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1. INTRODUCTION

The EU SoHO Platform is an EU-wide digital platform supporting the implementation on technical
standards and guidelines defined under the Regulation for Substances of Human Origin (1). It provides
clear and reliable information about how Substances of Human Origin (SoHOs) are used in healthcare
to diagnose, prevent, or treat medical conditions.

What the EU SoHO platform does:

e  Shows which SoHO-E are authorised to work with these substances in each EU country.

e Offers public access to non-confidential data, including guidelines and safety information.

e Provides information on activities and treatments involving SoHO, such as how blood, tissues,
or cells are collected and used.

e Promotes transparency and safety by helping ensure all EU countries follow the same rules
and standards.

This manual provides clear, step-by-step guidance for navigating the website and using its key features
efficient.

Please note: This document is applicable to all software releases within the Software Version(s) —
Applicability specified in the footer of the cover page. Screenshots may differ slightly from the current
software interface due to minor Ul (User Interface) changes introduced in subsequent software
releases. Such differences do not affect the applicability of the information and instructions provided
in this document.

The screenshots in this document may contain red boxes or red arrows used to highlight specific
fields or actions. These elements are for documentation purposes only and are not part of the real
user interface (Ul).

To access the platform, open your web browser and enter the following address in the URL bar:
https://webgate.ec.europa.eu/eusoho/

2.  HOMEPAGE

2.1. Overview

The homepage is the primary access point to all features of the EU SoHO website platform.

To guarantee intuitive navigation and rapid access to all essential resources, the homepage is divided
into three primary sections (A Website Header, A Central Area, A Website Footer).

2.1.1. Website Header

The website's header, which is at the top of the page, offers a direct link on the right that allows
registered users to access the website's private area containing additional features such as SoHO
Entity registration.

(") https://health.ec.europa.eu/blood-tissues-cells-and-organs/soho-regulation_en
1
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2.1.2. Central Area

The central area contains a main Navigation menu that directs users to the core sections. The central
content is dynamically updated based on navigation actions.

SOHO Platform - Substances of Human Origin

RN SEC 1L ookup v | Guidelings

Info> For recent changes and known issues please see the link to "Relzase Notes™ at the bottom of the website x
About the EU SeHO Platform
The EL S0HO Platform s an EU-wide digilal piation for the Substances of Human Crigin {or SaHO for shart) sector It gathers all relevant nformation for stakeholders and the public al large (tlechnical guidelines. list of

‘SoHO entities and establishments...) and facilitates the exchange of data between SoHO entities, SoHO establishments, SoHO Competent Authorities, to ensure the quality and safety of SoHO, in compliance with personal
data protection rules.

SoHO Entities per Country  SoHO Preparaticns per Country  SoHO Clinical Outcomes per Country  SoHO per Category

(C]

2.1.3. Website Footer

A Bottom section where users can find link to important information and support materials such as
regulatory guidelines for SOHO, reference notes, and contact information for support.

European
Commission

of Human O (SoHO R

mu—3 2 Conlact us

2.1.4. Navigation and common interface components.

This paragraph outlines the primary navigation tools and standard interfaces features used
throughout the platform. Familiarise and understanding these elements is essential for facilitate
efficient navigation and use of the application.

Upon navigating to any tab, other than Home, the system displays a breadcrumb path directly below
the main navigation bar (e.g., Home > Sec Lookup). Each segment is interactive, enabling navigation
back to a previous page.

Common interface interactive elements

Interactive element Location Function
Contextual Information | Near labels, | Hover the cursor on this icon to reveal brief,
icon® specifically within | context/sensitive guidance. Use these icons to

data entry forms, | clarify required data formats, understand
action popups, | specific SOHO terminology or rules.
etc.




Sorting Arrows

on the right-side
of table column
header

Click on Up and down arrows to toggle between
ascending and descending order.

Search text box and

At right-top or

Use contextual keywords to narrow the results.

button left-top of a
table/list
Show 10 ~  entries At the top left side | Select the dropdown to change the number of
of a table/list records displayed (10,25,50, or 100)
Sort by v At the top right | Order result by ASC/DESC alphabetic order,

side of a table/list

ASC/DESC last update

Previous - 2 3 4 MNed

Pagination bar

At  the right-
bottom of the
table/list

Useful when the number of entities exceeds the
number displayed on a single page

Navigation arrows

.

On the bottom of
the form

Use buttons to move back and forward between
pages of the form.

Light red bar, like in the image above, shows error message with self-explicatory text.

Error> field [Competent Authority] is reguired »
Light blue or yellow bar are used for information message.

