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• 

• 

• 

• 

• 

• 

• 

Figure 1: Room Invitation Email 

 

 Important: 

1. 

2. 

3. 

4. 



 

Step 1: Registration - Required Information 

1. 

2. 

3. 

4. 

5. 

Step 2: Registration - Optional Information 

Previous to take you to Step 1 if you want to change some information. 



 

Step 3: Registration - Custom Information 

1. 

2. 

3. 

4. 

5. 

  Note: You can bookmark http://www.trialinteractive.com on your browser for 

easier access to the Trial Interactive corporate homepage. By accessing Trial Interactive 

through this site, you will consistently see news and new information about Trial 

Interactive. 

  

http://www.trialinteractive.com/
http://www.trialinteractive.com/


 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

Refer to the screenshot below for a view of a typical advisory page. 



 

  Note: You can contact the helpdesk if you want to configure a different message to be 
displayed on the advisory page. 



 

Navigation Grid icon. Refer to the screenshot below: 

1. 



 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

  



 

Viewing Room Details 

  Note: This panel of Room Details is static and can be viewed irrespective of the view selected of the rooms. 

1. 

2. 



 

Accessing a Trial Interactive Room 

Documents Search 

1. 

2. 

a. 

b. 

c. 

3. 



 

1. 

2. 

3. 

4. 

1. 

2. 

3. 

4. 

5. 

6. 

Below these main filters, TI Home Page provides Additional Sortings which allows you to sort the room 

as per the options in the sortings. These Additional Sortings varies with every main filter. 



 

1. 

2. 

3. 

4. 

Countries 

The number next to Countries link shows the total count of the countries where clinical trial sites 

pertaining to a room are located. 

Active Sites 

The number next to Active Sites link shows the total count of sites that are activated. 

Pending Sites 

The number next to Pending Sites link shows the total count of sites that are pending for activation. 

Total Documents 

The number next to Total Documents link shows the total count of documents pertaining to a room. 

  



 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

Clicking the Update Columns link opens the Grid Configuration window which allows you to configure 

the columns in the document grid. You can add and delete the columns to display for a document in 

the Document Grid as required. 



 

Similarly, you can view the list of documents for Missing Documents, Documents that require 

coding, Final Documents, Expired Documents, and Open Queries. 

1. 

2. 



 

3. 

4. 

5. 

6. 

1. 

2. 

3. 



 

4. 



 

5. 

1. 



 

2. 

a. 

b. 

c. 

  



 

1. 

2. 

3. 

4. 



 

1. 

2. 

3. 



 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

10. 

11. 



 



 

 

1. 

2. 

3. 

4. 

5. 



 

1. 

2. 

3. 

To modify the availability of dashlets to users, here are the steps to follow. 



 

1. 

2. 

3. 



 

4. 

5. 

1. 

2. 

Renaming a dashlet 

To rename a dashlet follow the steps as below: 

1. 



 

2. 

3. 

Default Dashboard Setup 

 
The Configure Dashboard icon at the top right corner of the Dashboard page opens the Setup Your Dashboard window 

which lists out the dashlets available for a particular dashboard. 



 

1. 

2. 

3. 

4. 



 

 

1. 

2. 

3. 

4. 

About This Room 



 

Dashlet Common - Bulletin Board 

Dashlet Common - Project Links 

  Note: The project links are displayed in the tab only when you select the Shared button 
located at the right of the tab. 

1. 

2. 

3. 

Adding a new link 

1. 

2. 

3. 

4. 



 

Editing a link 

Deleting a link 

Dashlet Common - My courses 



 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

10. 

11. 

12. 

13. 

14. 

15. 

16. 



 



 

Dashlet - Documents by Workflow Status 

1. 

2. 



 

Dashlet - Documents Clarification and Rejection 

Dashlet - eTMF Health 



 

Dashlet - My Queries 

Dashlet - Open Queries by Age 



 

Dashlet - Popular 

The IP Release Documents dashlet displays the list of documents that have been marked as 

popular (page 289) by an Admin or Editor through the Document Cart and which are used 

frequently. 

Dashlet - Pending Documents Review 



 

1. 

2. 

Dashlet - Unread 

  



 

Dashlet - Documents to be Signed 

Dashlet - Milestone Type Report 

Dashlet - Tasks 



 

1. 

2. 

3. 

4. 



 

Dashlet - Expiring Sites 

  



 

Dashlet - Recently Updated Sites 

 

Dashlet - Site Activation Status 

Site Activation Progress Screenshot - 

  



 

Sites by Country Screenshot - 

  



 

Dashlet - Study Monitoring Visits 



 

1. 

