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2

3

Q
ua

lit
y 

of
 p

ha
rm

ac
eu

tic
al

 s
er

vi
ce

s
jo

hn
ny

.b
en

ey
@

ic
hv

.c
h

22
/0

3/
20

06
ICHV Presentation outlinePresentation outline

•• Brief historyBrief history
• Various references / evaluation systems
• What are the evidences ? 
• Application to pharmaceutical services
• Conclusion 
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Quality Control

Quality Assurance

Total Quality ManagementQuality
level

1930 1940 1950 1960 1970 1980 1990

CIMTEC Sion 

2000
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ICHV What about health care ?What about health care ?

• To err is human (1999)
• Crossing the quality chasm (2001)
• Is the focus  on quality in health care 

really so new ?
• Precursors :

• Florence Nightingale (1820-1910)
Use of statistics

• Ernest Avery Codman (1869-1940)
Outcomes

• Archie Cochrane (1909-1988)
Evidence Based Medicine

• Avedis Donabedian (1919-2000)
Structure, process, outcome
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ICHV Avedis DonabedianAvedis Donabedian
(1919 (1919 -- 2000)2000)

« Evaluating the quality of medical care » 
(Milbank Memorial Fund Quarterly 1966;44:166–206)

Outcomes

Process

Structure
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ICHV What has changed these last years ?What has changed these last years ?
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ICHV Institute of Medicine’s definition Institute of Medicine’s definition 

« Quality of care is the degree to which 
health services for individuals and 

populations increase the likelihood of 
desired health outcomes and are consistent 

with current professional knowledge. »

Medicare: A Strategy for Quality Assurance, Volume I
Kathleen N. Lohr, Editor; Committee to Design a Strategy for Quality Review and 
Assurance in Medicare, Institute of Medicine
468 pages, 1990 (http://books.nap.edu/catalog/1547.html accessed February 20th

2006) 
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• Brief history

•• References / evaluation References / evaluation 
systemssystems

• What are the evidences ? 
• Application to pharmaceutical services
• Conclusion 
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ICHV Reference / Evaluation systemsReference / Evaluation systems

Reference & EvaluationReference & Evaluation

• Licensure
• Third party 

assessment 
(External Quality Assessment as defined by 
WHO)

Evaluation onlyEvaluation only

• Patient surveys
• Statistical indicators
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ICHV LicensureLicensure

• A process by which a governmental authority 
grants permission to an individual or an 
organization to operate. A process that 
• Ensures that legal requirements are met

(public health protection and safety) 
• Focuses on structure and does not usually address 

clinical process or performance
• Is done before opening, in return of payment of a fee 

with minimal or no inspection
• Licensure is based on minimum standards and 

therefore does not foster innovation for 
consumer or provider.  
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ICHV External Quality Assessment External Quality Assessment 
(EQA)(EQA)
All kinds of organizational review 

which use written standards. 
• Industry based / generics models 

• ISO 9000 
• EFQM Excellence model 

• Health care based
• Peer Review
• Accreditation

Heaton C. External peer review in Europe: 
an overview from the ExPeRT Project. 
External Peer Review Techniques. Int J 
Qual Health Care. 2000 Jun;12(3):177-82. 
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ICHV EQA : ISO 9000EQA : ISO 9000

(1 (1 –– origin and focus )origin and focus )
• Originally designed for 

manufacturing industry 
(ISO 9001/2/3/4)

• Certification widely 
available from 
independent auditors 
(regulated by a national 
accreditation agency)

• Adapted in 2000 
to be more « services 
oriented »

http://www.iso.org/iso/en/prods-
services/otherpubs/pdf/survey2004.pdf
(accessed January 20th 2006)
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ICHV EQA : ISO 9000EQA : ISO 9000
(2 (2 -- standards)standards)
• ISO 9000:2000 standards 

• Quality management system 
• Management responsibility
• Resource management
• Product realization
• Measurement, analysis and improvement
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ICHV EQA : ISO 9000EQA : ISO 9000

(3 (3 -- evaluation)evaluation)
• Evaluation : External audit by a certification 

entity 
• Within 1994 version : are you doing what the manual 

says you should be doing ? 
• Within the 2000 version : will this process help you 

achieve your stated objectives ? is it a good process 
or is there a better one or a better way  to do it ? 

