Dear colleagues,

Dear friends,

Many of you have read and supported the editorial of Dr. Sekeres and our response signed by
more than 80 European investigators (ASH clinical news):

- “Contract Research Agonizations » By M Sekeres :

https://www.ashclinicalnews.org/perspectives/editors-corner/contract-research-
agonizations/

-« Advocating for a Return to Common Sense in Clinical Research » by S Le Gouill and S Rule :
https://www.ashclinicalnews.org/perspectives/advocating-return-common-sense-clinical-
research/

These two articles report the absurdities and growing bureaucratic difficulties encountered by
clinicians invested in clinical research. These are two alarms denouncing an infernal
bureaucratic spiral affecting quality of data collected in clinical trials, demotivating research
teams, and hampering the initiatives of clinician-scientists while contributing heavily to
hyperinflation of the cost of clinical trials. Those responsible for this inflation of signatures,

emails, queries, teleconferences are denounced in these two articles.

We, doctors who take care of patients on a daily basis, wish to formalize our approach to
rebuilding good clinical practices (GCPs) by writing an article that will be submitted to The
Lancet. This article, where we we propose to describe the current system, its gaps and its
absurdities, and to present the main points of these necessary reforms, will be the first step
in the reconstruction of GCPs combining safety, quality of the data and efficiency.

With the collaboration of external experts in regulatory requirements, we wish to undertake
this reconstruction with all the actors of clinical research and in the first place the doctors..
The methodology will have to be defined more precisely but we plan to organize
international working groups and a final joint meeting.

You can support and participate in this movement. All you have to do is to send an email to
one of our local coordinators and specify:

- your surname and first name

- your email address
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- your affiliation (institution, city, country)

n

followed by "I support the new-GCPs project

Let's build the new GCPs together!
Steven Le Gouill

Simon Rule

List of coordinators:

- Belgium: Pr André (marc.andre@uclouvain.be)

- Czeck Republic: Pr Trneny (trneny@cesnet.cz)

- France: Pr Le Gouill S (steven.legouill@chu-nantes.fr) and Dr Delarue
(richard.delarue@nck.ap-hop-paris.fr)

- Germany: Prof. Dreyling (martin.dreyling@med.uni-muenchen.de) and Prof Rummel
(Mathias.Rummel@innere.med.uni-giessen.de

- Greece: Pr Dimopoulos (mdimop@med.uoa.gr)

- Italy: Professor Zinzani (pierluigi.zinzani@unibo.it) and P Ghia (ghia.paolo@hsr.it)
- Netherland: Dr. Doorduijn (j.doorduijn@erasmusmc.nl)

- Poland: Prof J walewski (walewski@coi.waw.pl)

- Portugal: Dr M. Gomez (mgsilva@ipolisboa.min-saude.pt)

- Sweden: Dr Jekerman (mats.jerkeman@med.lu.se)

- UK: Pr Rule S (Simon.Rule@phnt.swest.nhs.uk)
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Pr S. Le Gouill (Nantes Medical University, Nantes, France) and Pr S. Rule (Plymouth
University, Pymouth, UK) and (in alphabetic order):

Pr L. Ades, Hopital Saint Louis, Paris, France ;

Pr M. Attal, Institut Universitaire du Cancer Toulouse, Toulouse, France ;
Dr Y. Beguin, Université de Liege, Liege, Belgium

Dr C. Bonnet, Université de Liege, Liege, Belgium;

Pr D. Bordessoule, Limoges Medical University, Limoges, France;

Dr P. Brown, Rigshospitalet Copenhagen, Denmark ;

Pr C. Buske, University Hospital Ulm, Germany ;

Pr G. Cartron, Montpellier University Hospital, Montpellier, France;

Dr O. Casasnovas, Dijon University Hospital, Dijon, France;

Pr B. Coiffier, Hospices civils de Lyon, Lyon, Franc;

Pr G. Collins, Oxford Cancer and Haematology Centre, UK ;

