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• Which are the directives with a special 
emphasis on ART concerns

• European Assisted Conception Consortium

• Common approach for definition of SAR, SAE

European Union Tissues and 
Cells Directives

• Common approach for definition of SAR, SAE

• Eshre Clinical Embryology certification 
scheme

• Eshre guidelines for good laboratory practice



• "Mother" Directive 2004/23/EC of 
31/03/2004 on setting standards of 
quality and safety for the donation, 
procurement, testing, processing, 

European Union Tissues and 
Cells Directives

procurement, testing, processing, 
preservation, storage and distribution 
of human tissues and cells
• To be transposed no later than 7/04/2006



• "Technical" directive 2006/17/EC of 8/02/2006 
implementing the previous one as regards certain 
technical requirements for the donation, procurement, 
and testing of human tissues and cells
• To be transposed no later than 1/11/2006

European Union Tissues and 
Cells Directives

• To be transposed no later than 1/11/2006

• "Technical" directive 2006/86/EC of 24/10/2006 
implementing the "mother" directive as regards 
traceability requirements, notification of serious 
adverses reactions and events and certain technical 
requirements for the coding, processing, preservation, 
storage and distribution of human tissues and cells
• To be transposed no later than 1/09/2007



European Union Tissues and 
Cells Directives 2004/23/EC



European Union Tissues and 
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http://ec.europa.eu/health/ph_threats/human_substance/keydo_tissues_cells_en.htm



European Union Tissues and 
Cells Directives 2004/23/EC



European Union Tissues and 
Cells Directives 2006/86/EC
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• To understand all implications of the EUTCD

• To identify areas problematic to the ART community

• To provide interpretations to be used locally in all the European 

countries

European Assisted Conception
Consortium 2005/06/20 

countries

• To facilitate a dialog between EU, the profession and the national 

regulative authorities

• To act as a communication channel to the European Commission

• Each EU member state to be represented by one clinician, one 

biologist and one representative of the competent authority (ies)



The European Assisted Conception Consortium (EACC) 

is an initiative supported by 

the European Society of Human Reproduction and Embryology 
(ESHRE)

European Assisted Conception
Consortium 2005/06/20 

First Committee : Chair: Angela McNab  (UK, regulator)

Executive members:     Bernard Loty     (France, regulator)

Anna Veiga (Spain, embryologist)

Josiane Van der Elst 
(Belgium,embryologist)

Ioannis Messinis (Greece, clinician)
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Basil Tarlatzis (Greece, regulator) 
Ioannis Messinis (Greece, clinician)

Cristina Magli (Italy, embryologist)

Edgar Mocanu (Ireland, embryologist)



Eshre position paper 2007/11 
on the EU TCD EC/2004/23 

• EUTCD have to be interpreted and implemented 
through national authorities in each country

• National implementation is subject to national 
regulations that may be already in place in each regulations that may be already in place in each 
member state

• All units have to be licensed or accredited as 
decided by the national authorities

• Quality management system, doc kept for 30 years

• Management of viral positive patients to be clearly 
defined by national authorities



Eshre position paper 
on the EU TCD EC/2004/23 

EUTCD that are clearly defined



Eshre position paper 
on the EU TCD EC/2004/23 
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Eshre position paper 
on the EU TCD EC/2004/23 

Problematic areas with respect to the EUTCD
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Certification for 
clinical embryologists

Steering Group 

Kersti Lundin (SE) (Coordinator) 

Kay Elder (UK)

Borut Kovacic (SI)

Cristina Magli (IT) (Coordinator Special Interest Group Embryology) Cristina Magli (IT) (Coordinator Special Interest Group Embryology) 

Carlos Plancha (PT) 

Heidi Roijemans (BE) (ESHRE Office) 

Etienne van den Abbeel (BE)

Francesca Vidal (ES) 



The exam in Barcelona 2008 (Seniors)

• Number of applications  170

• Number of accepted  154

• Number of examinations 148• Number of examinations 148

• Number of successful examinations 121 (82%)



The exam in Amsterdam 2009 

(Seniors and Clinicals)

• Number of accepted  applications  215

• Number of examinations  188 (100 Seniors, 88 
Clinicals)Clinicals)

• Number of successful examinations 116 (40 
Seniors, 76 Clinicals)



In summary…….

• Now 562 ESHRE certified Embryologists



Rome 2010

• Exams for ”Senior Clinical” and ”Clinical”

• Saturday 26th June

• Application date; from October 15th to December 
15th

• Must be ESHRE member before applying!
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Guidelines for good practice
in IVF laboratories



• Staffing and direction
• Policies and procedures
• Laboratory safety

• Laboratory design
• Laboratory equipment
• Infectious agents
• Protective measures

• Identification of patients and their gametes, zygotes and embryos

Guidelines for good practice
in IVF laboratories

• Identification of patients and their gametes, zygotes and embryos
• Culture media preparation and quality control testing
• Handling of embryos, zygotes, oocytes and spermatozoa
• Oocyte retrieval
• Sperm preparation
• Insemination of oocytes
• Scoring for fertilization
• Embryo culture adn transfer
• Cryopreservation of gametes, zygotes and embryos
• Assisted hatching
• Preimplantation genetic diagnosis
• Quality control and quality assurance
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The legal framework
Issues

• Substantial differences in national legislations 
promote cross border reproductive care

• Particularly for egg donation or surrogacy

• Sometimes in bad conditions

• Adverse outcomes of the procedures• Adverse outcomes of the procedures

• Exploitation of vulnerable women

• Lack on information (language)

• Risks for repeated donation 

• Non access to healthcare after come back

• no fair access to these treatments

Human body should not be a source of financial gains



Homogenisation of key principles
A dream?

Europe is currently in progress
• European directive for quality and safety in 
procurement processing and donation 

� ...

• European directive for free circulation of 
patients

• Currently each country are revising their • Currently each country are revising their 
legislation 

Need for homogenisation, but many 
differences in
• Cultural values - ethical considerations

• Economic context

• State laicism

• public health issues

Work together defining the key principles


