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Global Alignment

Managing Compliance Across
Jurisdictions from Authoring to Submission




Coffee
Corner

Join The Discussion

i4i welcomes you to our Coffee Corner presentation at this years DIA Annual
Canadian Meeting.

Come and ask your questions about how Structured Labelling—especially for
XML PM—can work for your documents.
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LA Little Bit About Us
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Years Developing Years Creating Pharmaceutical
Structured Content Solutions for the Life Clients
Technology Sciences Industry

Industry Leadership

= Key contributor to SPL Implementation Guide & XML standard
= Key contributor to Health Canada’s XML PM Implementation
= HL7 SPL Working Group Leadership

= FDA SPL Working Group Member

= |RISS Member
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I The Evolution of Content

Semantic )
Meaning Intelligent
Content
Structured Human consumption, machine
processes, organize & display
Content Automatically discoverable,
Unstructured Human consumption, reusable, reconfigurable, &
Logical machine processes, organize | @dapfable
o) Structure Content L e[Nelle}%
+— !
@) Human consumption
)]
G
@)
(%2]
@) Flat Text
-
c - ,
IS Manual Minimall Highly
o Process Automation Automated

Efficiency & Scalability of Process

|} -
'4, the structured 3 i4i Inc.
content company © 2020




! Intelligent Structured Content Benefits

Reuse/Repurpose : create content once and reuse it in multiple documents and
submissions. Reduces duplication and time/cost of content processes (e.g. translation)
— ensures consistency & efficiency

Content is metadata & semantically rich for discovery and analysis — enabling cross
audience content alignment and data synchronization

Machine processable structure drives automation of key business processes

Content is tracked at every point in the lifecycle, with strict version control creating full
auditability/geneology

Structure & Standards : XML supports industry—specific data structures, easing
compliance with regulatory requirements and information exchange standards -
guarantees longevity of content
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I Globally Align Content

The Electronic Common Technical
Document (eCTD) Triangle

Regional
Labeling

2

Overview and
Summary

4

CMC Non-Clinical Clinical
(Quality) Study Study
Reports

Areas where documentation is
moving toward using structure
are marked in pink.
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| A4L Enterprise Architecture

Architecture
Overview

Client (Windows ! IE | Word)

ALICE Browser

Authoring Client
{MS Word) (User Portal)

Structured 3rd Party

{Optional)

Client
Machines

.

Typical LAN Hardware
Configuration

HTTP [ HTTPS /
WebDAV Defta-v
ALICE Vich oradke — Intranet
Services Server server
LDAP Servers.
Security (Optianal)
ALICE Control
ALICE Server Console
{Administration) Firawall
Application Server (Windows Server / Tomcat)
/Phann::euﬁnl Services —_— "‘\
Unitad States Canada Europe Rest of World (
1sPL) (XML PM} (GRD} (RO ( Internet
\ Client
Meachines
{ )
P A I N N
Custom e . -
Web Service 3rd Party Web % ﬁ
Variant Translation e Services Intranet
& Coanector iy
HTTE [ HITPS
N WebDAV Delta-v
Core Services (SharePoint, = Firewall
Master Data Store, |
- Tracking & Documentum, etc.)
Compare .
Services Reporting
Services
Metadata ALICE CMS Messaging & >
Management Connactor Emall R
Security Security
= Internet
-
Data Store
Oracle
Custom I
e Sorvs TSl Typical Cloud
' o Configuration
-
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I Structured Templates

= Microsoft Word Plugin

= Semantically Rich XML
EZ.}PQO&DIUOP{OGUC!} Documents

2.3.P QUALITY OVERALL SUMMARY - DRUG PRODUCT = HA Regulatory Compliance

2.3.P.1 Description and composition of the drug product

i=<<Click here to enter Description and Composition of the Drug Product>>
2.3, P.2 Pharmaceutical Devejopment Title

2.3.P.2 th’maceutical development

<<Click here to enter Pharmaceutical Development>>
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I Applying Structure to Documents

