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Figure 1: Room Invitation Email 
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 Important: 

1. 

2. 

3. 

4. 

Step 1: Registration - Required Information 

1. 

2. 
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3. 

4. 

5. 

Step 2: Registration - Optional 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/
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1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

Refer to the screenshot below for a view of a typical advisory page. 
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  Note: You can contact the helpdesk if you want to configure a different message to be 

displayed on the advisory page. 
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1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 
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Viewing Room Details 

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

Room Search 

1. 



 ...................................................................................  

2. 

Accessing a Trial Interactive Room 

Documents Search 

1. 

2. 

a. 

b. 

c. 

3. 
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1. 

2. 

3. 

4. 

1. 

2. 

3. 

4. 

5. 
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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. 
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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. 
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Similarly, you can view the list of documents for Missing Documents, Documents that require 

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

1. 

2. 
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3. 

4. 

5. 

6. 
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a. 

b. 

c. 
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1. 

2. 

3. 

a. 

b. 

4. 

1. 

2. 
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  Note: Super Administrator users have the ability to turn On and Off Administrator access 
to Document Types Management Settings. 

 Attention: This tab may not be available in your data room. The Document Types 

Management tab, if enabled, for Administrator users, allows access to the auto-naming rules and 

to linking metadata fields to document types, enabling conditional metadata. Auto-naming 

settings are complex, and it is preferred that Administrators work with the Trial Interactive 

Click the Document Types Management tab to open its dashboard on the right. 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 
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1. 

2. 

 

Figure 43: Modify Document Types' Tree 
 

a. 

b. 
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c. 

d. 

e. 

f. 
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1. 

2. 

3. 

4. 

5. 
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a. 

b. 
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c. 

  Note: The fields stored under the Hardcoded tab are fields typically used in 

building auto naming patterns. To include these, insert your cursor in the spot in 

the Rule Editor where you want this field to appear, then double-click the 

Description of the field and it will be inserted into the naming pattern. 

d. 

e. 

f. 

1. 
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2. 

In this example, we have chosen the Relevant Communications folder. 

3. 

4. 
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To add Document Types to Milestones in your room, click the Study Milestones dropdown in the Phases/Milestones section 

of the Document Type Profile window. Refer to the screenshot below: 

1. 

2. 

These milestones, when added to the document types, help to track the eTMF Completeness of 

documents associated with them, and generate eTMF Completeness Reports. 



 ...................................................................................  

 ...................................................................................  

Milestone Related Fields Auto Enabling 

When a user selects one or more items in the Study Milestones, Investigative Site Milestones, or 

Country Milestones files in the Document Type Profile, the system will automatically mark the 

'Milestone' and 'Milestone Date' document fields as visible and required. This will be reflected in 

the custom form fields list in the Doc. Type fields window of the selected Document Type; an 

information message will also be shown. Refer to the screenshot below: 

1. 

2. 
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To specify that any Document Type will specifically be included in the Document Tracker Report, 

tick the Include in Document Tracker Report checkbox from the Document Types Profile window. 

After making any changes, be sure to click Save at the bottom of the window. Refer to the 

screenshot below: 
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1. 

2. 

3. 
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1. 

2. 

3. 

  Note: If you have already established a standard set of metadata fields for the 

documents, you can use this shortcut: 

a. 

b. 

4. 

  Note: The Search box allows you to type in simple search criteria to help you find 

particular metadata fields in the list. 
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1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

10. 

11. 

Clicking Document Types Management opens its dashboard on the right. Refer to the screenshot below: 

• 
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• 

• 

• 

• 

1. 

2. 

3. 

4. 
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5. 

1. 

2. 

3. 
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To modify the availability of dashlets to users, here are the steps to follow. 

1. 

2. 

3. 
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4. 

5. 

1. 

2. 

Renaming a dashlet 

To rename a dashlet follow the steps as below: 

1. 
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2. 

3. 

Default Dashboard Setup 
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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. 
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1. 

2. 

3. 

4. 

About This Room 
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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 
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Dashlet Common - My courses 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

10. 

11. 

12. 
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13. 

14. 

15. 

16. 
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Dashlet - Documents by Workflow Status 

1. 

