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General Information

Revision of the Clinical trials Directive

<http://ec.europa.eu/health/human-use/clinical-trials/developments/index_en.htm> Major developments

General Information  

Clinical trials are investigations in humans intended to discover or verify the effects of one or more investigational medicinal products ("IMPs").

Requirements for the conduct of clinical trials in the EU are provided for in "  <http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2001:121:0034:0044:en:PDF> Directive 2001/20/ECpdf of the European Parliament and of the Council of 4 April 2001 on the approximation of the laws, regulations and administrative provisions of the Member States relating to the implementation of good clinical practice in the conduct of clinical trials on medicinal products for human use" ("  <http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2001:121:0034:0044:en:PDF> the Clinical Trials Directivepdf ").

The Clinical Trials Directive is concretised further by "  <http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2005:091:0013:0019:en:PDF> Commission Directive 2005/28/ECpdf of 8 April 2005 laying down principles and detailed guidelines for good clinical practice as regards investigational medicinal products for human use, as well as the requirements for authorisation of the manufacturing or importation of such products" (Good Clinical Practice - "  <http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2005:091:0013:0019:en:PDF> the GCP Directivepdf ").

Clinical trials performed in the European Union are required to be conducted in accordance with the Clinical Trials Directive. If the clinical trials are conducted outside the EU, but submitted in an application for marketing authorisation in the EU, they have to follow the principles which are equivalent to the provisions of the Clinical Trials Directive (cf. Annex I, point 8 of the "  <http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2001:311:0067:0128:en:PDF> Directive 2001/83/ECpdf of the European Parliament and of the Council of 6 November 2001 on the Community code relating to medicinal products for human use" - "  <http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2001:311:0067:0128:en:PDF> the Community Code for medicinal productspdf ").

Guidelines

There are a number of guidelines further specifying various aspects of clinical trials, and in particular:

*       The inforation to be submitted to the competent authorities and to the ethics committees

*       The requirements on safety monitoring and the reporting of adverse reactions

*       The requirements regarding Good Clinical Practice, including the documentation, of the clinical trials

*       The specific requirements regarding the products and the clinical trials

*       The inspections of competent authorities and the applicable procedures

These guidelines have been published by various bodies:

*       By the  <http://ec.europa.eu/index_en.htm> European Commission: In this case, they are published in  <http://ec.europa.eu/health/documents/eudralex/vol-10/index_en.htm> Volume 10 of "EudraLex - The rules governing medicinal products in the European Union"

*       By the  <http://www.emea.europa.eu/> European Medicines Agency ("EMA") These guidelines concern in particular:

*        <http://www.emea.europa.eu/Inspections/GCPproc.html> Inspection procedures and guidance for GCP inspections conducted in the context of the Centralised Procedure

*       Requirements relating to the  <http://www.emea.europa.eu/htms/human/humanguidelines/quality.htm> quality,  <http://www.emea.europa.eu/htms/human/humanguidelines/efficacy.htm> safety and efficacyof products, as well as  <http://www.emea.europa.eu/htms/human/humanguidelines/multidiscipline.htm> specific types of products.  <http://ec.europa.eu/health/documents/eudralex/vol-3/index_en.htm> Volume 3 of EudraLex

*       Moreover, the  <http://www.hma.eu/> Heads of Medicines Agencies have established a  <http://www.hma.eu/78.html> Clinical Trials Facilitation Group ("CTFG") (in which the Commission and EMA are observers), in order to discuss ongoing technical issues.

Clinical trial application

The Clinical Trials Directive harmonises the rules in the EU for the approval of a clinical trial conducted in a Member State. As regards national competent authorities, the details are set out in the 'Commission Detailed guidance on the request to the competent authorities for authorisation of a clinical trial on a medicinal product for human use, the notification of substantial amendments and the declaration of the end of the trial (CT-1)' published in  <http://ec.europa.eu/health/documents/eudralex/vol-10/index_en.htm> EudraLex Volume 10.

