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LƴǘǊƻŘǳŎǘƛƻƴ 

Welcome 

This User Guide has been designed for all users who are managing and tracking electronic Trial Master 
File placeholder artifacts, document content, and document metadata in the neuronOS eTMF module.  
The aim is to provide a practical guide to managing and using the data, functionalities, and processes 
as appropriate. 

Target Audience 

¶ The intended audiences for this guide are Sponsor Managers, Study Managers, Document 

Managers, Clinical Data Managers (CDMs), Clinical Research Associates (CRAs), Clinical Trial 

Monitors, Statisticians and other Study and Site personnel, as appropriate. 

Assumptions 

This guide assumes that: 

¶ The user is familiar with the basic operation of Google Chrome (or other browsers, such as 

Firefox, Edge, or Safari) 

¶ The user is familiar with the basic operations of Microsoft Office 365 applications (Word, 

Excel, PowerPoint) 

¶ The user is familiar with Adobe Acrobat 

¶ Users have been setup in the appropriate neuronOS module, and all system mapping has 

been configured appropriately 

¶ Appropriate permissions have been set up for users who need access to the different 

hierarchical levels in the appropriate neuronOS module 

¶ All pre-requisite internal customer training for this application has been completed 

¶ All pre-requisite internal customer business processes for this application have been read 

and understood 

Notes 

Multiple browsers and operating systems were used in the creation of this document.  As such, the 
ǎŎǊŜŜƴǎƘƻǘǎ ŎƻƴǘŀƛƴŜŘ ǿƛǘƘƛƴ Ƴŀȅ ŘƛŦŦŜǊ ǎƭƛƎƘǘƭȅ ŦǊƻƳ ǘƘŜ ǳǎŜǊΩǎ ōǊƻǿǎŜǊ ƻŦ ŎƘƻƛŎŜΣ ŦƻǊ ŜȄŀƳǇƭŜΥ 
buttons may look slightly different, but operate identically. 
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Using this Guide 

The layout and format of this guide is intended to be as user-friendly as possible, and the following 
conventions should help differentiate aspects of the information contained in this guide. 

 
A highlight box is used to identify information, data, functionality, and tasks 
within the module 

NOTE: Notes are added to provide more information about the task, functionality, 
or section 

 
Bullets show a list of options or definitions 

 

This table shows descriptions of data entry fields for the appropriate forms 

 
Screenshots show examples of pages, workspaces, and forms within the 
module 
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ƴŜǳǊƻƴh{ 9Ŏƻ{ȅǎǘŜƳ 

System Overview 

The neuronOS EcoSystem is a fully configurable, cloud-based platform, built specifically for the 
Regulatory, Compliance, Quality, Clinical, Raw Data and Imaging domains in the Life Sciences industry. 

The platform is designed to be an extremely modular solution where configuration drives the 
functional behaviour of each application packaged within an individual product, for example: 
Development, Regulatory, Quality, Training, eTMF.  The configured behaviour of these applications is 
centred around the ability to create pages, workspaces, forms and other components for any 
documents, any data, any dossiers, any digital images, and any digital forms.  

This fully configurable, modular approach allows user interface elements to be based on configured 
components with micro-services executed for events based on these configured component 
pathways.  All configuration aspects are grouped in packages within the product, and multiple 
packages allow a single product to have multiple applications with different configurations for 
complete individual application definition, for example: the eTMF application could also be associated 
with the Training application to setup Read and Understand trainings for study and site personnel. 

neuronOS eTMF Application 

The neuronOS eTMF application provides several core capabilities, which streamline the creation, 
population, and management of clinical trial content, whilst providing full support for the placeholder 
artifacts, documents, metadata, relationships, and hierarchies of the DIA TMF Reference Model.  This 
gives a formalised means of organising and storing documents, data, images, and other digital content 
for biopharmaceutical clinical trials, as may be required for compliance with regulatory authorities. 

