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Objective:

Development of a

Guideline document

setting criteria for the certification of the

European Expert European Haemophilia

Haemophilia Centres Centres
(EU-EHC) (EU-HC)

in EU MS, in order to promote standardization of quality of diagnosis and
treatment in the European Haemophilia Centres



M1 Literature review on
certification system in
EU MS completed

M2 Questionnaire
defined and diffused to
EUHANET and other
collaborating partners

T

WP4 Flow of activities

M3 Core draft of the
guiding document
available for consultation

M4 Guiding document
finalized according to
the input from the
consultation process

M5 Haemophilia
Centres - Evaluation
System framework
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OBJECTIVE

4

Shared principles and criteria

(scopes, approaches and rules)
for the production of a common set of EU standards on Haemophilia Centres

for European countries through a situation analysis on certification systems



WP4 Flow of activities
2012 July 31t

Milestone
4

n Committee of Experts

European principles of haemophilia care

ASTERMARK,+ K. FISCHER,}{ A. GRINGERL§ 1 EUCERD RECOMMENDATIONS

° Literature review and analysis

Identification of strategic
EAHAD EHC || EUHASS || EUHANET

partners to be involved in
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2012, July 31st

National Standards
and Guidelines
on Haemophilia

o@ ion and review of Treatment

e (‘atlflcatlon/accred|tat|on

(‘Psy ans in EU MS through the
Preliminary questionnaire

17 questionnaires collected out of 27 sent

Preliminary Questionnaires results

and Literature cross match
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2012, July 31st

Definition of a proposal of
criteria/principles to be adopted for
the standards production

PROPOSAL: 7 CRITERIA

Crit. 1: Types of structures
involved

Crit. 2: Types of diseases

Crit. 3: Age groups of patients

Crit. 4: Reference sources

Crit. 5: Types of standards

Crit. 6: Assessment

Crit. 7: Issues to be developed

Principles and criteria
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OBJECTIVE

€

Consensus building on the preparation
of the guiding document

Criteria and Principles validated
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2012, August 315t

Definition and diffusion of a
Questionnaire on principles
and criteria to EUHANET and
other collaborating partners

56 Questionnaires 2 !

Questionnaires collection and BRI ERic it ”
m Agree

o

H P. Agree
= NA

analysis 26 EU and
non-EU MS

Criteria and Principles validation
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2013 January 31

Milestone 1 Milestone 2 *  Milestone 3 Milestone 4 / Milestone 5

OUTPUT

\ 4

Core draft of the Guiding document
available for consultation
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Standards

prod

and  guiding

uction

document

Definition of Standards index and framework

GENERAL REQUIREMENTS

Fodlity

Development of Standards

ENGLAND (Hcs) BELGIUM (G TETHERLANDS TTALY (MEC TTALY (AIcE]

There should be d=dcared dieabled car parking spaces for | Aicls T
patients/parants inthe vicinityf th haemophili centre.

ind patie s particulsrty those with HIV and
hepatitis virus infections

Organization and staffing
ENGLAND (HCs]

[ ——
12
he H
A
g

= 3e1 Cantro defimiace =
ormaizale esporsasi Iedeefhee o
funsion:  ssegnate  slfinterno  dells
Strutturs

b.the roles, resporsibiities and authorities within

the HTC

. how rasponsibilties are regulatad in the ragion,

including wish other hosgitals

Explanation
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ree: inclusion in or transfer to the
nmmmllmlumng the HTC
discharge from hosgital
thelocaion here e bt o
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Cross reference of EU MS Standards, if available

