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Purpose of this document

This document is a guide to fill out the application
form for the CBG Portal when there is not yet a

. . . Application form
Group Account to which the organisation can be PP
added to access the CBG Portal
' and the organisation related case data

When you apply for a CBG Portal New group new group account

account you apply for:

— the organisation is the Marketing
Authorisation Holder of the Medicinal Product
linked to the case

the organisation is the applicant of the case
(not linked to a particular Medicinal Product).

Please read the Terms and Conditions carefully

This guide will go through the form per section
Fields with an asterix * are required
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Section 1: Organisation and Director information (1/3)

Section 1.1 Organisation’s details

Name: The name of your organisation as stated in
the documents of the RegiStration AUthOflty (eg | hereby wizh to applyfor a CBG Fortal account on behalf of my Organisation
Chamber of Commerce, Kamer van Koophandel, or
eqUIvalent) Section 1: Organisation and Director Information

A Beids wilh 3 ™ ve requived o be Fbie 1o iske Be 3o lon In coRskdor jon .
1.1 Organisation's details

Organisation registration number: This is the
Registration number known by the Registration =
Authority (e.g. Chamber of Commerce, Kamer van Sl L T
Koophandel or equivalent) Registiafiopsauthiritg

Address line 17

Address line 2

FostoodeZip™

Mame™

Registration Authority: This is the registration
authority where your organisation is registered (e.g.
Chamber of Commerce, Kamer van Koophandel or iz
equivalent) County/ State
Country™

zeneral Telephone number of the
company”

Address fields: Address of your organisation as
stated in the documents of the registration authority
where your organisation is registered (e.g. Chamber
of Commerce, Kamer van Koophandel)

General telephone number of the company:
Telephone number of, for instance, your
organisation's front desk, from where callers can be
connected to an employee.
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Section 1: Organisation and Director information (2/3)

Section 1.2 Organisation Director’s details

The organisation’s Director is a person who is
authorized to sign on behalf of the company, T
and registered in the documents of the T
Registration Authority (mentioned in section Middle Name
1.1) as a member of the board of directors. Last Name*

Telephone no™

1.2 Organisation Director's details

. . . Business Address (Only if differentthan address in section 1.1)
Title, First Name, Middle Name, Last Name: Fm—

Enter his/her title, first name, middle name and last D
name in these sections, as stated in the documents P ostoo daizip
of the Registration Authority mentioned in section City

1.1. County/ State
Country

Fax

Telephone number: the telephone number on
which the Director can be contacted.

Business Address fields: This section should only
be filled out of if the business address of the
Director is different than the address in section 1.1.
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Section 1: Organisation and Director information (3/3)

Section 1.3 Main contact person for CBG Portal
application

This is the main contact person handling this
application. This person will be contacted by
the CBG-MEB when we have questions
regarding the application (for instance, missing
information).

First Name, Last Name: Enter his/her first name
and last name in these sections.

Telephone number: the telephone number on
which the main contact person can be contacted.

E-mail address: the e-mail address on which the
main contact person can be contacted.

1.2 Main contact person for CBG Portal application

First Name®

Last Mame™

Telephone number

E-mail addrass"
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¢c B G

Account information (1/2)

| request a new CBG Portal Group Account for only the Organisation mentioned in section 1 and will take the
ownership of this Group Account.

Explanation :

You choose to start your own Group Account which includes only your organisation. Only users in this
Group Account will be able to see the cases linked to your organisation.

As the founder of this Group Account, your organisation will be the owner of this Group Account. This
means that you will be able to decide to add organisations to your group in the future, if there is mutual
agreement between your organisation and the other organisation

In order to create the group account, the information in section 2 needs to be filled in
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Section 2: Organisation Account information (1/5)
(only required if option 1 was selected)

Section 2.1 New Group Account details

Section 2: Ongani sation Becount information [if option 1 iz selacted)

S el wal i 3 ™ S e el e b ilbke e fekn e 3 ool oe e ca ek dee

GroupID name: Provide the name of your new 2.1 Newy Group Accourt details
Group Account. The name must be unique and can GrouplD name"
not be modified in the future. Altern ative Groypll name 17