2.2, Homepage Content

The Central Area of the Home page shows four tabs:

SoHO Entities per Country

SoHO Preparation per Country
SoHO Clinical Outcomes per Country
SoHO per Category

On first access, a yellow informational banner is displayed beneath the Home tab if there is an
important notification to communicate. Immediately below the banner, a brief introduction to the EU
SoHO platform is provided, followed by an interactive map showing the number of SoHO Entities per
country.



Infox For recent changes and known issues please see the link 1o “Release Noles™ at the bottom of the websile

About the EU SoHO Platform
The EU SoHO Platform is an EU-wide digital platform for the Substances of Human Origin (or SoHO for short) sector. It gathers all relevant information for stakeholders and the public at large (tachnical guidelines, list of
S0HO entities and establishments. .} and facilitates the exchange of data batwaen SoHO enfities, SoHQ establishments, SoHO Compatent Autharties, to ensura the quality and safety of SoHO, in compliance with parsonal

data protection rules

SoHO Entities per Country  50HO Preparations per Country  SoHO Clinical Outeomes per Country  SoHO per Categary

@ LIN-FAD for the acsministertive bourdarse: | Desclaimar

The map uses different shades of blue to indicate the volume range (number of SoHO Entities Per
Country). These ranges are detailed in the legend at the bottom-right corner.

Hovering the cursor over a specific country displays the exact number of SoHO Entities for that
country. On the right side of the map, a vertical toolbar provides a set of interactive controls for
navigating and interacting with the map’s features.

From top to bottom, the controls in the vertical
toolbar allow the map to be reset to its original
view, zoomed in or out, switched to full-screen
mode, or printed.

Fullscreen

2.2.1. SoHO Preparations per Country

Clicking the corresponding tab opens the map of SoHO Preparations per Country. The map displays
the number of SoHO preparations in each country. All functionalities of this interactive map are the
same as those described in the previous paragraph.

SoHO Entities per Country SoHO Preparations per Country SoHQ Clinical Qutcomes per Country SoHO per Category
12
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2.2.2. SoHO Clinical Outcomes per Country

Selecting the corresponding tab opens the map of SoHO Clinical Outcomes per Country. The map
displays the number of SoHO Clinical Outcomes available in each country.

SoHO Entities per Country SoHO Preparations per Country Sﬂﬁ(} Clinical Outcomes per Country SoHO per Category

T L P ' )
@

All functionalities of the interactive map are the same as those of the map presented in the previous

paragraph.

2.2.3. SoHO per Category

Clicking the SoHO per Category tab opens an interactive pie chart. The chart illustrates the percentage
distribution of human-origin substances classified under each SoHO category.

S0HO Entities per Country  SoHO Preparations per Country  SoHO Clinical Qutcomes per Country  SoHO per Category
LY

f

SoHO per Category

Other: 12.9% Umbilical Cord: 0.2 %

Skin; 1.3 % Mature Cell, Pancreatic lslet Calle: 0.1 %

Reproductive, Embryos/Zygotes: 0.2 % Mature Cells, MNC: 3.7 %

Mature Cell, T Cell: 10.4 % Musculoskeletal, Tendon & Ligament: 6.2 %

Repraductive, Oocytes: 0.1 % Musculoskeletal, Bone: 17.5 %

Cardiovaseular, Valves: 12 %

Cardiovascular, Vessels: 29 % -

Membrane, Pericardium: 0.4 % Membrane, Fascia Lata; 0.4 %

Membrane, Amniotic: 1.1 % Mature Cell, Keratinocyte: 0.1 %

Musculoskeletal, Cartilage: 1.6 %
Pragenitor Cell, Hematopoletic, Cord Blood: 4.1 % Progenitor Cell, Hematopoietic, PBSC: 15.1 %
Reproductive, Spann: 0.1 % Parathyroid: 0.1%

Ocular, Comea: 7.6 % L Progenitor Call, Hematopoletic, Bane Marrow: 12.3 %



HO Clinical Outcomes per Country

SoHO per Category

—

Musculoskelstal Bone

# SoHO count: 850

SoHO per Category

__~— Musculoskeletal, Bone: 17.5 %

View data table
View in full screen

Use patterns

Download XLS
Download PNG image

Download CSV

Print chart

[

Download PDF document

N\

View data table
View in full screen

Use patterns

Download XLS
Download PNG image

Download CSV

Print chart

Download PDF document

Back to previous page

SoHO per Category

Category
Mature Cell, Hepatocyte
Umbilical Cord

Membrane, Dura Mater

By hovering the cursor over the chart, the
exact number of SOHO per Category will be
displayed

On the right-top a chart Context Menu is
provided by clicking on the

icon —

The Chart context menu offers actions and
options relevant to the chart and its data
elements.

By clicking on “View data table” a full screen
data table with two columns (Category and
SoHO count) will be displayed.

