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Introduction 

All economic players active in the medical devices sector are invited to register on the Federal Agency for 
Medicines and Health Products (FAMHP) web portal. 
The procedure explained in this manual is specifically intended for companies located outside of Belgium.  
 
The procedure consists of the following stages: 
• the encoding of company data; 
• the verification and validation of this data by FAMHP internal services; 
• the access configuration to the Primary Access Manager (PAM) on CSAM; 
• the access configuration to Social Security; 
• the Keycloak configuration. 

 
The steps for registering and logging in to the FAMHP platform are summarised in the diagram below. 

 
Figure 1 

https://www.vas.ehealth.fgov.be/webmedseip/en/
https://www.vas.ehealth.fgov.be/webmedseip/en/
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Step 1: Registration 

On the FAMHP web portal, click ‘Register’ (Figure 2). 
 

 
Figure 2 

 

1.1. Company number verification 

1.1.1. You do not have a CBE number and your company is located outside Europe 

The application prompts you to enter the company number as registered with the Crossroads Bank for 
Enterprises (CBE). If you do not have a CBE company number, please contact FAMHP at 
notifications.meddev@fagg-afmps.be for CBE registration. 
 

 
Figure 3 

 

1.1.2. You do not have a CBE number and your company is located in Europe 

For companies from the European Economic Area or the European Union, the application prompts you to 
enter or select the following data (Figure 4). 
• The country in which the company is based (select from the drop-down menu). 
• A statement indicating that you do not have a CBE number. If you are unsure whether your company 

is registered, you can check this on the CBE website. 
• The company's VAT number (intra-Community VAT number). 

 

1.1.3. You have a CBE number and your company is located in Europe 

For companies from the European Economic Area or the European Union Customs Union, the application 
prompts you to enter or select the following data (Figure 4). 
• The country in which the company is based (select from the drop-down menu).  
• The CBE number if the company is already registered. It is important to relay this number to avoid 

double encoding of data already sent to the administration, as this would slow down the data 
validation process. If the company is not registered with the CBE, state that you do not have a CBE 
number.  

https://www.vas.ehealth.fgov.be/webmedseip/en/
mailto:notifications.meddev@fagg-afmps.be
https://kbopub.economie.fgov.be/kbopub/zoeknaamfonetischform.html?lang=en
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• If you are unsure whether your company is registered, you can check this on the CBE website. 
• The company's VAT number (intra-Community VAT number). 
 

 
Figure 4 

 

Once you have entered these details, click ‘Company identification’. 
 
The system will check the validity of the company number using a European database, the VAT 
Information Exchange System (VIES). 
 
If the VIES system does not recognise the company's VAT number, consult the European Commission’s 
website. 
 

1.2 Entering the data 
Once the company number has been verified, the next step is to enter the company data. 
You will be asked to provide at least the following information: 
• Company data (Figure 5). 

- Enter the company's trade name. 
- Select the language to be used for exchanges between the company and the FAMHP. 

The FAMHP only uses certain languages for exchanges, namely French, Dutch and English. 
- Download official proof from the business register and/or an extract from the Chamber of 

Commerce.  
Make sure that the company's full trade name and the names of the directors are included or 
your application will be rejected.  
You can only upload one single .pdf file. Combine all the files into a single file and upload it. 

- Enter the head office’s address. 

 
Figure 5 

• Your company's establishment units1. 
 
 

 
1 An ’establishment unit’ (EU) is a place of business, geographically identifiable by an address, and from which at least one activity of 
the registered entity is carried out. 

http://ec.europa.eu/taxation_customs/vies/help.html
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Figure 6 
 

• The identity of the company's legal representative(s): 
If already known by the Belgian Social Security, enter the person's SSIN number2 (the unique Social 
Security identification number). 
 

 
Figure 7 

 
• Provide the identity of one or more contact persons – for example, if you want to delegate 

management of the web portal to someone other than the company's legal representative. 
 

 
2 The SSIN or BISS number is a unique identification number assigned to people who are not registered in the Belgian national register. 
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Figure 8 

 
Once our services have entered and validated the company data, the company's legal representatives will 
receive an email with all the information as explained below. 
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Step 2: CSAM configuration  

In order to use the FAMHP platform, the company's legal representative needs to 
appoint a Primary Access Manager (PAM3). 
The system has been designed so that the PAM is also appointed as the Access Manager (AM4) for each 
application group (domain). 
 