• Product : Certification, a proof that 
• A quality management system is established 

• It ensures constant results
• It promotes continuous quality improvement

• Management is actively involved

16

Q
ua

lit
y 

of
 p

ha
rm

ac
eu

tic
al

 s
er

vi
ce

s
jo

hn
ny

.b
en

ey
@

ic
hv

.c
h

22
/0

3/
20

06

ICHV ISO 9000 : 2000ISO 9000 : 2000

WeaknessesWeaknesses
• Generic model
• Process (rather than 

outcomes) oriented

Strengths Strengths 
• Quality Management 

System 
• Well known certificate 

BarriersBarriers
• Lack of resources
• Risk of “Over 

documenting” 

Facilitating factorsFacilitating factors
• Clear commitment of 

the management
• Shared values across 

all the organization 
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ICHV EQA : EFQM modelEQA : EFQM model

(1 (1 –– origin and focus)origin and focus)
• European Foundation for Quality 

Management (1988) 
• European’s answer to US  Malcolm 

Baldrige National Quality Award (MBNQA)
• MBNQA :  Award introduced as a response to 

Japanese quality success
• A model that can be used as 

• A frame of reference for quality management
• A tool for self assessment
• A national or international quality award
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ICHV EQA : EFQM modelEQA : EFQM model
(2 standards)(2 standards)

ProcessesLeadership

People

Policy &
Strategy

Partnerships
& Resources

Enablers

Key
Performance

Results

People 
Results

Customer
Results

Society
Results

Results

The EFQM is based on the premise that enablers 
direct and drive the results.

Copyright © 1999 - 2003 EFQM www.efqm.org (accessed January 20th 2006)

100 pts 80 pts

90 pts

90 pts

140 pts 200 pts

90 pts

60 pts

150 pts
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ICHV EQA : EFQM model EQA : EFQM model 

(3 (3 -- evaluation)evaluation)
• Self assessment
• Organizations with a mature form of quality 

management are challenged by the EFQM to 
apply for national or international quality 
award.
• Report by experienced assessors (0-1’000 pts)
• > 500 pts -> site visit
• > 550 pts -> Finalist
• > 620 pts -> Prize Winner
• Award Winner 
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ICHV EFQMEFQM
WeaknessesWeaknesses
• Generic model
• No document of goal 

attainment (certificate 
or accreditation, etc.) 

Strengths Strengths 
• Benchmark
• Total quality oriented 

framework

BarriersBarriers
• Terminology
• Lack of trained staff 

to run self-
assessment 

Facilitating factorsFacilitating factors
• Sound leadership
• Integration in the 

managerial process 
(rather than running parallel to it)
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ICHV EQA : Peer Review EQA : Peer Review 

(1 (1 –– origin and focus) origin and focus) 
• Originated and developed in the Netherlands 

(Visitatie : re-registration of medical 
associations members) and in UK 

• Grounded in the medical profession
• Aims to improve the quality of the care process
• by focusing on the quality of individuals or 

clinical teams’ performance (not on the whole 
organization)

• Initiated and co-ordinated by the relevant 
professional entities and scientific associations  
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ICHV EQA : Peer ReviewEQA : Peer Review
(2 (2 -- standards) standards) 
• Health care oriented 
• Speciality based 

• Standards of good quality care or best 
practices are used when available

• Ongoing development of guidelines when  
standards are not available

• Limited access 
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ICHV EQA : Peer Review EQA : Peer Review 

(3 (3 -- evaluation)evaluation)
NetherlandsNetherlands
• Elaborated criteria for 

reviewers
(up-to-date knowledge, open-
minded, constructive attitude)

• Review process formally 
structured, information 
gathered through :  
• Questionnaires
• Structured interviews

• Results are confidential 
to the departments 
visited  

United KingdomUnited Kingdom
• Written instructions for 

volunteers, no training  

• Review process follows 
the workflow of the 
department, information 
gathered through :  
• Observation
• Ad hoc interviews

• Results are confidential 
to the departments 
visited  

van Weert C. Developments in professional quality assurance towards quality improvement: some examples 
of peer review in the Netherlands and the United Kingdom. Int J Qual Health Care. 2000 Jun;12(3):239-42 
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ICHV Peer ReviewPeer Review
WeaknessesWeaknesses
• Focus on the quality of 

individuals as opposed to 
whole hospital

• Isolated from other 
quality activities   

StrengthsStrengths
• Focus on the quality of 

care
• Endorsed by clinical 

professions

BarriersBarriers
• Lack of resources
• Lack of expertise
• Lack of an overall plan 

Facilitating factorsFacilitating factors
• Medical record 

systems
• Protected time to act 

on review findings
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ICHV EQA : AccreditationEQA : Accreditation