2. 

3. 

4. 

Dashlet - Documents to Approve 

Dashlet - Pending Documents Review 



 

1. 

2. 

Dashlet - Collaborative Documents 



 

Clicking the Documents icon from the menu bar at the left leads you to the Documents dashboard. 

Refer to the screenshot below: 

Table 1: The Documents View 

No. Part Name Description 
1. The Room Index (page 224) The Room Index consists of folders organized into a tree-like structure starting with Index as 

the root folder. 

2. The Documents Grid (page 241) Select a chid folder from the Index to populate and view its documents in the Documents Grid. 

3. The Document Data Panel (page 

261) 

Tick a checkbox next to a document in the Documents Grid to populate the Document Data 

Panel. 

4. The Working Area (page 259) Shows the record of the document currently working in. 

5. The Top Ribbon Bar (page 269) Access various functionalities required for eTMF operations from here. 



 

 
 

 

 Important: 

• 

• 

→ →

Documents Module. (page 97) 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 



 

From the Index Pane: 

• 

• 

• 

• 

• 

• 

• 

• 

• 

Choose View - Viewing the Room's Index Structure 

1. 

2. 



 

 Tip: Select a view and tick the Make Default checkbox to make that view the default view. 

You will then see the documents sorted and grouped by the view you marked as default every 

time you visit the room. 

By Index and Index Outline Settings 

 Important: Index Outline is a group of settings that Administrators should leave 

unchanged. The settings here are those chosen by the client during the initial room setup. 

Before making changes here, consult with the Project Manager and/or the Client Services 

Team. 



 

• 

• 

• 

• 

• 

By Index View 

  Note: A new Index sub-folder inherits the permissions from its parent folder. 

Auto Prefix 

The folders in a room index are numbered, and the subfolders follow a standard numbering 

system. These folder numbers are called as Folder Prefixes, whose settings can be decided from 

the Auto Prefix option in the Settings -> Documents Module -> Index Outline. 



 

Documents Count 

Changing the Index Name 

1. 

2. 

3. 

Empty Folders Options 

  



 

Hide Index on add new documents 

  Note: This setting is used only for non-admin users 

1. 

2. 

3. 

Auto Indexing 

In order to activate either of these next two options – Enable Auto Indexing or Hide Index on add 

new document – this Default Index Position for Add Document field must be completed. 

1. 

2. 

3. 

4. 

By Country 



 

By Site 

  



 

The configurations for an Investigative Site can be setup from Settings -> 

Investigative Sites (page 133). The dashlets related to Investigative Sites are: 

1. 

2. 

3. 

4. 

5. 

6. 

eTMF Completeness 

1. 

2. 

3. 

 

By Posted Date 

By Security 



 

 

Processed Documents 

Some examples of processes in a study that the documents need to pass through are OCR, 

Optimization, PageCount, PDFConversion, PDFFixation, PublishtoeTMF, and 

DocumentTypeAutoPrediction. The documents are listed under each process in this. Under each 

process, the documents are further categorized into Not Submitted, Pending, Processed, and 

Error. 



 

Exporting and Refreshing Index 

Exporting Index 

 



 

Index Search 

• 

• 

• 

• 

Configuring the Document Grid 

1. 

2. 



 

3. 

a. 

b. 

4. 

5. 

6. 

7. 



 

8. 

9. 

10. 

Previewing and Viewing a Document and its Metadata 

 

Viewing Document Metadata 

1. 

2. 

3. 

4. 



 

Previewing a document 

1. 

2. 



 

3. 

 

Documents Grid Views 

1. 

2. 

3. 

4. 

5. 

a. 

b. 

c. 

d. 



 

Save Views 

After updating the columns in the grid, click Views → Save View. The Save View window opens. 

Refer to the screenshot below: 

Show All views 

1. 

2. 

a. 

b. 

c. 

d. 

e. 



 

Note: The Delete and Select buttons are enabled only when you select a 

view from the list. 

Share Views 

 

  Note: This option is enabled in the Views dropdown only when you select a view created from the list. 

1. 

2. 

3. 

4. 

5. 

6. 



 

7. 

Documents Context Menu 

 

Copy Link 



 

1. 

2. 

3. 

Paste the copied URL in a browser tab. Depending upon the option set up in Documents Settings, 

the document will either open up in the browser for you to read, or the link will take you to the 

eTMF room and open the document and its metadata for you to view. Copying and pasting the link 

of an empty document shall display the message ‘This document profile does not have an 

associated document’. 