SoHO count
4
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By clicking the “Back to Previous Page” button, navigation returns to the home page displaying the
content of the “SoHO Entities per Country” tab.

—] The chart can be viewed in full-screen mode by clicking “View in Full
Screen,” and full-screen mode can be exit by selecting “Exit from Full

View data tabl 3
iow data table Y ' Screen” from the same menu.
Use patterns

Download PDF document
Download XLS
Download PNG image

Download CSV

Print chart

E By clicking on “Use patterns” the chart representation switches from
coloured slices to patterned slices for better differentiation.

View data table [}

View in full screen

Use pattemns (o ]

Download PDF document

The chart and the related SoHO per Category data can be also downloaded or printed using the self-
explanatory labels: Download PDF document, Download XLS, Download PNG image, Download CSV,
Print chart.



3. SECLookup
3.1. Context Overview

In the context of Substance of Human Origin having a section dedicated to SEC Lookup means
checking or retrieving information associated with a Single European Code (SEC), a unique
identification code used to ensure traceability of SOHO across the entire supply chain.

A SEC has a fixed, two-part structure:

e The Donation Identification Sequence containing donation specific information (a tissue
establishment code, which is composed of the ISO Country code and a tissue establishment
identifier code, and a unique donation number).

SEC DI = 1SO country code + establishment number + Donation Number

ISO country Code TE Number Unique Donation
Number
Format 6 (characters 13 characters
alpha/numeric) (alpha/numeric)
Example: BE 00A172 0000000012546

A Tissue
establishment in
Belgium (00A172)
assign a Donation

number (12546) to a
donation event

e the SoHO identification Sequence containing SoHO specific information (coding system,
product code, split number and expiry date).
SEC PI = SoHO Coding System ldentifier (2)+ SOHO Number + Split Number + Expiry Date

SoHO Coding SoHO Number Split Number Expiry Date
System
Identifier
Format 1 character 7 (characters 3 (characters 8 characters
(Alphabetic) | alpha/numeric) | alpha/numeric) (Numeric,
YYYYMMDD)
Example: A 00S1234 345 20280303
A SoHO using ISBT
128 (coding system
“A”) expiring the
379 Mars 2028

(2) Different SoHO Coding System Identifier could be used: ISBT 128 (A), EUTC (E), EUROCODE IBLS (B)
8



3.2. SEC Lookup Content
The SEC lookup section allows to:

e Search for SoOHO material or events using the Full code (40 characters alphanumeric max),
the Donation Identification Sequence or the SoHO ldentification Sequence.
e Generate a code respecting the SEC format (SEC code Generator)

In the main navigation bar click the SEC Lookup tab.

E=0l (W Compendia | Guidelines -/ ‘

Home > SEC Lookup

SEC Lookup SEC code generator

Full SEC

Enter code

Donation Identification Sequence || SoHO Identification Sequence

Submit

The SEC Lookup section shows two tabs:

e SEC Lookup
e SEC Code generator

The tab SEC Lookup will be displayed by default. The active tab by default in this section is “Full SEC”,
highlighted by a blue background colour.

3.2.1. SEC Lookup

To retrieve information about a specific Full SEC identifier, fill the ‘Enter Code’ text box and then
click on the button =®mit,

Home » SEC Lookup

SEC Lookup SEC code generator

Full SEC

Donation Identification Sequence SoHO Identification Sequence

Enter code

1 2 Submit

If the entered identifier doesn’t respect the expected format of 40 characters alphanumeric a
message error will appear on the top in a red bar.

SEC Lockup SEC code generator

Errors Invalid enty length. Number of characters should be 40 X

m ‘ MNAanatinn Idantifiratinn Cannanca | ‘ AN Idantifiratinn Cannanca ]

Clicking on the second and the third tab provides access to identical functionalities (using a SEC DI or
a SoHO ID sequence)



SEC Lookup SEC code generator 1

Full SEC Donation Identification Se

Enter code

nce ‘ SoHO Identification Sequence

2 3 Submit

In both sections, a check will be performed on the format of the entered text, and an error message
will appear if the format is not respected.

