medicines 56.8
Non - sterile medicines 79.5
Quality control 57.4

78.9

78.7

70.2

63.3

53.3

52.8

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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Cost of medicines 94.7 96.1 88.6
Cost of devices 53.7 94.1 77.5
Cost of consumables 421 71.3 46.3
Cost/number of pharmacy 64.7 74.8 59.3
employees

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

Medicines 81.6 43.9 27.7
information

Adverse reaction 78.4 54.4 38.9
reports

Medication error 58.4 78.4 62.2
reports

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

11



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

¢ ¢ ¢ g
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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

Incidents reported from Oct 2003 -
Jun 2014
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http://www.nrls.npsa.nhs.uk/resources/type/data-reports/?entryid45=135304
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Proportion of incidents by incident type and quarter,
Apr 2013 - Mar 2014
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http://www.nrls.npsa.nhs.uk/resources/type/data-reports/?entryid45=135304

Year Total number of Number of Medication Incident

Incident reports” medication reports as a

incident percentage of all

reportst incident reports

— I e recelved

2005 517415 42398 8.19

2006 742418 64484 889

2007 874148 79118 92.05

2008 986981 94280 9.55

2008 1118336 113837 10.18

20 1] 1 19871071 1 32069 11 40_2
Total 5.437.99% 826.186 -

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

20-4-2015
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http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3477327/

Actual clinical outcome Incidents Percent of
medication

Incidents

Death 271 0.05
Severe 551 0.10
Moderate 17421 3.3
Low 88578 13.03
No harm 439318 8348
N/A 240 0.05
Total 528379 100.00

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

Stage of medication process

Incidents Percent of

medication
incidents

Administration of medicines 263228 50.01
Prescnibing of medicines 97087 1845
Preparation / dispensing of medicines 87057 16.54
Other 48410 9.20
Monitering / follow-up of medicine use 23648 449
Advice 3537 0.67
Supply or use of over-the-counter (OTC) medicine 3045 0.58
N/A 240 0.05
(blank) 117 0.02
Other / Unspecified 48410 9.20
Total 526379 100.00

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

20-4-2015
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Catagory of arror Incidaents Percent of
meadication
incidents
Omitted and delayed madicing 62028 1558
Wrong dosa or strangth 80170 1523
Wrong medicine 48824 028
Wrong frequency A4165 8.39
Wrang quantity 28764 5.46
Mismatching betwean patient and medicine 21915 416
Wrong / tranaposead / omitted meadicing labeal 13755 261
Patient allergic 1o traatmeant 11695 222
Wrang formulation 11254 214
Wrong / omitted / passed expiry date 10998 2.09
Wrong storage 10447 1.98
Unknown 10024 1.90
Wrong method of preparation / supply 9840 1.87
Wrang route 7924 1.51
Contra-indication 1o the use of the medicine in mlation to 7632 1.45
medicine or condition
Advearse drug reaction (when used as intended) 5939 113
Wrong / omitted verbal patient directions 1383 0.26
Wrong / omitted patient information leaflet 1166 0.22
Blank 129 0.02
Other/not specified 118317 22.48
Total EZE3T7S TO0 00

Cousins D, Gerrett D, Warner B. Br J Clin Pharmacol. 2012:; 74: 597-604
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3477327/
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England
Stage One: Warning
Patient |z« or distress and death from

inappropriate doses of naloxone in
safety patients on long-term opioidlopiate

A'ert treatment

20 November 2014
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http://www.england.nhs.uk/ourwork/patientsafety/psa/
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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

Spontaneous ADR reporting by source 2008-2012
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http://www.england.nhs.uk/2014/03/20/med-devices
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:MHRA

Yellow Card reports received directly from healthcare professionals: 2008 - 2012
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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

-
¥

Data quality NRLS field arize
ot Description % of total
Issue name
Delayed repon N1 D&tz o nodent nodent reported Mose than four weeks atter SI%
the nodent
Data not reconded MDOs Madsone name %
Data not roconded MDOoS Propnetary mane "%
Data not reconded MDIO Manutichrs 893%
Data macoded Moot Use of the 2erm ‘other’ 1 the medicaton process $elo s
Optons mOude. prescnbng/Présarataniispensng
agmenstratian, mantonng et
Data mocodee MDO2 Use of the Sarm ‘other’ = tyoe of medcation emor. Optons 5%
incude wrong palient, medicne, raute, dose freguency
Quannty, omitted e6c
Data not reconded sTO statt type reporting the incdent "™
Optons ncude doctor, nurse pharmacnt etc
Qualty of dana NOT Revew of frée et Cescrpbion of what happened, death of 7% of podznts statad very Mtle
severe harm separts meaningful informatinn o ad karming
10% cid not report the spaction
o the emor Bt ied 50 haem
Data nat reconded HOG Acsons S3ken 20 prevent recurTence 4%
Data not recosdad N Apparenm Causes 69%
Data micooes 09 Cincal outcome codes indatng death or severe hamm aan

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

England
Patient Stage Three: Directive
Improving medication
Safety error Incident reporting
Alert | and learning
20 March 2014
Aoyt rbrercr i IRIRESAGVIN 3400 At mage  Thase - Dmctive
http://www.england.nhs.uk/ourwork/patients
’ WR Aafety/psa/
s England