 

Adding and Removing Favorites 

Adding Favorites 

Ask a Question 

  Note: You can also perform this action from the Documents Actions (page 269) 
dropdown on the top menu bar. 

Convert Non PDF to PDF 

Convert Non PDF to PDF and PDF fix 

Processed view of the documents. 

e- Signature 

OCR 

OCR can also be performed from the Documents Actions dropdown (page 269) 

on the top ribbon bar. To specify languages for OCR: 

1. 

2. 

3. 

4. 



 

5. 

PDF Fix 

 
Grid Filters 

1. 

2. 

3. 

a. 

b. 

Creating New Filter 

1. 

2. 

a. 

b. 



 

3. 

Adding Single Filter 

4. 

5. 

6. 

7. 

8. 



 

9. 

Add Existing Filters / Manage Filters 

1. 

2. 

3. 

1. 

2. 

3. 

4. 

Viewing Shared Filters 



 

You can view the filters that are created by you, shared by you and that are shared with you by 

clicking the required tabs in the Filters window. 

When you open the eTMF/Documents module, the following appears: 

1. 

2. 

3. 

  Note: Documents can be dragged only out of Working Area but not into the Working Area. 

Hiding or Unhiding the Working Area/Staging panel 



 

Hiding the Working Area 

The Right Panel opens by default in the eTMF Documents Module when you click Documents from the left pane. 

1. 

2. 

3. 

4. 

5. 

6. 



 

Metadata Panel 



 

Notice that you can manually enter dates in the format as preferred by you if you have enabled 

this option from your My Profile Settings → General Information (page 60) section. 

Workflow Panel 

1. 

2. 

3. 

4. 

5. 

6. 



 

Queries Panel 

1. 

2. 

3. 

4. 



 

5. 

eSignature panel 

 

1. 

2. 

Besides eSignature Panel, you can also send the documents for eSignature from the Document 

Context Menu (page 249)by right-clicking on a document. 

Cancel eSignature 



 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

Document Actions 

Replace Attachment 

1. 



 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

1. 

Export 

 

1. 

2. 

3. 

Three options are available for Administrators from the Export Dropdown on the top 

ribbon bar - Metadata, Documents, and Security. Refer to the screenshot below: 

Exporting Metadata 

1. 

2. 

3. 

a. 



 

b. 

4. 

5. 

  



 

Exporting Documents 

You can track an export, exclude previously exported documents, or include metadata during 

export. Here too, you can select the logical or alphabetical order of the metadata fields for 

export, if you choose to include metadata to be exported with the documents. 

1. 

2. 

3. 

4. 

Layout 

1. 

2. 



 

3. 

Compare 

1. 

2. 

1. 

2. 

3. 

Bulk Uploading 

1. 

2. 

3. 



 

4. 

5. 

Documents Cart 

Perform various functions from here like copying documents to rooms or sites, comparing, merging, or linking 

Adding documents to the Documents Cart 

1. 

a. 

b. 

2. 

  



 

Removing documents from the Documents Cart 

1. 

2. 

3. 

Compare Documents 

1. 

2. 

3. 



 

4. 

5. 

a. 

b. 

c. 

d. 

During IRB Integration sites are imported into Trial Interactive. The system uses a combination of 

the study name and the Principal Investigator Last Name to locate unique sites. If more than one 

site is found, it uses the Zip code of the site to uniquely identify an investigative site. When the 

investigative site is found, the site along with its IRB details and documents are imported into 

Trial Interactive. 

  Note:If the system finds matching conditions like the site, IRB number and IRB document 

type in the Study Start- up Site Profile, the documents for the imported site will be uploaded into 



 

the Study Start-Up for the site, else the system will upload the documents to the eTMF module, 

the details of which are discussed below. 

1. 

2. 

1. 

2. 

3. 

4. 

5. 

6. 

7. 



 

8. 

9. 

10. 

11. 

If more details are required then double click the record and User popup screen appears in which 

more User Details, Group Membership, System Groups, and Activity Log details are available. 



 

1. 

2. 

3. 

4. 



 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

  



 

1. 

2. 

3. 



 

→

1. 

2. 

1. 

2. 

3. 

  Note: Only Pending and Active sites are available for the reconciliation process 

 Important: 

• 

• 

• 

 



 

1. →

2. 

3. 

4. 

5. 



 

6. 

7. 

8. 

9. 

a. If the document is in the ISF but not showing in the eTMF: 

a. 

b. 

c. 

b. If a document is in the eTMF not present in the ISF: 

a. 

c. When the document is in both eTMF and the ISF 

a. 