SEC Lookup SEC code generator -~ 1

SoHO Identification Sequence

‘ Donation Identification Sequence

[ Full SEC

Enter code

’ Submit
2 3
3.2.2. SEC Code Generator
SEC Lookup SEC code generatar
Genersted SEC Code
XO000000OOCOOCOCOCOOOOOAOOOOOOOOCOXXX
* The red asterisks indicate the mandatory fields
. select - Together with the SoHO entity identification code, makes up the EU
ntry code SoHO entity code (2 + 6 characters).
o ~ ; eq. 110087 SoHQ entity identification code of the SoHO entity receiving the
SeHO enttty identification code - collected SoHO or the importing SoHO establishment, as assigned in
the EU SoHO Platform. Remove the two initial country code characters
from your Entity 1D {e.g. if your Entity ID is 'BE123456', enter
'1234567). Left padding zeroes will be added if there are less than 6
characters.
eq. 5123413123456 Enter thirteen character donation number - unigue in your donation
~ numbering system. If using ISBT 128 or Eurocode enter the full
donation number including the facility identifier. Left padding zeroes
will be added if there are less than 13 characters.
Select - Together with the SoHO number, makes up the EU SoHO code (1 + 7
characters).
o . eq. 0051234 Enter the appropriate SoHO code for the system specified. Left
50HO number _ padding zeroes will be added if there are less than 7 characters.
0. 345 Enter three character split number. Left padding zeroes will be added if
there are less than 3 characters. If no splits, enter 3 zeros
Select expiry date
Expiry date (YYYYMMDD)] dd/mm/yyyy =] oy
& Reset | Search with generated SEC code
SEC Code Generator is a tool to generate a Full SEC Code.
Interactive Elements and Functions
Interactive element Location Function Purpose
ISO Country Code First field of Used to select a country Identifies the Country
dropdown the form code from a predefined associated with the SEC
list Code




SoHO entity
identification code

Below ISO
country code

Accepts a 6-character TE
identifier

Uniquely identifies the
Establishment

Unique donation

The third field

Accepts a 13-character

Uniquely identifies a

Dropdown list

number of the form donation number donation
Coding System Middle Allows selection of coding Specifies which coding
identifier section of the system (EUTC, ISBT 128, system is used to
form EUROCODE IBLS) generate the SEC

SoHO Number

Below Coding

Accepts a 7-character

Useful to identify the

System alpha/numeric code SoHO within the selected
Identifier system
Split Number Below Soho Accepts a 3-character split Differentiates splits/parts
Code number of the same donation
Input field
Expiry Date Bottom Used to select a date Define the expiration
section of the using a calendar date of the product. It
picker form cannot be in the past.
O Reset  Button Bottom of the Clears all entered and Reset data entry
form (left) selected values
Search with generared SEC code Bottom of the Submits the form and Generates and searches
form (right) generate the SEC code using the full SEC code
Button

All fields marked with a red asterisk must be completed. Each field must contain text that adheres to

the required format.

A code will appear automatically on top of the form as each field is completed.

By clicking on the button

Search with generared SEC code

,if some information is missing, one or more Error messages

appear on the top and the corresponding fields will be highlighted with a red border.




SEC Lookup SEC code generator

Error> field [SoHO Number] is required.
Error> field [Split Number] is required.
Error> field [Expiry date] is required.

Generated SEC Code

* The red asterisks indicate the mandatory fields

15O Country Code *

Entity Identifier Code *

Unique donation number *

SoHO Coding System Identifier *

SoHO Number *

Split Number *

Expiry date: *

BE564738565756765757 5 EXXXXOXOOCOOOMCKXXXXX

BE: Belgium v

564738

5657567657575

E: EUTC v
[ eg. 0051234 ® ]
[ eg. 345 @]
[ dd/mm/yyyy oo ]

Enter six character TE Identifier for your TE as listed in the EU
TE Compendium. Left padding zeroes will be added if there are
less than 6 characters

Enter thirteen character donation number - unique in your
donation numbering system. If using ISBT 128 or Eurocode
enter the full donation number including the facility identifier.
Left padding zerces will be added if there are less than 13
characters.

Enter the appropriate SoHO code for the system specified. Left
padding zerces will be added if there are less than 7 characters.

Enter three character split number. Left padding zeroes will be
added if there are less than 3 characters. If no splits, enter 3

zeros

Select expiry date

O Reset Search with generared SEC code

Otherwise, if the full SEC doesn’t already exist an Info message in a light blue box will be displayed.

SEC Lookup SEC code generator

Info> No results found for given SEC code

Generated SEC Code

BE5647385657567657575E567567556720251219



4. COMPENDIA
4.1. Context Overview

The SoHO Compendia includes:
e Entities: All kind of Entities (List of SOHO Entities, List of Competent Authorities)
e Preparations: List of SOHO preparations
e Compendium of EU SoHO, EU SoHO Coding, EU SoHO Categories

4.2, Compendia Content

This content is available on the platform from the tab “Compendia”.
Moving the cursor on the tab of the main navigation bar shows a list of
- choices. Each option in the list provides access to a distinct content area
SoHO Eniifes upon click.

i Aul

Compendia .~

Filter by A
Preparations
ScHO Preparations

Filter by Criteria

EU SoHO List

EU SoHO Categories

4.2.1. SoHO Entities

Clicking on SoHO Entities provides access to a complete list presented in a table containing the
principal entity’s key details (name, type, EU code, country, validation status, details). The table
contains clickable elements that trigger additional user actions (see Fig. 1).