Regulatory Heading
(Level 1)

Regulatory Heading
(Level 2)

Standard Section Body
(User Entered Text)

PSEC

1. NAME OF THEMEIMCINAL PRODUCT
| Prosuct Karae Srength Dosage Foma |—

2. QUALITATIVE AND QUANTITATIVE COMPOSITION I

Each tabizt contams Stréngth of mpakagron
Excipient(s) with keown effact

{Etitey excapaerts body, )

For the full list of excipients, ses section 6.1

3. PHARMACEUTICAL FORM

mbolcngedrleocs ol
Ovyal brown tablet, debossed with the company loge and 3257 on the sane nide

| |34 Chmat purticulan | :

4. CLINICAL PARTICULARS

41 Therapeuticindications |

Spaptomane treatment of urgency, ncreased msctantion frequency ardlor urgency wncontinence as
mzy occur it acdul pahents with overactive bladder (OAB) spadroms

42 Posology and method of administration

Posoleay

Fanal and repatic tmpatrment

Bettuga bas not been studied = patients wth end stage reaal disease (GFR < 15 mLUimal 72 for
patents recurring bacmodsalzsis) or severe hepatic impaiment (Child-Pogh Class C) and it i
thersfors not recommended for use m these pahent poptlations (ses esctions 44 and 5.2)

The follownng table provides the daily dosing recommendations far subjects with renal ce hapatic
nparment tn the absence and presence of strang CYPIA thbutors (see sechons 4.4, 4 5 and 5 2)

Keywords
(Controlled Vocabulary)

Regulatory Text
(HA Implementation Guides)

Applicability
(Instance-specific Content)

Semantic Section Control
(Manage Sections)

|} -
' the structured
content company

i4i Inc.
© 2020



I Manage Semantic Sections

i4

= Manage document
structure

= Template enforces
structure rules:

= Context-driven
= Qccurrence rules

Manage Sections

Use the Insert and Delete Section buttons below to add or remove sections.

= SsPC
= & 1. Name of the medicinal product
\=| Product name heading (1.NAME OF THE MEDICINAL PRODU...)
Apc Name of the medicinal product body
Apc Name of the medicinal product body (Xtandi 40 mg fimcoated tab...)
=) ;-] 2. Qualitative and quantitative composition
=] Composition section heading (2.QUALITATIVE AND QUANTITATIV...)
Apc General qualitative and quantitative composition body (Xtandi 40 mg soft capsules)
Apc General qualitative and quantitative composition body (Xtandi 40 mg filmcoated tab...)
= & Excipients (Excpient(s) with known effect)
|=| Excipients heading (Excipient(s) with known effect)
Apc Excipients body (Each soft capsule contains 57....)
=] Fulllist of excipients xref (For the full list of excpient...)
= & 3.Pharmaceutical form
=] Pharmaceutical form heading (3.PHARMACEUTICAL FORM)
Apc Pharmaceutical form body (Soft capsule.)
Apc Pharmaceutical form body (Film-coated tablet.)
= & 4. Clinical particulars
.| Clinical particulars heading (4.CLINICAL PARTICULARS)
= & 4.1Therapeutic indications
Ej Therapeutic indications heading (4. 1Therapeutic indications)
A5c
= & 4.2Posology and method of administration
|=| Posology and method of administration heading (4. 2Posology and method of adm...)
Apc Posology and method of administration body (Treatment with enzalutamide sh...)
= = Posology target population (Posology)
=] Posology heading (Posology)

Asc Posology target population body (The recommended dose is 160 mg...)