The neuronOS eTMF application is a single solution for the following processes: 

¶ Inspection Readiness ς business specific workflows ensure content is reviewed and managed 

in real-time to ensure all documents are inspection ready 

¶ Faceted Search ς sophisticated, yet simple search to deliver easier document retrieval for 

sites and sponsors 

¶ Lifecycle Workflows ς functionality woven into the application and defined as the stages a 

document passes through from creation to disposal, with the involved workflow processes 

employed to move documents through that lifecycle 

¶ Quality Review Workflow ς enables users to quickly check the validity and quality of each 

document during the workflow process 

¶ Scalable Cloud Access ς access from any device or location making it easier to upload, 

retrieve, review, and manage documents 

¶ Secure Access ς controls the level of access to relevant documents based on role or user 

group 

¶ Notifications ς email notifications and alerts are sent to relevant users for information on 

workflow processes 

¶ Dashboards & Reporting ς comprehensive integrated dashboards and reporting provides full 

visibility into completeness, timeliness, and quality  
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eTMF Definition 

The definition of what comprises an eTMF (electronic Trial Master File) is usually defined by the 
regulatory agency with jurisdiction over the clinical trial. 

¶ In Europe, the European Medicines Agency (EMA) has recently defined an eTMF as follows: 

άAn eTMF can contain digital documents in their original format, potentially with digital 

signatures, or records from another format, such as paper documents that have been 

converted to digital images, which may contain wet-ink signatures.  The metadata applied to 

documents is recommended to be formally defined to ensure consistency across all 

documentsέ 

¶ Article 57 of the EU Regulation states: 

ά¢ƘŜ ŎƭƛƴƛŎŀƭ ǘǊƛŀƭ ƳŀǎǘŜǊ ŦƛƭŜ ǎƘŀƭƭ ŀǘ ŀƭƭ ǘƛƳŜǎ Ŏƻƴǘŀƛƴ ǘƘŜ ŜǎǎŜƴǘƛŀƭ ŘƻŎǳƳŜƴǘǎ relating to that 

clinical trial, which enable both the conduct of the clinical trial and the quality of the data 

produced to be evaluatedέ.  The sponsor and/or investigator/institution should implement 

risk-based quality checks or review processes to ensure the TMF is being maintained up-to-

ŘŀǘŜ ŀƴŘ ǘƘŀǘ ŀƭƭ ŜǎǎŜƴǘƛŀƭ ŘƻŎǳƳŜƴǘǎ ŀǊŜ ŀǇǇǊƻǇǊƛŀǘŜƭȅ ŦƛƭŜŘ ƛƴ ǘƘŜ Ŝ¢aCέ 

¶ No formal US Food & Drug Administration (FDA) requirement exists for the use of an eTMF 

system in a clinical trial.  However, if a clinical trial elects to store trial master file 'essential 

documents' in an electronic format, then the eTMF system used to store those files is subject 

to regulatory controls specified under ICH GCP 

The International Conference on Harmonisation (ICH) has published a minimum set of essential 
documents for the eTMF.  The minimum essential documents that are required for the registration of 
pharmaceutical products designed for human use are specified in the document ICH Good Clinical 
Practices published in 1997 by the ICH, for example: ICH essential documents that would be required 
in any US, EU or Japan based clinical trial would include: 

¶ Signed Protocol 

¶ Audit Certificate 

¶ Subject Enrollment log 

Although the ICH guidelines are applicable to the three named ICH regions, many other countries have 
agreed to follow the guidelines and have incorporated these ǇǊƛƴŎƛǇƭŜǎ ƛƴǘƻ ǘƘŜƛǊ ƴŀǘƛƻƴŀƭ ƳŜŘƛŎƛƴŜΩǎ 
legislation.  Creation of an eTMF and inclusion of ICH essential documents is based on the discretion of 
the regulatory agency for the country in which the clinical trial is conducted. 

In addition, the submission of a marketing application will normally require compliance with the 
regulatory requirements of that country, including requirements specific to eTMF content. 
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{ȅǎǘŜƳ !ŎŎŜǎǎ  

Overview 

The System Access section of this User Guide introduces all users to basic concepts, such as accessing 
the system, recovering lost passwords, changing passwords, system timeouts and logging out.  

This section will cover the following topics: 

¶ Accessing the System 

¶ Default System Password 

¶ Forgot Password 

¶ Changing the Password 

¶ System Timeouts 

¶ Logging Out of the System 

¶ System Support 
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Accessing the System 

Users can access the neuronOS eTMF application from the cloud on any computer connected to the 
internet (desktop, laptop, tablet or mobile). 

¶ Open an internet browser of choice. (Chrome and Edge are the currently validated browsers, 

but FireFox, and Safari on a Mac can also be used) 

¶ In the address bar, enter the neuronOS eTMF web address, as provided by an administrator 

in the system. 

¶ When the login screen appears, enter the username (your business email address) and the 

default password, as provided by an administrator for the system. 