The PAM, or the Company Access Manager (CAM), is the person responsible for managing company 
access and the main point of contact with Social Security and other institutions. They are responsible for 
managing the different qualities linked to their professional activities, and have access to a wide range of 
information. 
 
If they wish, they can delegate access management at any time by appointing one or more AMs or Co-
CAMs for each application group. 
 
Belgians5  
• To appoint a PAM, log in to CSAM and follow the steps described in the CSAM manual in Chapter I: 

‘Appointing a Primary Access Manager (PAM) - Standard procedure'. 
• To appoint AMs, follow the steps described in the CSAM manual under Point IV: ‘Appointing Access 

Managers (AMs)’. 
 
Non-Belgians6  
• To appoint a PAM, log in to CSAM and follow the steps described in the CSAM manual in Point II 

(exception procedure): ‘Appointing a Primary Access Manager (PAM) - Exception Procedure’. 

• To appoint Access Managers (AMs), please follow the steps described in the CSAM manual under 
Point IV: ‘Appointing Access Managers (AMs)’. 

Step 3: Social security configuration 

The PAM (see step 2) is responsible for activating the company's qualities. After completing all the steps 
on the CSAM site, the PAM will receive the login and password to configure the National Social Security 
Office (ONSS) platform. 
 

3.1. Connection to social security via CSAM 

3.1.1 Non-Belgian7 

a. Go to the CSAM website and click on “En savoir plus” in the “Gestion des gestionnaires d’accès” 
section (Figure 9). 

 

 
3 The Primary Access Manager must be a member of staff or legal representative of the company. 

4 The Access Manager (AM) or Local Manager is the person who will give users access to use the FAMHP web portal. The 
PAM is automatically an AM, but can appoint other AMs. 
5 Belgian or foreign nationals with a Belgian electronic identity card 
6 Person who does not have a Belgian electronic identity card 

 
7 Persons without a Belgian electronic identity card or a Belgian electronic document issued to a foreign person 

http://www.csam.be/
https://www.csam.be/en/documents/pdf/step-by-step-guide.pdf
https://www.csam.be/en/documents/pdf/step-by-step-guide.pdf
https://www.csam.be/en/documents/pdf/step-by-step-guide.pdf
https://www.csam.be/en/documents/pdf/step-by-step-guide.pdf
http://www.csam.be/
https://www.csam.be/en/documents/pdf/step-by-step-guide.pdf
https://www.csam.be/en/documents/pdf/step-by-step-guide.pdf
https://www.csam.be/en/documents/pdf/step-by-step-guide.pdf
https://www.csam.be/
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Figure 9 
 

 

b. In the ‘Gérer les accès’ section, click on ‘Gestion des accès’ in the ‘EHEALTH’ section (Figure 10).  
 

 
Figure 10 

 
c. Click on ‘log in’ ‘with your access codes’ (Figure 11). 
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Figure 11 

 

d. Click on ‘Continue to use the less secure option’ (Figure 12). 

 
Figure 12 
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e.  Log in with your access codes sent to you after the Primary Access Manager was appointed (Figure 
13). 

Figure 13 

 

3.1.2. Belgian8 

a. Go to the CSAM website and click on “En savoir plus” in the “Gestion des gestionnaires d’accès” 
section (Figure 14). 

 

 
Figure 14 

 
b. In the ‘Gérer les accès’ section, click on ‘Gestion des accès’ in the ‘EHEALTH’ section (Figure 15). 
 

 
8 Persons with a Belgian electronic identity card or a Belgian electronic document issued to a foreign person. 

https://www.csam.be/
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Figure 15 

 
c. Click ‘Log in via CSAM’ (Figure 16). 

 
Figure 16 
 

d. Select the option ‘IDENTIFICATION with an eID card reader‘ or ‘IDENTIFICATION via itsme‘ (Figure 
17). 
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Figure 17 
 

Login via eID 
e. You will be redirected to a new window. Follow the on-screen instructions and click ‘Log in’ (Figure 

18). 
 