Pr F. D’Amore, Aarhus Universitet hospital, Aarhus, Denmark ;

Pr A. Davies, Southampton University Hospital, UK ;

Dr R. Delarue, Hopital-Necker, AP-HP, Paris, France;

Pr A. Delmer, Reims Medical University, Reims, France (President of the French Society of
Hematology)

Pr T. Dimopoulos, Natinal and Kapodistrian University of Athens, Greece
Dr J. Doorduijn, Erasmus MC Cancer Institute, Rotterdam, Netherland
Pr C. Doyen, CHU UCL NAMUR (Godinne), université catholique de Louvain, Belgium
Pr M. Dreyling, Klinikum der Universitat Minchen, Germany

Pr A. Engert, University Hospital of Cologne

Pr P. Fenaux, Hopital Saint Louis, Paris, France

Pr P. Feugier, Nancy Medical University, Nancy, France

Dr G. Follows, Cambridge University Hospitals, UK

Dr A. Fossa, Oslo University Hosptial, Norway

Dr C. Fox, Nottingham University Hospitals, UK

Pr P. Ghia, Universita Vita-Salute San Raffaele, Milano, Italy

Pr. M. Ghielmini, University of Lugano, Switzerland

Pr C. Gisselbrecht, Hopital Saint Louis, Paris, France

Dr M. Gomez Da Silva, Insituto Portugues de Oncologia, Lisbon, Portugal
Pr E. Gyan, Tours Medical University, Tours, France

Pr C. Haioun, AP-HP Henri-Mondor, Creteil, France

Pr M. Hallek, University Hospital of Cologne, Germany

Pr O. Hermine, Hopital-Necker, AP-HP, Paris, France

Pr G. Hess, University of Mainz, Germany

Pr W. Hiddemann, Klinikum der Universitat Milinchen, Germany

Pr P. Hillmen, Leeds University Hospital, UK

Dr C. Hulin, Bordeaux Medical University, Bordeaux, France

Pr M. Hunault, Angers Medical University, Angers, France

Pr G. Jackson, Newcastle University Hospital, UK

Dr M. Jerkeman, Lund University, Sweeden

Pr P. Johnson, Southampton University Hospital, UK

Pr. W. Jurczak, Jagiellonian University, Krakdéw, Poland

Pr E. Kimby, Karolinska University Hospital Stockholm, Sweden

Dr M. Ladetto, Ospedaliera Santi Antonio, Alessandria, Italy
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Pr T. Lamy, Rennes Medical University, Rennes, France

Pr V. Leblond, La pitié Salpétriere AP-HP, Paris, France

Pr X. LeLeu, Poitiers Medical University, Poitiers, France

Dr PJ Lugtenburg, Erasmus MC Cancer Institute, Rotterdam, Netherland
Dr M. Macro, Caen Medical University, Caen, France

Pr A. Marc, Université de Louvain, Louvain, Belgium

Pr G. Marit, Bordeaux Medical University, Bordeaux, France
Pr M. Martelli, Sapienza University of Rome, Italy

Dr A. McMillan, Nottingham University Hospital, UK

Pr N. Milpied, Bordeaux Medical University, Bordeaux, France
Pr M. Mohty, Hopital Saint-Antoine, Paris, France

Pr P. Moreau, Nantes Medical University, Nantes, France

Pr F. Morschhauser, Lille Medical University, Lille, France

Dr B. @stenstad, Oslo University Hosptial, Norway

Pr C. Ottensmeier, Southampton University Hospital, UK

Dr A. Perrot, Nancy Medical University, Nancy, France

Pr A. Pettitt, Liverpool University Hospital, UK (Chair of the NCRI Haematological Oncology

CSG)

Pr. M. Pfreundschuh, Universitat des Saarlandes Homburg, Germany
Pr C. Recher, Institut Universitaire du Cancer Toulouse, Toulouse, France
Dr V. Ribrag, Institut Gustave Roussy, Villejuif, France

