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Sehr geehrter Herr Dr. Franke,

Rheinisch-Westfalische

Technische Hochschule Aachen

Universitatsklinikum
Medizinische Klinik I1,

die Dt. Gesellschaft fir Nephrologie bedankt sich fiir die Gelegenheit Nephrologie und Klinische

einer Stellungnahme zum geplanten Transplantationsregister.

Wir begriiRen die Initiative eines bundesweiten Transplantationsregisters
ausdricklich, moéchten aber unter Bezugnahme auf das mit Frau Prof. Dr. Elke
Schaffner am 15.4.16 gefiihrte Obleutegesprach an dieser Stelle erneut auf
einen Umstand hinweisen, der unserer Ansicht nach in dem bisherigen
Gesetzesentwurf zu kurz greift, die Verknipfung eines
Transplantationsregisters mit einem Dialyseregister.

Aus folgenden Griinden halten wir eine solche Datenverkniipfung fir
unerldsslich:

e Die Nephrologie ist in der Transplantationslandschaft einzigartig, da es
flachendeckend und jahre/jahrzehntelang Nierenersatzverfahren gibt, die
der Transplantation ,vor- und nachgeschaltet” sind, die Dialyse. Im Falle
eines Organversagens kehrt ein Patient an die Dialyse zurlick und kann
spater evtl. erneut transplantiert werden. Diese ,Krankheitskarriere”,
welche u.U. mehrere Transitionen zwischen den Verfahren beinhaltet, gilt
es abzubilden, da Dauer und Art des Dialyseverfahrens (Hamo- oder
Peritonealdialyse) bekannte und wichtige EinflussgréBen fir den Erfolg
einer Transplantation darstellen und, anders herum, Dauer und ggf.
Komplikationsreichtum einer Transplantation u.U. den Fortgang der
Dialysebehandlung beeinflussen kénnen.

e Eine longitudinale Nachbeobachtung der Patienten, wie im geplanten
Transplantationsregister vorgesehen, ist dulRerst begriiBenswert und kann
beispielsweise Fragen zum Uberleben von Patienten, aber auch des
transplantierten Organs beantworten. Ohne eine Verkniipfung mit
Dialysedaten ist nicht zu erfassen, aus welchem Grund im Verlauf
Informationen zu einem Patienten plotzlich fehlen: Er/sie konnte
verstorben sein, nicht mehr zu den ambulanten Terminen erscheinen oder
aber aufgrund eines Transplantatversagens wieder an die Dialyse
zurlickgekehrt sein. Diese Patienten wiirden nicht erfasst werden.
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Dialyse und die Transplantation, sind héchst invasive und kostspielige Verfahren. Die momentane
Beratung von Patienten, flir welches Verfahren sie sich entscheiden sollen, stiitzen sich i.d.R. auf
US-amerikanische Daten (die sich von deutschen in vielerlei Hinsicht unterscheiden), da Daten zu
Uberlebenszeit und Lebensqualitdt in Deutschland hierzu nicht vorliegen. Somit wiren eine
Evaluation unserer (invasiven) Behandlungsverfahren sowie eine verantwortungsvolle, auf einer
verlasslichen Datenlage basierende, Entscheidungshilfe weiterhin nicht moglich.

Wartelistenpatienten reprasentieren nur eine Minderheit der Patienten, die sich fiir eine
Transplantation qualifizieren. Nur die Verknipfung mit Dialysedaten erlaubt eine vollstandige
Beurteilung tGber den tatsachlichen Bedarf.

Nur die Verknipfung eines Transplantationsregisters mit einem Dialyseregister erlaubt die
Analyse, ob transplantable Patienten auch zur Transplantation gemeldet werden (die ARD hat
jungst auf teilweise gravierende Probleme in diesem Bereich hingewiesen; (Politmagazin FAKT
12.4.2016 und 10.5.2016).

Angesichts des Organmangels stellt eine Transplant-Niere ein sehr kostbares Gut dar. Mit der
Verknilpfung eines Dialyse- und Transplantationsregisters kann in diesem hochsensiblen Bereich
der Verteilungsgerechtigkeit Transparenz und damit Vertrauen (zurick)gewonnen werden.

Mit freundlichen GriilRen,

fiir den Vorstand der Dt. Gesellschaft fiir Nephrologie
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Prof. Dr. Jirgen Floege
Prasident
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registries be linked to data sources that accurately capture the need for
transplantation. In the case of patients with kidney failure, only a minority of
patients receiving dialysis and eligible for a transplant actually receive one in
any given year. Furthermore, many dialysis patients who are eligible for a
transplant are not on a transplant waiting list such as that maintained by
Eurotransplant. Therefore a key component of leading transplant registries is to
ensure that they are directly linked to dialysis registries, thereby allowing for a
more complete assessment of the need for transplantation than relying on
waiting lists alone.

