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Presenter
Presentation Notes
Training session will take approx. 30 minutes



Opportunities for questions during the session and afterwards



Focus of training is on the use of electronic forms – scientific aspects and guidance are not included.
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Introduction

= eAF project background

= Notice to Applicants Group
* Project milestones

* Pre-requisites

=  Additional sources of information
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Presenter
Presentation Notes
eAF project is part of the wider eSubmissions programme that includes gateway (for electronic submissions), central repository (for centralised access to application dossiers), and the European review system (EURS).



Forms are owned by the EC – content is managed by the NtA Group. EMA has implemented versions of these forms and only has control over the format.



12 March – start of initial pilot. Runs for ~4 months (to July 2012)

Mid-May – start of Vet pilot. Runs for ~3 months (to August 2012)



Users must have minimum Adobe Acrobat Reader 8 installed, plus network security configured to allow connection to EMA EUTCT web service. Guidance available.



See the eSubmissions web site for additional information (search Google for “esubmissions eaf”)


@

EUROPEAN MEDICINES AGENCY

Scope of Pilot Phase

Included in pilot phase 1:
= Human Product Authorisations: Renewals & Variations

* Human Product Initial Authorisation Applications [2008 rev.9]

To follow in pilot phase 2:

= Veterinary product-related applications
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Presenter
Presentation Notes
MAA-H revision 9 dates from 2008

Updated version due in 2012 – pending approval by the NtA and EC.

Changes will be implemented in eAF once ‘paper’ version has been agreed formally.



Variation and Renewal forms are common to both Human and Vet application procedures.
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Navigation

» Table of contents
= Hyperlinks
» Tooltips & footnotes

= Dynamic business rules
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Presenter
Presentation Notes
Electronic forms created using Adobe Acrobat technology can be updated, saved, and printed like a normal Acrobat PDF file.


@

MEDICIMNES

i .0.pdf - Adobe Re
File Edit \iew Window Help x

i

= =

TABLE OF CONTENTS

1. APPLICATION FOR VARIATION TO A MARKETING AUTHORISATION
2. PRODUCTS CONCERNED BY THIS APPLICATION?

3. TYPES OF CHANGE(S)

ANNEXED DOCUMENTS (WHERE APPROPRIATE)

DECLARATION OF THE APPLICANT

SIGNATURE

NOTES

FORM VALIDATION

| T variation_v
Sl Edt U

1. APPLICATION FOR VARIATION TO A MARKETING AUTHORISATION

11—

Human Veterinary

National Authorisation in MRP
EU Authorisation

National Authorisation

Variation procedure number(s)!

Reference Member State [ Reference Authority for worksharing E|
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Presenter
Presentation Notes
Table of Contents

Hyperlinked to individual headings – individual headings are then hyperlinked back to the ToC.



Open any of the electronic application forms.

Scroll down/page down until the Table of Contents is shown.

Click on a ToC entry – each row is hyperlinked to the associated individual heading.

Click on an individual heading – each heading is hyperlinked to the ToC.


@

MEDICIN

Fe Edt View Window Help

Name and address of the Applicant/MA Holder® i

Company Name [

Address Click to enter company name of the appicant/Marketing
iwthorisation holder (Max, 100 chars.).
City
Postcode
Country =

Name and address of contact person® | i
Title
First name
Surname
Address
City
Postcode
Country =
Telephone
Telefax

E-mail

File Edt View Window Help ®
When known to the Marketing Authorisation Holder. For wo
Name and address of the Applicant/MA Holder® i ] level” EMA worksharing procedure number needs to be provided.

Campa e 2 A variation is considered 'unforeseen” when the propesed variation is not considered a minor variation of Type IB

Address following the Commission classification Guideline, or has not been classified as a Type IB variation in an Article 5
recommendation. When one or more of the conditions established in the guideline for a Type IA variation are not met, the

City 2 concerned change may be submitted as a Type IB variation unless the change is specifically classified as a major variation
of Type II.

Postcode

Country = E 3 Type II variation submitted under Article 29 of Regulation (EC) No 1901/2006.

Name and address of contact person® | 4 If the variations are part of a grouped ission including a li ion, this ion form should be

an annex to the application form for the extension application.

Title Click to go to corresponding footnote.