Pr M. Rummel, Universitatsklinik Giessen, Germany

Pr P. Rutkowski, Maria Sklodowska-Curie Institute - Oncology Center
Warsow, Poland

Pr G. Salles, Hospices civils de Lyon, Lyon, France

Pr N. Schmitz, Asklepios Hospital St Georg, Hamburg, Germany

Pr K. Smedby, Karolinska University Hospital Stockholm, Sweden

Pr. P. Sonneveld, Erasmus MC Cancer Institute, Rotterdam, Netherland

Dr K. Stamatopoulos, Center for Research and Technology Hellas, Thessaloniki, Greece

Dr N. Stavroyianni, G. Papanikolaou Hospital, Thessaloniki, Greece
Dr Stoppa, IPC centre de lutte contre le cancer ,Marseille France

Pr H. Tilly, Centre Henry Becquerel, Rouen, France

Pr M. Trneny, Medicine University Praga, Czek Republic

Pr E. Van Den Este, Université catholique de Louvain, Belgium

Pr N. Vey, Centre Paoli Calmette, Marseille, France

Dr C. Visco, Ospedale San Bortolo, Vicenza, Italy

Pr U. Vitolo, Citta della Salute e della Scienza di Torino, Torino, Italy
Pr J. Walewski, Maria Sklodowska-Curie Institute - Oncology Center
Warszawa, Poland

Pr I. Yakoub-Agha, Lille university hospital, Lille, France

Pr PL Zinzani, Bologna University, Italy

4 von &



Nouveaux noms :

Trotman Judith

Prof. Charles Craddock CBE, FRCP (UK), FRCPath, DPhil
Professor of Haemato-oncology : président société British society of haematology

Arnaud jaccard
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Signatures for
« Advocating for a Return to Common Sense in Clinical Research »

1. Prof. Dr. Aristoteles Giagounidis, Chefarzt Klinik fur Onkologie, Hamatologie,
Marien Hospital Dusseldorf

2. Prof. Dr. M. Bentz, Chefarzt Med. Klinik 1ll, Stadtisches Klinikum Karlsruhe

3. Prof. Dr. Wolfgang E. Berdel, Director Department of Medicine A, University
Hospital Muenster, Leitung der Studienallianz Leukamie (SAL)

4. Prof. Dr. med. Wolfgang Bethge, Leiter Zentrum fur Klinische Studien,
Universitatsklinikum Tubingen

5. Prof. Dr. med. Peter Borchmann, Klinik | fir Innere Medizin, Co-Chairman der
GHSG

6. PD Dr. Peter Bojko, Med. Klinik Ill, Rotkreuzklinikum Munchen

7. Professor Jan Braess, Chefarzt Onkologisches Zentrum, Krankenhaus
Barmherzige Bruder Regensburg

8. Priv. Doz. Dr. Cornelia Brendel, Leitung Hamatologisches Labor,
Universitatsklinikum Giel3en und Marburg, Standort Marburg, Studiengruppe
T-Zell-Lymphome

9. Ariane Bruche, Studienzentrale der Medizinischen Klinik I, Klinikum der
Universitat, LMU Munchen, GLSG-Studienzentrale

10.Prof. Dr. med. Tim H. Brimmendorf, Direktor der Klinik fir Onkologie,
Hamatologie, Uniklinik der RWTH Aachen

11.Dr. med. Uta Brunnberg, Medizinische Klinik 2 Hamatologie, Medizinische
Onkologie,
Universitatsklinikum Frankfurt

12.Prof. Dr. Dr. Birgit Burkhardt, Leiterin Padiatrische Hamatologie und
Onkologie, Universitatsklinikum Muanster, Co-Chair der NHL-BFM
Studiengruppe

13.PD Dr. Rainer Claus, 2. Medizinische Kilinik, Klinikum Augsburg

14.Prof. Dr. med. P. Markus Deckert, Chefarzt Klinik fur Hamatologie, Onkologie,
Stadtisches Klinikum Brandenburg, Hochschulklinikum der MHB - Theodor
Fontane