 
Figure 18 

 

f. A pop-up window will appear. Check if your identity is being shown correctly. If you are presented 
with more than one authentication certificate, select your identity and click ‘OK’ (Figure 19). 

 

 

Figure 19 

 

g. Enter your PIN code and click ‘OK’ again (Figure 20). 
 



 

FAMHP  

14 | 31 

 

 
Figure 20 
 

 

Log in via itsme 
d. Enter your phone number or scan the QR Code, then click ‘Send’ (Figure 21). 
 

 
 

 

 
Figure 21 

 

e. Open the itsme app on your phone. 
f. Select ‘Log in to Online Administration’. 
g. Select ‘Confirm’. 
h. Enter your PIN code and click ‘Ok’. 
 
 

 

If you have any questions regarding access to the Agency’s web portal, please contact us by email at 
support.portal@fagg-afmps.be. 
 

 
 

 
 

 

  

mailto:support.portal@fagg-afmps.be


 

FAMHP  

15 | 31 

 

3.2. Activate the company’s quality 
a. Select the company for which you want to configure access (Figure 22). 
 

 
Figure 22 

 

b. If the quality has already been actived (‘Institution liée au domaine de santé’), the information 
will appear on the screen (Figure 23). 

Figure 23 

 
 
 
c. If you cannot find the quality in the list, click ‘Denomination ... (Responsable Accès Entité)’ (Figure 

24). 
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Figure 24 

 
d. Select ‘Institution liée au domaine de la santé’ (Figure 25). 
e. Click ‘Next’. 

Figure 25 

 
f. Add an email address for the company’s quality, preferably one that is shared by the quality users 

(Figure 26). 
 
 

Figure 26 
 
g. Select the ‘I want to manage quality myself’ option: 
• click ‘Next’; 
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• confirm the data you have entered by clicking ‘Confirm’ (Figure 27). 
 

Figure 27 

 

3.3. Add an Access Manager9 (AM) 
 

As Main Access Manager, you can delegate access management to another person. All the steps are 
described in Chapter IV of the CSAM manual. 
 

3.4. Give access to non-Belgian users 

1. Click ‘Home’ on the top right of the screen (Figure 28). 
 

Figure 28 

 
2. Select the ‘Health-related institution’ quality (Figure 29). 

 
Figure 29 

 

 
9 The Access Manager (AM) or Local Manager (LM) is the person who will give users access to use the FAMHP web portal. The PAM is 
automatically an AM, but can appoint other AMs. 

https://www.csam.be/en/documents/pdf/step-by-step-guide.pdf
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3. Click ‘User’ (Figure 30); 

Figure 30 

 
4. Select the ‘Add a user’ action (Figure 31). 
5. Insert the user's SSIN number (Figure 31). 
6. Click ‘Next’. 

Figure 31 
 
7. Complete the user’s data (username, password, title, language and email address) (Figure 32). 

 
8. Select the applications (Figure 32): 

a) autocontrôle, 
b) Contributions, 
c) Co-reponsabiliation GMP/GDP, 
d) Portail MEDSIEP, 
e) Source authentique des acteurs, 
f) Source Authentique des Activité et Classes, 
g) Source authentique des certificats à l’exportation, 
h) Source Authentique des Dispositif Médicaux, 
i) Source authentique des Représentants Autorisés. 

 
9. Click ‘Save’ (Figure 32). 
 
 
 
 
 
 



 

FAMHP  

19 | 31 

 

 
 
Figure 32 

 
10. Check the data and click ‘Confirm’ (Figure 33). 
 

Figure 33 
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3.5. Give access to non-Belgian users encoded after registration 
All non-Belgians10 introduced during the registration process received their SSIN number and an account 
was automatically created. They can be defined as users of our applications. 
If you want to add other non-Belgian users after the company has been registered, you must add them 
first as contact persons in the ‘My company’ section of the web portal. 
If you do not enter a SSIN number11, the system will ask for personal data so it can generate one. 
Once the changes have been recorded in the ‘My company’ section (bottom button), our service validates 
them, after which they receive their SSIN number and temporary password. The Quality Manager can 
then appoint them as users of the web portal on the eHealth website (see step 3.4.). 
 

