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Background -J

 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

e In-house tool created In order to meet basic
reviewer needs
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Interim In-house eCTD -
Viewing Tool (I1eVT)
 Interim software designed in-house
allowing users to access and view the

contents of eCTD submissions quickly and
easily
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Overview J
 Proof of concept for the lleVT

conducted in the spring of 2005 with é@”
very positive reviewer comments \i\‘“ { /

* Very basic functionalities designed
for the purpose of viewing the
submission (no annotation, basic {v
tracking and workflow)
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e Browser- (Microsoft

leV'T

3 Interim In-House eCTD Yiewing Tool - Microsoft Internek Explorer

File: | Edit \-'iél.-_u Favorites  Toaols  Help
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Internet Explorer®),

and role-based
software

— Ease of navigation

— Functionalities
assigned based on
roleof user; —
processing (SIPD),
screening (RPMD &
RAD), reviewing
(review bureaux/
centres)
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Processing : Registration

Health Santé =4
I*I Canada Canada Cal‘la d
Frangais  [ContactUs  |Help  |Search  |CanadaSite |

_

Register eCTD by Sponsor

" Creste Spf:'”s':'_r All the sponsors are listed in the following select list.
= eLTD Registration The total number of the sponsars is: 1

» aCTDs Create hew eCTD! |Derm:| CDmpangj Submit: |

= Sample eCTDE ey E}{iStiﬂg eCTDs: | Demo Cgmpangj submit:
= Zearch

= Submission Stets
= Cigery Submizsion Stats
= Submizsion Log

-

Last Updated: 2006B-01-31 . Important Motices
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" Cregte Sponsor

e‘ I D " 2T Registration

L RETRs

e n t ry = Sample sCT0z

= Saakch

= Submizsion Stats
" Gery Submizsion Statzs

Create eCTD

Create New eCTD for Sponsor. Demo Company

eCTD ldentifier ||
| eCTD Type || Submissinﬂ
eCTD Directorate '|Tp[:. j

iBrand Name ||

Medical Ingredient ||

= Submizsion Log
[ I

@-Review Registration

Notes
Submit | Tancel |
Last Updated; 2006-01-31 a Imporant Motices
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View existing eCTD entries

Health Sané (]
I *I Canada Canada Canada
Frangais  |ContactUs  [Help  [Search Canada Site

User Logout
Preferences

Show eCTDs: Demo Company

" Create Sponsor

= 2cTD Registration eCTD ID Type Directorate # of Sequences Action
W e12345 |submission [TED 3 wiew Create New Sequence
— 111111 |submission BGTD 2 view ICreate MNew Seguenice
= Sample 5CTDs e123456 |submmission TPD 2 view iCreate Mew SEQUBNCE
B Zearch

B Submigsion Stats
" Qe - Submizsion Stats
= Submizsion Log

Last Updated: 200B-02-03 A Irpattant Motices
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Responses &Versions

¥l i Cinas Canada

Frangais ___ [ContactUs |Help  |Search ___ [Canada Site

Uzer Logout
Preferences

- ~ =-nevie
e EE— Show eCTD Sequences

" Creale Sponsor Sponsor: Demo Company
W‘ cCTL Registralion eCTD ID: e012345
" eCTDs P . .
. eCTD Control Submission |Responses\VersionslActions
- ample eCThs Sequence [Number [Type

=earch 0000 012345  NDS 2 yiew 3 view [Edit
Croate New
= Submizzion Stats Brsioh
= Cuery Submizsion Stats Create Mew
= Submizsion Log Hesponse
|

Last Updated: 2006-02-06 . rmportant Motices
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Viewing Response
Seqguences

vl Chce e Canada
Frangasis _|ContactUs _[Help __[Search _|CanadaSite |

User Logout
Preferences
- :

eCTD Registration Show eCTD Sequence Responses

= Creste Sponsor
= = TD Registration

Company Mame: Demo Company

eCTD D by HZ: e012345
W sequence Number: 0000

=) S B

" Sample eCTDs The response sequences are as follow:

" Search

Response |Control Humber Versions |Actions

B Submission Stats

== noo1 012345 1 wiew |Create Mew Hesponse Wersion
" Cigery- Submizsion Stats - -
= Gubmssion Loy oo0nz2 012345 1 wview |Create Mew Fesponse Yersion
-
Last Updated; 2006-02-03 A Important Motices
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Canada

Linar Praferencen ut

Show eCTD Sequence Response Yersions

®m  Cregte Sponsor
= =GTD Registration Company Name: Demo Company

eCTO ID by HC: 2012345
Farent Sequence Humber: 0000

= - -
m elThs The Responze Sequence Number: 0001 V I WI l l
= Sample eCTDs The Response Wearsions are as followes:

m  Search
Submission Stats
® [Queny Submission Stats Varsion: 1
m Submizsion Log Fass IT Walidation: true, Walidation Report

=

ICH DTL Yersion: 3.2, HC DT Wersion: 1.0
ICH §TF Wersion: 2.0

=
Sl Ve rS I OI lS
Builder Info: , eCTD Wiewmear Info:

Media Type: CO, Media Number: 1, Media Size: 2.0 MB
MNotes:
‘Wior kflorer Tracking