15.Dr. Sascha Dietrich, Medizinische Klinik V, Hamatologie, Onkologie,
Universitatsklinikum Heidelberg

16.Prof. Dr. med. Martin Dreyling, Medizinische Klinik IlI, Klinikum der Universitat,
LMU Minchen, Coordinator of European MCL Network

17.PD Dr. med. Barbara Eichhorst, Klinik | fir Innere Medizin,
Universitatsklinikum Koln, Sekretédr der DCLLSG

18.Prof. Dr. Hermann Einsele, Direktor Department of Internal Medicine II,
University Hospital Wuerzburg, Leiter Deutsche Studiengruppe Multiples
Myelom (DSMM)

19.Prof. Dr. med. Falko Fend, Direktor Institute of Pathology, University Hospital
Tuebingen, Eberhard-Karls-University, , Referenzpathologe der GLA

20.PD Dr. med. Sebastian Fetscher, Chefarzt Hamatologie und Onkologie, Sana
Kliniken Lubeck GmbH

21.Prof. Dr. med. N. Frickhofen, Chefarzt Klinik Innere Medizin Ill, Dr. Horst
Schmidt Kliniken Wiesbaden

22.Arnold Ganser MD, Professor of Medicine, Direktor Department of
Hematology, Hannover Medical School

23.Dr. med. Tobias Gaska, Chefarzt, Bruderkrankenhaus St. Josef Paderborn
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24.Dr. Thomas Geer, Chefarzt Medizinische Klinik 11l Onkologie, Hamatologie,
Diakonie-Krankenhaus Schwabisch Hall

25.Prof. Dr. med. Bertram Glal}, Chefarzt Hamatologie, und
Stammzelltransplantation, HELIOS Klinikum Berlin-Buch

26.Dr. med. Nicola Gokbuget, University Hospital, Frankfurt, Secretary of the
German Multicenter Study Group for Adult ALL

27.Prof. Dr. med. Frank Griesinger, Direktor Klinik fur Hamatologie und
Onkologie, Pius-Hospital, Medizinischer Campus Universitat Oldenburg

28.Prof. Dr. Gerhard Held, Chefarzt | Klinik fur Innere Medizin 1, Westpfalz-
Klinikum Kaiserslautern

29.Prof.Dr.M.Herold, Leiter Onkologisches Zentrum, Erfurt, Lymphom-AG
OSHO

30.Dr. med. Daniel Heudobler, Klinik und Poliklinik fr Innere Medizin I,
Universitatsklinikum Regensburg

31.Prof. Dr. med. Wolfgang Hiddemann, Direktor Medizinische Klinik 1, Klinikum
der Universitat, LMU Munchen, Leiter GLSG

32.Prof. Dr. med. Kai Hubel, Klinik | fir Innere Medizin, Universitatsklinikum Kaln,
DGHO-Arbeitskreis HIV-Neoplasien

33.Dr. med. Gerdt Hubner Leitender Arzt Hamatologie und Internistische, Kliniken
Ostholstein Onkologie, Sprecher der AG CUP-Syndrom in der AIO

34.Dr. med. Benjamin Kasenda, Onkologie, Universitatsspital Basel, Schweiz

35.Prof. Dr. Wolfram Klapper, Institut fur Pathologie, Universitatsklinikum
Schleswig-Holstein, Campus Kiel, , Referenzpathologe der GLA

36.Prof. Dr. med. Christian Kdnecke, Klinik fir Hamatologie, Onkologie,
Medizinische Hochschule Hannover

37.Prof. Dr. Stefan W. Krause, Medizinische Klinik 5 - Hamatologie und Internist.
Onkologie, Universitatsklinikum Erlangen

38.Prof. Dr. med. William H. Kruger, Klinik und Poliklinik flr Innere Medizin C
Hamatologie und Onkologie, Universitatsmedizin Greifswald