2. 
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Dashlet - Documents Clarification and Rejection 

Dashlet - eTMF Health 
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Dashlet - My Queries 

Dashlet - Open Queries by Age 
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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 
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1. 

2. 

Dashlet - Unread 
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Dashlet - Documents to be Signed 

Dashlet - Milestone Type Report 

Dashlet - Tasks 
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1. 

2. 

3. 

4. 

Dashlet - Expiring Sites 
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Dashlet - Recently Updated Sites 

 

Dashlet - Site Activation Status 

Site Activation Progress Screenshot - 
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Sites by Country Screenshot - 
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Dashlet - Study Monitoring Visits 
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1. 

2. 

3. 

4. 

Dashlet - Documents to Approve 

Dashlet - Pending Documents Review 
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1. 

2. 

Dashlet - Collaborative Documents 
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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 
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 Important: 

• 

• 

→ →

Documents Module. (page 97) 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 
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From the Index Pane: 

• 

• 

• 

• 

• 

• 

• 

• 

• 

Choose View - Viewing the Room's Index Structure 

1. 

2. 
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 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. 
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• 

• 

• 

• 

• 

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. 
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Documents Count 

Changing the Index Name 

1. 

2. 

3. 

Empty Folders Options 
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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 
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By Site 
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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. 

By Reviewer 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

10. 

The documents are transferred to the folder for claimed documents of the new reviewer. 

My Submissions 

My Reviews 

  Note: If you are the part of the reviewers group which you are assigned to the 

workflow, the My Reviews in the eTMF Documents module is automatically activated for 

you. You can have the same reviews as in My Reviews from the Quality Review module as 

well. 
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For more details on workflow, refer to chapter Quality Control. (page) 

By Workflow 
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By Status 

By Document Type 
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eSignature 

By Sender 
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By Recipient 

1. 

2. 

3. 

eTMF Completeness 

1. 

2. 

3. 
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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. 

Deleted Documents 
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By Group 

Missing Documents 
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Collected Documents 

This view displays the list of all Collected Documents in a room. Refer to the screenshot below: 

Modify Index 

Configuring the Index Structure 

1. 

2. 

a. 

b. 

c. 

3. 

4. 
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Adding Parent Folders / Child Folders 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 
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Editing Folder Names 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

Deleting Folder Names 

1. 

2. 

3. 

  Note: Deleting a folder will delete all of its contents including documents and subfolders. 

 Important: If you have already clicked the Delete folder in error, you can still click 
Cancel at the bottom of the Modify Index window. The change will not be saved. 

Exporting and Refreshing Index 

Exporting Index 
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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. 

Copying or Moving Documents 

1. 

2. 

3. 

  Note: Viewing of version history on replacing attachments is available only in Alfresco 
rooms. For more details follow on to section Replace Documents. (page ) 



 
 ...................................................................................  

 

 

If the Hide Index on add new document option is on, editors will not be able to copy or move a 

document and will receive the warning as below. 

 

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 

 



 
 ...................................................................................  

 

 

Adding a Document 

1. 

2. 

3. 

4. 

5. 

6. 



 
 ...................................................................................  

 

 

7. 

8. 

Deleting Documents Deleting Documents To delete a document: 

1. 

2. 

3. 

Deleted Documents View 

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’. 

Purging and Restoring Documents 



 
 ...................................................................................  

 

 

(page 97) from the Room Settings. 

Opening Document Profile 



 
 ...................................................................................  

 

 

Editing Document Profile 

(page 262) 

Add Selected to Cart 

Add Selected Document to Cart 



 
 ...................................................................................  

 

 

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. 

Viewing a Query 

1. 

2. 

3. 

4. 

5. 

a. 

b. 

c. 

6. 

7. 

8. 

9. 

a. 

b. 

c. 

Viewing Query History 



 
 ...................................................................................  

 

 

Versions Panel 

History Panel 



 
 ...................................................................................  

 

 

Document History Filters 

1. 

2. 

3. 

4. 

Viewing Document Activity 



 
 ...................................................................................  

 

 

Viewing All History 

Clicking the View All History button opens the All History popup which displays the complete history of a document and also 

allows you to filter the document history based on the Organization, Activity Type, and Duration. Refer to the screenshot 
below: 

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 
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• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

Document Actions 
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Replace Attachment 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

1. 