Fig. 1 Compendium of Entities

| Show 10 ~ entries | Sear(h:; |
Entity naime | Hospitatname | ] Entity type SoHO Entity ID | ciy '] country ["] validation Status | | Details
Test draft ca with big PDF as document in test  hospital SOHO ESTABLISHMENT | BEAZXOTS 234 Belgium (-]
AA testimport 22 08 1 SOHO ESTABUSHMENT | BEAZ3223 ss Belgium =
Antonis test 0729 4 CA SOHD ESTABLISHMENT |  BEAZT294 d Belgium
Antonis test 0729 6 CA SOHD ESTABLISHMENT | BEAZT295 d Belgium ]
Antonis test 1106 1 CA SOHO ESTABLISHMENT | BEAZ6110 d Belgium E
Antonis test 1106 2 SOHO ESTABLISHMENT | BEAZ6112 d Belgium u
Antonis test 1106 3 SOHO ESTABLISHMENT | BEAZE113 d Belgium n
Antonis test 2208 1 BEAZ8220 ¥ gelgium a
Antonis test 2208 2 BEAZE221 b gelgium a
Antonis test 2508 2 SOMO ESTABLISHMENT | BEAZE251 bru Belgium ﬂ

Hospital name EU code Cit Countr Validation Status v

showing 1 to 10 of 176 entries i:_:il! | 3 | 4 | .5 e .13 | l‘?'e.xt ]
Bz Desv [ pat



Interactive Elements and Functions Fig. 1

Interactive element | Location Function Purpose
“Details” Icon At the Open a detailed view for the Allows users to see
Button right of selected entity complete information
each row about an entity
Filter Fields Box: Bottom Text fields that allow filtering Helps refine search
. of the the table by specific attributes results when working
Entity name . . .
. table such as entity name, city, with large datasets
Hospital name ; it q
EU code country or entity code
City
Country
Filter Dropdown: Bottom A dropdown list that allows to Quickly narrows down
Validation Status right of filter entries by validation status the list of entities of
the table (e.g., Verified, Suspended...) interest.
Icon Buttons: Bottom To export the displayed data of Useful to store in local
centre the displayed entities in a xls, the result of the search.
xls, csv, pdf csv or pdf file
4.2.2. SoHO Entity Details

Selecting the “Details” icon displays the detailed information for the listed Entity. The following

content is shown:

e The left side panel contains information on the entity (Name, EU Entity Code, Status,
Validation Status, Start Date, National Code, Administrative Address).

e The right-side panel has a tabbed panel with three sections (Activities, Preparations, Activity

addresses).

Fig. 2 Tabbed panels Entity Details

SoHo Entity: BEZAO142 Actiities  Activity addresses  Preparations

[ Registration Details

Entity Details
Name

BE004-Federal Agency for Medicinal products and Heafth products
Hospital name k
SoHO Entity ID BEZAO142
Status

Category of tissues/cells Detail

o
H
g
El

“ 1ouop gHos
uopyeup

10uop OHOS

Bupssosong

Validation Status

. uonensp =
_ om dnsu
& o punsar

Human milk A A
National Code Za0142

Administrative
Address

Country Beigium
Gty v
Street ast
Postal Code quawege

abesrs
vy
J0chu
rody;
ey s

Pipo fyEnd
uopnqisig




Interactive Elements and Functions Fig. 2

Interactive element

Location

Function

Purpose

Print establishment

Bottom of the
right panel

Opens a new web
browser window with
printable content and

triggers the print dialog.

Consult and print the
current Entity details in a
print-friendly format

Bottom of the
right panel
near the “Print
establishment”

Navigates back to the
previously displayed page

Allows users to return to the
previous view without losing
context.

button
A Arrow Right side of Expands or collapses the It helps to view or hide
Activities corresponding section content.
Collapse/ expand . . I
details when multiple activities are
control .
displayed

4.2.3.

Compendia A [EENLE T IEE

Entities
SoHO Entities

List of Authorities

List of Authorities Entities

By selecting “List of Authorities” in the Compendia dropdown list, a
paginated data table containing the CA will be displayed. The table

contains clickable elements that trigger additional user actions (see
screenshot below).
Under the table, buttons can be used to export the displayed records
in a xls, csv or pdf file.