(1 (1 –– origin and focus) origin and focus) 
• Originated in US health care

(1917 - Minimum Standards for Hospitals. ACS) 
• Reviews are conducted by professional peers
• Aim at encouraging organizational development 

and performance through multidisciplinary 
assessment of healthcare functions

• Originally designed as an independent (non 
governmental) voluntary programme

• Subsequently adopted in different countries as a 
mandatory programme (France, Italy, Scotland)   
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ICHV EQA : AccreditationEQA : Accreditation
(2 (2 –– standards) standards) 
• Health care oriented
• Ideal achievable standards

(versus minimum standards for licensure)
• Emphasis on safety

• Examples of JCAHO medication 
management standards    
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ICHV Joint Commission medication Joint Commission medication 

management standardsmanagement standards
Old standards Old standards 
• Four steps 

• Ordering and 
prescribing

• Preparing and 
dispensing

• Administration
• Monitoring 

2004 standards2004 standards
• Emphasis on 

medication safety
• Two more steps

• Medication selection 
and procurement

• Storage 

Rich DS. New JCAHO medication management standards for 2004. Am J Health Syst Pharm. 2004 
Jul 1;61(13): 1349-58. 
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ICHV JCAHO medication management JCAHO medication management 
standards (2004) standards (2004) –– example 1example 1
• MM.1.10 : Patient-specific information is 

readily accessible to those involved in the 
medication management system

Rich DS. New JCAHO medication management standards for 2004. Am J Health Syst Pharm. 2004 
Jul 1;61(13): 1349-58. 

Information 
technology



15

29

Q
ua

lit
y 

of
 p

ha
rm

ac
eu

tic
al

 s
er

vi
ce

s
jo

hn
ny

.b
en

ey
@

ic
hv

.c
h

22
/0

3/
20

06
ICHV JCAHO medication management JCAHO medication management 

standards (2004) standards (2004) –– example 2example 2
• MM.2.10. Medication available for 

dispensing or administration are selected, 
listed, and procured on criteria 
• Formulary committee 

(not a unilateral effort by the pharmacy 
department)

• Information on new drugs added to the 
formulary  

Rich DS. New JCAHO medication management standards for 2004. Am J Health Syst Pharm. 2004 
Jul 1;61(13): 1349-58. 
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ICHV JCAHO medication management JCAHO medication management 
standards (2004) standards (2004) –– example 3example 3
• MM.4.10 All prescriptions or medication 

orders are reviewed for appropriateness

Rich DS. New JCAHO medication management standards for 2004. Am J Health Syst Pharm. 2004 
Jul 1;61(13): 1349-58. 
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ICHV JCAHO medication management JCAHO medication management 

standards (2004) standards (2004) –– example 4example 4
• MM.4.20 Medications are prepared safely

• When an onsite licensed pharmacy is 
available, sterile medication, i.v. admixtures, 
and other drugs are compounded or admixed 
only in the pharmacy, except in emergencies 
or when this practice is not feasible 
(e.g. when the duration of product stability is 
short)

Rich DS. New JCAHO medication management standards for 2004. Am J Health Syst Pharm. 2004 
Jul 1;61(13): 1349-58. 
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ICHV EQA : AccreditationEQA : Accreditation
(3 (3 -- evaluation)evaluation)
• Focus on improvement rather than just quality 

attainment 
• Evaluation of structures, process and outcomes
• Includes risk management
• Use of different techniques

• E.g. JCAHO
• Self evaluation 
• Survey (audit)
• Patients surveys
• Statistical indicators
• Sentinel events

2006 :
unannounced

survey
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ICHV AccreditationAccreditation

WeaknessesWeaknesses
• Onerous for small 

facilities
• Risk of lowering 

standards to be more 
attractive to potential 
participants

Strengths Strengths 
• Can promote public 

accountability 
• Encompasses different 

approaches (audit, survey, 
statistical indicators, risk 
management) 

BarriersBarriers
• Increased workload 
• When mandatory, 

accreditation becomes 
another form of licensure

Facilitating factorsFacilitating factors
• Strong government 

support 
(funding, subsidy of assessment, 
financial incentives)
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ICHV Presentation outlinePresentation outline

• Brief history
• References / evaluation systems

•• What are the evidences ? What are the evidences ? 
• Application to pharmaceutical services
• Conclusion



18

35

Q
ua

lit
y 

of
 p

ha
rm

ac
eu

tic
al

 s
er

vi
ce

s
jo

hn
ny

.b
en

ey
@

ic
hv

.c
h

22
/0

3/
20

06
ICHV Are quality improvement Are quality improvement 

programmes effective ?  programmes effective ?  
• There is little research evidence as to their 

effectiveness.
• This lack of evidence does not mean that quality 

programmes are not effective,
• but is rather due to  

• the failure to publish quality improvement work
• and the methodological challenges of 

• measuring outcomes,
• attributing a causality to these complex interventions to 

organizations or health care systems.
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ICHV

Smith GC, Pell JP. Parachute use to prevent death and major trauma related to gravitational challenge: 
systematic review of randomised controlled trials. BMJ. 2003 Dec 20;327(7429):1459-61. 