Manage Security 

  Note: You can also Manage Security for Sites which is different from managing security for documents and is discussed 

in topic Manage Security for Sites. 

Folder Level Security 



 
 ...................................................................................  

 

 

1. 

2. 

3. 

4. 

Security Type Description 

Update existing security 
This option leaves all current security definitions in place and adds on any new definitions set in step two of the 

manage security process. 

Over write security 
This option erases all current security definitions and replaces entirely with the definitions set in step two of the 

manage security process. 

Remove from existing 

security 
This option leaves intact any security definitions already assigned, but removes access for any group(s) or 

user(s) specified in step two of the manage security process. 

Restrict access to 

Administrators only 
This option erases all current security definitions in place and makes the target files/folders only viewable to 

administrators. 

5. 

6. 



 
 ...................................................................................  

 

 

7. 

8. 



 
 ...................................................................................  

 

 

9. 

 Security Option Description 
Full Access  Non Encrypted access allowing for full printing and saving rights 

View Only  Allows users to only view the PDF while restricting printing and saving 

No Watermark  If the watermark is in use in the site, this access will provide the users 
  access to a non-watermarked version of the PDF file 

Redacted  Gives the users access to the redacted version of the file while 

  preventing access to the original (non-redacted) version 

10. 

  Note: By selecting the target as All documents in the top left panel of the Manage 

Security tool, you need only to Select the security update type before clicking Next and 

selecting which groups or users to include in the security modification. 

Document Level Security 

  Note: To set the document level security, the option for document security needs to be 
enabled in the room by your Administrator. 

1. 



 
 ...................................................................................  

 

 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

By Security View 

1. 

2. 

3. 

  



 
 ...................................................................................  

 

 

By group 

1. 

2. 

3. 

Email 

If required, you may also opt to save the document as PDF and publish it to investigative sites. Upon selecting your option, the 

Document Profile dialog box pops up. Enter the details and click Finish. The email communication is now saved as a PDF 

document in the folder as mentioned in the Default index position for Add document in the Settings -> Documents-> Index 

Outline. (page 225)The email PDF has only Subject, date sent, and body of the email as its contents. You can view this email 

sent from the Communications Outbox module. 

Print 

1. 

2. 

3. 

4. 



 
 ...................................................................................  

 

 

5. 

6. 

Move to Start-Up 

  Note: The Move to Start-Up option is available only in rooms in which the Start-Up Module is active. 

Move to the Start-Up option can be used to move documents from the eTMF back to the 

appropriate Start-Up folder in the case that documents have been delivered and deposited in the 

eTMF prematurely. 

1. 

2. 

Import 

You can import multiple documents and metadata using just their metadata to a room. Click the Import 

dropdown to reveal the import options - Documents and Metadata. 

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. 
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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. 

Exporting Security 

1. 



 
 ...................................................................................  

 

 

2. 

3. 

a. 

b. 

4. 

5. 

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. 

Copying documents to Other Rooms 

1. 

2. 

3. 



 
 ...................................................................................  

 

 

4. 

5. 

6. 

7. 

8. 

‐

Copying documents to Investigative Sites 

‐ ‐



 
 ...................................................................................  

 

 

1. 

2. 

3. 

4. 
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5. 

a. 

b. 

c. 

6. 

7. 

Compare Documents 

1. 

2. 

3. 



 
 ...................................................................................  

 

 

4. 

5. 

a. 

b. 

c. 

d. 

Merging documents 

1. 

2. 

3. 

Linking documents 

1. 



 
 ...................................................................................  

 

 

2. 

3. 

4. 

5. 

6. 

Adding documents to Audit 



 
 ...................................................................................  

 

 

1. 

2. 

3. 

4. 

5. 
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6. 

  Note: The Audits in the Select Window are displayed only when you select Add Documents 

to pool on Demand Basis (page 353) option while creating an Audit profile. 
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Create Audit Profile 

1. 

2. 

3. 

4. 

5. 

Adding documents to Submission Package 

‐

1. 

2. 

3. 

4. 

  



 
 ...................................................................................  

