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Background

• Launch of Hybrid Pilot in June 2006
• Ongoing RFP for the long-term eCTD

viewing tool
• Interim solution needed until full 

implementation of long-term tool
• In-house tool created in order to meet basic 

reviewer needs



Interim In-house eCTD 
Viewing Tool (IIeVT)

• Interim software designed in-house 
allowing users to access and view the 
contents of eCTD submissions quickly and 
easily



Overview

• Proof of concept for the IIeVT
conducted in the spring of 2005 with 
very positive reviewer comments

• Very basic functionalities designed 
for the purpose of viewing the 
submission (no annotation, basic 
tracking and workflow)



IIeVT
• Browser- (Microsoft 

Internet Explorer®), 
and role-based 
software
– Ease of navigation
– Functionalities 

assigned based on 
role of user: 
processing (SIPD), 
screening (RPMD & 
RAD), reviewing 
(review bureaux/
centres)



Processing : Registration



Create a 
new 
eCTD
entry

Registration



View existing eCTD entries

Registration



Responses &Versions

Registration



Viewing Response 
Sequences

Registration



Viewing 
Sequence 
Versions

Registration



Submissions



Tracking
• Minimal tracking  

functions:
– Number rec’d 

(samples/eCTDs)
– Submission Contacts: 

Sponsor & Health 
Canada

– Number of sequences 
rec’d in each 
submission

– Dates rec’d and size
– Evaluation step



ScreeningLogged in as 
“Screener”



Screening
To access the 

sequence, 
double click on 

the sequence 
number

In Review



Reviewing

Logged in as 
“Reviewer”



Double-
clicking 

folders will 
open the 

subfolders…

Processing/Screening/Reviewing



Clicking on the 
file will launch 

the document in 
a new window 

in its native 
application…

Processing/Screening/Reviewing



Processing/Screening/Reviewing



Next Steps
• End of Feb 06 : Launch of IIeVT Pilot

– Proof of concept and test sustainability and operational support on 
a limited number of staff

– Provide training and support for staff
• April 06 : QA on further development/develop training 

materials
• May 06 : Application Implementation

– Migrate data to production environment
– Preparation for roll out – production
– Provide training for staff

• June 06 : Hybrid Implementation for IIeVT
• In the meantime, continue with RFP process to determine 

long-term solution



Questions?
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