Step 4: Keycloak and Time-Based One-Time Password (TOTP) configuration 

The FAMHP platform enables non-Belgian companies to log in using the Time-Based One-Time Password 
(TOTP) system, which grants a password that is updated every 30 seconds, via smartphone. 
Legal representatives and contact persons will receive an email with: 
• their identifiers (SSIN number); 
• their temporary passwords, to be changed after the first login. 
 
To log in to the platform, first download a one-time password generator available at app download 
platforms, such as: Apple App Store, Microsoft Store and Google Play Store. 
 
Two-factor authentication apps such as FreeOTP or Google Authenticator support the TOTP protocol and 
are freely available for installation on your computer or smartphone. They respect the protocol used for 
TOTP. 
We are using Google Authenticator as an example in this manual. For configuration, please refer to the 
Google manual. 
 
1. Log in to the FAMHP web portal. 
2. Click ‘Log in’ (Figure 34). 

 
Figure 34 
 
 
 
 
 
 
 
 

 
10 Persons without a Belgian national register number (SSIN or BISS). 
11 Belgian Social Security Identification Number. 

https://support.google.com/accounts/answer/1066447?visit_id=1-636419424614564129-3563439325&rd=1
https://www.vas.ehealth.fgov.be/webmedseip/en/
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3. Select the option showing a tablet and a smartphone (Figure 35). 
 

Figure 35 

 
4. Enter your login (your SSIN number) and your temporary password in the ‘Password’ field; you 

should have received these by email at the same time as your SSIN number (Figure 36). 
 

Figure 36 
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5. Open the authentication app and scan the QR Code (Figure 37). 
 

Figure 37 

 
6. Enter the one-time password (displayed on your smartphone) on the platform. (Figure 38). Please 

note that the code is updated every 30 seconds. 
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Figure 38 
 
7. If this is your first login, the app will ask you to enter a new password (Figure 39). 
 

Figure 39 
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Web portal login 

1. Login procedure for non-Belgians after Keycloak configuration 
1. Go to the FAMHP web portal. 
2. Select the option showing a tablet and a smartphone (Figure 40). 
 

Figure 40 

 
3. Enter your login (SSIN number) and password (Figure 36). 
4. Click ‘Log in’. 
5. Open the app on your phone (Figure 41). Enter your ‘One-time code’ on the PC (Figure 42). 

Figure 39     41                                                 Figure 42 

 

  

https://www.vas.ehealth.fgov.be/webmedseip/en/
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2. Login procedure for Belgians 
1. Go to the FAMHP web portal. 
2. Log in as a company outside Belgium by clicking ‘Log in’ (Figure 43). 
 

 
Figure 43 

 
3. Click ‘Continue by CSAM’ (Figure 44). 

Figure 44 

 
 
 
 
 
 
 
 

https://www.vas.ehealth.fgov.be/webmedseip/en/
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4. Select ‘IDENTIFICATION with an eID card reader‘ or ‘IDENTIFICATION via itsme‘. (Figure 45). 

 
Figure 45 

 
5. Select the organisation you wish to log in to and click ‘Confirm profile’ (Figure 46). 

 
Figure 46 

 

6. This takes you to the FAMHP web portal (Figure 47). 

  
 Figure 47 

  



 

FAMHP  

27 | 31 

 

Web portal description 

This web portal was developed as part of a project to reform the control policy of the FAMHP Directorate-
General INSPECTION. Other apps will be added progressively as they are developed. 
 
The aims are to: 
• streamline market surveillance activities by the relevant FAMHP departments; 
• optimise inspection planning and execution through risk analysis; 
• improve administrative simplification by ensuring compliance with the ‘only once’ principle and 

digitising administrative processes; 
• strengthen transparency and foster synergies with all stakeholders. 
 
The web portal hosts a number of applications for exchanging information, data and documents with the 
relevant FAMHP departments. 
 

1. Use of the web portal 
Before logging in via the section on the FAMHP portal homepage as a non-Belgian, please have your SSIN 
number (login), password and temporary password generator (TOTP app) ready on your phone. Belgians 
and persons domiciled in Belgium need their eID or the itsme app. 
 