Under exceptional circumstances, common 
sense might be applied when considering the 
potential risks and benefits of interventions.
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ICHV Are Randomized Controlled Trials Are Randomized Controlled Trials 

(RCT) the gold standard for QI ? (RCT) the gold standard for QI ? 
• Different goals :

• The primary goals of original research are to discover and 
publish generalizable results.

• The goal of quality improvement (QI) is to enhance 
performance. Publication about QI is more about sharing 
experience and learning rather than sharing results. 

• RCT were developed to meet the needs of original 
research, not the ones of QI or risk management.

• Other tools (e.g. statistical process control, 
interrupted time series, before-after studies, etc.)
can / must be used to evaluate QI. 
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• Brief history
• References / evaluation systems

• What are the evidences ?

•• Application to pharmaceutical Application to pharmaceutical 
servicesservices

• Conclusion
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ICHV Pharmaceutical servicesPharmaceutical services

Pharmaceutical services

Selection of drugs 

health

Pharmacotherapy

ValueValue
Drug information  

Clinical 
pharmacy

Other cognitive 
activities

Emergency 
pharmacy 
services 

Drug storage 
and  procurement

Formulary 
management

Compounding and 
reconstitution

Adapted from Beney J, Reymond JP, Marty S, Buri P, Mathe H. 
Value chain analysis and quality in pharmaceutical services, 
EHP, December 1997, vol. 3 n°5, 172-7
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ICHV Quality issues Quality issues 

No beta-blocker after AMI
(when no contraindication exist)

Failure to use 
when indicatedUnderuse

Antibiotic for a viral upper 
respiratory tract infection 

No indication but 
usedOveruse

Error in dose calculation 
of digoxin

Appropriate 
choice, error in 

use 
Misuse

Example Example DefinitionDefinitionTypeType

Pharmaceutical services can help reduce 
Misuse, Overuse and/or Underuse.  

Chassin MR, Galvin RW. The urgent need to improve health care quality. Institute of Medicine National 
Roundtable on Health Care Quality. JAMA. 1998 Sep 16;280(11):1000-5. 
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ICHV Misuse :Misuse :

• Setting : a US not-for-profit 489-bed non-teaching 
hospital

• Aim : to reduce ADE 
• Intervention : 

• Work on culture change 
• Identification of high risk drugs 

(based on internal error reporting)
• Multiple interventions (protocols e.g. warfarin, Heparin, 

sedation, potassium, insulin, PCA orders, switch,  etc.)
• FMEA conducted on the pharmacy dispensing system

• Outcome :  ADE, identified with help of a trigger tool 
(rash, use of vitamin K, use of naloxone, etc.) from a 
random sample of patient charts    

Cohen MM, Kimmel NL, Benage MK, Cox MJ, Sanders N, 
Spence D, Chen J. Medication safety program reduces 
adverse drug events in a community hospital. 
Qual Saf Health Care. 2005 Jun;14(3):169-74
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Statistical process control chart. The solid line 
represents the mean ADE rate and the dotted 

line represents the upper control limit, defined 
as three standard deviations above the mean. 

Each point represents the result of a single 
month's audit.

Cohen MM, Kimmel NL, Benage MK, Cox MJ, Sanders N, 
Spence D, Chen J. Medication safety program reduces 
adverse drug events in a community hospital. 
Qual Saf Health Care. 2005 Jun;14(3):169-74

Baseline Transition Post intervention
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• Setting : a UK district hospital, which 
provides acute medical services to a 
population of 300’000

• Aim : To improve medication management  
• Intervention : 

• A senior pharmacist became a member of the 
post-admission ward round

• Outcomes :
• Impact on drug expenditure
• Impact on medication associated risks

Fertleman M, Barnett N, Patel T. Improving medication 
management for patients: the effect of a pharmacist 
on post-admission ward rounds. Qual Saf Health Care. 
2005 Jun;14(3):207-11.
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Fertleman M, Barnett N, Patel T. Improving medication 
management for patients: the effect of a pharmacist 
on post-admission ward rounds. Qual Saf Health Care. 
2005 Jun;14(3):207-11.