EudraCT

A European database -  <http://eudract.emea.europa.eu/> EudraCT - contains all ongoing or completed clinical trials falling within the scope of Directive 2001/20/EC, i.e. with at least one investigator site in the EU (incl. the European Economic Area) and commencing after implementation of Directive 2001/20/EC by the Member States. This database gives the competent authorities of the Member States, the EMA and the Commission the necessary information to communicate on clinical trials and to maintain oversight of clinical trials and IMP development. This provides for enhanced protection of clinical trial subjects and patients receiving IMPs. More information, including a user manual for EudraCT is available on the  <http://eudract.emea.europa.eu/document.html> EudraCT Supporting Documentation web page.

<>

<>Paediatric clinical trials that form part of a  <http://www.emea.europa.eu/htms/human/paediatrics/pips.htm> Paediatric Investigation Plan (PIP) but are conducted in third countries will also be included in the near future (paediatric clinical trials with sites in the EU/EEA are already included).

Transparency of information related to clinical trials

Union legislation provides that certain information contained in EudraCT is to be made accessible to the public. This public accessibility concerns clinical trials with paediatric as well as non-paediatric participants. It englobes protocol-related information and result-related information. And it covers both negative and positive results.

To implement the legislation further, the Commission has issued a set of guidelines, which are accessible via chapter V of  <http://ec.europa.eu/health/documents/eudralex/vol-10/index_en.htm> EudraLex, Volume 10.

These guidelines consist of two "mother guidelines" (Guideline 2008/C168/02 and Guideline 2009/C28/01), setting out the principles, responsibilities, and procedural aspects. The "mother guidelines" are further concretised by way of a number of very detailed "daughter guidelines".

With regard to protocol-related information, this information is public under  <https://www.clinicaltrialsregister.eu/> clinicaltrialsregister.eu, which is part of the public database  <http://www.eudrapharm.eu/eudrapharm/> EudraPharm.

With regard to result-related information, this information is presently not contained in EudraCT at all. Therefore, prior to making anything public, work has to focus on the format and procedure to submit this information by the sponsor in the first place. Programming has to be adapted to this. More information is available  <http://ec.europa.eu/health/human-use/clinical-trials/developments/index_en.htm> here.

For all additional information, reference is made to the applicable guidelines in chapter V of  <http://ec.europa.eu/health/documents/eudralex/vol-10/index_en.htm> EudraLex Volume 10.

Safety reporting

The Clinical Trials Directive introduces rules on safety reporting in the context of a clinical trial. Further details are set out in 'the Commission Detailed guidance on the collection, verification and presentation of adverse event/reaction reports arising from clinical trials on medicinal products for human use ('CT-3')' published in  <http://ec.europa.eu/health/documents/eudralex/vol-10/index_en.htm> EudraLex Volume 10. Regarding suspected unexpected serious adverse reactions (SUSARs), this guidance provides inter alia the rules for reporting directly to the national competent authority. In order to obtain the national address for the direct reporting, click on the relevant Member State:

Austria (mail or by fax to: Bundesamt für Sicherheit im Gesundheitswesen (BASG), Österreichische Agentur für Gesundheit und Ernährungssicherheit (AGES) PharmMed,  Institut Pharmakovigilanz, Schnirchgasse 9, A-1030 Wien, Österreich, Fax: +43 (0) 50555-36207),  <http://laegemiddelstyrelsen.dk/da/topics/bivirkninger-og-forsoeg/bivirkninger/meld-en-bivirkning-eller-utilsigtet-haendelse/kliniske-forsoeg/indberetning-for-ikke-kommercielle-spons---e-blanket.aspx> Denmark,  <Fout! De hyperlinkverwijzing is ongeldig.> Germany,  <http://eudravigilance.ema.europa.eu/human/index.asp> Greece,  <http://www.imb.ie/EN/SafetyQuality/OnlineForms/ClinicalTrial-SeriousAdverseEvent.aspx> Ireland, Italy ( <mailto:susar-ita@aifa.gov.it> susar-ita@aifa.gov.it),  <https://toetsingonline.ccmo.nl/> Netherlands,  <http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/FARMACOVIGILANCIA/TRANSMISSAO_ELECTRONICA_RAM> Portugal,  <http://www.lakemedelsverket.se/malgrupp/Halso---sjukvard/Kliniska-provningar/Biverkningsrapportering-i-kliniska-provningar/> Sweden,  <https://esusar.mhra.gov.uk/> United Kingdom.