We recommend that you consult the ‘Information and documentation’ section on this same homepage. It 
contains a wealth of information to guide you and/or answer your initial questions. 
In each of the available apps, you will find little ‘?’ icons. These are tooltips containing explanatory and/or 
additional information. We recommend that you read them when you first start using the web portal. 
 
If you have any technical difficulties or questions, please contact support.portal@fagg-afmps.be. 
 

2. My company 
The ‘My company’ section (Figure 48) contains company data from the CBE, plus additional information 
on legal representatives, establishment units and contact persons. 
 
You can save, consult and modify your company's data in this section. 
 

 
Figure 48 

 

https://www.vas.ehealth.fgov.be/webmedseip/en/
mailto:support.portal@fagg-afmps.be
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3. My activities 

The ‘My activities’ section (Figure 48) contains the company's areas of activity (e.g. European agents, 
distributor, importer, manufacturer), with risk classes, business locations and contact persons. 
You can notify, consult, modify and deactivate your company's activities in this section. 
After registration of the first activity, the company will obtain its FAMHP number and will then be added 
to the public list of registered companies. 
More information on the possible activities that your company can engage in can be found on the FAQ 
webportal. 
 

4. My Controls 
The ‘My controls’ section (Figure 48) facilitates the exchange of data and documents with the inspection 
services of the FAMHP in a flexible manner. 
 
You can make any necessary changes even after the initial registration . 
In particular, the FAMHP invites you to make full use of this web portal. There, you will find the 
registration form that you need to fill out, as required by law, and the web portal also simplifies the 
exchange of inspection reports, corrective action plans and other useful documents between you and the 
FAMHP Inspection Services. 
 
The information and data exchanged in the ‘My controls’ section facilitates risk analysis by FAMHP 
Inspection Services. 
 
This web portal provides the FAMHP with a dynamic and evolving database that allows the planning and 
execution of efficient and goal-oriented market surveillance missions. 
 

5. My devices 
The ‘My devices’ section is dedicated to the management of medical devices. It contains the module for 
manufacturers and authorised representatives, which allows: 
• distributors notified to the FAMHP to add/modify/delete the identity and location (country) of its 
suppliers, i.e. its authorised representatives and manufacturers; 
• manufacturers notified to the FAMHP to register the medical devices they market in Belgium; 
• authorised representatives notified to FAMHP to inform (add/modify/delete) all the companies they 
represent. 
 

6. My free sale certificates 
The ‘My free sale Certificates’ section allows companies active in the field of medical devices to 
manage their applications for over-the-counter certificates (OTC). These certificates are required for the 
export of medical devices to certain countries outside the European Union. From this tile, users can: 
•    submit a new certificate application, 
•    track the progress of pending applications, 
•    view and download issued certificates. 
The interface is designed to facilitate the submission of the necessary information, including the 
references of the devices concerned, the countries of destination, and supporting documents. This feature 
aims to simplify administrative procedures and ensure that exports comply with international regulatory 
requirements. 
 

7. My contributions 
The ‘My contributions’ section allows companies to declare their annual contributions to the AFMPS in 
accordance with regulatory requirements. Users can: 
•    select the relevant year, 
•    complete the requested information in accordance with the applicable procedures, 
•    submit the data required for the declaration. 
This feature centralises procedures related to financial contributions and facilitates the monitoring of the 
company's obligations to the AFMPS. If necessary, you may contact social security for any questions 
regarding access, activation of status or user management within the company. 

Help 

If you have a question or need help concerning access, quality activation or user management in your 
company, please contact the Social Security contact centre: 
• by telephone at + 32 2 511 51 51, 
• by email ContactCenter@eranova.fgov.be, 
• via the Social Security contact form. 
 
For technical questions and use of the FAMHP portal, send an email to support.portal@fagg-afmps.be. 

https://www.famhp.be/en/faq_webportal
https://www.famhp.be/en/faq_webportal
mailto:ContactCenter@eranova.fgov.be
https://www.socialsecurity.be/site_fr/employer/general/contactcenter/index.htm
mailto:support.portal@fagg-afmps.be
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For questions concerning medical device legislation, please send an email to: 
notifications.meddev@fagg-afmps.be 
 
For questions concerning the turnover declaration, please send an email to: 
contributions.meddev@fagg-afmps.be 
 

 

 
 

  

mailto:notifications.meddev@fagg-afmps.be
mailto:contributions.meddev@fagg-afmps.be
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FAQ 

1. My company is not on the FAMHP list of known companies (see Public Search), even though 
I followed the registration procedure. 

