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 Non homogeneous availability and quality of haemophilia care delivery 
in Italy, so that 52% of patients must still travel long distances. 

 Management of haemorrhagic emergencies: 
 

 36% of the Italian Regions have set up a specific protocol; 

 68% have emergency units with immediate availability and access to 
factor concentrates; 

 58% have a physician expert in haemostasis available 24/24h; 

 42% have 24h access to a coagulation laboratory able to test inhibitory 
antibodies. 

Background: 2011 

 Proficiency maintenance: critical 

 Expert training and recruitment: critical 
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To establish an institutional accreditation model for Haemophilia 

Centres to be implemented by 21 Regions in order to provide patients 

with haemophilia and allied inherited coagulations disorders with high 

and uniform standards of care 

Objective 

Italian Institutional Accreditation Model 

Health Commission on behalf of  
State – Regions Conference 

Proposal of the Italian Federation of 
Hemophilia Societies (FedEmo) 
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Italian Institutional Accreditation Model 

January 2010 

Italian National Blood Centre 

Health Commission on behalf of  
State – Regions Conference 

Investigation on the feasibility of this project and 

development of a model of institutional accreditation 

meant to achieve and maintain clinical efficacy, efficiency 

and long-term sustainability 

Committment 
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Italian Institutional Accreditation Model 

Identification of a panel of experts (stakeholders) 

Each Region participated with two delegates: 
 

 one knowledgeable in the management of haemophilia and allied 
coagulation disorders; 

 the other chosen among regional policy makers in charge of defining and 
providing requirements for accreditation of health care providers. 

Clinicians 

Patients 

Expert representatives 
from Regional Health 

Authorities 

Expert representatives 
from the Ministry of 

Health 

Italian National Blood Centre 

Rome, 11 July 2013 



Italian Institutional Accreditation Model 

Panel of Experts 

Objectives 

 To analyse the available regulatory provisions in the context of current 
scientific evidence on the management of inherited coagulation 
disorders; 

 To define the overall picture of organizational issues related to the 
management of these patients; 

 To identify critical issues to be considered by Regions for health-care 
policy planning; 

 To share criteria and tools to develop specific recommendations/ 
requirements to be used for the institutional accreditation by regions of 
HCs. 
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Panel of Experts Working methodology 

Focus on critical issues not already dealt with by the currently adopted models of 
general institutional accreditation 

2 

4 
 

Definition of organizational requirements for HCs 
 

Focus on organizational aspects of HCs, excluding structural and technological 
aspects already included in the requirements for general institutional accreditation 
of health care providers 

3 

Production of recommendations to regional policy makers with respect to planning 
and coordinating the activities of the regional HC network 

5 

1 Identification of available scientific and regulatory references to define 
requirements and recommendations 
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Italian Institutional Accreditation Model 

A public consultation was held in April 14th 2011 (close to the celebration of the 
World Haemophilia Day on 17th April), asking for inputs input from medical 
institutions and regional and national policy makers who attended the meeting 

Shared by all institutional and scientific 
stakeholders: 

Regions 

Ministry of Health 

AICE (Italian Association of Haemophilia Centres) 

FedEmo 

The technical documents produced by the INBC were formally sent to the 
Ministry of Health in February 2012.  After an internal consultation involving 
other Offices of the Ministry of Health, the National Medicine Agency and the 
National Institute of Health, become the basis for a proposal of Agreement 
between Italian State and Regions. 
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RECOMMENDATIONS TO REGIONS FOR 
PLANNING HEALTH CARE DELIVERY TO PATIENTS 

WITH INHERITED COAGULATION DISORDERS 

Focus on the optimal management of 
inherited coagulation disorders 

1 

Focus on organizational issues for the delivery of optimal 
management to patients 

 

REQUIREMENTS FOR HAEMOPHILIA CENTRES (HCs) 
 

2 
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RECOMMENDATIONS TO REGIONS FOR PLANNING HEALTH CARE DELIVERY 
TO PATIENTS WITH INHERITED COAGULATION DISORDERS 

1 

Strategies to foster the provision of optimal health care to patients with 
inherited coagulation disorders 

1. Integrated approach for optimal health care provision; 

2. Networking and protocols for emergency care; 

3. Home therapy; 

4. Supply and management of medicinal products   

Some of these issues are not under the control of the HCs but depend on policies and 
decision-making processes adopted at distinct levels of hierarchy (hospital boards, local 
health authorities and regional health authorities). 

Rome, 11 July 2013 
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REQUIREMENTS FOR HAEMOPHILIA CENTRES (HCs) 
2 

 Patient clinical records 

 Elements to be included in diagnosis 

 Detailed reports for patients 

 Therapeutic plans 

 Medical emergency card 

 Protocols for search, titration and follow-up of inhibitors 

 Counselling, genetic studies and prenatal diagnosis 

 Individual treatment programmes 

 Records on infusions 

 Periodic clinical and multi-disciplinary review  

 Protocols for multidisciplinary evaluation 

 Procedures for therapeutic product procurement 

 Access to specialized facilities. 