T . . . 2.2 Campany Administrator
If the possibility exists that you will be adding more s
organisation accounts in the future, we advise you e

to choose a generic name. Last Name®
The name may not contain the following characters: HzerD name?
_ | ~ @#$%A*+:|}{] [“ x ><?/\ Altern ative userll name™

. . E-mail address"
The Group Account name will be displayed on the Telephone mamber
CBG portal when users login. Business Address®
Address line 17

. Address line 2
Alternative GroupID name: Group Account names = iz
osteode@ip

must be unique. If the value you entered in i
“GrouplD Name” already exists in our system, County/ State
“Alternative GroupID name” will be used. Country®

F ax
2.3 Proxy [backup ] Adrinistrator [optional
Title
First Hame®
Last Hame™
E-mail addres="

Telephone number®
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Section 2: Organisation Account information (2/5)
(only required if option 1 was selected)

Section 2.2 Company Administrator

Section 2: Ongani sation Becount information [if option 1 iz selacted)

L. i i AN feids Wil 2 " ave reqgewed io be gbie io ke e 3 paicaion i consders fon .
The Company Administrator is the main 2.1 New Group Accourt details

administrator of the new Group Account. This GrouplD name"
person will be accountable and responsible for fltern ative Sroupllname 17
creating and managing user accounts of the SR Rap T Dl

Title
Group Account. Fitst Name®

Last Hame™
Title, First Name, Last Name: Enter his/her title, CEEUTE I LT

first name and last name in these sections. il e S
E-mail address"

Telephone number®

UserID name: Enter the preferred userID for the Business Address*

Company Administrator, used to login in the CBG Addesinet,
Portal and Identity Management System. bl
The userlD is strictly personal and should contain Posteode2h

the first or last name of the Company Administrator. ET:nmmm

Country™

Alternative userID name: A userID is unique. If the S _ :
userlD in the field “UserID name” is already in use, ij:””” Sk jidng Strator | pptional
CBG-MEB will use the userID entered in this field.

First Hame®
Last Hame™
E-mail addres="

Telephone number®
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Section 2: Organisation Account information (3/5)
(only required if option 1 was selected)

Section 2.2 Company Administrator

The Company Administrator is the main
administrator of the new Group Account. This
person will be accountable and responsible for
creating and managing user accounts of the
Group Account.

E-mail address: Enter the e-mail address of the
Company Administrator where (s)he should receive
e-mails and alerts regarding the CBG Portal and its
Identity Management System.

Telephone number: telephone number where the
Company Administrator can be contacted

Business address fields: This is the address
where the Company Administrator is physically
located.

This is also the address where the CBG-MEB will
send the letter to with the initial password for the
Company Administrator account.

Section 2: Ongani sation Becount information [if option 1 iz selacted)

AN feids Wil @~ e reqewed i be abie io ke B 3ppica 1on W camskaera on .

2.1 Mew Group Account details

B194pID name”

Alternative Groupll name 17

2.2 Company Administrator

Tile

First Hame™

Last Mame®

Userll name™

Alternative userll name™

E-mail address"

Telephone number®

Busness Addess*

Address line 17

Address line 2

Fosteode@ip®

City®

County s State

Country™

F 3:

2.3 Proxy [backup ] Adrinistrator [optional

Tile

First Hame®

Last Hame™

E-mail addres="

Telephone number®
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Section 2: Organisation Account information (4/5)
(only required if option 1 was selected)

Section 2.3 Proxy (backup) Administrator (optional)

In case the Company Administrator is on leave, the
Company Administrator can delegate his/her
administration capabilities to a Proxy
Administrator. A Proxy Administrator must be
one of the users in the Group Account.

In case of emergency, when the Company Administrator
was not able to delegate his/her administrator
capabilities before leaving, the CBG Portal Service
Desk can provide temporary administrator rights to
an existing user in the Portal Group Account.

However, this can only be done if the person who must
become the Proxy admin is named in this section.

If this section remains empty, the CBG Portal Service
Desk will not be able to give temporary
administrator rights to any user of your Group
Account.