 

 

Marking documents as Popular 

1. 

2. 

3. 

4. 

Downloading documents 

1. 

2. 

 

Adding documents to existing review 

1. 

2. 

3. 

4. 



 
 ...................................................................................  

 

 

5. 

Creating a new review 

1. 

2. 

3. 

4. 

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. 

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. 
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1. 

2. 

3. 

4. 



 
 ...................................................................................  

 

 

1. 

2. 

3. 

4. 

5. 

6. 



 
 ...................................................................................  

 

 

7. 

1. 

2. 

3. 



 
 ...................................................................................  

 

 

1. 

2. 

a. 

b. 

3. 

a. 

4. 

Adding Single Document to Index Folder 

1. 

2. 

3. 

  



 
 ...................................................................................  

 

 

4. 

Adding Multiple Documents to Index Folder 

1. 

2. 

1. 

2. 



 
 ...................................................................................  

 

 

3. 

Depending upon the category selected, the document’s Submitted Name field would appear or 

disappear. Enter the Submitted Name as required. 

4. 

5. 

6. 

7. 

8. 

  Note: You can also add/import documents by dragging and dropping them from the 

Windows Explorer to their relevant index folders. Upon dragging and dropping the document, the 

Document Profile window opens for you to code the document. The Title, Document type, and 

Category fields are automatically coded for you. The dragged document can be found in the 

Attachment/URL field of the Document Profile. 

1. 

2. 

3. 

4. 

5. 

6. 

7. 
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8. 

9. 

1. 

2. 
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3. 

4. 

Click Next. 

5. 

6. 

 

 Browser Name File Type 
Internet Explorer  .mp4 

Chrome  .mp4, .webm, .ogg 

Firefox  .mp4, .webm, .ogg 

Safari  .mp4 

Opera  .mp4 (from Opera 25), .webm, .ogg 



 
 ...................................................................................  

 

 

It is possible to start/pause the video, control the sound, seek through the timeline, and switch to full-screen mode or back. 

Unsupported video files open in the viewer with the message Media format is not supported. Click here to download the 

file. 

1. 

2. 

3. 



 
 ...................................................................................  

 

 

Deleting Documents 

1. 

2. 

3. 

 

**Please note, as an Editor you will only be able to delete documents which you submitted and which have not yet made it 
through the workflow.** 

As an Administrator, you might want to specify the time by which a document will expire and require a 

new version. You can set up the settings of expired documents from the Main Navigation -> Settings -

> Documents -> Documents Module. 

You can view the expired documents from the Expired and Expiring Documents (page 210) dashlet. 



 
 ...................................................................................  

 

 

→

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. 



 
 ...................................................................................  

 

 

 

To claim a document for review, click folder holding unclaimed documents under Reviews or the 

By Document Status view from within your eTMF room. This will list the documents on the right 

pane. 

1. 

2. 

3. 

4. 



 
 ...................................................................................  

 

 

  Note: Once you claim a document for review, the padlock icon appears to be 

unlocked and changes its text to Release which allows you to release the claimed 

document. 

5. 

  Note: If documents are present in the same stage of more than one Quality Review, and 
the Reviews have only one reviewer assigned to them, the documents will not be auto-claimed. 

1. 

2. 

3. 



 
 ...................................................................................  

 

 

4. 

5. 

6. 

7. 

8. 

9. 

10. 

11. 

12. 

  Note: When you select the Review Clarification or Review Declined status, the 

Create Query button appears along with the Send Issue button as shown in the 

screenshot below. 
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13. 

14. 

15. 

1. 

2. 



 
 ...................................................................................  

 

 

All of the folders related to the Workflows in which you are an active reviewer populate 

the Current view index structure of the eTMF/Documents Reviews view. 

3. 

4. 

5. 

6. 

7. 
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8. 

1. 

2. 

3. 

4. 

5. 

6. 

Quality Control Query Initiation by a Reviewer 

1. 

2. 



 
 ...................................................................................  

 

 

3. 

4. 

5. 

folder containing claimed documents. 

6. 

7. 

8. 

9. 

10. 

An email window opens. Click Yes to the question Are you sending a Query? (add image) 

11. 

12. 