Fig. 3 Compendium of Authorities

Competent Authorities

Show 10 v |entries

Name

Agency for Medicinal Products and Medical Devices of the Republic of Slovenia

Bulgarian Drug Agency

Czech National Transplant Coordinating Centre

DE - Arzneimitteliiberwachungsbeauftragter der Bundeswehr

DE - Bezirksregierung Arnsberg
DE - Bezirksregierung Detmold
DE - Bezirksregierung Diisseldorf
DE - Bezirksregierung Kaln

DE - Bezirksregierung Miinster

DE - Der Senator flir Gesundheit der Freien Hansestadt Bremen

Showing 1 to 10 of 92 entries

Country
Slovenia
Bulgaria

Czechia

Germany
Germany
Germany
Germany
Germany
Germany

Germany

Bxs Dev B pdf

Searchf
Code
0355
101
008
068
069
070
071
066
072

073

Previous - 2 3 4 5 . 10 Next




4.2.4. Filter by Activities

compenda A

Entities
SoHO Entities
List of Authorities

Filter by Activities

By selecting “Filter by Activities” from the Compendia dropdown
list, it is possible to access the SoHO Entities search functionality,
which allows selection of Entities based on various criteria.

The Filter via search criteria panel is composed by three search criteria:

e Category Selection
e Activity Selection
e Country Selection

Combining these criteria enables refined search results.



Filter via search criteria

Category Selection

Available Categories Add all Selected Categories

9 &
Cardiovascular, Valves 0

Cardiovascular, Vessels

Mature Cell, Hepatocyte

Mature Cell, Keratinocyte

P Mature Cell, Pancreatic Islet

Calls x

Activity Selection

Available Activities

Select

@ AL SoHO donor

registration

SoHQ donor history
revi... @

Testing of SoHO
donors ... @

Collection

Processing

Quality control

Storage

Country Selection

Awvailable Countries Add all Selected Countries

. L
N | Austria '

P Eulgaria

Cyprus
Czech Republic
— v

Entity Name

City

Mo category selected

Release
Distribution
Import
Export

Human application

Clinical-outcome

regist... @

No country selected

Remove all

Through the “Category Selection”
section, it is possible to add all
categories from the Available
Categories list to the Selected
Categories list in a single action
using the “Add all” button, or to
add categories individually using the
“+” button displayed next to each
category. All selected categories can
be removed using the “Remove all”
button. The full list of available
categories can be browsed using
the scroll bar. The selected list are
the criteria used for the search.

Through the Activity selection area,
selected activities can be used as
searching filter criteria. The “ALL”
toggle switch, selects or deselects
all available activities at once.

The checkboxes provide fine-
grained control, enabling the
selection of specific activities
relevant to the search.

The interactive elements on this
section have the same functions
and purposes of the category
selection. the free editable text
boxes Entity Name and City can be
used to refine the search with
additional criteria.



4.2.5.

The Reset and Search buttons, available at the top and bottom of the left

list.

SoHO Preparations

Compendia :

Entities

SoHO Entities
List of Authorities
Filter by Activities

Preparations

SoHO Preparations

Fig. 4 List of Preparations

List of Preparations

S50HO Preparations

Show

10 v entries

Preparation name

Amnictic Membrane Extract

Aortic Valve

Cultivated cornea

Humerus Complete

Lyophilized Amniotic Membrane

PREP-20250611-135545

Red Cells, Non-Leucodepleted, in Additive Solution

Spongy Bone Block Freeze Dried

Test Preparation

plasma marco

Preparation name

Showing 1 to 10 of 12 entries

panel, are used to reset selected criteria and to execute a search based on
those criteria. The results are presented in the right panel in a tabulated

Clicking on SoHO Preparations. provides access to the Compendia
of SoHO Preparations by clicking on SoHO Preparations. A list of
authorised preparations will be displayed in a paginated table
showing for each row the Preparation name, EUTC Code and Status.

Search:

EUTC Code Status Details
MEMBRANE, AMNIOTIC =
CARDIOVASCULAR, VALVE, AORTIC
OCULAR, CORMEAL
MUSCULOSKELETAL, BONE, HUMERAL =
MEMBRANE, AMNIOTIC
CARDIOVASCULAR, VALVE, AORTIC
Red Cells =]

MUSCULOSKELETAL, BONE, SHAPED GRAFT

[ B E

MATURE CELLS, HEPATOCYTES

Plasma

-
™~
z
o
A

Previous

Bxds [ov B pdf

The interactive elements highlighted in the screenshot above are enclosed in red boxes. To
understand how to interact with each element, please refer to the table below, which describes
their location and their respective functions and purposes.

Interactive Elements and Functions Fig. 4
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Interactive Location Function Purpose
element
At the Open a detailed view for the | Allows users to see complete
right of selected preparation information about a
each row preparation
“Details” Icon
Button

Icon Buttons: Bottom To export the displayed data Useful to store in local the

xls, csv, pdf centre of the displayed entities in a result of the search.

xls, csv or pdf file




4.2.6. SoHO Preparation Details

This section displays detailed information about a single preparation. It can be opened by clicking
the Details button in the preparation list.