First name 5 For worksharing or grouped type IA variations affecting more than one MA, indicate the MA holder to be used as
reference MA holder for the handling of the procedure.

Surname

Address i6 As specified in section 2.4.3 in Part IA/Module 1 Application Form. If different, attach letter of authorisation.
iFor worksharing or grouped type variations affecting more than one M4, a single contact should be designated

e ifor the ication (see also Signatory box below).

Postcode . " .
7 For products authorised via the Centralised Procedure, the Annex A of the product(s) concerned should be provided as an

Country = Annex to the application form. For worksharing procedures submitted to the EMA, which include nationally authorised
products, relevant product and Member State details should be provided as an Annex B to the application form (Using the

Telephone template on the EMA website).

Telefax

~ ® Indicate the MA numbers affected. For the MRP variation number, which is a product specific number, see the Best
E-mail Practice Guide on Variations, Chapter 1 section 2, example: NL/H/0123/001-004/1B/033/G.
v ~
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Presenter
Presentation Notes
Tooltips & Footnotes



Allow the mouse pointer to hover over a specific field to reveal the associated tooltip.

Footnotes in the application form are identified by an “info” icon. Hyperlinked to the respective footnotes and their explanatory text.

Click on highlighted footnote for hyperlink back to previous location.


View Window Help

APPLICATION FOR RENEWAL OF A MARKETING AUTHORISATION

HUMAN VETERINARY

National authorisation in MRP
Community authorisation

National authorisation only

Is the product currently marketed? Yes No

Invented Name
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Presenter
Presentation Notes
Dynamic business rules

Additional options and content is revealed according to user inputs – radio buttons and check boxes can be interactive.



Select and unselect to reveal/hide content.


” Fle Edit View Window Help

1. APPLICATION FOR RENEWAL OF A MARKETING AUTHORISATION

HUMAN VETERINARY

{®)National authorisation in MRP MRP Procedure Number®
Community authorisation

National authorisation only

Reference member state =

Concerned member state = .
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Presenter
Presentation Notes
Note change to presentation – additional fields are revealed – when relevant radio button is selected.


Navigation

View Window Help

1. APPLICATION FOR RENEWAL OF A MARKETING AUTHORISATION
HUMAN VETERINARY —

(0) National authorisation in MRP
Community authorisation

f@‘Natiunal authorisation only

Is the product currently marketed? Yes No

Invented Name
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Presenter
Presentation Notes
Note change to presentation – fields are concealed – when a different radio button is selected.
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Data Entry

= Mandatory fields & validation
= Radio buttons & check boxes
= Additional groups

= Controlled terminology lists

= Dates

» Email addresses

= Signatures

= Currency amounts
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Presenter
Presentation Notes
Data entry conventions are common to many online forms.



Specific examples used in the eAF project are described here.


@

EUROPEAN MEDICINE

FORM VALIDATION

Validation Errors

Validate Form Error Color Scheme (@)vellow ~ Red Save Form I ‘ Print Form | [ Export XML | ‘ Import XML
v

11 eAF: pilot phase training
EERBRERLRLRERECECECECECE®E®RBRSSS


Presenter
Presentation Notes
Validate Form button is at the bottom of each form (scroll down to end of last page).


[ Eie Edit vew

Window  Help.

FORM VALIDATION

Errors: 36

"Human' Select Human or Veteninary.

\"Veterinary' Select Human or Veterinary.

|'National Authorisation in MRP* Select Authorisation Type.
'EU Authorisation’ Select Authorisation Type.

‘National Authorisation’ Select Authorisation Type.

‘Type IAIN' Select an application type.

"Type IA' Select an application type.

{'Type IB unforeseen’ Select an application type.

"Type IB foreseen’ Select an application type.

‘Type IT' Select an application type.

‘Type II Art. * Select an application type.

"Variation Grouping' The field must be filled in.

‘Company Name' The field must be filled in.

\'Address’ The field must be filled in.

'City’ The field must be filled in.

|{'Country” The field must be filled in.

‘Title’ The field must be filled in.
'First name’ The field must be filled in.
‘Surname’ The field must be filled in.
\I'Address’ The field must be filled in.
'City’ The field must be filled in.
|{'Country” The field must be filled in.
‘Telephone' The field must be fille
'E-mail' The field must be filled in.