 
This means that you have not reported your activities (as manufacturer, distributor, etc.) via the ‘My 
activities’ application. Log in to the web portal and report your activities via the application. 
 

2. What is a SSIN number? 
To access Belgian federal applications, a non-Belgian citizen needs a SSIN number, which corresponds to 
the national identification number. This number begins with the year of birth, month of birth + ‘40’ + 5 
digits. It is generated when entering company data or when adding a new contact in the ‘My company’ 
section. 
 

3. I cannot access the ‘My medical devices’ application. 
Make sure you have access to the ‘Authentic source of medical devices’ application described in step 3.4 
(Figure 32). 
 

4. The legal manager has not received the login and temporary password needed to log in to 
the platform. 

After registration, emails containing a temporary login and/or password are sent to your company's legal 
representatives. Check the spam or junk folder if they have not received this information. 
 

5. I have not received my TOTP password. 
Check your spam or junk folder. 
Otherwise, reapply for a new password by following the steps described in step 4 and clicking ‘Forgot 
Password’ (Figure 36). 
 

6. I want to delegate the management of my data on the FAMHP web portal to a person who 
does not have a SSIN number. 

In that case, you need to first add the person as a contact in the ‘My company’ section of the web portal. 
A SSIN number will then we created for this person. 
Once you have received his or her SSIN number, add this person to the list of users on the Social 
Security website, following the steps described in step 3.4.You are now able to delegate to this person. 
 

7. I can't activate the Social Security applications. 
Make sure that the ‘Health-related institution’ quality is activated (see step 3.2) and then follow the steps 
described in step 3.3. 
 
 

8. How do I get the TOTP code on a new phone? 
Use the ‘Forgot Password’ feature on the login page. You must provide the email address linked to the 
account. The system will send the new temporary password to this address to restart the procedure, 
along with a QR code to link the phone to the application. 
 
Note: The link in the email is only valid for five minutes and can only be used once. However, you can 
always click ‘Forgot Password’ again to request a new link. 
 
If this procedure does not work, send the account's SSIN number (Belgian national identification 
number), name and email address to support.portal@fagg-afmps.be, so that we can request an account 
reset. 
 

9. Is it possible to log in to the FAMHP web portal with a resident ID card? 
No, that is not possible. Only Belgian identity cards can be used. 
 

10. I sent my signed PAM request form to accesspers@smals.be. How long does it take for my 
request to be processed? 

This procedure can take up to two weeks. 
 

11. Where can I find the national identification number or SSIN number? 
This number was emailed to the company's legal representative(s) when the company was registered on 
the FAMHP web portal. 
 

https://famhp-saga.prd.pub.vascloud.be/registers/saga/search?lang=en
mailto:support.portal@fagg-afmps.be
mailto:accesspers@smals.be
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For Belgian residents, the SSIN number is the same as their national identification number and can be 
found on the back of the electronic identity card. For non-Belgians residents, that would be their BIS 
number. 
 

12. My second TOTP code does not work. What should I do? 
Uninstall the and authentication application and the TOTP application. 
 
Install another authentication application (Google Authenticator/ FreeOTP/ Authy/ etc.). Synchronise the 
time zones. Example (Google Authenticator): go to the main menu of the ‘Google Authenticator’ app → 
‘Other settings’ tab → ‘Time correction for codes’ tab → ‘Sync now’ tab. 
 
 

13. I can't log in. The authentication system indicates that my profile is invalid. 
There are three possible explanations for this error: 
1. The access authorisation from Social Security is not always sent directly to our applications. You have 

to wait until the next day to be able to log in. 
2. Your company does not qualify as a ‘health-related institution’ (see step 3.2). 
3. You are not designated as a manager or user of our applications (see step 3.3 or step 3.4). 
 
If the problem does not fall under the above three categories, please email us the Social Security 
screenshot and your access details. 
 
 
 