Funding for a post-admission ward round pharmacist has 
been granted as a result of this study. 
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• Setting : Kaiser (US) Clinical Pharmacy Cardiac Risk 
Service
Region wide consultants providing patient counselling on a variety 

of coronary artery disease (CAD)-related drug management 
issues  

• Aim : To improve the use of ACE inhibitors in patients 
with both CAD and Diabetes (-> lisinopril 20 mg/day) 

• Intervention : 
• Inpatient : staff education (one-to-one, voice and mail 

communication)
• Outpatient management by a CPCRS pharmacist

• Outcome : nb. of patients achieving optimal dosage of 
ACE inhibitor

McConnell KJ, Humphries TL, Raebel MA, Merenich
JA. Clinical pharmacy specialist implementation of 
lisinopril therapy in patients with coronary artery 
disease and diabetes mellitus. Pharmacotherapy. 
2003 Dec;23(12):1564-72. 
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McConnell KJ, Humphries TL, Raebel MA, Merenich
JA. Clinical pharmacy specialist implementation of 
lisinopril therapy in patients with coronary artery 
disease and diabetes mellitus. Pharmacotherapy. 
2003 Dec;23(12):1564-72. 
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Pharmacy : a Swiss initiativePharmacy : a Swiss initiative

Swiss Society of Public 
Health Administration and 

Hospital Pharmacists

Hospital pharmacy 
specific requirements

• Formulary
• Drug Information
• Drug Manufacturing
• Medication Process
• Risk management

ISO 9001:2000 
requirements

• Quality management 
system 

• Management responsibility
• Resource management
• Product realization
• Measurement, analysis 

and improvement

ISO 9001:2000 Peer Review

QRHP certificate

ISO 9001:2000 auditor Hospital pharmacist auditorAudit

Widemeier P. Beney J. Bissig M. Cingria 
L. Leu Marseiler R. Muff P. Quality 
Management Standards in Switzerland. 
Hospital Pharmacy Europe, November / 
December 2005, 1-2.
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representatives’ visitsrepresentatives’ visits
• Before-after study

(two one-year periods)
• Assessment of 

(59 / 61 visits) 
• Overall quality 
• Request for formulary 

addition 
• Scientific value
• Spontaneous mention of 

indication, CI, SE, Dosage, 
ADE

• Feed-back to 
pharmaceutical 
companies between the 
two periods 

Fonzo-Christe C, Herrmann F, Bonnabry 
P. Quality assessment of the visits of 
pharmaceutical company 
representatives to hospital 
pharmacists. Swiss Med Wkly. 2005 
Nov 19;135(45-46):666-73 
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dose blisters : a QI initiativedose blisters : a QI initiative

Muff P, Rueger M, Marinelli E, Portenier L. 
Identification of unit-doses of solid form drugs 
potentially handled by nurses. Poster presented 
at the 33rd European symposium on Clinical 
Pharmacy, ESCP, Prague, October 2004.
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Single dose blister
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use of the GSASA forum use of the GSASA forum 
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at ICHVat ICHV

Ansermot N. Beney J. Marty S. Reymond J.Ph. Impact de la 
revue des Kardex et de l’intégration du pharmacien dans 
la visite médicale des départements de médecine.
présenté au congrès GSASA, St-Gall, novembre 2003 

Quality improvement 
( 85% of the interventions)

3 pharmacists
48 ward rounds (max.1/week)   
895 patients
Acceptance rate  89%
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• Brief history
• References / evaluation systems

• What are the evidences ?
• Application to pharmaceutical services

•• ConclusionConclusion
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• No quality programme has proven to be 
superior to others.

• Quality improvement probably requires 
implementation of aspects of various 
approaches.   

• Performance measurement systems should aim 
to manage and improve hospital performance, 
rather than generate unreliable ranking and 
comparisons.

• Incentives rather than constraint should be 
used. 
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Is quality of pharmaceutical services  
a tool to help improve the safety of the 

medication process ?

Yes…, but… 
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• Medication safety requires hospital-wide efforts 

and leadership commitment. 
• Quality implies a careful evaluation of 

customers’ needs.
• Such evaluation allows pharmaceutical services 

to be embedded in the hospital quality 
improvement process. 

• When these conditions are fulfilled, 
pharmaceutical services can help reduce drug 
overuse, underuse and misuse.
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Thanks for your attention !

Dr Johnny Beney
Pharmacien d'Hôpital FPH
ICHV
Grand Champsec 86
1951 SION / Switzerland
Phone : +41 27 603 4739
Fax : +41 27 603 4991
e-mail: johnny.beney@ichv.ch
web: http://www.ichv.ch