Show Existing LI Insert Section Igelebe Section | Lf I Jl |

* - Indcates the sacton
wready exsts n the Gocument, Cancel

p=
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I Controlled Vocabulary
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Irsert Keyword

Zrans name
Cenarc name
Desage form
Dosage sy engh
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PR s e
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sy [leer ]

o CHERRY ~
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TROUUCT MO
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* NCIEDENTS
| IROOUCT CHNACTEINS TS u EdLProdoc Crandtestics - Weogoge Didlog x
v o Ao Procot Charudcriabes
o Crioe TN ~ Dwozprios ﬁ LS
S Stope ['nm_v' L
i S .

vesaboe: [ 0B

»

‘ol Coaeal I

= Dictionary / Thesaurus
= Keywords / Variables
» Reusable Content:

Lists of Countries,
Languages, Product Lines

Product Composition,
Ingredients, Strengths

i4i Inc.
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| Content and Data: IDMP

Standards/Industry aligned data identification

1D

R

'

VP Data N X

THERAPEUTH. INDECATIONS

CATIONS

INTERALTY, w WITH OTHER MEDSCINAL PRODUOCTS
UNDEMPABLE EFFECTY

View WAV Daca

SFChente |

L NAME OF THE MEDICINAL PRODUCT

Qs 0.4 04 mg wodidind svlosse capaales had

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Each capsule contains as active Ingredient hydrochionde 0 4 g
Excipient(s)

For the full kit of exiepuenty, see section 0.1

S PHARMACEUTICAL FORM

Modifind relaawe carmsde, hard
(S Chronl pesadins fed 0 4 snd Jogo md 701

4 CLINICAL PARTICULARS A e

41 Therapeutin inalic ations g:l::m
Lowes urintry et sympeoms (LUTS) maccuted wah besign pecetsie dyperplasts (BPH).

42 Powdegy and methed of administration Fy o

Oval mee AL 1D |

Cve capraie Gauly, 5 e takim afee heaakfst of the fint meal of e dox e e o b

The capaule must be swallowed whole sad siust oot be crsoched ot chewed 3 s soferfores ity
hm.&_dh-ﬂn--@d—t

No dose o d 1 ool uep No e of; # westasted i patiesty
with sl 1 mod hvpnx—‘* (—uh:l)(‘

idi

@9
Indicarlon

Intended
Effect

Race
Cender

Age Qualitier
Adjunct
Traatmont
Typs
Adjunct
Treatment
Disease
Status
Comarhidity

Health Statos
Typa

IFa'n;n pro =

Benign prostate

hypemplasia

Benign prostans

hypertrophy

Benign prostate neoplasm

g
"y

Health Status l— =
Spedifics
Duration _ v'
Quallfier
Relationship | =l
Type

Save Cleas Caneed

the structured
content company
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I Content and Data: IDMP

IDMP function/process management Dashboard

2EHS 5D o x

BN -

BJEgitipMp | &iCheckin | (@Cancel Spromote | bgOpen | 1= History (") package Operations ™ Back to Global Labeling Dashboard
State Title IDMP IDMP State IDMP Last Modified Current User Label Label Status 1D
i € NuDrug SPC-Prescriber en 0.1 Not Tagged 2019-04-30 10:06:01 0.3 Draft 54872
14 < PageDoﬁ »> ». View 1-1o0f 1
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Structured Content Management

GClobal Content Alignment
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I Structured Content Management

i4

United States
(SPL)

Canada
(XML PM)

Europe
(QRD)

Rest of World
{(ROW)

CCDS

Variant Tracking & Controlled Corporate
Management Reporting Vocabularies Document
Repository
Translation Access & I.D.M p-
Management Audit Control Ideutiticaton & Regulator
Management d 5 Y
Information
Management
Intefligent Version Content
Metadata Control Reuse
Master Data
Management
Comprehensive Messages & Relationship
Validation Notifications Management
Translation
Publishing & Management
Submission Collaboration Analysa & System
Compare
Management

-
the structured
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| Security

3 Levels
»  Communications via HTTP(S) and servlet restrictions
» User Authentication and logging (passwords)

= Access Control Rights (permission levels) _ SPL Global Labeling Help
Relate As

\ 1] Search...
~“ ALICE Web Client Login

Enter your ALICE username and password to continue:

Username: || | Signature Report

Password '