Standard Index

Contents

Introduction
Background
Target patient group
Methodology
Delivery of hamoptilia care
Standard requirements
1.1 Fecility
2 General policy and objectives
2 Information about the Cantre
4 Orgenization and staffing
Policies and procedures
Record-eeping and data collection
Personnel 2ppraisal znd continuingeducation
Supply 2nd management of the rape utic products, reagants and medical devices
Quality planning, evaluztion and improvement
10Participation in registries relat=d to inherited and acquired blesding disorders
1.14Participationin dinical ressarch
2. Patientcare
2.1 Awareness, infarmation 2nd education of patients znd their families
2.2 Disgnosisof haemophiliaand ather related bleeding disorders and all forms of acquired
hasmoptilia
3 Therapy of haemaphiliz 2nd other relzted bleeding disorders and 2l forms of zcquirad
hasmopiliz
2.2.1 Tregtment programme
FProphyiasis
2.2.2 Home tregtment pian
4 Tregtment of ocute bleads and prevention
.5 Emergencies, treatment outside nommal working hours
6 Elective surgery
7 Treatment of patients with inhibitors, induding immune tolerance
2 Treatment of patients with chronic viral infections
2.2.9 Treatment af patients with acquired hoemophila ond oequires YWD
2.4 Periodic clinical and multidisciplinary review
2.5 Genatic services
2.6 Dutcome indicators
3. Advisory =rice
4. Network of clinical and specidissd senices in conjunction with the haemophifia team

References
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@ < Launch of a consultation process on key S NN
points

Questionnaire on key points for the production of standards for European Haemophilia Centres and
for the development of a related evaluation system

1, Proposal for the names of the European Haemophilia Centres
—n Ide ntification Of key pOintS Do you agree with the following proposal for the names of the European Haemapnma(;j‘

E-CCHC (European Comprehensive Care Haemophilia Centres|

E-HTC (Furopean Haemophilia Treatment Centres| ‘b

Any comments?

Definition and diffusion of a Questionnaire on

n key points to EUHANET and other collaborating e
partners

S —
B W acree with the followin stetement:

“No minimum number of patients is required for designation as a E-HTC.”

O ves O no

Any comments?

Key po i nts 3. Procedures for the designation of a E-CCHC/E-HTC

* Names of the European HCs ottt o 1ot e e

* Number of patients/severity for designation of E-HCCC and E-HTC Ows  Ow

= Procedures for the designation of E-HCCC/E-HTC e

" Provision of 24-h expert haemophilia medical cover in E-HCCC

= Provision of 24-h medical cover in E-HTC by formalized
arrangements with other departments and/or E-CCHC

= Formal relationship between E-HTCs and E-HCCCs

= Network of clinical and specialised services in conjunction with the
haemophilia team

= Coagulation tests provided by Laboratory

= Availability of non-confidential information about the Centres
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@< Questionnaires collection and analysis

<

Revision of the document according to
the results of the consultation process

1.8 Organization and staffing
The cornerstone of the treatment of haemophiia and other relsted bleeding Sisorgers is comprehensive care
delivera by a mutti-discplinary and specialised team.

141 The core team members of an HC/OCE consist of the following personnel:

medical staff, who carry out routine and emergency treatment and follow up cinical reviews;
nursing stff, who co-ordinate much of the gy 1o Gay teatment and suppiies of coagulaton factor
concenrates;

aboratory staff, who provice a iagnostc and factor replacement monftoring Service

1ot il members of the multdiscipinary team will be ful-tme empioyees of the HO/0OC irsei: several
will be members of other clinical departments ang wil colaborate With the HE-Certre 10 provie 3 part-
time diinical commitment.

Inthe case of an external laboratory, written agresments must be in place with the #e-Centre (see ch. 3}

142 There must be in place an organizational chart of key personnel and functions within the The
Dirsctor of the 1) responsible for assigning roles and responsibilties wihin the Centre.

1.4.3 There must be periodic mestings benween the multidiscipinary te2m members.

144 2dsts manager must be 5o desiznated by the HG/COC Director.

1.5 Policies and procedures
151 The estabiishes and maintains poiides and procedures addressing critcal aspeass of
management and actiitiss. These documents must includs all elements required by these Standards and
shall address at a minimum:
- erganisation of the segent
- patients’ evaluation and treatment;
- personnsl appraisal and continuing education;
- maragement and moritoring of faciities and squipment;
- supply 3nd management of therapeunic products, reagents, ang medical devices;
- qualty planning, evalstion, and improvement;
- particpation in cinical researh

/00c 3gopts 3 system for preparation, 3pproval, implementation, review, revision, and archival of
ool v ot

153 All polices and procedures ars regularly controlied in order o ensurs the availabity of appropriate and
Up-to-gate references for personnel of the HCOCE

1.6 Recordkeeping and data collection

Accurate recording of cinical information [s essential for the effectie delvery of hasmophila care. Data

handing can be complex and HC/CCC should have in place the finarcial and human resource 1o faciltate the

callgtion of information sequired.