Revision of the Clinical trials Directive

Adoption of the proposal for a "Clinical Trials Regulation"

On 17 July 2012, the Commission has adopted a " <http://ec.europa.eu/health/files/clinicaltrials/2012_07/proposal/2012_07_proposal_en.pdf> Proposal for a Regulation of the European Parliament and of the Council on clinical trials on medicinal products for human use, and repealing Directive 2001/20/ECpdf(767 KB) Choose translations of the previous link" (hereinafter "Clinical Trials Regulation") .

The adoption was announced in a  <http://ec.europa.eu/health/files/clinicaltrials/2012_07/press-releases/ip-12-795_en.pdf> press releasepdf(97 KB) Choose translations of the previous link, supported by a  <http://ec.europa.eu/health/files/clinicaltrials/2012_07/press-releases/memo-12-566_en.pdf> 'questions and answerspdf(64 KB) Choose translations of the previous link' document.

The Commission proposal is accompanied by an impact assessment report ( <http://ec.europa.eu/health/files/clinicaltrials/2012_07/impact_assessment_part1_en.pdf> Volume Ipdf(673 KB);  <http://ec.europa.eu/health/files/clinicaltrials/2012_07/impact_assessment_part2_en.pdf> Volume IIpdf(502 KB)) and a  <http://ec.europa.eu/health/files/clinicaltrials/2012_07/summary/2012_07_summary_en.pdf> summarypdf(65 KB) Choose translations of the previous link thereof.

In addition, a  <http://ec.europa.eu/health/files/clinicaltrials/2012_07/citizen_summary/citizen_summary_en.pdf> 'citizen summary' pdf(128 KB) Choose translations of the previous linkhas been published.

The proposal has been submitted to the  <http://www.europarl.europa.eu/> European Parliament and the  <http://www.consilium.europa.eu/> Council who engage in ordinary legislative procedure. You find an overview of this procedure  <http://ec.europa.eu/codecision/stepbystep/diagram_en.htm> here. To follow the proposal in the different steps of the procedure, please consult the " <http://www.europarl.europa.eu/oeil/home/home.do> legislative observatory" of the European Parliament  or  <http://ec.europa.eu/prelex/apcnet.cfm?CL=en> PreLex, the EU-database on interinstitutional procedures.

Preparation of the Commission proposal

In its Communication of 10 December 2008 to the European Parliament, the Council, the European Economic and Social Committee and the Committee of the Regions on "Safe, Innovative and Accessible Medicines: a Renewed Vision for the Pharmaceutical Sector", the Commission announced that an assessment would be made of the application of the Clinical Trials Directive.

This assessment would consider, in particular, various options for improving the functioning of the Clinical Trials Directive with a view to making legislative proposals, if appropriate, while taking the global dimension of clinical trials into account.

In 2009, a public consultation document along this line was published  <http://ec.europa.eu/health/files/clinicaltrials/docs/2009_10_09_public-consultation-paper.pdf> herepdf(134 KB). The responses have been published  <http://ec.europa.eu/health/human-use/clinical-trials/developments/responses_2010-02_en.htm> here. A summary document of the responses is available  <http://ec.europa.eu/health/files/clinicaltrials/2010_03_30_summary_responses.pdf> herepdf(61 KB).

A 'roadmap' of the Commission impact assessment, setting out the main structure and the next steps, was made available  <http://ec.europa.eu/governance/impact/planned_ia/roadmaps_2011_en.htm#health> here.

On 9 February 2011, a public consultation on a  <http://ec.europa.eu/health/files/clinicaltrials/concept_paper_02-2011.pdf> concept paper on the revision of the 'Clinical Trials Directive' 2001/20/ECpdf(94 KB) has been launched. The concept paper presented:

- a 'preliminary appraisal' of which option appeared to be the most suitable one to address some of the key concerns of the Clinical Trials Directive, on the basis of the current state of the impact assessment; and

- the main figures used to evaluate the impacts of the different policy options.

