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PF'E‘!ES release

Health MEPs propose blueprint for safer healthcare
Fublic health - 14-04-2015 - 17:01
Committee : Environment, Public Health and Food Safety

 MEPs note that between 8 and 12% of
patients admitted to hospitals in the EU
suffer adverse events such as healthcare-
related infections, which place a heavy
burden on limited health service budgets.

http://www.europarl.europa.eu/sides/getDoc.do? pubRef=-%2f% 2fEP % 2f% 2f TEXT%2bIM-
PRESS%2b201504141PR41844%2b0%2bDOC%2bXML%2bV0% 2% 2fEN&language=EN

(7N World Health Patient Safety SAVE LIVES

%Y Organization . Clean Your Hands

Of every 100 hospitalized patients at any given time, 7 in
developed and 10 in developing countries will acquire at
least one health care-associated infection.

@ Burden of endemic health-care-associated infection in
developing countries: systematic review and meta-analysis
T H E L A N C E T Benedetta Allegranz], Sepideh Bagher Nejod, Christophe Combescure, Wilco Graafmans, Homa Attar, Liam Donaldson, Dicier Pittet
Lamcet 2011, 177 2261 :ﬂ;ﬂiﬁ Health-care-associated infection is the most frequent result of unsafe patient care worldwide, but few\‘
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Development of a pharmaceutical care pragran
in a bone marrow transplantation unit ) ] i
A bone marrow cancer patient has called on Sheffield hospitals
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Winner of the Pulitzer prize 2014
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lie dormant, CMV can bz reactivated and become danzerous when someone is Coroner rules that deaths of three other children at hospitzl were not connected
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What we think healthcare looks like <.
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But healthcare really looks like this ...
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Teams in healthcare are dynamic and complex
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QUESTION

- HOW MANY PEOPLE WORK ON
DELIVERING TRANSPLANTATION
IN YOUR CENTRE?

% Ty
a IéB T'.'._-L'I [ryam—— =-nn-i-uZI| lar Therapy &
=R B s /1S i






IR WE YERN\EFoeken, L. M. (2014). Blood stem cell donation: A model for worldwide cooperation in
transplantation. Annals of the Academy of Medicine Singapore, 43(6), 294—295.

International context

Stem cells are daily circulating around the World

1
+ “there are now around
In order to find a match, over 40% of the unrelated stem cell transplants involve a
33 Stem Ce” prOd UCtS donor in a country different from that of the patient, illustrating the unity of humanity
. beyend naticnal boundaries. Therefore international collaberation is crucial.
being transported L - |
International Circulation of Haematopoietic Stem Cells among the six WHO
Regions. Unrelated Cord Blood, Bone Marrow and Peripheral Blood Stem
every day aCross the Cells. (Source WBMT/WMDA 2009)
world to facilitate
transplants in another
”
country

* 12,000+ HSCT
products exchanged
across borders every

year Cord blood

Bone Marrow/PBSC

E Ly Imbsrnaticnad Eacisty for Cal lelar Tharspy &
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RESPONSE BY HEALTHCARE
PROFESSIONALS TO THESE
CHALLENGES
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Popular improvement strategies

Table 14.2 Popular improvement strategies

Category

Examples

1. Philosophical;, concepiual

2. Patient journey

3. Education, development

4, Specific tools

+ Accounts of causation
* Theoretical domains framework
alitv | ' oncepiual franm

Clinical practice guidelines

d] =3

* Chronic disease managemernt

* System re-engineering (or business prc
redesign)

* Lean productions cycles

Educational outreach l|

Continuing medical educatio

* Protessional development and self-dire
leaming

+ Extended professional roles

+ Specialty outreach programs

+ Continuous quality improvement

* Clinical governance
» Audit and feedback

'IRisk and safety management I
L communication

= Severity assessment systems

» Causation analysis

+ Forcing functions
+ Failure modes and effects analysis

* Functional resonance analysis method
= Six Sigma

* Plan-Do-5mdy-Act cycles (PDS A)
Checklists

= Clinical decision support sysiems
= Adjuvant models of care

= Evidence-based medicine

5. Natural systems

=t . i mpions
characteristics P

=IPhysician practice profiling
= Culture change
* Political reframing

6. Reviews, evaluations o otk cast todieerm

s Realistic evaluation

# Farmative and summative evaluation
approaches

= Clinical audit

7. Teamwork, collaboration

= Interdisciplimary collaboration and teamwork
= Multi-site quality improvement collaborations
= Clinical service networks

flyencing erganizational cullure

campaigns

External accreditation t-mediated quality improvement

and Sta ndards ItL:fEﬂUHEd OuLComes measures

t-centered or patient-focused care

| of

r;zp;ng

* Public scorecards and performance reporting
= Pay for performance schemes

| External acereditation and standards |

= Incident reporting

* Market-based control mechanisms

Adapied from: Scou (2000); Braithwaite and Colera (2010); Hughes (2008); Frankel
et al. (2003)