10. 

11. 

• 

• 

• 

12. 

13. 

 



 

→

→

Creating CRA TMF Reconciliation Report 

1. 

Reconcilia

tion 

Report 

module. 

2. 

3. 

4. 

  Note: The Visit Type will be populated in the dropdown only if it is created from 

Settings → Investigative Sites → CRA Visit Types. (page 140) Refer to the screenshot 
below: 

5. 

6. 

Editing CRA TMF Reconciliation Report 

1. 

2. 

3. 

Deleting CRA TMF Reconciliation Report 

1. 



 

2. 

As a Trial Interactive user, you can access the Quality Review Application from the Main Navigation: 

1. 

2. 

3. 

4. 

• 

• 

• 

1. 

2. 



 

3. 

4. 

5. 

6. 

The Auditor has another means to filter the audit documents. 

1. 

2. 

3. 

4. 

5. 

6. 

7. 



 

8. 

9. 

10. 

11. 

If the document contains Protected Health Information (PHI) and you want to delete and fail the 

document attachment for audit, tick the Contains PHI? checkbox. 

  Note: To enable the Contains PHI? field, you will need to enable the feature when 

setting up the Audit under Document Audit Settings (page 347) 

12. 

13. 



 

  Note: Add a comment to all documents with which you find issue. Comments can also 
be added to documents that have passed your Audit Criteria 

14. 

15. 

1. 

2. 

3. 

4. 

5. 



 

6. 

a. 

b. 

7. 

8. 



 

9. 

  Note: To know how to view a deleted queried document, proceed to section Deleted 

Queried Documents. 



 

1. 

2. 

3. 

4. 

5. 

 

By Status 

By CRA 



 

By Country 

Make a view default 



 

1. 

2. 

3. 

4. 

Site Profile - General Info 



 

Site Profile - Contacts 



 



 

The export result is also populated in the Notifications. Click GetJob Result to view the excel file. 

. 

  



 

You can access the Contacts module by clicking the Contacts icon on the menu bar at the left. The Contacts module 

gives detailed information on all contacts available in a room By Site, By IRB/EC, By Country, and 

By Contact Type. From this section you can do the following: 

1. 

2. 

3. 

4. 

By Site 

  



 

By Country 

By IRB/EC 

By Contact Type 

1. 

2. 

3. 

a. 

b. 

c. 

. 

  



 

e- 

The client can choose the required e-Signature vendor from Main Navigation → Settings → e-Signature → Vendors. 

1. 

2. 

3. 

1. 

2. 

  Note: The e-Signature vendor available to you depends on the vendor chosen by your 

organization. 

3. 

4. 

  Note: If the E-signature is enabled, the e-Signature Action is automatically added 

in the Actions pane as discussed in Edit User (page 72). To see the addition, refresh the 
room in the browser. 



 

1. 

2. 

3. 

4. 

1. 

2. 

3. 

1. 

2. 



 

3. 

From the User Profile tab click the Actions dropdown menu to select the eSignature option and 

click Create to assign your user to prepare the eSignature package. Refer to the screenshot 

below: 

4. 

5. 

6. 

7. 



 

 

1. 

2.  

1. 

2. 

3. 

4. 



 

• 

• 

Signing Documents from the Documents to be Signed Dashlet 

1. 

2. 

You can also proceed to the eTMF/Documents module or SWS/Documents module (depending 

from where you need to e-sign documents) and select the required document from the Waiting 

for Signatures folder under e-Signature Documents view in the Index pane. 



 

  Note: 

• 

• 

• 

Signing Documents from the eTMF/Documents view 

1. 

2. 

3. 

4. 

5. 

6. 



 

7. 

8. 

9. 



 

10. 

11. 

12. 

  Note: Signature Page will be added to PDF documents only after all signers have 

finished signing the document. 

13. 

1. 

2. 

1. 

2. 



 

3. 

4. 



 

5. 

6. 

7. 

8. 

9. 



 

10. 

11. 

 

1. 

2. 

You can also proceed to the eTMF/Documents or SWS/Documents module (depending from 

where you need to e-sign documents) and select the required document from the Waiting for 

Signatures folder under e-Signatureview in the Index pane. Either way, click Sign Document to 

begin the review and signing process. 
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The Task Module is explained in detail in separate section. 

The Administrator would need to set up certain configurations for tasks in a room from Main Navigation → Room Settings 
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  Note: For further assistance on other features of reports, please get in touch with the 

Support team of Trial Interactive. 
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