‘(Invented) Name' The field must be filled in.

\'Pharmaceutical form(s)' The field must be filled in.

‘Strength(s)' The field must be filled in.

|i'Active Substance(s)’ The field must be filled in.

'MA Holder Name' The field must be filled in.

'MA Number’ The field must be filled in.

‘Click to insert details regarding the precise scope and background for change, and justification for grouping, worksharing and
| Title’ The field must be filled in.

'First name’ The field must be filled in.

\'surname’ The field must be filled in.

‘Status (Job title)' The field must be filled in.

‘Date’ The field must be filled in.

of

changes (if

in the free:

Validate Form | I Jump to selected | Error Color Scheme (@)vellow ~ Red ‘Save Form | [ Print Form

I

Export XML

Import XML

v
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Presenter
Presentation Notes
Click the Validate Form button to identify any mandatory fields that are not complete.


[ Eie Edit vew

Window  Help.

FORM VALIDATION

Errors: 36

"Human' Select Human or Veteninary.
\"Veterinary' Select Human or Veterinary.
|'National Authorisation in MRP* Select Authorisation Type.
'EU Authorisation’ Select Authorisation Type.
‘National Authorisation’ Select Authorisation Type.
‘Type IAIN' Select an application type.

"Type IA' Select an application type.

{'Type IB unforeseen’ Select an application type.
"Type IB foreseen’ Select an application type.
‘Type IT' Select an application type.

‘Type II Art. * Select an application type.
"Variation Grouping' The field must be filled in.
‘Company Name' The field must be filled in.
\'Address’ The field must be filled in.

'City’ The field must be filled in.

_"Country’ The fisld must ba filled in

‘Title’ The field must be fille:
'First name’ The field must be filled in.
‘Surname’ The field must be filled in.
\I'Address’ The field must be filled in.
'City’ The field must be filled in.
|{'Country” The field must be filled in.
‘Telephone' The field must be fille
'E-mail' The field must be filled in.

‘(Invented) Name' The field must be filled in.

\'Pharmaceutical form(s)' The field must be filled in.

‘Strength(s)' The field must be filled in.

|i'Active Substance(s)’ The field must be filled in.

'MA Holder Name' The field must be filled in.

'MA Number’ The field must be filled in.

‘Click to insert details regarding the precise scope and background for change, and justification for grouping, worksharing and
| Title’ The field must be filled in.

'First name’ The field must be filled in.

\'surname’ The field must be filled in.

‘Status (Job title)' The field must be filled in.

‘Date’ The field must be filled in.

of

changes (if

in the free:

Validate Form | I Jump to selected | Error Color Scheme (@)vellow ~ Red ‘Save Form | [ Print Form

I

Export XML

Import XML

v
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Presenter
Presentation Notes
Incomplete mandatory fields are identified by descriptive text in the Form Validation window.



Validation errors can be re-checked at any time by clicking again on the Validate Form button.


FORM VALIDATION

Validation Errors: 36

iliman® Selack Hiliman or Vererinary.
"Veterinary’ Select Human or Veterinary.
“National Authorisation in MRP' Select Authorisation Type.
"EU Authorisation’ Select Authorisation Type.
"National Authorisation’ Select Authorisation Ty

A" Select an applic
“Type IB unforeseen’ Select an application type.
"Type IB foreseen’ Select an application type.
Type IT' Select an application type.

“Type II Art. ' Select an application type.
"Variation Grouping’ The field must be filled in.
‘Company Name' The field must be filled in.
"Address’ The field must be filled in.

"City' The field must be filled i
"Country” The field must be filled in.
"Title' The field must be filled in.

"First name’ The field must be filled in.
"Surname’ The field must be filled in.
“Address’ The field must be filled
"City' The field must be filled i
"Country” The field must be filled in.

“Telephone’ The field must be filled in.

"E-mail' The field must be filled in.

“(Invented) Name' The field must be filled in.

“Pharmaceutical form(s)’ The field must be filled in.

"Strength(s)" The field must be filled in.

“Active Substance(s)’ The field must be filled in.

"MA Holder Name’ The field must be filled in.

"MA Number" The field must be filled in.

“Click to insert details regarding the precise scope and background for change, and justification for grouping, worksharing and classification of unforeseen changes (if applicable) in the free
‘Title' The field must be filled in.