Patient Stage Three: Directive
Improving medical device
Safety incident reporting
Alert and learning
20 March 2014

et e bwercr aavinn NHAPSAAN 01 G006 Bl e T Chvestow

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

NS Englend znd MHRA 2 wiodirg Jogefer in smpiy and noee rporing, prove dais /eport quaiy. manamise
leaming nd quide praciie to minmis ham from medicazon s by

v shamyg nodert d3% bebaeen MERA and NHS England reduang e reed for dupiicate dats ity by fronitiee siaft
¢ prowding new iypes of iaedback Som the Natonal Reporing 2nd Leaming System (NRLS: and MERA 10 mpsne

earring & bcal el
v daning medicaton sefiesy ruies and wzndfieng ey safety contacs 10 o besser commumicaaon between locl and
naona ks, and,

v seEng up a Nasonal Madcaton Saizty Network 2 2 new Sonum for discussieg potential and recognised sy ssuss,
genfyng tends 2nd acions to mprowe e saie use of madianes. The network wal also work vath new Patent Safety
improvement Cofaboratess that wal be set1p dunng 204

The Yellow Cand Scheme for reporting suspectd adverse drug rzactions to the MHRA will continue to operate &
moemal

Actions (Target date for completion 12 September 2014)

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

20-4-2015
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Al farge ™ healthcare providers
including NHS Trusts, comumunity
pharmacy multiples, home
healthcare companies and those
inthe independent sector should:

identify a board level director

(medical or nursing supported by the
chief pharmacist) or In community
pharmacy and home health care, the
superntendent pharmacist, to have the
responsibility to overses medication
error incdent reporting and learming,

D

identify a Medication Safety Officer
(M50) and emall their contact details
to the Central Alerting System (CAS)
tearn This person will be a memiber

of a new National Medication Safety
Netwaork Al medication
Error (epar 9 and learning and act as
the main contact for NHS England and

MHRA, and,
& identity an existing or new multl

professional group to regularly review
medication error incident reports,
improve reporting and learning and
take local action to improve medication
safety

P

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

Medication Incidents

Preventable medication errors reported to NRLS Adverse Drug Reactions re-
ported directly to the MHRA's
Yellow Card Scheme
»  whenmadication was used cor-

recy according 10 the Product
Licence.

«  Unicensed and ‘offdabel use

+  where no medicabion emor has cc-
cuTed

o assocaled with Buse g deliber-
ate msuse

MHRA review

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

20-4-2015
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http://www.england.nhs.uk/2014/03/20/med-devices

i

Resparsbiites shauid inchide the fodowing:

. acie memoership of the National Medicasion Safety Neswor;

. improwing reporting and eamimg of medication eror inadests i the organisation;

. managng medicaton incdent reporing in the omarisation. This may entai reviewing af medication incident reports 1o
ensure data quafty for focal and netonal eaming and wheee necessary to inestgate and find additional nfomztion
from reportas. Alo, 10 ahonse the reizase of medication eror reports fo the NRLS each week;

V.- tecenvry) and responuding to reguestsfor more mformabion about medication err ingdent reports from the Pedent Sty
Doman in NHS Engand and the MHRY;

V.. Work 2 a member of the medication safety commectee to defer the responsbifoes fsted i 7.1.4; and,

WL supparing the disseminasion of meddcation safety communiczzions from NHS England and the WERA troughout the
OFganisation.

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

22
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Commiltee respansibifties should include the following:

I, impeoying feporting and leaming of medication emor incidents in the organisation;

Il anaksing incident daa, zudit and other data to ientify, prionitse and address medication risks to minimise ham 1o
patents;

. identifying, eveloping and promoting best practice for medication safety. This will ndude supporting the implementation
of external patent safety quidance from NHS England, MHRA, NICE and other organisations - mplementztion wil requre
coordinason and support for process and system changes to reduce the ikefinood of senious medication emors occurmng
and zecumng, provding requiar feechack to clnical staff, patient care areas and hospital committees on medication risks
and planned action to minimise these risks;

. coordinating education and raining support to improve the quality of medication eror incident reports and safe
medation praciices; and,

V. asssting in development and review of medication-use polices and procedures.

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

S
L

- ln,.."'

@ 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.
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@ 363 organisations have identified a MSO in

Acute care

Mental health

Learning disabilities
Community and Ambulance
Community pharmacy
Independent healthcare
Home healthcare
Healthcare commissioners

¢ ¢ ¢ ¢ ¢ ¢ 2w
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NHS England launches medicines optimisation
prototype dashboard

une 2
NHS England today (12 June) launches the Medicines Optimisation Prototype
Dashboard, designed to encourage CCGs and trusts to think more about how well their
patients are supported to use medicine and less about focusing on cost and volume of
drugs

The prototype dashboard brings together in one place dala from across sectors In areas
such as medication safety, uptake of NICE approved medicines and utilisation of

community pharmacy Services

http://www.england.nhs.uk/2014/06/12/mo-dash
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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
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http://www.wellbuzz.com/wp-content/uploads/2011/03/injectionShot.jpg
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Omitted and delayed 15.58 Omitted and delayed 55.52
medicines medicine

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

Nold

e,

@ 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

20-4-2015
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