Server: - (e 1:8080) v Update Signature
Login | Export Signature

|} -
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I Rich Metadata

|} -
' ' the structured
content company

Metadata Extraction /
Integration

= Used across RIM ecosystem

Organize Documents
by Metadata

Metadata Search

Version Control / Workflow
Management

—
Z

Dossmwet TyEw
Preduct Line

Effcctve Date
Hygenaton 1)
TrazkiVies Number
Swengte (Foe The|
Vieataat haame

Y

vendad nane
Cusage Feon
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Nl Year of Appreayl
Maghetig Stut Due
WMarknbre Trod Cladw

Reghn
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Tooldertadt; Sestin
Credded Cn

Vaneen Chsdted On
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Ao Cloae

Relations Slgnatura

= o Patem
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FAM st Ossattroabes)
Ifenza Yacone Live bty

Spe ey
N

amress

Aoy
Hearth Arvarezs

20180601 15,9327

[A0LS00 185852

ayriwn
o

" Search ALKCH

H

HEGE

ez

vl
3|
vl
vl

Brand Name
v{rreosa Characnc

"Cobot wmmrmranon

'&uog et aton

o *
vi v s | .
viw i R =
vl v |
vz viges 3
Vi vi B b '
s O I
vl v] |
vls v
vl v]

Sutoct groperies @ Bre e cotpee e st 0 B gt o B semch R CorponeTE o St AN SCRCon Crters Use e conder cutue e
etect S loghc opetatomn Ry g saact Use AMD ORL and ANC(DA) stamrwents (3 rd sndighe saast cima Sogeiver ider dates 1 $w ferrat
VYYV IO, Sattes rpuent Cleh fiwlp » Orime Hety Sox s infemaion:

st Cnay
Search Resuts

J0uds Vertssts | Show AR Fropenies

BEEVE
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I Content Reuse

idi

Reusable Components

» Content/Data Reuse
(across document types)

Applicability
= Master Document

» Content/Data Reuse
(in same document type)

Instance
Text

Business
Template

Master
Text

50mg Powder Product

100mg Powder Product

L. NAME OF THE MEDICINAL PRODUCT
.bndunhﬁun

L QUALITATIVE AND QUANTITATIVE COMPOSITION

For the full lest of excipaenty, see section 6.1

[ PHARMACEUTICAL PORM

Powder for solution for imfusion
White compact powder

{4 CLINICAL PARTICULARS
[ 41 Therapeutic indications

1. NAME OF THE MEDICINAL FRODUCT

For the fldl list of cxoiprenm, see section 6.1

L PHARMACEUTICAL FORM

Powder for soluton for infusion
White compact powder

4 CLINICAL PARTICULARS
41 Therupeutic indications

Annbrotex is indcated for Annbiotre is isdicated for:
Adults, adolescents > 16 years of age aod clderty: Adults, ssdolescents > 16 years of age and clderly;
S | of invasive candal - 1 of s
T of ! candiudiasis in patcits for whom st cnous) T of h in paticsts for whom intravenoss

Wd(“m-mmmu
arpdantation o paticnts who are cxpecied 10 have sestroponsa (abwo
count < S00 cclls / wl) R 10 or move days.

mmdcummnpmmmm

mﬂmamuﬁmu&ﬁnhwm(ﬂ

count < 500 cells / ul) for 10 or moce days.

the structured
content company

18

i4i Inc.
© 2020



I Translation Management

idi

Complex process

Automated translation
of standard
headings/text

Export / Import
(e.g. to translation
partners)

Update
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I New Message

To: ;_anc |
Emait; | ]

Ansea: (20582 || Bioese |

Subjoct: [Transisson Request Lawe en (Engis)

stcnmwmmmmommu
ﬁor:twmqu (OeB0594 e en
,n_Enwh, transiaton - da (Danish)

| Denmmark da (Oanmsh))
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2 Det 2] 3z vide, £ cu bagvader 2t tags R 0.4
5. Sids sl du use e 0
4 Bjyirkningses