"First name' The field must be filled in.

"Surname’ The field must be filled in.

"Status (Job title)’ The field must be filled in.

"Date’ The field must be filled in.

Validate Form | [ Jump to selected | Error Color Scheme @) Yellow  Red ‘ Save Form | [ Print Form | ‘ Export XML | ‘ Import XML

[ciick to jump to the field of the selected validation error. |

E
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Presenter
Presentation Notes
Validation errors are hyperlinked to the relevant fields on the form.

Highlight the error to be viewed.



Click the Jump to Selected button to display the associated area on the form.




1.

8.27x11.69in  [€] [

APPLICATION FOR VARIATION TO A MARKETING AUTHORISATION

DHU man D Veterinary

DNatiunal Authorisation in MRP
D EU Authorisation
D National Authorisation

Variation procedure number(s)! | i

Reference Member State / Reference Authority for worksharing

Concerned Member State(s)
=+ -]

Type of Application (tick all applicable options)

EE

Single variation Clype 1oy
Grouping of variations EType IA
Worksharing DType IB unforeseen? i

EType IB foreseen?

DType I

Jtype m art. 29

Name and address of the Applicant/MA Holder® | i

Company Name \

Address [

city [

Postcode

Country \

eAF
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Presenter
Presentation Notes
Validation errors within input areas of the form are highlighted in yellow for easy identification.



Once the validation criteria have been satisfied then the highlighting is no longer displayed for individual fields.


@
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3. SCIENTIFIC ADVICE

3.1 Was there formal scientific advice(s) given by the CHMP for this medicinal preduct?
Yes No

Was there scientific advice(s) given by Member State(s) for this medicinal product?
Yes No

Attach copy of scientific advice(s) (Annex 5.14)
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Presenter
Presentation Notes
Radio buttons are mutually exclusive within their grouping.


@

EAN MEDICINES

Hm V1.0,

File Edit View Window Help

e
oy
|

3. SCIENTIFIC ADVICE

3.1 Was there formal scientific advice(s) given by the CHMP for this medicinal preduct?

() Yes (@ No

Was there scientific advice(s) given by Member State(s) for this medicinal product?

(@) Yes [@L 1]

Member State =
Date

Reference(s) of the scientific advice(s)

;Attach copy of scientific advice(s) (Annex 5.14)

Click check box to confirm a copy of sdentific advice(s) has =
been attached (Annex 5.14).
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Presenter
Presentation Notes
Check boxes allow multiple, non-exclusive selections.



Also used for binary indicators.


@

EAN MEDICINES

3. SCIENTIFIC ADVICE

3.1 Was there formal scientific advice(s) given by the CHMP for this medicinal preduct?
() Yes (@ No
Was there scientific advice(s) given by Member State(s) for this medicinal product?

(@) Yes [@L 1]

Member State =
Date

Reference(s) of the scientific advice(s)

Member State =
Date

Reference(s) of the scientific advice(s)

g Attach copy of scientific advice(s) (Annex 5.14)
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Presenter
Presentation Notes
Multiple instances of a single field (or group of fields) can be created.


Additional Groups

7 maa_human_v1.0.0.pdf - Adobe Reader
File Edit View Window Help

I~
|

2. MARKETING AUTHORISATION APPLICATION PARTICULARS
2.1 NAME(S) AND ATC CODE
2.1.1 Proposed (invented) name of the medicinal product in the Community/Member State/ Iceland/ Liechtenstein/Norway:
{Value populated from the "Dedlaration” section.)
If different (invented) names in different Member States are proposed in a mutual recognition or decentralised
procedure, these should be listed in Annex 5.19 =
2.1.2 Name of the active substance(s)
Note: Only one name should be given in the following order of priority: INN*, Ph.Eur., National Pharmacopeia, common name,
scientific name;
* The active substance should be declared by its ded INN, ied by its salt or hydrate form if relevant
(for further details, consult the Guideline on the SPC)
[~1-]
Active substance Find
2.1.3 Pharmacotherapeutic group (Please use current ATC code)
ATC code
Group
If no ATC code has been assigned, please indicate if an application for ATC code has been made L |
||

19 eAF: pilot phase training
EERBRERLRLRERECECECECECE®E®RBRSSS


Presenter
Presentation Notes
Note the “+” and “–” buttons alongside the Active Substance field.