 Access to laboratories performing specific coagulation tests  

 Information and education of patients and their families  

 Periodic training events and updates for associated services 

 Transmission of data to pertinent policy makers 

 Perfomance assessment and clinical /quality audits 
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REQUIREMENTS FOR COMPREHENSIVE HAEMOPHILIA CENTRES 
2 

Regions 
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CARE PATH OF THE PATIENT AFFECTED BY CONGENITAL BLEEDING DISORDERS 
2 

Rome, 11 July 2013 

• Regions undertake to define care paths of the 
patient affected by congenital bleeding 
disorders by both an integrated approach and 
a shared definition of diagnostic and 
therapeutic procedures, as well as  by all 
accredited centres and a network of 
operational units intended for the taking 
charge of the patient when the accredited 
centres do not deliver specific healthcare 
services. The network shall encompasses: 

 Orthopedics 

 Physiatry and rehabilitation therapy 

 General and specialized surgery 

 Odontology 

 Gastroenterology/ Hepatology 

 Infectious diseases 

 Obstetrics-gynecology 

 First aid 

 Laboratory diagnostics 

 

 

 

 

• As far as pediatric patients are concerned, a 
pediatric hematology point shall be provided, 
as well as all procedures intended to facilitate 
the transitions from the pediatric age to the 
adulthood. 

• The relation between the accredited centres 
and the operational units is regulated by 
specific regional acts. 

• All clinical care paths will be subjected to a 
systematic performance assessment and 
audit. 

• The network will be welcomed to participate 
in  both research and training activities with a 
multicentre approach, including the 
international level 



  AICE’s professional accreditation model  Institutional accreditation model  

Objectives 
 

 To promote the achievement of quality, of homogeneous standards and of the adoption of continuous 
improvement principles, certified by a rigorous and objective assessment system. 

Model 
structure 

 

 Reference standards recognized by 
professionals, aimed at ensuring the 
maintenance and continuous improvement of 
the "best practices", updated in relation to 
scientific and technical progress. 

 Evaluation model aimed at a comparison among 
professionals and at the measurement and 
certification of the quality level achieved by the 
belonging structures. 

 

 Requirements for which compliance is considered 
necessary to ensure the “essential / minimal 
levels of assistance” to patients. 

 Verification  model aimed at assessing the 
suitability of structures to provide medical 
services provided on behalf of the National Health 
Service. 

Promoting 
body  

 

 Scientific societies.  

 

 Institutions (State-Region conference). 

Policy 
makers  

 

 Experts identified by the scientific society with 
the involvement of representatives from patient 
organizations. 

 

 Experts of the regions and Ministry  with the 
participation of representatives from patient 
associations and the scientific society.  

Type of 
structures 
involved 

 

 All inherited bleeding disorders centres 
regardless of the level/intensity and type of 
services provided. 

 

 Inherited bleeding disorders centres with functions 
of levels 1 and 2 (first drafting) 

 All inherited bleeding disorders centres regardless 
of the level/intensity and type of services 
provided. 

Comparison of the voluntary AICE and institutional accreditation models 
developed for haemophilia treatment centres in Italy 



  AICE’s professional accreditation model  Institutional accreditation model (proposal) 

Documents 
describing 
the models  

 

 AICE accreditation manual.  
 

1. Organizational recommendations aimed at providing 
a set of tools for regional planning regarding the 
management of inherited bleeding disorders. 
 

2. Institutional accreditation guidelines for all inherited 
bleeding disorders centres (levels 1 and 2 ). 

References  
 

 Technical and scientific literature.  
 

 Mandatory regulations 
 Technical and scientific literature  

Focus of 
documents 

 

 Focus on the scientific/professional and 
organizational aspects. 

 

 Focus on the organization of health care processes 
and related issues.  

Adherence to 
accreditation  

 

 Voluntary. 
 

 Mandatory (if the region chooses to implement the 
accreditation system). 

Evaluation 
Procedure  

 

 Self-assessment and peer review procedures 
based on a comparative logic of 
homogeneous realities, typical of 
benchmark systems.  

 

 External evaluation of the structures, aimed at 
verifying compliance with requirements established 
at institutional level.  

Evaluation 
system 

 

 Minimum passing score 
 

 Yes/No 

Evaluators  
 

 Professionals qualified as auditors by a 
scientific society (peer review) 

 

 Verifying committees (auditors) appointed by the 
Regions 

Result for the 
Center  

 

 Professional accreditation by scientific 
society  

 

 Accreditation (obtaining the suitability of healthcare 
provision on behalf of the national/regional health 
system) 

Comparison of the voluntary AICE and institutional accreditation models 
developed for haemophilia treatment centres in Italy 
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Associazione Italiana dei Centri Emofilia 
(AICE) 
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