The Company Administrator needs to create the account
for this user.

Section 2: Orgarisation fccount i rformati on

[if option 1 is selected )

AN feids Wil @~ e reqewed i be abie io ke B 3ppica 1on W camskaera on .

2.1 Mew Group Account details

B194pID name”

Alternative Groupll name 17

2.2 Company Administrator

Tile

First Hame™

Last Mame®

Userll name™

Alternative userll name™

E-mail address"

Telephone number®

Busness Addess*

Address line 17

Address line 2

Fosteode@ip®

City®

County s State

Country™

F 3:

2.3 Proxy [backup ] Adrinistrator [optional

Tile

First Hame®

Last Hame™

E-mail addres="

Telephone number®

6 April 2012

© Copyright CBG-MEB 2009




Section 3: Any other information relevant to you application c B G

Enter any other information that may be relevant to your
application

For exam pIe: Section 4: Any ather information relevart to your spplication
did you have a CBG Portal Account before? Please rowde any adchional de oS yon mightcansider reie R iTor yau apphca for.
Was your organisation added to a Group Account in
the past?
Is your Company Administrator also a Company
Administrator of another Group Account?

Will there also be other organisations added to this
group account ?
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Statements, Documentation, Sighatures

Statement: Please tick the checkbox if you agree to the
CBG-MEB terms and conditions.

Documentation: Do not forget to send the required
documentation with the application. Your application
can not be processed without this documentation.

Signature(s): Provide the required signature(s). Your
application can not be processed without the
required signatures.

The signature in this box should be the signature of
the organisation’s Director named in section 1.2
Full name of the organisation: The name of your
organisation as stated in the documents of the
Registration Authority mentioned in section 1.1
Country: The country where your organisation is
registered

Full name of the Signatory: Full Name of the
person who signed this document (the person
mentioned as organisation’s Director in section 1.2)
Location: Location (city) of signing

Date: Date of signing

c B G

O | hereby Bokinowledge thatl hawve read and understood the CBG-MEB terms and conditions (as described
inthe fofgn) for he use ofthe CBG poral and agree to be bound by them.

+  Togetherwith thiz form, | s2nd the following documents:

o A cerificate (not older than & months) of the Registration Axthodty mentioned in zaction 1
stating wour Organisation’s name, address, registration number and names of the
Organisation's Board of Diractors members
If this form is used to apply for adding an erganisation to an exdsting Group Account
A certificate (not older than 6 months) of the Registration Authonty mentioned in section 3,
stating the name, address, registration number and names of the Organisation's Board of
Drirectars members of the Organisation that owns the existing Group Account, also
mentioned in section 3.

+ | provide the required sigrature(=s]:

o Asignature of vour Organisation's Director (mentioned in section 1),
This person should be an autharized member of the board of directars, as stated in the
summary of the Registration Authority (also menfioned in section 17
If this form is used to apply for adding an arganisation to an exdsting Group Account a
signature of a Director (as mentioned in the cerificate of 3 Registration Authonty) of the
Organisation that iz the owner of the exsting CBG Poral Group Account thatyour
Organisation will be addad to imentioned in section 2.

For and on behal ofthe Organisation:
Full name of the Organisation™ | :

Country®

“Full name of the Signatony™
“Location” )
[ ate”
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Submit the application form

Your application is now complete.

Please send the application form with the required documentation and signatures to the following
address:

College ter Beoordeling van Geneesmiddelen Dutch Medicines Evaluation Board (CBG-MEB)
t.a.v. CBG Portal t.a.v. CBG Portal
Postbus 8275 Postbus 8275
3503 RG Utrecht 3503 RG Utrecht
The Netherlands
Next steps:
1. If you requested a new Group Account:

When your application has been approved, and the user account of the Company Administrator is
created, the Company Administrator will receive a system generated e-mail to notify him/her of the
account creation.

2. If you also requested a Organiastion to be added to this Group Account (other application form):

The Company Administrator of the existing account will receive a notification when your Organization
has been added to the CBG Portal Group Account.
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