 
 ...................................................................................  

 

 

  Note: A Query ID consists of the of the Room ID where the query was generated and 

the Query ID separated by a dash. For example, in the above screenshot, in the Query ID 

1340-175, 1340 is the Room ID and 175 is the Query ID. 

13. 

14. 

a. 
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b. 

Quality Control Response by a Responder 

1. 

2. 

3. 

4. 

Quality Control Query Resolution by Reviewer for Query Responses without Attachments 

1. 

2. 
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3. 

4. 
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  Note: 

• 

• 

5. 

6. 

7. 

8. 

9. 

Quality Control Query Resolution by Reviewer for Query Responses with Attachments 

1. 

2. 
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3. 

4. 

5. 

Resolve and replace using selected attachment 

1. 

2. 

3. 
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4. 

5. 

Resolve and create new document 

1. 

2. 

3. 

4. 

1. 

Resolve and create document button. 

2. 

3. 

History panel. 

Tracking Quality Control Queries 

1. 

2. 

3. 

4. 

  



 
 ...................................................................................  

 

 

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. 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

Each option in the Export dropdown is discussed as below: 

Metadata 



 
 ...................................................................................  

 

 

This is the same as discussed in Exporting Metadata in chapter Exporting Metadata (page 275). 

Documents 

This is the same as discussed in Exporting Documents in chapter Exporting Documents (page 277). 

Security 

This is the same as discussed in Exporting Security in chapter Exporting Security (page 278). 

Audit by View 

Select Audit by View from the Export dropdown menu. The Audit Data Export window opens. 

All Audits 

Select All Audits from the dropdown menu. The Audit Data Export window opens. 
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1. 

2. 

3. 

4. 

5. 

6. 

7. 



 
 ...................................................................................  

 

 

8. 

9. 

10. 

11. 

12. 

13. 

Mark document as corrected. 

14. 

Email from the top ribbon bar or Initiate Query from the bottom of the Metadata panel. 

15. 

16. 

17. 

18. 

Click Send. 

The selected users will receive the email message regarding the Query raised. 
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19. 

1. 

2. 



 
 ...................................................................................  

 

 

3. 

4. 

5. 

6. 

a. 

b. 

7. 

8. 
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9. 

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

Queried Documents. 
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1. 

2. 

3. 

4. 

5. 

 

By Status 
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By CRA 
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By Country 

Make a view default 
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1. 

2. 

3. 

4. 
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Site Profile - General Info 

Site Profile - Contacts 



 
 ...................................................................................  

 

Adding a Contact 

1. 

2. 



 
 ...................................................................................  

 

3. 

Editing a Contact 



 
 ...................................................................................  

 

Deleting a Contact 

Deactivating a Contact 

Convert to User(s) 

utility in the Contacts tab. 

Site Profile - Site Specific Requirements 

  



 
 ...................................................................................  

 

Adding Required Documents 

  



 
 ...................................................................................  

 

Deleting a site-specific requirement 

 Important: The following description is for adding Investigative Sites in an eTMF: 

• 

• 

  



 
 ...................................................................................  

 

Adding a Site 

1. 

2. 

3. 



 
 ...................................................................................  

 

To make the Sponsor Contact ID a Required field proceed to Settings -> Form Settings -> 

Investigative Site Profile. Select the Sponsor Site ID Field title from the list of System Fields 

and tick the checkboxes under the Coding and Required column. 

  Note: The Sponsor Contact ID is used by the system as the unique identifier of sites 

used by third parties to enable their integration with Trial Interactive. Hence, the Sponsor 

Contact ID will need to be a Required field so that it can be passed to Trial Interactive. 

Similarly, to detect duplicate entries of site contacts, the email-id field is now case-

insensitive. 

4. 

5. 



 
 ...................................................................................  

 

6. 

7. 

Note: The Geo Code needs to be enabled from the Settings Form Settings Investigative Site Profile 

Geo Code. This is an important field for myTI mobile app to dete→ct site location    → → 

8. 

9. 

  



 
 ...................................................................................  

 

Editing a Site 

Deleting a Site 

 

1. 

2. 

3. 

4. 
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5. 

6. 

1. 

2. 

1. 

2. 

3. 