161 The naintains 3 patient register with 3 dear indication of thoss patients who are on regular
treatment and thase who attend for reguiar revies

162 e ensures proper record kesping of all medical records related to patiets.

Inparticuar, the must prepare and update for sach patient 2 file containing 3t least

general data of the patient;

findings of each review

trestment pisns;

informed consents obnained from patient for their clnical detail;

copy of the correspondsnce with his general pracitioner and, where appropriats, the speciist

comracier;
- any other relevant correspondence. relating o the patient.
Al medical records must be kept in a confidential manner in accordance with applicable laws and
regulations on data protection.
The HC/EOC implements smergency procedures to ensure the propsr performance of fts actvitis sven
inthe event of medial data on electronic support being temporarily unavailabie.
Records related to quality management, personnel training, faciity and equipment maintenance or other
general /oce's s retsined in aczordance with appiicable laws 2nd reguiatons, or defined
policies and procedures.

ensures the traceabiity of the personne! responsible for generating il crtical records fe.g.

mednl records).
The HG/COT idemifis 31l the medical ang management records 1o be mainined for estabiished periogs
of fime, also incluting them in spectic ists, according 1o governmental or instutional poiy, where
appiicatle.

1.7 Personnel appraisal and continuing education

Al stoff within HCACCC must have odequate knowledge and @ perform cdequatsly the assigne
cosks ond must comply with reguiotions regording approisal and continuing professional educotion which may
be in plocs

171 e icentifes and formalses the skils and formal professional quaifications required for the

personnel performing activities crifical 1o qualty of patients’ care and implements plans in order
guarantes their adequate waining before they strt working.

ies

170 Questionnaires
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Germany; 6,3%
Italy; 8,5 )
UK; 18,2% HES Spain; 5,1%

Belgium; 4,0%
Switzerland; 4,0%
Algeria; 0,6
Turkey; 1,1%

France; 3,4%

Slovenia; 1,1!

Macedonia; 1,1%.

Latvia; 1,1% ————_Poland; 3,4%
Croatia; 1,1%

Hungary; 1,7%
Denmark; 1,7% Sweden; 3,4%

\ Czech Republic; 2,8%

Serbia; 3,4%

Austria; 1,7% [

Portugal; 2,3%_/ "e12nd; 23% ) Finland; | o g
Greece; 2,3%.) 2.3%

Bulgaria; 2,3%

\the Netherlands; 2,8%
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Milestone 1 Milestone 2 y Milestone 3 / Milestone 4 Milestone 5

OUTPUT

\ 4

Final document approved
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2013, May 31+

WPA4 Flow of activities

EUHANET ..

European guidelines
for the certification of Haemophilia Centres

| agrea with the most guidalinas which are very detailed, very comprehansive and vary useful for the doctors and othar
=ff working with patientswith bleeding disorders; this is evidant that the excellent standards of hazmaphilic patients

e are the most important for the authors of the guidelines; | have anly one comment; among the task of EHC
i hould be anough, bacausz in one country

"provides genetic diagnosit Ithink “the 10
=d more precisely, and sccording ta my

ve major surgery in non-inhibitar pati
id you omit

ly be carried out in EHTC/EH
TER AFTER

= and elective surgery in patients with inhibitors must only be
= of such cases. [THE THI THE
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\ 4

Proposal of an Evaluation System

framework j
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< Definition of an Evaluation System framework

Production of the Application form

You are applying for a certification as jmark with an ¥ os appropriatejt
O European Haemaophilia Treatment Centre (EHTC)

[ European Haemophilia Comprehensive Care Centre (EHC

O | Only 2dult patients
Age groups of patients O | Cnly paedistric patients*
O | Both adultand paediatric patien

e

Haemophilia Az
Hzemophilia B: .
Severe patients . .
von Willebrand Disease: ™"
e
o ]
. A
e | =
Teb [(o) [P [ ] —

Haemophilia A:

Hzemaophilia B:
Severe patients N
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