The content of this view changes depending on the type of preparation.
The screen is divided into two main areas:
o Left panelincluding:

o
o
o
o
o

Details of the SoHO Preparation
Donation and Collection

Preparation and Preservation
Processing

Member State / EEA country distribution

The left panel also includes clickable links that give access to related SoHo Entity detail area.

e Right panel displays the clinical indications details, the Authorisation status, Attached
documents. “Back” buttons, on the top and on the bottom of this panel, used to navigate
back to the previously viewed content.

Fig. 5 SoHO Preparation Details

Dotais

Gastroenteritis or colitls of infectious origin

Conical Indication Deserptian

Scientific evidence rsemitied to the Competsnt Authority:

{ proposed
for the 55

Authorisation

Authorisation Type

4.2.7. Filter by Criteria

Clicking on “Filter by Criteria”, opens a new content with

Filter by Activities several filter options that helps to refine his search and

more easily find the desired preparations.

Preparations

SoHO Preparations

—

Filter by Criteria

20



EUTC Code

Filter keywords. e.g Microbiota

Selected EUTC Codes

No EUTC Code selected

Add all

Cryoprecipitate ;
Granulocytes
Testicular Stem Cells
Vaginal Microbiota
Other Microbiota
v

Available EUTC Codes

Monograph Reference

Filter monograph keywords. e.g Platelets
Available Monographs Add all Selected Monographs
A1 Whole Blood ; No Monograph selected
-2.\ Blood, Leucocyte-
P9 E-1. Red Cells, Leucocyte-
Depleted
B-2. Red Cells, Leucocyte-
Depleted in Additive Solution v

Country of Origin

i No Country selected

Available Countries Selected Countries

AT - Austria
BE - Belgium
BG - Bulgaria
CY - Cyprus
CZ - Czech Republic

— v

Preparation Name

Mediical device or equipment

Add medical device or equipment to search criteria @ agd

Preparation Details
Movelty Status (1)
Details of the SoHO Preparation
Eathogen reduction and/or inactivation
Fresenation

Donation and Collection
Donor-Recipient Attributes

Clinical Indication Details
Extent of Ciinical-Outcome

Authorisation Type

MS/EEA Country where SoHO preparation was distributed

b - Austria a No Country selected
BE - Belgium L

. |

Using the “Add all” button, permits the
selection all EUTC from the Available EUTC
Codes to the Selected EUTC Codes, in a single
action. or It’s possible to add EUTC code one by
one through the button + on the left of each
Available EUTC Codes. Using the button
“Remove all”, all selected categories can be
removed one shot.

The interactive elements in this section of
Monograph Reference have the same functions
and purposes of the previous EUTC Codes filter
selection. The two scrolling bar permits
scrolling the list vertically and horizontally.

Used to filter the search result by one or more
Country of Origin

This section allows users to search for SoHO
preparations based on clinical ,donation-
related criteria and more. It is organized into
expandable sections.

The free-text field “Preparation name” allows
users to enter the name of a preparation to
narrow the search results.

It is also possible to add a medical device as a
criterion using the “Add” button. In each
section, selecting a checkbox provides access to
the available options for that specific selection.
Countries where the preparation is distributed
can be added to or removed from the filter
criteria using the “+” or “=” buttons.

The Reset and Search buttons, available at the top and bottom of the left panel, are used to reset
selected criteria and to execute a search based on those criteria.
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The results are presented in the right panel in a tabulated list. The table below contains all possible
options for each selected category.

Criteria Options

B Novelty Status (1)

Established in the EDQM Monographs (or equivalent National Guidelines)
Mot in line with EDQM Monographs (or equivalent National Guidelines)
Mot established in the EDOM Monographs (or equivalent National Guidelines)

tail options

=]
i

B Details of the SoHO Preparation

Biopsy

Buffy coat removed

Cell selection
Centrifugation

Cleansing
Cryoprecipitate-depleted
Cutting/ shaping/ sizing
Decellularised
Demineralized

Depletion

Devitalisation

Dilution

Encapsulation

Enzymatic digestion
Filtration

Fortification
Freeze-Thawing
Grinding

IVF

IVF-ICSI

Irradiated (blood Components)
Multiple Donors

Partially demineralized
Plasma removal/ washing
Pooled

Preparation Details

Purification
Recovered
Separation
Single Unit
Single donor
Supercritical CO2
Thawing

Volume reduction
Warming
Washed

Other

@ Pathogen reduction and/or inactivation

opuons

Antimicrobial
Combined process
Ethylens oxide (EtO)
Filtration

Heat-treated
Methylene blue-treated
Mo pathogen reduction
Mot Applicable
Pasteurized

Peracetic acid
Psoralen-treated
Radiation sterilization
Riboflavin-treated
Other
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8 Preservation