4. 

1. 
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2. 

3. 



 
 ...................................................................................  

 

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. 

4. 

5. 

  



 
 ...................................................................................  

 

Note: Contacts can be added through the Sites Dashboard. They can also be added from the Documents Panel. 

1. 

2. 

3. 

a. 

b. 

c. 
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. 

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. 
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1. 

2. 

3. 

4. 

5. 

6. 

 

1. 

2.  
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1. 

2. 

3. 

4. 
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• 

• 

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. 
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3. 

4. 

5. 

6. 
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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. 
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3. 

4. 
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5. 

6. 

7. 

8. 
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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-Signature view in the 

Index pane. Either way, click Sign Document to begin the review and signing process. 
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3. 

4. 

5. 

6. 

7. 
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8. 

1. 

2. 

1. 

2. 
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3. 

4. 
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5. 

6. 
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1. 

2. 

3. 
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1. 

2. 

3. 

4. 

5. 

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 

→

1. 

2. 
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1. 

2. 

3. 

1. 

2. 

3. 
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1. 

2. 

3. 

4. 
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1. 

2. 

 

1. 

2. 

  Note: The settings that need to be activated to convert an email to PDF is Convert email body. 

3. 

  Note: The Settings that need to be activated to link attachments to the email PDF is Merge attachments. 

4. 

5. 



 
 ...................................................................................  

 

6. 

7. 

8. 

9. 

10. 

  



 
 ...................................................................................  

 

Documents or messages emailed from a Trial Interactive room are stored in the Communication 

Outbox. Details on how to email is discussed in detail in section Email (page 143) 

 

 

1. 

2. 
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By Date 

1. 

2. 

3. 

4. 

By Type 

1. 

2. 
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3. 

You can GetJob Result from the Notifications. (page 64) The export job result is saved as 

a .xlsx file. Refer to the screenshot below. 
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 ...................................................................................  
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My Edit 
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Offline Edit 
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Collaborative Edit 
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Close Review Session and Check In 
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1. 

2. 

3. 

4. 
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  Note: For further assistance on other features of reports, please get in touch with the 

Support team of Trial Interactive. 

 

 

1. 

2. 

3. 

4. 
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Applying Filters 

Exporting Reports 

1. 

2. 

3. 

4. 

5. 
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6. 

The Study Start Up Process in Trial Interactive 

1. 

2. 

a. 

b. 

c. 

d. 

3. 

4. 

5. 

6. 

7. 

8. 



 
 ...................................................................................  

 

• 

• 

• 

• 

• 

• 

Clinical Research Associate (CRA) 

Start-Up Specialist 

Regulatory Approver 

Other Site Contacts 

1. 

2. 

3. 

4. 

5. 

6. 

7. 
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8. 

  Note: A SSU specialist cannot be a site contact and a SSU specialist at the same time. 

Except for the CRA, all the contacts discussed in this section can be viewed from the Contacts 

module. You can view sites in the By CRA view from the Sites module. 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

10. 

11. 

12. 

13. 

14. 

15. 
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Sr. 

No. 

Part Description 

01 Sites Here the users can create sites and contacts; view them based on status, country, start-up specialist, IRB/EC, CRA. It also 

allows to export, import, delete, and edit sites, Mass code metadata for sites, add documents, send regulatory packets, and 

manage security for the contacts in the sites. 

02 Countries Here the users can view and edit the country profile, collecting and reviewing documents for countries. 

03 IRB/EC Here the users can view and edit the IRB/ECs profile, collecting and reviewing documents for IRB/ECs. 

04 Documents Here the users can view, add and keep the track of all the documents collected in the SSU site. 

05 Contacts Here the users can view the contact details based on the User access level in the site. 

06 Communication Here the users can view, add, delete and edit the communication log based on SSU User Access level in the site.  



 
 ...................................................................................  

 

07 Dashboard Here the users can view variuos dashlets. 

08 Regulatory 

Review 

Allows the users with an aceess as a regulatory reviewer to review the documents assigned to them. 

09 Add From this tab the users can add Documents/ Users/Task/ Sites. 

10 Username 

Dropdown 

The users can manage user settings, language, can redirect to the guide and so on. 