The Oxford Handbook of Health Care Management.
Ewan Ferlie, Kathleen Montgomery, Anne Reff Pedersen.
Oxford University Press, 7 abr. 2016 - 504 pp. ISBN
0191015202,9780191015205
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Regulation v. Accreditation

Table 1 Contrasting accreditation and regulation

Regulation Accreditation
Standards Minimal Optimal
Aim Compliance Development
Facilitation No Yes
Self-assessment No Yes
Assessors Inspectors Peers
Staff engagement Low High

Shaw, C. (2015). Accreditation is not a stand-alone solution. Eastern
Mediterranean Health Journal, 21(3), 226—-231.
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SO WHAT HAPPENED IN BMT?
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Experts at the hospital, as well as outside consultants, recognized that many

factors contributed to this tragedy (Conway and Weingart, 2005).

System issues included

* minimal double-checks

» orders written by fellows without attending MD signoff

* unclear protocols that were not current and not easily available to RNs and
pharmacists.

Some dosages were written in total dose and some in daily dose formats, often in

the same protocol.

Maximum dose checking was not a feature of the pharmacy computer system.

When reporting did occur, it did not move up the organization in a timely fashion.

From Preventing Medication Errors: Quality Chasm Series

Committee on Identifying and Preventing Medication Errors, Philip Aspden, Julie Wolcott, J. Lyle

Bootman, Linda R. Cronenwett, Editors. ISBN: 0-309-65856-X, 480 pages, 6 x 9, (2007) /—\
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Clinical
B1 General
B2 Clinical Unit

B3 Personnel

B4 Quality Management

B5 Policies and Procedures

B6 Allogeneic and Autologous
Donor Selection, Evaluation,
and Management

B7 Therapy Administration

B8 Clinical Research

Collection Marrow
CM1 General

CM2 Marrow Collection
Facility

CM3 Personnel
CM4 Quality Management
CM5 Policies and Procedures

CM6 Allogeneic and
Autologous Donor Evaluation
and Management

Collection Apheresis

C1 General
C2 Apheresis Facility

C3 Personnel

C4 Quality Management

C5 Policies and Procedures

C6 Allogeneic and Autologous

Donor Evaluation and
Management

Processing
D1 General
D2 Processing Facility

D3 Personnel

D4 Quality Management

D5 Policies and Procedures

D6 Process Controls

CM7 Coding and Labeling of
Cellular Therapy Products

C7 Coding and Labeling of
Cellular Therapy Products

D7 Coding and Labeling of
Cellular Therapy Products

CM8 Process Controls

B9 Data Management

CM9 Cellular Therapy Product
Storage

CM10 Cellular Therapy
Product Transportation and
Shipping

CM12 Direct Distribution to

Clinical Program

C8 Process Controls

C9 Cellular Therapy Product
Storage

C10 Cellular Therapy Product
Transportation and Shipping

C12 Direct Distribution to
Clinical Program

D8 Distribution

D9 Storage

D10 Transportation, Shipping,
and Receipt

I B i [SCT———=
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“Classic” view

- . o -

Clinical Bone Marrow Apheresis Processing
Collection

FACT-JACIE view

Clinical Bone Marrow Apheresis Processing
Collection
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WHAT IS JACIE?
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Whatis JACIE?

Joint Committee
ISCT & EBMT

Operates as EBMT

Committee \

Focussed on
cellular
therapy

Standards
setting and
accreditation
organisation

‘D

International
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hl!ﬂwﬂm:l Sty for Cellular Tharagy )
[SCT—=s

International
Society for
Cellular Therapy

Accraditation
Committee
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JACIE
Commlitee
Chair: John Snowden [EBMT)
Nirna Worel (EBMT)
Rafael Duarte (EBMT)
Liesbeth da Jang(ISCT)
Giusappe Astori (ISCT)
Medical Diractor

Medical Director
Riccardo Saccardi

National

Quality
Rep. Managers

Committee Committes

EEMT ExCom
Mohamad Mohty
Rafael Duarte
Jirgen Kuball

Executive

Director
Andreu Gusi

Operations
Manager
Ecin McGrath

Accreditations
Coardlnators
Iris Bargallo
Raquel Espada
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Carole Charley
Ivana Ferrero
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WHAT WE DO WANT TO BE
An initiative that impacts on patient survival

¢ baematologlca

Ao e al

Use of the quality management system “JACIE" and outcome after
hematopoielic stem cell transplantation

by Alnis Craowohl Ronasld Brand, Esin L-’.-lerr‘ w‘||a van Birzen, Anna Sureda,

Fer Ljungmian, Helen Baldomern, Christian Chabannon, and Jane Appetley Bhide- cine {013} 300 D00

Conenls lisls availeble g, E2 e e 22,

ERinMedicine

jriraalhamepace wwa fhinmel ere mam

Fesgarck Asdde

Economics and Outcome Atter Hemnatopoietic Stem Cell Transplantation: @ S
A Retrospective Cohort Study

