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General background in France 
Organization - Demography  

 
 26 administrative regions  
 including 4 oversea regions 
 800 000 births/y (2.01/inh) 
 Origin of the population 

• Majority  European Caucasian 
• Oversea territories (Caraibean 

Islands, Indian and Southern 
Pacific Islands) 

• Multi-ethnic immigration 
(Maghreb, subsaharian Africa, 
eastern Asia…) 

65 M  
inhabitants 



General background in France 
Healthcare System in France 

 
 Several Public Agencies depending on the Ministry of Health  

• Organisation of care supply (DGOS) 
• Drugs regulation and surveillance (ANSM) 
• Public Health Surveillance (InVS) 

 Public insurance system with private part 
 No restriction for costly care so far thanks to complete 

reimbursement of drugs and other medical costs in the most 
costly diseases (long-lasting, serious, rare …) 

 National Plans for Rare Diseases leading to the identification 
of reference centres and networking activities 



1st National plan for rare 
diseases (2005-2008) 

 
Haemophilia (H) and Rare Bleeding 
Disorders (RBD), partnership of 6 
centres, coordination in LYON 
(C Négrier) 

VWD, partnership of 5 centres, 
coordination in Paris & Lille (A Veyradier, 
J Goudemand) 

Centres for both 

Centres associated to the reference 
centres 

The other centres remained secondary 
centres to maintain the whole network of 
36 centres 

The association of patients is a partner 
   

Reference centers have been qualified for Haemophilia & VWD  



Design of FranceCoag Network 
French Cohort and Registry 



History of the French Cohort 

VWD 

RBD 

FranceCoag Network  SNH: Therapeutic survey 

01/10/1994 
Drug Agency 

Haemophilia A & B 

Inserm 

Database      Registry 
Biobank 

V2  InVS 

AFSSaPS/ANSM 

 F
ra

nc
eC

oa
g 

 

Co
ho

rt 

severe 
moderate and mild 

SNH: Suivi National des Hémophiles InVS: Institut national de Veille Sanitaire 



Specific aims of FranceCoag 

Surveillance 
• Inhibitors 
• Infections (prions …) 
• Others 

FranceCoag 
Research 
• Risk factors for 

inhibitors in H 
• Real-life evidence 
• Medical 

care(prophylaxis, ITI 
…) 

Epidemiology 
• Exhaustive records of 

patients 
• Patient characteristics 
• Reports for health 

authorities 

Database 
• Target populations for 

external projects 
• Network with hospitals 

and research units 



Partners 

Coordinating Centre  
 Currently located in the Department of Chronic Diseases and Injuries 

(DMCT) of National Institute for Public Health Surveillance (InVS) 
 
  Steering Committee including representatives of all the partners:  

 -  Clinicians and Health care professionals from HTC (CoMETH) 
 -  Coordinators of Reference centres for haemophilia and VWD  
 -  National Institute for Public Health Surveillance 
 -  Other Health institutions: DGOS, Agency for drugs (ANSM) 
 -  National Institute on Health and Medical Research (Inserm) 
 -  Association of patients : AFH 

 
Scientific experts in various fields and data managers are invited to the 
steering committee meetings 

http://images.google.fr/imgres?imgurl=http://www.communautarisme.net/photo/150818-207758.jpg&imgrefurl=http://www.communautarisme.net/Circulaire-du-2-fevrier-2005-relative-a-la-laicite-dans-les-etablissements-de-sante_a355.html&usg=__vXHjxi1L4ufxQryMX_XBuOO4kn8=&h=125&w=215&sz=8&hl=fr&start=7&um=1&tbnid=L5dPViFD6WSp5M:&tbnh=62&tbnw=106&prev=/images?q=dhos+minist%C3%A8re+sant%C3%A9&um=1&hl=fr&sa=N
http://images.google.fr/imgres?imgurl=http://www.biostat.envt.fr/master/nono/images/Sigle_Inserm.gif&imgrefurl=http://www.biostat.envt.fr/master/&h=66&w=128&sz=3&tbnid=KhnY6FZZYVgJ:&tbnh=43&tbnw=85&hl=fr&start=1&prev=/images?q=sigle+inserm+&svnum=10&hl=fr&lr=&sa=G


Methods 

National Cohort survey:  
database 
biobank collection for cells and plasma 

Including a Pups Cohort  
for children with severe (<1%) and moderate (<2%) haemophilia with 
the knowledge of the complete information as regards the  treatment, 
exhaustive: all children born from the 1/01/2000 
dedicated to 2 main fields of research (Inhibitors and Prophylaxis) 
with more detailed information 

Data registration and management:  
information of patients or representative 
highly secure electronic transmission of anonymised information 
automatised controls and centre independent monitoring 