11 Notifications The users can view the notifications here. 

12 Edit Dashboard The users can manage and edit the dashboard by this button. 

1. 

2. 

3. 

4. 

5. 

6. 

7. 
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Sr No Part Description 

01 Site Activation Here the user can choose the current view. 

02 Add Allows to add New Investigative Site and Contacts one at a time. 

03 Edit Allows to edit the sites. 

04 Delete Allows to delete the Investigative Site. 

05 Import Allows to import multiple Sites and Contacts at once in the room. 

06 Export Allows to export the sites in the room. 

07 Mass Coding Allows to add Metadata to the multiple selected sites. 

08 Sending Regulatory Packet Allows to send the regulatory packets to the specific sites. 

09 Manage Security Allows to provide security roles to users in the site. 

Creating Sites and Adding Contacts 

1. 

2. 

1 Importing Sites and Site Contacts 

Note: For sites to be imported, the following rules should be adhered to: 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 
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9. 

10. 

1. 

2. 

3. 
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4. 

5. 
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Next. 

6. 

Next to confirm. 

7. 

2. Adding each site and its contacts individually 
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1. 

2. 
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3. 

4. 

5. 

a. 
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b. 

c. 

d. 

e. 

f. 

6. 

7. 

a. 

b. 
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c. 

8. 

9. 

Viewing Sites 

The Sites Current View 

• 

• 

• 

• 

• 

Buttons on the Current View 
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1. 

2. 

3. 

Viewing or Editing Site Profiles 

1. 

2. 
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3. 

4. 

5. 
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6. 

7. 

Exporting Sites 

• 

• 

• 

1. 



 
 ...................................................................................  

 

2. 

3. 

4. 

5. 

6. 
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7. 

8. 

Mass Coding for Sites 

To mass code sites: 

1. 

2. 

3. 
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4. 

5. 

6. 

Searching for Sites 

Deleting Sites 

1. 

2. 

3. 

4. 
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Note: To delete a site, its documents must first be deleted. 

Setting up Site Specific Required Documents 

1. 

2. 

3. 

4. 

5. 

6. 

Institutions or Additional IRB/ECs 

1. 

2. 

3. 

4. 
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5. 

6. 

Viewing History 

Site Edit History 

1. 

2. 

3. 

4. 

Site Contact Activities History 

1. 

2. 
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3. 

4. 

5. 

Managing Security 

  Note: The administrator has to be site members like a SSU Specialist, or Co-

Investigator, or Site Activation Member to be able to manage security of sites from within 

the SSU Sites section. 

1. 
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2. 
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1. 

2. 

Viewing Countries 

The Countries Current View 

1. 

2. 

Site Activation 
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The Countries Grid Pane 

Viewing or Editing Country Profiles 

1. 

2. 

3. 

4. 
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5. 

6. 

7. 

8. 

Submission Packages 

Defining Health Agencies 

  Note: Contact the helpdesk to create Health Agencies, if they are not already created. 
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Agency Submission 

Adding or Creating Submission Profiles 

1. 

2. 

3. 

4. 

5. 

6. 
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Adding Site/Country/IRB Documents to Submission Packages 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

10. 

11. 

12. 

Adding Documents to Submission Packages from the eTMF 
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1. 

2. 

3. 

4. 

5. 

6. 

Downloading Submission Package 

1. 

2. 

3. 

4. 
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Editing a Submission Profile 

Deleting a Submission Profile 
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1. 

2. 

3. 

Adding additional IRB/ECs 

Viewing IRB/ECs 
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The IRB/EC Current View 

The IRB/EC Grid Pane 

Viewing and Editing IRB/EC Profile 

1. 

2. 
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3. 

4. 

Setting Up Email Templates 
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1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

 

9. 

Setting up Document Templates 

1. 

2. 

3. 

4. 

5. 

6. 
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7. 

8. 

Sending Regulatory Packets 

1. 

2. 

3. 



 
 ...................................................................................  

 

1. 

2. 

3. 

4. 
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5. 

1) 
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2) 

3) 

Essential Documents 

1) 

2) 

The Top Menu Bar 

Add Essential/Required documents 

1. 
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2. 

3. 

4. 

5. 