_mmmmw

ATAMTIUIENY, \" \
Sinchrations boey jOGANVENDELSE

The active mavedient in Y 0.4 35 M. Thaz ie 2 selechve @ .- adrenoceptor aragonist. |t
reduces temzion of the unooth muscles i the proetate and S wethra, snabling wine to pass moee
readily throush the wethra and fcilitabeg winasicn. In additicn it dinunishes sensations of urge.

e 0.4 1 wed 2 men for lhmnmmllhcunphlundlulnnlﬂun‘nncumhml
with an cnlarged prostatic gland (besdgs prosmoe hyperpl These L may melnde
difioslty ursasto (poor stresm), dnbbling, weey o | having to urmete &qumlh of nuphe ae well
u: duneg the day.
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hmmuu
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ifvoa :uﬂuﬁaumhumhlm
A yom wutee froes finting i to redhoced blood prvire whess chresging posture (Baing 1o 4it or |
wand up)
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i CCDS

Compliance

CCDS Compare
Compare.

United States:
| i
L T
CAF PLRA United
Statas an
TWI25t10

|} -
' the structured
content company

x
®) Coerlenl - Mastkup
~
Version Slatus Muestifwr
102 16815
Vesson Status Mdentificr
20 Eflective 25633
20 { Netiee 1 om 1 [ - o § ca——
o —1 - e — + —
armart ot Fortaty
Paned w sors b & Gomings ® wywe bose
20 aresegy dubn heh ame m———
B L
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v ot el 9
Ay dar gl 0 e i Sogr
Vol e AL B LD 1
e b P TR
e A e powren s el
o heennd 4 gy e -
S han g e me | - ol
T Tm
(oo | PHARMAGEUTEAL e bonndEs 6 FARMACEVTEN POGATHI
Prarnmban | PARTICULARS PHARMACEUTIOUES |
Cagmon | Ui ot wnwgennts RO TR Cama GUTHRRES TR 1 L awe csspionts 187 Teantm pomalng sl
P BUTTLATEO NTSRIRT AN & [ pp—  [T——
S e ) MTTILATED RTIRONYTOC 1 Ve Meven o sun s s whreged 3 i b b barme
| | s 1 I P | »
l.- gl ghumbid GELATS UNwRCTED [ e | Voettcsnnsat 2 2
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[EE L - wases |
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| M—— 1 1, ol o, | PIRROSOTTRICC OXEN e | vt
"o

Dashboard

Relate Content
Across Jurisdictions

Relate Tagged
Information Across
Jurisdictions
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I Content Semantic Analytics

Sections identified by semantic

T meaning in structured documents
Anifiisolix: Bdverse:iepoet T Al allow a machine-process to
Data Element (Term) Occurrence per Document Class . .
semantically analyse content to:
— o e S e = |dentify concepts within
= i f F ; > : sections
Hugtats: Lt 1 ] ® 4 o
ot : : ! : B : = Attempt to match these
|Fmares 1 : 0 f ! z concepts appropriately
[T — 1 £ 9 1 1& i* acrOSS :
» Document Types
G = Jurisdictions
< >

=  Products

|} -
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Variant Management

= Need for concurrent
parallel authoring and

-
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t“[mmwmlﬂl
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| Ay bl Dvbotodt 23 el o 3 ]
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I VValidation

i4

Structured documents can be read
my machines to test the validity of
the document’s structured sections,
content formatting, and included
elements.

Additionally, it can ensure that
health authority rules are being
followed and warn you of violations
while you are still authoring or
before you file your submission.