¶ {ŜƭŜŎǘ ǘƘŜ άŜȅŜέ ǎymbol for the Password to view the password entered 

¶ Click Login. 

 

 

Default System Password 

When a user logs in to the system for the very first time, they will be requested to change the 
password from the default system password. 
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Forgot Password 

If a user has forgotten the password, select the Forgot Password? link to access a separate page where 
the user can enter their business email address and select Send eMail.  A notification email will be sent 
to the ǳǎŜǊΩǎ business email address with a link to recover the password. 

 

 

Changing the Password 

Once logged in to neuronOS, the password can be changed at any time by selecting the Change 
Password option in the Account section of the personal details (see the System Navigation section for 
further details). 

When selected, a change password pop-up window opens for the user to enter and confirm their new 
password. 

 

 

¶ C 

¶ C ¶ C 
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NOTE: The password is case sensitive and MUST include upper- and lower-case characters and a 
number. Special characters, such as $, &, -, _, #, * can also be usedΧ 

In neuronOS a password expiry policy is built into the system.  Users will be asked to change their 
password to log back into the neuronOS module after a default period of 90 days.  The expired 
password screen is shown below.   

 

System Timeouts 

In neuronOS a system timeout policy is applied that will ensure the user is logged out from the system 
if there is no activity after 20 minutes.  Users will have to log back into the neuronOS eTMF module 
and are returned to the page they were on.  The timeout login screen is shown below. 

 



eTMF Management User Guide 

PROPRIETARY AND CONFIDENTIAL    16 of 106

  

Logging Out  

To logout of the system, select Logout in the Account section of the personal details. 

 

 

System Support 

To contact BioMedion for any neuronOS system or module support issues, please use the following 
link, which takes the user to a ticketed support system where your request will be reviewed and 
managed. 

 

¶ Email Address ς neuronOS-support@biomedion.com  

 

  

C C 

mailto:neuronOS-support@biomedion.com


eTMF Management User Guide 

PROPRIETARY AND CONFIDENTIAL    17 of 106

  

{ȅǎǘŜƳ bŀǾƛƎŀǘƛƻƴ 

Overview 

The System Navigation section of this User Guide introduces users to the dashboards and system 
navigation.  

This section will cover the following topics: 

¶ System Navigation 

¶ Application Menu 

¶ Pages Menu 

¶ Context Menu 

¶ Expected Count Menu 

¶ Forms 

¶ Faceted Search 

¶ Validations 
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System Navigation 

The neuronOS EcoSystem contains a series of Products (iTMF), in which individual 
Applications/Modules (eTMF Management) reside.  Add-Ons such as REPORT+, SIGN+, TRAIN+ can be 
provisioned, as required.  

The Clinical products and applications are as follows: 

¶ iTMF ς Intelligent Trial Master File 

 eTMF Management ς Electronic Trial Master File Management 

 ARC+ ς eArchiving Management 

neuronOS has a menu-driven navigation functionality that enables the user to drill-down through 
different menus to access their needs and requirements.  Each individual application has different 
menu items, but the overall principles of system navigation remain the same throughout the 
neuronOS EcoSystem. 

Application Menu 

The best way to navigate through the system is to start by selecting the Application menu. 

 

This opens a pop-up menu on the left-hand side of the page, which consists of two (2) functional 
menu areas: 

¶ The Application menu (eTMF Management, eTMF Study Countries, eTMF Study Sites, System 

Settings) 

¶ A System Details menu (highlighted in the blue section which appears at the top of the page, 

and is accessed via the 3-vertical dots) 

 

NOTE: If users also have access to other modules within the neuronOS EcoSystem, such as the 

Document Management module they will be listed here under a Product, such as iPQM. 

When the eTMF Management option is selected, the Home Page dashboard is opened.  

The eTMF Study Countries and Study Sites options correspond to the Country and Site level Home Page 
dashboards (only available/visible to roles that have access to those specific levels) 
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If the System Settings option (only available to administrators or superusers) is selected, the user has 
access to an administration area, which will be explained in detail in the separate eTMF Administration 
Guide. 