Cold or cooled (8 °oC till 15 =2C)

Control temperature blood compenents (2 °C till 6 °C)
Control temperature for blood components {20 °C till 24 =C)
Cryopreservation (-196°C till -140°C)

Deep frozen (-80°C till -60°C)

Dehydrated and/or lyophilised (4°C till 30°C)

Frozen (<-13°C)

Organ culture (28 °C till 37 =C)

Refrigerated (2°C till 8 °C)

Room temperature (15 °C till 25 °C)

Other

Donation and Collection

8 Donor-Recipient Attributes

Avzilable options

Allogeneic Related

Allogeneic Unrelated

Autologous

Deceased - Heart Beating Donors (neurclogical criteria)
Deceased — Non Heart Beating Donors (cardiocirculatory criteria)
Fertility preservation

Living Donor

Third-party donation

Within-relationship use

Clinical Indication Details

@ Extent of Clinical-Outcome

Cutcome options

Serious Adverse Reactions and Events (SARE)
Clinical-outcome monitering plan

SoHO dinical study

SoHO dlinical study + Comparison to Standard Therapy

Authorisation Type

Type options

ASSESSMENT ONGOING
WITHDRAWN

EXCEPTIONAL AUTHORISATION
FULLY AUTHORISED
SUSPENDED
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4.2.8. EU SoHO List

The “EU SoHO List” page offers all the interactives elements and facilities such as “Show entries
Dropdown”, arrows on the two columns header to reorder the results, pagination controls, and on
the bottom the icons buttons (xls, csv, pdf) to exports the displayed result in a xls, csv or pdf file.
EU SoHO List

Show 10 ~ dntries Search:
EU SoHO code SoHO name EU SoHO Coding name Coding System identifier, SoHO number SoHO Characteristics
A0000001 HUMAN MILK HUMAN MILK A -ISBT 128 MO0001 <=-30C|Pasteurized|For nutritional use
A0000002 HUMAN MILK HUMAN MILK A -ISBT 128 MO0002 <=-20C|Pasteurized|For nutritional use
AD000002 FECAL MICROBIOTA, Faecal A-ISBT 128 ‘W0002 Cryopreserved|Glycerol
MICROBIOTA
A0000003 HUMAN MILK HUMAN MILK A - ISBT 128 M0003 <=-30C|Raw|For further processing
A0000003 FECAL MICROBIOTA, Faecal A - ISBT 128 ‘Wo003 Thawed|Glycerol
MICROBIOTA
A0000004 HUMAN MILK HUMAN MILK A - ISBT 128 MO004 <=-70C|Pasteurized|For nutritional use|[Pocled, <7 donors|Specified nutritional analysis:
Yes
A0000004 FECAL MICROBIOTA, Faecal A - ISBT 128 W0004 Cryopreserved|Glycerol|Oral prep
MICROBIOTA
A0000005 HUMAN MILK HUMAN MILK A - ISBT 128 MO0005 20-24C|For further processing|Term|Single donor expression|Volunteer donor
A0000005 FECAL MICROBIOTA, Faecal A - ISBT 128 ‘WO0005 Thawed|Glycerol|Oral prep
MICROBIOTA
A0000006 HUMAN MILK HUMAN MILK A -ISBT 128 MO0006 <=-18C|Raw|For nutritional use
Showing 1 to 10 of 5,894 entries — n 21325 I 500 | nea

B Dov B pdf

4.2.9. EU SoHO Categories

The EU SoHO Categories list can be filtered by using any text that could be the EU SoHO Coding
name, EU SoHO Authorisation Category.

The table offers all the interactives elements and facilities such as “Show entries Dropdown”, arrows
on the two columns header to reorder the results, pagination controls, and on the bottom the icons
buttons (xls, csv, pdf) to exports the displayed result in a xls, csv or pdf file.

Home > EU SoHO Cat

EU SoHO Categories List

Show 10 v entries Searchi
EU SoHO Coding Name v| EU SoHO Authorisation Category
PROGENITOR CELLS, HEMATOPQIETIC, Bone Marrow PROGENITOR CELLS, HEMATOPOIETIC, Bone Marrow
Platelets and Plasma Gel Blood not intended for transfusion (formally blood (tissue))
PARATHYROID PARATHYROID
PANCREATIC ISLETS {Islets of Langerhans) PANCREATIC ISLETS {lslets of Langerhans)
OTHER OTHER
OCULAR, Scleral QOCULAR
OCULAR, Cther OCULAR
OCULAR, Corneal OCULAR
OCULAR, Conjunctival OCULAR
NEURONAL, Nerve NEURONAL
Showing 21 to 30 of 110 entries Previous-| 1 |2 H als 11 Next .

B Dov B pdf
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