Fomithreias fowpul - ANTIIOTIX

s R T

O SR 0802

Owersdl valicstion steax (]

Tt e I T T -
el (e T LI 2 W 3 e

ewan 1
Oucarare Tygm: .3 PRESONITON DD LASE. X3

2 Parsing - passed
Release Validation - passed

Tier 1 Validation (Overall: - PASSE|
* Flle Name test - passad

* XML Reference test - passed

* Image lest - passed
« setld 1est - passed

* Code test - passed
\* <idd> test - passed

© test - passed

Passed: 60
foral Warnings:
otal Falled: |

Document Structure Tests

o Highlights test - Passed
s Highlight content - Passed
¢ Section structure - Passaa
o Section body struciure - &5
LHeading markup - Pa
NGgding nestng -

the structured
content company
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I Multi-Platform Publishing

B Global Labeling _Help

i4

New Labeler Code Request
New Establishment Registration
New Lot Distribution Report

Edit Labeler and Manufacturer
Edit Lot Data

Produce New Version

Import Existing SPL Submission
Import Lot Distribution Data
Import Product Listing Data

Health Authority Specific
(FDA SPL, EMA EPAR, etc.)

Various content from the same sour

(e.g. Package Insert vs. Medication Guide)

ce

Various formats from the same source:

=  Word, PDF, and XML for Submissions
=  HTML for Web site

Fusich 1o TDA SPL

Fulfish 10 Ward

Fukiish 10 DA FOF
[

Aiish Medicston

Goide #

ﬁ Home Insert Design Layout Referances

2 Nalidue

Insedt

FDA Package Inse

Validate SPL
Preview Submission

Manage SPL Submission Date

Generate Submission

Mark as Accepted

SPL Usage Report
SPL Submission History

content company

Palibat
T £J Pk x
Rubs: Conealeray vl QR D v
Format: I toox Zre & ooz
Fnnditnn o Troze Charges — Comereny L 1oMP Cammzels
Moafitee ke Moditnd By Last Modifiod | Pehibehed Ver Selecond Var Latest Vor
4 MR CAP ENZ/LUTZINDE Aenbzdode 24490311 127 gkl - Tietcoh *
Mudn TAR 30 EMA m‘;“w S0ty 1424%  Aporomes) N WAE 0 hechea] Miedoey VEU L Bduw)
edcn
s
NS AP L B egatess 808 L ontemay Lowlds - :
MU wieeEe menger 100190 Angeones; (Ewnitcd) MY 73 (Sutereett
Vatery
Widery
Hedcny
+ P EMA on JEnglish) - wanskation - al (Dutch) - EMA
= W EMA e (Engrish) - transiston - mo (Narwe plan| - EMA v
B S T R R TN PSR B0
Serbeci T beravect A1 Vetibadisg Rrainim Eve  Pubdih Cancsl
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| Integration

Data
Hub
Data

Integration

Connector

to ALIiCE
Data Processing Module
b
ALICE DB Server
ALICE
ALICE Application Server

Share aligned data with data hubs

» (e.g. controlled vocabularies,
product definitions, jurisdictional
registration, IDMP data)

Enables auto-population and auto-
update of information from Data
Hub in documents

Alignment of data through Pre-
and Post- processing
Push/Pull data securely

= On Schedule/On Demand
Data Aware — compare product

information and informs user of
changes/discrepancies
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I Global Content Alignment
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Intra-Jurisdictional

1

Regional
Labeling

3 4 5
cMC Non-Clinical Clinical
(Quatity) Study Study
Reports Reports

Templates
Applicability
Keywords/Variables

Inter-Jurisdictional

! f 1
Regional
: Labeling

2
Overview and
Summary

3 4 5
cMC Non-Clinical Clinical
(Quality) Study Study
Reports Reports

= Compliance view
= Semantic Analytics

= Translation

Cross Product

Reusable
Components

Variant management
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a global platform to connect, control,
track & analyse the content
& data in your documents.
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Contact i4i

For assistance using i4i products and tools, or for more
information on technical support options, please contact:

Infrastructures for Information Inc.  Phone: +1 416.504.0141

720 King Street West, Suite 805 Fax: +1 416.504.1785
Toronto, ON Canada E-mail: info@idi.com
M5V 2T3

https://www.i4i.com
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