ET) ; BEX]
File Edit View Window Help xl

s
n - o
| =

2.1.2 Name of the active substance(s)

Note: Only one name should be given in the following order of priority: INN*, Ph.Eur., National Pharmacopeia, common name,
- scientific name;
* The active subs'tam::e should be declared by its ded INN, ied by its salt or hydrate form if relevant
(for further details, consult the Guideline on the SPC)

Active substance Find

Active substance | Find

Active substance

| Find
Active substance | Find

Active substance | Find

2.1.3 Pharmacotherapeutic group (Please use current ATC code)
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Presenter
Presentation Notes
Press the “+” button to create additional instances of the Active Substance field.



Each instance of the field can be completed with different information, as required.


Additional Groups

7 maa_human_v1.0.0.pdf - Adobe Reader

File Edit View Window Help

2.1.2 Name of the active substance(s)

Note: Only one name should be given in the following order of priority: INN*, Ph.Eur., National Pharmacopeia, common name,
scientific name;
* The active subs'tam::e should be declared by its ded INN, ied by its salt or hydrate form if relevant
(for further details, consult the Guideline on the SPC)

Active substance Find

ol

Active substance | Find

2.1.3 Pharmacotherapeutic group (Please use current ATC code)

ATC code

Group

If no ATC code has been assigned, please indicate if an application for ATC code has been made

2.2 STRENGTH, PHARMACEUTICAL FORM, ROUTE OF ADMINISTRATION, CONTAINER AND
PACK SIZES

291 Strength and pharmaceutical form (use current list of standard terms - European Pharmacopoeia)
{The values of the following fields have been populated from "Dedaration”. Any changes here will be reflected into the respective fields of

that section.)
a1 | =

=)oy
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Presenter
Presentation Notes
Press the “-” button to remove unwanted instances of the Active Substance field.




Controlled Terminology Lists

5 maa_human_v1.0.0.pdf - Adobe Reader

=X )

File Edit View Window Help

*

2.1.2 Name of the active substance(s)

Note: Only one name should be given in the following order of pricrity: INN®, Ph.Eur., National Pharmacopeia, common name,
scientific name;
* The active substance should be declared by its r ded TNN, jed by its salt or hydrate form if relevant
(For further details, consult the Guideline on the SPC)

Active substance Find

2.1.3 Pharmacotherapeutic group (Please use current ATC code)

ATC code

Group

If no ATC code has been assigned, please indicate if an application for ATC code has been made

2.2 STRENGTH, PHARMACEUTICAL FORM, ROUTE OF ADMINISTRATION, CONTAINER AND
PACK SIZES

221 Strength and pharmaceutical form (use current list of standard terms - European Pharmacopoeia)
{The values of the following fields have been L i from "Decl ion". Any ck here will be reflected into the respective fields of

that section.)
==l

Pharmaceutical form(s)

%@@‘@JL@{IB| :,]OHz‘; Tools_éSignéComment_éExtended

£
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Presenter
Presentation Notes
Controlled terminology lists are used to present values that have been retrieved from the EUTCT system (the centralised repository of controlled terms).



An internet-based web service is used to link the electronic application forms to EUTCT.


Controlled Terminology Lists

5 maa_human_v1.0.0.pdf - Adobe Reader M=)

File Edit View Window Help E

%@@‘@J[@f19|61[®||2|; Tools_éSignéComment_éExtended

2.1.2 Name of the active substance(s)
Nate: Only one name should be given in the following order of pricrity: INN*, Ph.Eur., National Pharmacopeia, common name,
scientific name;
* The active substance should be declared by its r ded INN, ied by its salt or hydrate form if relevant
(for further details, consult the Guideline on the SPC)
+ | - |
Active substance cef Find |
ACEFLURANOL Click to find active substances, Please
ACEFURTIAMINE characters in the field to the left,
ACEFYLLINE
ACEFYLLINE CLOFIBROL
ACEFYLLINE PIPERAZINE
AMBROXOL ACEFYLLINATE
FrrAcCTRTIC
2.1.3 Pharmacotherapeutic group (Please use current ATC code)
Group
If no ATC code has been assigned, please indicate if an application for ATC code has been made
2.2 STRENGTH, PHARMACEUTICAL FORM, ROUTE OF ADMINISTRATION, CONTAINER AND
PACK SIZES [+]
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Presenter
Presentation Notes
Please note that searches can take over a minute to complete, depending upon the speed and availability of internet connections between the user’s computer and the terminology web service.