Inclusion criteria 

Disease Factor Inclusion criteria 

Haemophilia FVIII, IX < 40% 
 
Allied 
disorders 

FI (afibrinogenemia) < 0.1g/l 
FII, V, VII, X, XIII < 10% 
FV+FVIII < 40% FVIIII 
FXI < 20% 

Willebrand Type 1 & Type 3        VWF:Ag  < 30% 
Types 2      vWF:RCo / VWF:Ag 
                 or vWF:CB / VWF:Ag 
          2N          FVIII:c / VWF:Ag 

<  0.7 

< 0,5 



Information collected 

Demographic items :  
Gender, date of birth, residence area, date and cause of death 

Clinical and biological information:  
Disease, date and circumstances of diagnosis 
Family history 
Inhibitor history 
History of blood borne infections (HBV, HCV, HIV) 
Life-threatening and serious bleeds, surgical procedures 
Highly relevant events since birth (ICH, joint prothesis) 
Adverse Events and comorbidities 
Outcome of hepatitis C 
Replacement therapy : type and amount of product (IU & CED), 
replacement regimen (prophylaxis, immune tolerance) … 
Factor level, inhibitor screenings 

Further step: genetics for all patients 



Additional data set for PUPs 

More detailed information for inhibitors & prophylaxis concerns: 
Genetics 

Ethnicity 

Family history of inhibitor in case of family history of haemophilia 

Vaccine 

Comprehensive data for 75 first ED 

Comprehensive data for prophylaxis and immune tolerance 

Central lines 

Haemarthrosis, target joints, clinical orthopaedic score, … 

Days in hospital 



Public access:  

- Protocol (summarised in English) 

- Global statistics, predefined analysis 

http://www. francecoag. org 

Web site : webfc 

http://www.francecoag.org/SiteWebPublic/public/Welcome.action?request_locale=en
http://www.francecoag.org/SiteWebPublic/public/Welcome.action?request_locale=en


http://www. francecoag. org 

webfc 

Public data :  
global statistics, predefined analysis 

Private data :  

- Comprehensive local individual data 

- National aggregated data 



Results from FranceCoag 



On going progression of the Cohort 
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9183 patients included 
as of 19/06/2015 



Global results  
19th June 2015 

9 183 patients included 
36 centres 

 
 

60 037 person year cohort 
 
 

8 732 patients currently followed 
314 died 

137 lost of FU 
 
 
 
 

Currently followed population 



Pups Cohort  
Inclusion criteria: 
– FVIII or FIX <2% 
– (no missing patient <1%) 
– History of treatments 

known from birth 
569 HA 
– Median age* : 7.5 y 
 (0.0-18.5) 

110 HB 
– Median age* : 6.6 y  
 (0.0-18.0) 
 
*: last FU 

n = 679 



Pups born in the last decade 

Exhaustiveness 
since 2000 
 
 

n = 376 



Some Publications from the SNH Period 
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More recent Publications 



Further studies 

EAHAD, Helsinki 2015 



Feedback about FranceCoag Network 



Strength of FranceCoag 

Comprehensive project 
Large partnership  
Strong adherence of all parties (clinicians, patients, authorities) 

Increasing cohort (general and Pups) 

Quality of data through regular monitoring  
Exhaustiveness for Pups 

Qualified as “registry” in november 2011 (National committee for 
Rare Diseases) 

Long lasting  public funding 

Improvement of care and practices through participation 

Biobanking 
Project aimed by surveillance with secondary research objective 

Research projects 
 



Weakness of FranceCoag 

Complex project 
Difficulty to operate 
Heterogeneity of objectives: lack of global adhesion of the 
coordinating agency 

Public funding and regulations 
No complementary private partnerships till now limiting the 
possibilities for research projects 

Publications : Insufficient rating till a recent period  

Interoperability ?? multiple collection systems (national/international)  

Platelet disorders not included 

Biobanking 
No long lasting project due to the cost and the lack of precise and 
realistic objective  
 



Evolution of the project 

Transfer of the coordination and budget from a national agency 
to an academic structure (University Hospital / Reference Centre) 

Stronger clinical governance 
Extension to platelet disorders  
Continuation of a registry (exhaustiveness of inclusions), with 
cohorts of special interest (PUPs +++) 
Renewal of public funding 
Partnership with agencies to carry on surveillance objectives 
Diversified partnership (institutional research units, firms or other 
private partners) to stimulate research projects 
Favour homogenization of  data set collection and interoperability 
of systems, for example by a limitation of adverse events and 
comorbidities registred to consensual fields (inhibitors, thrombosis, 
cancer, ...) 
Education 
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