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THE GEDON SYSTEM

GEDON is a web-based application for the “Management of notifications of possible
organ donors.” It is a technologically innovative telematic tool that:

= Connects in real-time a network of regional, interregional and international
organizations involved in the organ transplant process;

= Assists the network to manage the eligibility and distribution of donor organs,
ensuring instant, accurate and comprehensive case history information pertaining
to any potential organ donor.

The system connects the following units into a Regional network:

v Intensive Care Unit (ICU);

Regional Organ Transplant Coordination Center (RTC);
Organ Transplant Hospital (TH);

Tissue Typing Lab (TL)
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Interregional Organ Transplant Coordination Center (IRC);
v' Transplant Information System (ITS).

Each Region operates independently from the others. Each Regional network can be
composed of one or more ICUs, an RTC, one or more THs and one or more TLs. At
national or international level, specifically identified IRCs oversee the organ donation
phases: management of the organs that become available in one of the Regional
networks, entry/exit of organs from the interregional network.

The GEDON system architecture is detailed in the following figure:
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The various authorized users can access the system through a specific website,
which acts as a single information collection and transfer area. Notification and all
relevant information of a potential donor will be made available in real-time and
without the risk of interpretation errors to all the units of the relevant Regional
network. The units will consult and utilize GEDON and carry out their assigned
duties.

SYSTEM ACTORS

The system actors and the duties they carry out within the GEDON system are:

e The Intensive Care Unit will make the following information available
immediately in the system: personal data of potential organ donor, information
pertaining the organs that can be used for transplant, patient’s case study.

e The Tissue Typing Lab inserts and makes instantly available all relevant
donor information.

e The Regional Organ Transplant Coordinator will supervise, coordinate and
activate the concerned organ transplant hospitals.

e The Organ Transplant Hospital accesses, in read-only mode, all the
information related to the notification, in order to decide whether to accept the
donation.

e The IRC has read-only access to all the notifications inserted by the various
ICUs, regional hospitals and regional transplant organizations that are part of
the circuit of reference. It cannot make any changes. It is however authorized
to insert data regarding organ donations from other transplant organizations.

e The Transplant Information System receives, in real-time, all the relevant
donor information as soon as the notification is a) accepted, b) if the donor
organ is not suitable or not eligible, or c) if the organ is no longer available.
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MAIN FUNCTIONALITIES
The main functionalities provided by GEDON are:

1. the coordination of the rotation of Organ Transplant Hospitals for the assignment
of donor organs, keeping a historical data base of all the turn rotations.

2. allows the RTC to manage the delivery of every donor organ suitable for
transplant to:

a) an Organ Transplant Hospital belonging to its area according to pre-
established algorithms;

b) its IRC of reference which will assign the organ based on its Emergency,
Advance or Excess procedures defined in National, interregional or regional
protocols.

3. the management of the assignment of an organ to a transplant hospital or to
another coordination facility based on the acceptance or refusal of the offered
organ. Each acceptance or refusal procedure will ensure that the path of each
donor organ can be traced. A clear motivation must be provided for every refusal.

ORGAN ALLOCATION PROCESS
Notification

The notification of a possible donor starts from the moment a patient is declared
deceased in an ICU and will be finalized with one of the following events:

* Clinical Non Eligibility
e Opposition to the removal of organs
* Heart failure during observation
* Non opposition to the removal of organs
The allocation of organs
The RCT and IRC carry out the assignation of donor organs taking into consideration

the following aspects:

1. Evaluation of organ eligibility

The RCT carries out a donor evaluation for the following organs: heart, liver,
kidney. The organ will be classified in one of the following categories:

standard, non standard, marginal.
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The IRC receives external notifications and will manage the assignment of

offered organs based on pre-established algorithms.

. RCT organ offer

The organs considered as eligible for transplant by the RCT must be offered to

its own Organ Transplant Hospitals following pre-established algorithms.

If there are Priorities, Emergencies, or if all the organ transplant hospitals

refuse the organ, the RCT will pass the organ to the IRC.

. IRC organ offer

The IRC, differently from the RCT, can assign the organ following a priority
list, which includes Organ Transplant Hospitals from various regions. This
generates the restitution process, which is managed in specific pre-
established designation turns for each type of organ, with the exception of the

liver.

. Each individual Organ Transplant Hospital can accept or not the organ

offered.

Should the TH refuse, it must give a clear motivation for doing so; the refused

organs can be offered to another hospital.

. Organ pick-up

The TH must specify if, who and when will directly pick-up the donor organ; a

clear reason must be provided if the donor organ is not to be picked-up.

. Management of turns for the allocation of an organ

A procedure is in place to manage the organ allocation turns of the various
Transplant Hospitals. The GEDON application foresees allocation turns for

each type of organ.
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SYSTEM CAPABILITIES — SERVICE CENTER

The Service Center has been designed to guarantee maximum service continuity. It
utilizes a dedicated Web-Server to ensure the shared use of the GEDON application
through an 10 Mbit/sec HDSL line and two dedicated Cluster Servers, configured
accordingly to manage the software redundancy (hot-plug disk unit, processor, power
unit and a battery back-up). Both Cluster Servers manage a set of hot-plug discs,
with mirroring features. A data base has been installed on one of the Cluster Servers
to ensure that no data is lost. Automatic data back-up functions will be carried out

periodically.

The Web-Server can be accessed by authorized users only through the Internet and

is protected by a FIREWALL (hardware and software).

For increased security, the data base installed in one of the Cluster Servers cannot

be visualized on the Internet.

The Web-Server is authenticated by a Server Certificate provided by InfoCamere, an
authorized Certification Organization, and issued according to standard X.509 V3.
Information exchange between users and the web-server will be carried out in an

encrypted mode with a 128 bit coding adopting protocol SSL (Secure Sockets Layer).

Lastly, the presence of a dedicated line is foreseen to send all the closed notifications
to the ITS.

Gedon$



