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Overview

1. Introduction

2. Scope of pilot phase

3. Navigation & data entry

4. Known issues/operational constraints

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

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”)
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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

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

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

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.
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Navigation

Presenter
Presentation Notes
Note change to presentation – additional fields are revealed – when relevant radio button is selected.
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Navigation

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

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



Specific examples used in the eAF project are described here.
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Mandatory Fields & Validation

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

Presenter
Presentation Notes
Click the Validate Form button to identify any mandatory fields that are not complete.
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Mandatory Fields & Validation

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.
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Mandatory Fields & Validation

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.
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Mandatory Fields & Validation

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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Radio Buttons & Check Boxes

Presenter
Presentation Notes
Radio buttons are mutually exclusive within their grouping.
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Radio Buttons & Check Boxes

Presenter
Presentation Notes
Check boxes allow multiple, non-exclusive selections.



Also used for binary indicators.
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Additional Groups

Presenter
Presentation Notes
Multiple instances of a single field (or group of fields) can be created.



eAF: pilot phase training19

Additional Groups

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

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.
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Additional Groups

Presenter
Presentation Notes
Press the “-” button to remove unwanted instances of the Active Substance field.
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Controlled Terminology Lists

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.
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Controlled Terminology Lists

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.
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Controlled Terminology Lists

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.
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Controlled Terminology Lists

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.
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Controlled Terminology Lists

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.
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Dates

Presenter
Presentation Notes
Dates can be entered using the calendar date picker.



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

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.
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Signatures

Presenter
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.
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Currency Amounts

Presenter
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.
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Variation Scopes

Presenter
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.
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Substances, Forms & Strengths

Presenter
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.
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Operational Constraints

Attachments – do not use.

Import/export XML – final step in processing only.

Presenter
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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