A minimum of three characters are required to complete a search for a specific term.



Enter the search term and click on the Find button.

A list of values matching the search criteria is returned.




Controlled Terminology Lists

[Eﬁ.’a&.;h‘m;ﬁm.ci;ﬁé?- Adobe Reader

File Edit View Window Help

.

- Note: Only one name houJ'd' be given in farlg pricm'ty: mN, .Eur., Nal‘iona, common name,
,.('!% scientific name;
K * The active substance should be declared by its ded INN, ied by its salt or hydrate form if relevant
. (for further details, consult the Guideline on the SPC)
L
E3E
Active substance cef Find
HCEFALEXIN Copy
{CEFALEXIN HYDROCHLORIDE I_
EFALEXIN MONOHYDRATE |
2.1.3 Pharmacotherapeutic group (Please use current ATC code)
ATC code
Group
If no ATC code has been assigned, please indicate if an application for ATC code has been made
2.2 STRENGTH, PHARMACEUTICAL FORM, ROUTE OF ADMINISTRATION, CONTAINER AND
PACK SIZES
5.9 1 Strength and pharmaceutical form (use current list of standard terms - European Pharmacopoeia)
""" (The values of the following fields have been populated from "Declaration”. Any changes here will be reflected into the respective fields of
that section.}
M
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Presenter
Presentation Notes
Highlight the required value from the list.



Click on the Copy button to copy the selected value from the list to the entry field.


Controlled Terminology Lists

(%5 maa_human_v1.0.0.pdf - Adobe Reader [][=1%)

File Edit View Window Help *

_ Note: Only one name should be given in the farlg prion"ty: INNF, .Eur., Naﬁonaa, common name, '
o scientific name;
LS * The active substance should be declared by its ded INN, ied by its salt or hydrate form if relevant

(for further details, consult the Guideline on the SPC)

[~1-]

Active substance CEFALEXIN MONOHYDRATE Find

2.1.3 Pharmacotherapeutic group (Please use current ATC code)

ATC code - =

Group

If no ATC code has been assigned, please indicate if an application for ATC code has been made

2.2 STRENGTH, PHARMACEUTICAL FORM, ROUTE OF ADMINISTRATION, CONTAINER AND
PACK SIZES

Strength and pharmaceutical form (use current list of standard terms - European Pharmacopoeia)
(The values of the following fields have been populated from "Declaration™. Any changes here will be reflected into the respective fields of

that section.)

2.2.1

Pharmaceutical form(s)

||
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Presenter
Presentation Notes
Alternatively, free text can be typed directly into the entry field if the desired value cannot be found in the list.



Note that this method of data entry provides no validation for values that are entered into these fields.


Controlled Terminology Lists

fﬁ’rﬁ.&a;h‘mﬁ;ﬂ .0.0.pdf - Adobe Reader

File Edit View Window Help

Note: Only one name should be given in the Nmtvirlg prion"ty: INNF, .Eur., Naﬁona, common name, '
scientific name;
* The active substance should be declared by its ded INN, ied by its salt or hydrate form if relevant
(for further details, consult the Guideline on the SPC)
Active substance CEFALEXIN MONOHYDRATE
Active substance —]
2.1.3 Pharmacotherapeutic group (Please use current ATC code)
Group
If no ATC code has been assigned, please indicate if an application for ATC code has been made
2.2 STRENGTH, PHARMACEUTICAL FORM, ROUTE OF ADMINISTRATION, CONTAINER AND
PACK SIZES
991 Strength and pharmaceutical form {use current list of standard terms - European Pharmacopoeia)
{The values of the following fields have been populated from "Dedaration”. Any changes here will be reflected into the respective fields of
that section,_)
Pharmaceutical form(s) [L]
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Presenter
Presentation Notes
Clicking on the “+” button allows multiple instances of dynamic lists fields to be created.



Similarly, clicking on the “–” button allows unwanted instances of dynamic lists fields to be removed.