The responses to this public consultation are published  <http://ec.europa.eu/health/human-use/clinical-trials/developments/ct_public-consultation_2011_en.htm> here. A summary of the responses is  <http://ec.europa.eu/health/files/clinicaltrials/ctresp_2011-06/ct_summary.pdf> herepdf(95 KB).

Useful contact points

For further information, please find below the relevant contact points:

*        <mailto:sanco-pharmaceuticals@ec.europa.eu> Concerning the regulatory framework for clinical trials

*        <mailto:gcp@ema.europa.eu> Concerning guidelines on inspections

*        <mailto:eudract@ema.europa.eu> Concerning EudraCT

*        <http://eudract.emea.europa.eu/docs/msca/MSCA_Contact_List.pdf> Member State contactspdf

Other useful links

*       Guidelines on clinical trials of the  <http://www.ich.org/cache/compo/276-254-1.html> International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)

*        <http://www.cioms.ch/> Council for International Organizations of Medical Science (CIOMS)

*        <http://www.wma.net/e/> World Medical Association (WMA)

*        <http://www.who.int/ictrp/en/> International Clinical Trials Registry Platform (ICTRP) of the  <http://www.who.int/en/> World Health Organisation (WHO)

<http://ec.europa.eu/health/human-use/clinical-trials/developments/index_en.htm> Clinical Trials - Major developments

Below are the public responses to the abovementioned consultation paper. The following submitting parties requested their submission not to be published: Ian Beaumont, Roche (partly), Shire, University of Bristol, United Kingdom Paediatric Oncology Pharmacy Group, ActoGeniX, Hammersmith (partly)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/association_of_the_british_pharmaceutical_industry.pdf> abpi - Association of the British Pharmaceutical Industrypdf(2 MB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/association_of_clinical_research_organizations.pdf> ACRO - Association of Clinical Research Organizationspdf(259 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/association_of_the_european_self-medication_industry.pdf> AESGP - Association of the European Self-Medication Industrypdf(234 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/afssaps.pdf> afssaps - Agence française de sécurité sanitaire des produits de santépdf(112 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/arbeitskreis_medizinischer_ethik-kommissionen.pdf> Arbeitskreis Medizinischer Ethik Kommissionen in der Bundersrepublik Deutschlandpdf(91 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/association_of_medical_research_charities.pdf> amrc - The UK Association of Medical Research Charitiespdf(134 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/astellas_pharma_europe_b.v.pdf> Astellas Pharma Europe B.V.pdf(31 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/barts_the_london_nhs.pdf> Barts and The Londonpdf(42 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/baxter.pdf> Baxter World Trade SApdf(187 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/belgian_association_of_phase_i_units.pdf> BAPU - Belgian Association of Phase I Unitspdf(16 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/bell_raymond_3.pdf> Raymond Bellpdf(13 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/university_hospital_bristol_nhs_foundation_trust.pdf> Bristol Royal Infirmary - British Nuclear Medicine Societypdf(29 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/british_heart_foundation.pdf> British Heart Foundationpdf(95 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/bpi_german_pharmaceutical_industry_assosciation.pdf> BPI - Bundesverband der Pharmazeutischen Industriepdf(107 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/bundesarztekammer.pdf> Bundesärztekammerpdf(52 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/cancer_research.pdf> Cancer Research UKpdf(242 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/central_committee_on_research_involving_human_subjects.pdf> CCMO - Centrale Commissie Mensgebonden Onderzoekpdf(100 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/portuguese_ethical_committee_for_clinical_research.pdf> CEIC - Portuguese Ethical Committee for Clinical Researchpdf(17 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/celgene.pdf> Celgenepdf(44 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/clinigene-noe.pdf> CliniGene-NoEpdf(201 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/conference_nationale_francaise_des_comites_de_protection_des_personnes_dans_la_recherche_biomedicale.pdf> CNCP - Conférence Nationale française des Comitésde Protection des Personnes dans la recherche biomédicalepdf(21 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/cochrane_centre.pdf> Cochranepdf(12 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/university_of_oxford_clinical_trial_service_unit_ctsu.pdf> CTSU - Clinical Trial Service Unit - Oxford Universitypdf(55 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/danish_ministry_of_health_and_prevention.pdf> Danish Ministry of Health and preventionpdf(67 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/danish_national_clinical_research_infrastructures_network_1.pdf> DCRIN - Danish National Clinical Research Infrastructure of ECRINpdf(74 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/deutsche_gesellschaft_fuer_pharmazeutische_medizin.pdf> DGPharMed - Deutsche Gesellschaft fuer Pharmazeutische Medizinpdf(63 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_association_of_nuclear_medicine_eanm.pdf> EANM - European Association of Nuclear Medecinepdf(171 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_biopharmaceutical_enterprises.pdf> EBE - European Biopharmaceutical Enterprisespdf(71 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_group_for_blood_and_marrow_transplantation_ebmt.pdf> EBMT - European Group for Blood and Marrow Transplantationpdf(54 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_cancer_organisation.pdf> ECCO - European CanCer Organisationpdf(27 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_cancer_patient_coalition.pdf> ECPC - European Cancer Patient Coalitionpdf(460 KB)