39.Professor Dr. med. Georg Lenz, Leiter Translationale Onkologie,
Universitatsklinikum Munster

40.Prof. Dr. Andreas Mackensen, Direktor Medizinische Klinik 5 - Hamatologie
und Internist. Onkologie, Universitatsklinikum Erlangen

41.Dr. Fabian Mueller, Internal Medicine 5, Dept for Hematology & Oncology,
University Hospital Erlangen,

42.Prof. Dr. Carsten Muller-Tidow, Direktor Medizinische Klinik V, Hamatologie,
Onkologie, Universitatsklinikum Heidelberg

43.Professor Dr. German Ott, Chefarzt, Abteilung fur Klinische Pathologie,
Robert-Bosch-Krankenhaus Stuttgart, Referenzpathologe der GLA

44 .Dr. Jens Panse, Med. Klinik IV, Uniklinik RWTH Aachen

45.Dr. med. Daniel Pink, Chefarzt Klinik fir Hamatologie, Onkologie und
Palliativmedizin, Klinikum Bad Saarow

46.Dr. med. Viola Pdschel, Universitat des Saarlandes Homburg, DSHNHL-
Studienzentrale

47.Prof. Dr. Claudia Roéssig, Direktor University Children’s Hospital Muenster,
Pediatric Hematology and Oncology, Muenster

48.Prof. Dr. Susanne Saulele, Medizinische Fakultat Mannheim der Universitat
Heidelberg, Secretary of the European Leukemia Net

49.Prof. Dr. med. Clemens A. Schmitt, M.D., Hematology, Oncology, and Tumor
Immunology, Charité - Universitatsmedizin Berlin

7 von 8



50.Professor Dr. Martin Schrappe Direktor Dept. of Pediatrics |, University
Medical Center Schleswig-Holstein, Campus Kiel, Christian-Albrechts-
University, Chair ALL-BFM Study Group, President European Society of
Pediatric Oncology (SIOP)

51.Prof. Dr. H. Stein, Pathodiagnostik Berlin, , Referenzpathologe der GLA

52.Prof. Dr. med. Matthias Theobald, Direktor Ill. Medizinische Klinik und
Poliklinik, Johannes Gutenberg-Universitat Mainz

53.Prof. Dr. Ralf Trappe, Chefarzt Hamatologie und internistische Onkologie, Ev.
Diakonie-Krankenhaus Bremen, Leiter PTLD-Studiengruppe

54.Prof. Dr. med. L. Trimper, Direktor Hamatologie und Medizinische Onkologie,
Universitatsmedizin Gottingen, President of GLA

55.Dr. Matthias Vohringer, Abteilung fir Hamatologie, Onkologie, Robert-Bosch-
Krankenhaus, Stuttgart

56.Dr. med. Thomas Weber, Klinik flr Innere Medizin IV, Hamatologie und
Onkologie, Universitatsklinikum Halle (Saale) der Martin-Luther-Universitat
Halle-Wittenberg

57.Prof. Dr. Maike de Wit, Chefarztin Klinik fur Hamatologie, Onkologie, Klinikum
Neukodlin, Berlin

58. Thomas Wolff, Chefarzt Klinik Hamatologie/ Onkologie, Hanseklinikum
Stralsund

59.Prof. Dr. med. G. Wulf, Hamatologie und Medizinische Onkologie,
Universitatsmedizin Goéttingen

60.Dr. med. Florian Zettl, Abteilung Hamatologie Onkologie und Palliativmedizin,
Klinikum Traunstein

61.Dr. Heiner Zimmermann, Hamatologie und internistische Onkologie, Ev.
Diakonie-Krankenhaus Bremen, PTLD-Studienzentrale

62. Anna-Katharina Zoellner, Medizinische Klinik Ill, Klinikum der Universitat, LMU
Munchen, GLSG-Studienzentrale
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