Transplant registries are an essential tool for ensuring that all transplant
centres are performing to acceptable standards and facilitate appropriate
resource allocation and training of personnel. Equally important, they provide
otherwise difficult to obtain evidence regarding transplant outcomes that leads
to better treatments and improved protocols. A dedicated German registry will
allow you to monitor the efficiency of the system, and provide accurate
information to inform health policy to ensure your transplant system continues
to meet the needs of German residents in the future.

The establishment of a transplant registry is supportive of many international
legal instruments, professional statements and declarations on organ donation
and transplantation, and is consistent with the 2010 WHO guiding principles on
human cell tissue and organ transplantation: namely the monitoring of long
term outcomes, quality and safety of products - guiding principle No. 10.

International headquarters ¢ The Transplantation Society

505 Blvd René-Lévesque West, Suite 1401 + Montréal, Québec, Canada H2Z 1Y7
Tel: 514-874-1717 + Fax: 514-874-1716 + Email: info@tts.org « Web: www.tts.org
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Germany has established a highly successful transplant system which has
provided lifesaving treatment for thousands of its citizens, but unique among
developed countries, lacks a dedicated transplantation registry. The
Transplantation Society recognizes the importance of registries for the
maintenance and improvement of professional standards and the current
Council of The Transplantation Society encourages all jurisdictions to establish
such registries.

Your group of German advisors has the appropriate expertise and international
support to help you establish a state-of-the-art registry that will ensure the
continued success of the German transplantation system. As President of The
Transplantation Society | am happy to provide any additional assistance you
may require.

Yours sincerely,

P Olpee?

Philip J. O'Connell
President

International headquarters ¢ The Transplantation Society
505 Blvd René-Lévesque West, Suite 1401 « Montréal, Québec, Canada H2Z 1Y7
Tel: 514-874-1717 + Fax: 514-874-1716 + Email: info@tts.org « Web: www.tts.org



the DECLARATION o ISTANBUL

\ ! on ORGAN TRAFFICKING and TRANSPLANT TOURISM

May 29, 2016

Dr. Edgar Franke
Ausschuss flir Gesundheit
Deutscher Bundestag
Platz der Republik 1
11011 Berlin

Dear Dr. Franke,
Re: German transplantation and dialysis registry

The Declaration of Istanbul Custodian group works towards ethical and non-commercial transplantation
practices and also views the issue of self-sufficiency in terms of organs in different regions of the world
as very important. To this regard we would like to ask you to support the establishment a new German
Transplant and Dialysis Registry. Not only will it help to develop transparent and open systems that are
very useful when society needs to trust a system, it will also improve the scientific monitoring of
outcomes and procedures in your region, which is very important.

Equitable allocation is a goal in many countries and in the field of transplantation a data source for both
patients on the waiting list/ receiving dialysis, as well as transplanted patients, is very important. It will
be a great benefit to have a clear view of who the patients are on the waiting lists, who then receive an
actual transplant and who remain on the waiting list. In this regard a dialysis and transplant registry will
be hugely beneficial for Germany.

Sincerely,

Beatriz Dominguez-Gill & ElImi Muller
Co-chairs oft he Declaration of Istanbul Custodian group
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Your reference: German transplantation and dialysis registry

30 May 2016

Dear Dr. Franke,

| am writing this letter to urge your support for the establishment a new German
Transplant and Dialysis Registry.

Unigue among health technologies, transplantation is dependent on the public trust as
organs are donated by members of society.

Transparent reporting ensures that donated organs are distributed to patients in need in
accordance with established rules and is fundamental to maintaining public support for
organ donation and transplantation. Demonstration of an equitable allocation of a scare
health resource such as transplantable organs requires that transplantation registries be
linked to data sources that accurately capture the need for transplantation.

In the case of patients with kidney failure, only a minority of patients treated with dialysis
who are eligible for a transplant and would benefit from this treatment are actually
represented on a transplant waiting list such as that maintained by Eurotransplant.
Therefore a key component of leading transplant registries is to ensure that they are
directly linked to dialysis registries which allows for a more complete assessment of the
need for transplantation than relying on waiting lists alone.

Germany has an established a highly successful transplant system which has provided
lifesaving treatment for thousands of its citizens, but unique among developed countries,
lacks a dedicated transplantation registry.

Your investment in an integrated dialysis and transplantation registry will not only ensure
public trust in the German system, but will allow you to monitor the efficiency of the
system, and provide accurate information to inform health policy to ensure your
transplant system continues to meet the needs of German residents in the future.
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Organisation mondiale de la Santé ¢ BcemupHas oprannsauun 3gpasooxpaHeHusi ¢ Organizacion Mundial de la Salud
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Your group of German advisors has the appropriate expertise and international support to
help you establish a state of the art registry that will ensure the continued success of the
German transplantation system.

As a Special Adviser at the World Health Organization on Medical Products of Human
Origin | am happy to provide any additional assistance you may require.

Yours sincerely,

Prof. Jose R. Nuitiez MD, PhD
Advisor MPHO
Service Delivery and Safety (SDS)
World Health Organization-HQ
Avenue Appia 20, CH-1211 Geneva 27
Switzerland
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