@

EAN MEDICIN

Fle Edit View Window Help

Function
Place Date
* Note: please attach letter of isation for ication/signing on behalf of the applicant in annex 5.4
L Note: if fees have been paid, attach proof of payment in Annex5.1 - see information on fee payments in the Notice to Applicants,
Velume24, chapter 7.

Function
Place -
0 1z 3 & 5]
6§ 7 8 9 10 11 12
5 13 14 15 16 17 18 19
Note: please attach letter of isation for ication/signingon 8 0 21 22 23 24 35 26 pF
Kok Note: if fees have been paid, attach proof of payment in Annex5.1 -seeif 27 28 [28] @ 2 ° 4 he Notice to Applicants,
Volume24, chapter 7. 5 6 7 8 9 10 1
[IToday: 29/02/2012

Function

Place

Date
2012-02-29

Note: please attach letter of isation for ication/signing on behalf of the applicant in annex 5.4

Note: if fees have been paid, attach proof of payment in Annex5.1 - see information on fee payments in the Notice to Applicants,
Volume24, chapter 7.
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Presenter
Presentation Notes
Dates can be entered using the calendar date picker.



Alternatively, dates can be entered manually in the format:�“yyyy-mm-dd”


Email Addresses

Name and address of MA holder
Company Name
= Al

Name and address of MA holder
Company NiW
e rning:
City 6 The format of emal i ot vakd,
Posteode
Country
rowptons =
Tetafax
Eomail gabriel boronat

Mame and address of MA holder

Company Nama

Address

ity

Postcode

Country 0]
Telephone

Todesfan

E-mail gabriel.boronatema.eurcpa.eu

@

AN MEDICIMNES



Presenter
Presentation Notes
Email address validation requires an input to include the “@” sign and include a domain name, e.g. “@ema.europa.eu”.



An error message is displayed if an invalid email address entry is made.


Signatures

it View Window Help

It is hereby confirmed that all existing data which are relevant to the quality, safety and efficacy of the medicinal product
have been supplied in the dossier, as appropriate.
It is hereby confirmed that fees will be paid/have been paid according to the national/Community rules**.

On behalf of the applicant

@]

Signatory

¥ O F

[Clck to insert an scanned image of your signature in one of
the folowing image file formats: .bmp, .jpg, .exif, .gif, .png,
.

e peme: oot v

5

4= L

g

It is hereby confirmed that all existing data which are relevant to the quality, safety and efficacy of the medicinal product
have been supplied in the dossier, as appropriate.
It is hereby confirmed that fees will be paid/have been paid according to the national/Community rules**. =

On behalf of the applicant
Signatory
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Presentation Notes
Signatures can be captured as a picture or graphics file and embedded in the electronic application form.

This replaces the requirement for traditional signatures on cover letters that may be included in non-electronic applications.

Formal digital signatures will be the subject of a separate EMA project in 2012.

Supported file formats include JPEG, GIF, TIFF, and PNG.

Click in the Signature field and a file dialogue box will appear.

Navigate to select the required signature image file.

The image will be stretched to fit within the available space in the Signature field.

The process can be repeated freely to replace the signature image file, if required.


@

EUROPEAN MEDICINES AGENCY

Currency Amounts

R A T M
Fle Edit View Window Help ﬂ
.
Fees paid or will be paid, if applicable!® i
[<] Amount/Currency:
[+ -]
Payment status
Amount 12345 |
Currency
Please specify fee category under National rules!® i
[~
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Presentation Notes
Currency Amount fields, e.g. on the variations electronic application form, allow only numerical digits and decimal points to be entered.

UK conventions for numbers are followed.

No currency symbols or alphabetic characters are allowed.


Variation Scopes

3. TYPES OF CHANGE(S)

‘Copy of the relevant page(s) from the Guideline for this/these change(s) is attached and the relevant boxes for

‘conditions and documantation (both for Type 1A and Typa IB) are ticked.

Variatien |n¢udnd in this apphcation: Plaass
To add & tion Item, Click Shaw all Tvpes
items ﬁnﬂ- bean selected click Show nnP,MrM

fallew mmm bel“' ln add variation
wes for the required variation items. When all

=L varlation_v1.0.0.pdf - Adobe Reader

PRECISE SCOPE AND RACKGROUND FOR CHANGE, AND JUSTIFICATION f D [3f Yen iindow eb

CLASSIFICATION OF UNFORESEEN CHANGES (if applicable)

(include & description and background of all the propesed changes. In ca
should be provided in & ceparate paragraph. If & variation concerns an
proposed dassification).