The System Details section (in blue) tells the user which environment they are using, for example 
Sandbox-Client name, ŀƴŘ ǘƘŜ ǳǎŜǊΩǎ ƴŀƳŜΦ  ¢ƘŜ о ǾŜǊǘƛŎŀƭ Řƻǘǎ ƭƻŎŀǘŜŘ ƛƴ ǘƘƛǎ ŘŜǘŀƛƭǎ ǎŜŎǘƛƻƴ ƎƛǾŜǎ 
access to basic system data information, such as: 

¶ Account Information (Logout, Change Password) 

¶ Language (English - US) 

¶ About ό!ǇǇƭƛŎŀǘƛƻƴ LƴŦƻǊƳŀǘƛƻƴΣ ±ŜǊǎƛƻƴ bǳƳōŜǊǎΣ ŜǘŎΧύ 

 

Pages Menu 

To navigate further through the system the Pages menu bar, along the top of the Home Page can be 
used.  Each page (Home, Reports, Library) is highlighted in bold and underlined when selected by a 
user, permitting for navigation to the corresponding page, for example: Home. 

 

Generally, the neuronOS EcoSystem is made up of Pages containing Workspaces, such as the Home 
Page. This page contains chart and list workspaces, such as Document charting, Studies list, and the 
My Active Tasks list.   
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Workspaces 

Each workspace contains the relevant data, metadata and details for that section and has tools to 
manage and navigate through the section.   
 

 
 
These include pagination tools at the bottom of each workspace, which enables the user to quickly 
move through multiple pages and move to the end of the list and back to the beginning. 

 
 
There is a listing of the number of items shown in one workspace to give the user an idea of how many 
items there are in total.  The default number of items in a list is 20. 
 

 
 
There is an option to sort columns based on their titles. 

 

In all listing workspaces, there is also an option to export the list of studies, countries, sites, 
placeholders, documents, tasks, or reports in an Excel file, which is available to download to ǘƘŜ ǳǎŜǊΩǎ 
desktop. 

 

There are also other options that are only available on selected workspaces. 

On the Placeholders workspace there is an option to select either Pending Placeholders (default view) 
or All Placeholders, which allows the user to view only placeholder artifacts with a status of pending, 
or all placeholder artifacts. 

NOTE: When a Placeholder Artifact has document content upload to it the status of the placeholder is 

changed to Completed and it can only be viewed in the All Placeholders view... 
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On the Documents workspace there is an option to select the Latest Versions of all documents (default 
view), or All Versions of the documents, or Removed Versions. 

 

 

 

On the Documents workspace there is an option to multi-select the documents from the list and then 
select several documents, or all documents to perform relevant tasks on, such as download content, 
or remove documents.   
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{ŜƭŜŎǘ ǘƘŜ ǘƘǊŜŜ ōŀǊǎ ǘƻ ǾƛŜǿ ǘƘŜ ƳŜƴǳΣ ƻǊ ǘƘŜ άXέ ǘƻ ǊŜǘǳǊƴ ǘƻ ǘƘŜ ǿƻǊƪǎǇŀŎŜΦ 

 

 

Context Menu  

The Context Menu appears for each item and is where a user can perform a variety of actions or tasks 
on a placeholder artifact or document, such as adding content, sending for a quality check, completing 
the quality check, viewing document details, or downloading documents.  The context menu will 
change depending on the status of the document or where it currently is in the lifecycle workflow. 

When Placeholder Artifacts are added to the eTMF, or Document Content has been uploaded, there 
are several options to perform actions or tasks on the document, and these actions are to be found in 
the Context Menu to the left of the name or ID. 

Placeholder Artifacts 

The placeholder artifact context menu contains options to add document content or fulfilled content 
and to view the placeholder artifact details. 
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Documents 

The document context menu is split into 3 areas for ease of use: 

¶ Send for ς to perform Lifecycle Workflow actions 

¶ Edit ς to edit Details and Content of the document 

¶ View ς to view Details and Content of the document 

 

Forms 

A Form is a page where data can be entered by the user for the purposes of creating, editing, or 
updating documents and their metadata, for example: when creating Studies in the Library, or 
uploading Document Content, or editing Document Details.  
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Expected Count Menu  

Expected Counts for placeholder artifacts are a way of increasing the number of documents that can 
be added to that placeholder artifact.  Each placeholder has an expected count of one (1) when the 
placeholders are uploaded at the different levels.  The count can be increased, then Submitted to the 
placeholder artifact and that increased number will allow up to that number of documents to be 
uploaded. 

When the total count is reached the Placeholder will be hidden from view in the placeholder artifact 
listing but can still be viewed if the All Placeholders option is selected.  The Expected Count can then 
be increased for that placeholder artifact, if required and the placeholder artifact is then made 
available in the Pending Placeholders view 

 




































































































































