[rate on Letter Thu Jan 01 15:08:57 EST 2004

Date to SIPD Thu Jan 01 15:08:57 EST 2004

Crate to OIMT Thudan 01 15:08:57 EST 2004

[ate of Walidation | Thu Jan 04 150257 EST 2004

Drate to Manager | Thu Jan 01 45:08:57 EST 2004

[rate badkto SIFD |Thu Jan.01 15:05:57 EST 2004

Crate to Sponsor | Thu Jarn01 15:08:57 EST 2004

Registration

fp
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Submissions -J

Bl &R G Canada

L par Prafar

Diractorate Sponsor =CTOD 1O Erand Mame Currently In
BTD Demo Company el19111 Froduct C Eg
‘ » =0TD: Soreen
= Sample eCTOs TR Battar Sponsor [=1s]slalalx]a} coffes Fewiew
s Sasarch TFD LAD_Demo 111124 Aspirins Beiri gy
TRD Demo Company al12345 Froduct A g
® Submission Stats Soreen =
® Query: Submission. Stats TR Demo Company e 1234956 Froduct B F
P Soreen el
= Submission Log
|
Last Updated: 2006-02-03 re Important Hotices
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Tracking -J

Bl &5 S Canada
e Minimal tracking
functions:

— Number rec’d
o s (samples/eCTDs)

— Y, s — Submission Contacts:

" Sgarch Tahle of Contents SpOﬂSOf & Health

Tracking

= Submizzion Stats 1. The latest eCTD Mumbers surmrmary Canada

= Cuery Submission Stats| 20 Al the sponsors submitted eCTD

Display eCTD Log

eCTD Submission Log

- = Sybmizsion Log 3. Health Canada Staff

4. eCTD Log —_
5. Each eCTD Submission Sequence Mumber Log N umber Of Sequences
5. Each eCTD Submission Seguence Mumber Yersion And Workflow Log

7. eCTD Data Statics rec’d in each
1. The latest eCTD Humbers summary SmeiSSion

_xcnmh T Tenel — Dates rec’d and size
— Evaluation step

=5

e

Sample
Total
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LLogged in as Screenlng

“Screener”

i+l

Health Sanig Bl
ponin o Canada
Frangais  |ContactlUs  |Help  |Search |CanadaSite |

-~ el ThE

5 Cepreh Directorate Sponsor eCTD ID | Brand Name | Currently In

1 BETD Dema Company 111111 |Product C s Lg !
Last Updated: 2006-02-05 o Important Motices
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To access the\

sequence, Screening
double click Onl‘*‘l Health  Santé Canadi

Canada Canada
the sequence Frangale _lconssts_ltop__JSearch_LCanatste_

\___humber _

"  Search eCTD ID \l\ Sponsor Name | Brand Hame
Il ERIARARE \]Beiﬁqilnmpany Froduct
Submission Cont Submission Additional
Type Number Sequence Information
s T Qo gé] 0007 assign @
Last Updated: 2006-02-03 Ak i lmportant Maotices
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In Review
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Rewewmg

¥l i e nada I

Logged in as mm_m

u Logout
“Reviewer” _

eCTDs

. eCTDs
5 Sairah Directorate | Sponsor | eCTD ID | Brand Name | Currently In
! BGTD |Dem|:| Company |e111111 |F'rn:u:|uct L |Heview
Last Updated; 2006-02-03 A lmp t Maotices
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Processing/Screening/Reviewl

eCTD ID: 111111
Sequence Number: 0000
Control Number: 111111

View eCTD M1 - M5

Expand all Collapse all

‘3 1 Administrative Information and Prescribing Information
(1 This eCTD Submission Introduction
= Canadian Module 1

Double-

C11.2 application Information CI |Ck| ﬂg
1 1.2 Product Labelling .
1 1.4 Health Canada Summaries fOIde I’S WI ”
1 1.5 Environmental Assessment Statement
‘A 2 Commeoen Technical Document Summaries Open the
12,2 Introduction
(1 2.3 Quality Overall Summary Su beIderS S

(1 2.4 Mondinical Gverview
C1 2.5 Clinical Overview
(1 2.8 MNonclinical Written and Tabulated Summaries
(1 2.7 Clinical Summary
1 3 Quality
1 4 Mondlinical Study Reports
15 Clinical Study Reports
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Processing/Screening/Reviewl

eCTD ID: e012345
Sequence Number: 0000
Control Number: 012345

Clicking on the
file will launch
the document in
a new window
INn Its native
application...

View eCTD M1 - M5

Expand all Collapse all

‘A 1 Administrative Information and Prescribing Information
(1 This eCTD Submission Introduction
‘A Canadian Module 1
W7 1.0 Caver Letter [riEsw]
(1 1.2 application Information
‘1.3 Product Labelling
‘3 1.3.1 Product Monograph
W' 13,1 Annotated Product Monograph [new]
@ 1.3.1 Annotated Product Monograph [new]
¥ 1.3.1 Non-Annotated Product Monograph [new]
'@ 1.3.1 Non-Annotated Product Monograph [new]
C11.2,2 Draft of all Inner and Quter Labels
[11.2.3 Non Canadian Package Inserts
(1 1.4 Health Canada Summaries
1 1.5 Environmental Assessment Statement
1 2 Common Technical Document Summaries
13 Quality
1 4 Monclinical Study Reports
15 Clinical Study Reports

7). R aviewas
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Processing/Screening/Reviewi
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& ! adobe Reader - [product_monogray.... e[11.pdf]
L] File Edit Visw Document Tools Window Help == ]
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Next Steps

* End of Feb 06 : Launch of 1leVT Pilot J

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

— Provide training and support for staff

o 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

e June 06 : Hybrid Implementation for 11eVT

* In the meantime, continue with RFP process to determine
long-term solution
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Questions?

o
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Thank You

Mei Ke
(613) 946-0697
Mei_Ke@hc-sc.gc.ca
E-Review Project Lead, BGTD
Business Integration Office

Q@