Alnis urstumhl ** Anaa SUIeda lz.ea Dadomern®, Wichze] Grn‘mfuh] Peter Dreger?, Nico.zus K-tiger ™

Fe- Tjangmen, Rn Mefiata b, Vo3 md Moz, Arinn f\ag er' Al “anr]rn Remihaled !,

Carrren Ruiz de Flvired Jobn & Sntuelen Ja'ioh Passweg ?, Jane ‘!'|[r1'.|f‘ ey ™ T¥etzer W ederwiese"
Thev 5:jjuen ", Runald Boaae "l i Juiul Aveedila o Cowni_ee (JACIE) ol e luteria woa: Sucely
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@JACE_EBMT  \WHAT WE DO WANT TO BE
An initiative that impacts on donor safety

Boine Marrow Transpantation (2004), 1-4 @

© 2014 Macmilian Poblishers Limited  All nghis reserved 9.268-3 369/ 14

W, nature.com/bmt

ORIGINAL ARTICLE
The impact of improved JACIE standards on the
care of related BM and PBSC donors

€ Anthias ', ME Ethell’, MN Porter’, A Madrigal'” and BE Shaw™**

“Following the introduction of JACIE standards addressing
donor care, new Standard Operating Procedures were
written, leading to significant improvements in donor
consenting procedures and donor follow-up”

Before After
change change

Same doctor consented both the RD and their recipient 20% 0%
Donors offered a choice of donation route 33% 80%
Donor follow-up beyond 1 week post donation 37% 58%,,
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WHAT WE DO NOT
WANT TO BE

*“Tick-box exercise”

» Stop health
professionals thinking for
themselves!

OUTCOMEST,...notmally
wE just measure +he height
of the files!

https://www.cartoonstock.com/cartoonv

asp?catref=forn2693
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WHERE ARE WE TODAY?
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Among the pioneers in Europe

2004
The | b
Netherlands | __ : R e
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Take-up of JACIE
among allo-
transplanting
centres —

Centres that have
applied as
percentage of
total centres
reporting
transplants to
2014 EBMT
Activity Survey

o S. Africa

o | | | R 0y
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Take-up among transplant centres™

« Percentage of transplanting centres reporting to the 2014
EBMT Activity Survey” that have at least applied for
accreditation since 2000

All types 42% 93% 88% 65% 47% 43%
Auto 21% 83% 88% 24% 9% 14%
Allo 959% 100% 100% 85% 74% 1%
Total 657 15 951 95 109 76
respondents

a1 Homatopoieio stom cel tanaplantation i Europe 2014: mors thai 40 “data May 2016

000 transplants annually. Bone Marrow Transplant [Internet]. 2016 Feb =

22;(January):1—7. Available from: Y

[SCT
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Activity
Activity

80

70

60

50

40

30

20

10

0 2011 2012 2013 2014 2015 2016
m Applications 61 51 55 50 74 40
m Inspections-complete 44 52 57 49 63 49
m Accreditations 37 47 42 47 50 51
* 2016 — 12 inspections scheduled up to Dec. _;,:.i?e M_Em%m?mﬂwwﬁ
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JACIE & Regulations &
Take-up of accreditation

Russia

Belarus

Ukraine
Czech Rep.

Slovakia j
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[JACIE interactions with

European Union

« EU Commission

— DG SANTE

* |Invitation to contribute to upcoming stakeholders consultation
on Tissue & Cell Directives revision assessment

— Projects / Joint Actions

« EuroGTP Il
« ARTHIQS
 VISISTART

S é R
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INSPECTORS
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Inspectors

« 260+ cellular therapy professionals on the
JACIE reqister

* Volunteers
* Recelve only expenses and per diem
 Fundamental to the process
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Criteria for inspectors

5 years professional experience in their BMT
field

Membership of professional society

Attend JACIE Training Course

Pass online exam on standards and process
Level B1 in English (at least writing)

Coming soon — interviews of new candidates
before acceptance by JACIE

g !
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Languages & inspectors

CZ; 3

IT; 51 MC: 2

DK; 1
VT; 1
SB; 1
HU; 1
RM; 1

DE; 58

EN; 175

=1 Bt tovny o o i [ S
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Experience among inspector pool

Total inspectors <10 (en
blanco)
m1-2
3-4
m 5-6

7-9

m>9

\_\
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Quality Management Inspectors

* |nitiative from late 2015
* Further details with Raquel Espada
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* “If you cannot
measure it, you can
not improve it"

William Thomson (Lord Kelvin) 1824 — 1907

Determined the correct value of absolute zero
as approximately -273.15 Celsius

3 37
M | || '“:::?:1'::51-:-::” [Ty bt
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* “Without data,
you’re just
another person
with an
opinion”

William Edwards Deming (October 14,
1900 — December 20, 1993) was an
American engineer, statistician, professor,

author, lecturer, and management
consultant.

https://en.wikipedia.org/wiki/\W. Edwards__

Deming
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