6. 
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Export documents 

1. 

2. 

3. 

4. 

QC Review by SSU Specialist 

1. 

2. 

3. 

4. 

5. 
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1. 

2. 

3. 

4. 

Submitting documents for Regulatory Review 

1. 

2. 

Not Applicable 

E-Mail 

1. 

2. 
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3. 

4. 

5. 

6. 

7. 
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8. 

9. 

Editing Essential/Required Documents 

1. 

2. 

3. 

Viewing Document Profile 
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All Documents 

Review of Non Essential Documents 
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1. 

2. 

3. 

Current View 
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• 

• 

• 
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• 

• 

Note: Apart from the above mentoned views you can also view the deleted documents 

and inbox documents if the room has set these documents attributes. 

 

 

 

 

 

The Documents Grid Pane 

The Top Menu Bar 

Document Dropdown 
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Add documents 

1. 

2. 

3. 

4. 

5. 

Copy Link 

The administrator needs to configure the option that the users would like to use: 
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1. 

2. 

3. 

4. 

5. 

a. 

b. 

2. 

3. 

To copy the link of a document: 

1. 

2. 

3. 

4. 

5. 
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6. 

7. 

Edit Profile 

1. 

2. 

3. 

4. 

Open Profiile 

This window consists of two tabs: Document Profile, and Activity Log. 
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Clicking the Edit button leads you to the Edit Document Profile window. 

Replace Attachment / Add URL 

1. 

2. 

3. 

4. 

5. 

6. 

Add Selected to the Cart 

Related Documents 

1. 

2. 

3. 
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E-Mail 

The procedure to send out emails is the same as described under Essential Documents. 

Import 

1. 

2. 

3. 

4. 

5. 
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6. 

7. 
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8. 

9. 

Move to eTMF 
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Document Data Panel 

The Document Data Panel at the extreme left lists out the metadata of the document that was 

entered in the Document Profile at the time of adding the document. Instead of opening the Edit 

Document Profile window, you can also edit the profile of a selected document from its 

Document Data Panel. A screenshot of the panel is provided below: 
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The Regulatory Review dashboard consists of the Current view on the left, the Grid pane in the 

center, and Document Data panel on the right. Refer to the screenshot below. 

Adding Regulatory Approvers 

To add Global Regulatory Approver follow the steps as below: 

1. 

2. 

3. 



 
 ...................................................................................  

 

To add a Country Regulatory Approver follow the steps as below: 

1. 

2. 

3. 

4. 
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5. 

1. 

2. 

3. 

4. 



 
 ...................................................................................  

 

Current View 

 

• 



 
 ...................................................................................  

 

• 

• 

• 

• 
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Document Data Panel 

How to Regulatory Review a Document with Attachments 
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Regulatory Review of Paper Documents/Documents without attachments 

 

  Note: The Communication Log section from Sites, Countries, and IRB/EC provides the same 
functionality as that available in the Communication section. 

The Communication tab, accessed from the toggling menu bar on the left, holds all the 

messages sent and received with a study start-up for the purpose of activating a site. 

Opening the Communication tab, the user can see three panels: Current View, Grid Pane, 

and Communication Data. 
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Current View 

• 

• 

• 

• 

The Contacts Grid Pane 

The Top Menu Bar 

Mass Coding Contacts Metadata 



 
 ...................................................................................  

 

Convert to user(s) 

Contact Data 
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Activating a Site 
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To activate the site: 

1. 

2. 

3. 

4. 

5. 
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To reject the site: 

1. 

2. 

3. 

4. 

5. 

6. 
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Creating Amendments 

1. 

2. 

3. 
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4. 

5. 

a) 

b) 

c) 

d) 

e) 

f) 

6. 
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Viewing Amendments and Adding Documents 

QC Review and Regulatory Approval of Amendments 

Completing an Amendment 
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Dashlet-Documents Expiring in N Days/Expired Documents 
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Dashlet-Recent Communication Logs 

The Recent Communication Logs dashlet gives a list of all communications made during the site start-up and activation stage. 

Click the View All Communication Log to go the Communications module of Start-Up dashboard. 
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Dashlet – Recently Updated Sites 

Dashlet – Site Activation Status 
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