ATx1LER 2
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3. TYPES OF CHANGE(S)

Copy of the relevant page(s) from the Guideline for this/these change(s) is attached and the relevant boxe
conditions and documantation (beth for Type LA and Type 18] are ticked.

3.

TYPES OF CHANGE(S)

‘Copy of tha relevant page(s} from the Guidaling for this/thase changa(s) is attachad and tha relavant bowes for
condibions and documentabion (both for Type LA and Type IB) are ticked.

Varabon indluded m this apphcation: follow mstruchons below to add vanabon
salact chack boxes for the

Please
To add a warlation Ttem, Click Show Al Types and raquilred varlation ltems. Whan all
selectad

Items have been «lick show only Selected.
[ Show All Types | Rafrash Selactad |
PRECISE SCOPE AND BACKGROUND FOR CHANGE, AND JUSTIFICATION FOR GROUPING, WORKSHARING AND

CLASSIFICATION OF UNFORESEEN CHANGES (if applicabla)

@ descrigtion and background of all the propesed changes, In case of grouning and worksharing & justification
shourd be provided in & saparate paragraph. If @ variation concems an unforeseen chanpe. inciude a fustification far its
propased classification).

AIx1LEIR (¢

Variatien included in this application: Please fallow mmm balow to add variation
To add a wariation 1tem, Click Show All Types and check boxes for the required variation items. When all
items have beon selocted click Show anly MM

A Administrative change Procedure type
A S
7 Other variaticn 1a L] | implement, Dati:
Procedure type

a1 Change in the name and/or address of the
marketing authorisation holder

2 1f ona of the conditions is not mat and tha changa & not spacifically listed as Typa L.

- Imploment. Date: ‘

L Change in the name of the ype
product
a) for Centrally Authorised Products 1y b | Imelement. Date:
o) for Natianality Authorised Products 0

T ene of the condibions s not met and the change o not spealxally sted as Type I1.
A27x 1189 (¢
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Presentation Notes
Approximately 24 pages within the electronic application form are required to show all the different variation types (or scopes) that are available. The electronic form has been designed to allow only the required variation scopes to be displayed.



Click on the Show All Types button to display all available variation types.

Select the required variation types using the corresponding check boxes.

Click on the Show Only Selected/Collapse All button to hide any unselected variation types.

Changes can be made to the selected variation types by unchecking and checking boxes, as required.

The display of variation types can be updated any time by clicking on either the Refresh Selected button or the Show All Types button.


@

EUROPEAN MEDICINES AGENCY

Substances, Forms & Strengths

B renewal_v1.0.0.pdf - Adobe Reader o&E
x

Fle Edt Wew Window telp

Invented Name

Pharmaceutical form(s)® | i

Strength(s)® | i

Active Substance(s)

ification (Group + ATC code)

Route of Administration® i

MA Number® [+]-]i
ST 1 B
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Presentation Notes
Medicinal products (identified by their invented names) may be associated with one or more pharmaceutical forms, strengths, active substances, pharmacotherapeutic classifications, routes of administration, and marketing authorisation numbers.

For each product, one or more instances of the grouped attributes listed above may be included.

Click on the “+” button to add additional instances of related product details.

Click on the “–” button to remove unwanted instances of related product details.

Fields within each instance of the product details group may be completed with free text to enter the required information.

Some attributes, such as RoA, are supported by searchable lists of controlled terms. Wider use of searchable lists is expected for more product attributes following completion of the pilot phase.


@

EUROPEAN MEDICINES AGENCY

Operational Constraints

Attachments — do not use.

Import/export XML — final step in processing only.
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Presentation Notes
Adobe Acrobat (by default) supports attachments to electronic application forms. It is not recommended that this feature is used because of the risks associated with delayed technical validation and inconsistent presentation of application information.

The use of Adobe Acrobat Export XML and Import XML features is not recommended for use by applicants and is not supported by the eAF project. This functionality is intended to support integration with regulatory systems during a later project phase.
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