*       ECRIN TWG - European Clinical Research Infrastructures Network - Transnational Working Groups    <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_clinical_research_infrastructures_network.pdf> 1pdf(2 MB) -  <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/ecrin_twg.pdf> 2pdf(11 MB)

*       efpia - European Federation of Pharmaceutical Industries and Associations  <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/efpia_1.pdf> 1pdf(169 KB) -  <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/efpia_2.pdf> 2pdf(150 KB) -  <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/efpia_3.pdf> 3pdf(2 MB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/eipg.pdf> EIPG - European Industrial Pharmacists Grouppdf(17 KB)

*       ELN - European LeukemiaNet  <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/dgho_german_society_for_hematology_oncology_1.pdf> 1pdf(36 KB)-  <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/dgho_german_society_for_hematology_oncology_2.pdf> 2pdf(68 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_medicines_agency.pdf> EMA - European Medicines Agencypdf(89 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/eudraviliange_expert_group.pdf> EMA - European Medicines Agency - EudraVigilance Expert Working Grouppdf(497 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_science_foundation_1.pdf> EMRC - European Medical Research Councilspdf(19 KB) (ESF)

*       EORTC - European Organisation for Research and Treatment of Cancert  <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_organisation_for_research_and_treatment_of_cancer_1.pdf> 1pdf(81 KB) -  <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_organisation_for_research_and_treatment_of_cancer_2.pdf> 2pdf(56 KB) -  <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_organisation_for_research_and_treatment_of_cancer_3.pdf> 3pdf(125 KB) -  <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_organisation_for_research_and_treatment_of_cancer_4.pdf> 4pdf(63 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_patient_forum.pdf> EPF - European Patients' Forumpdf(230 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_confederation_of_pharmaceutical_entrepreneurs.pdf> EUCOPE - European Confederation of Pharmaceutical Entrepeneurspdf(628 KB)

*       ESF - European Science Fondation  <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_science_foundation_2.pdf> 1pdf(3 MB) -  <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_science_foundation_3.pdf> 2pdf(26 KB) -  <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_science_foundation_1.pdf> 3pdf(19 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/eucrof.pdf> EUCROF - European CRO Federationpdf(77 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/europabio.pdf> EuropaBio - European Association for Bioindustriespdf(195 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_consulting_and_contracting_in_oncology.pdf> European Consulting and Contracting in Oncologypdf(2 MB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_hematology_association.pdf> European Hematology Associationpdf(65 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/british_society_for_gene_therapy.pdf> European Society of Gene and Cell Therapypdf(128 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/european_society_of_radiology_esr.pdf> ESR - European Society of Radiologypdf(18 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/estonian_hospitals_association.pdf> Estonian Hospitals Associationpdf(84 KB)

*        <http://ec.europa.eu/health/files/clinicaltrials/docs/responses_2001-20/federation_of_the_european_academies_of_medicine.pdf> FEAM - Federation of the European Academies of Medicinepdf(83 KB)
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