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Project Overview

GOALS

* |ldentify top-priority issues in consumer regulatory document management;
focus on activities relating to planning, authoring, publishing, and archiving
Health Authority (HA) submissions

* QOutline a roadmap for solving those issues
METHODS
* Review existing research relating to regulatory document management

 Interview 15 participants (see Appendix) in Regulatory Affairs, Regulatory
Operations, and other functional groups in NA, EMEA and APAC on:

* Document Search & Platform Navigation * Reviews and Approvals

« Data Sharing * HA Submissions, including Validation
* Planning » Tracking

* Authoring Documents * Archiving

* Building CTD and eCTD Submissions
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Findings & Recommendations

Datacentricity
Searchability

Systems Optimization
Source of Truth
Tracking & Collaboration
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FINDINGS & RECOMMENDATIONS

The Document Management Process guided analysis

» Gather submission * Upload documents * Create submission * Publish and validate * Upload submission or
information from into Connect based on dossier plan submission approval into Connect
functional groups « Author or format * Review before  Lifecycle management

* Update & review documents using HA submission to HA » Update trackers
trackers templates » Search

a2 liguidhub 6
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Datacentricity
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FINDINGS

Uploading
documents In
Connect requires too
much manual input

* RAs too busy to take time to manually fill
out many required free-text fields

« Multiple free-text fields increases
potential for input error and reduces
data quality

* RAs avoid uploading documents to
Connect when possible

« EMEA RAs prefer Documentum which
has drag-and-drop uploading and fewer
fields, which prefill certain data
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Create EDMS Document W

Group Classification :
Classification :
Document Type :
Sub-Type :

Formulated

Clinical

Clinical Study Report
Synopsis

Title): -

Study Title :

Copy Information from an Existing Document: :

Active Ingredient * :

Active: Strength / Product Form * :

Study ID * :

Product Category *

New document upload in Connect

L]

Izl

y
(Double click on the Active Ingredient to remove from the list.)

p

| £

il

=

[ &  Import: Object Definition: Training -- Webpage Dialog

Import: Object Definition : Training

C\Users cchapman' Desktop' Documentum User Accourt Form wi, 00
© ANNOTATED.POF

. Documentum User Account Form w4.00 ANNOTATED.H -
7 | Document ()] document)
z | Acrobat PDF
Tithe:
Keywords: Edi
classification:
has_lndos: Fals

has_rendition: Fals

New document upload in Documentum (EMEA)
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RECOMMENDATIONS

-ase uploading
ourden in Connect

* Change free-text fields to dropdowns

in Connect
« Pull relevant metadata from uploaded “

documents to prefill Connect fields We need tO get everyone on the
« Add drag-and-drop uploading to Connect same page »
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FINDINGS

_ack of data and file £' CONNECT search | CreateNew | Reports |

. Global Access to R&D Documentation

naming standards
eads to poor =

. brt Approved Group Classification : Formulated

organization and il
findability

Create EDMS Document W

Sub-Type : Synopsis

Titlek -

 Local markets have their own standards Study Title :

or none at all
» Poor understanding of what fields in
Connect mean or how to fill them out
* Documentum (EMEA) relies on folder
structure to associate metadata but no
metadata is attached to the
document itself

Copy Information from an Existing Document: :

Active Ingredient " :

(Double click on the Active Ingredient to remove from the list

Active: Strength / Product Form * :

Study ID * :
Product Category " :

New document upload in Connect . .
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RECOMMENDATIONS

-S
CO

tablish

nsistent data

standards

» Clean up metadata in Connect by
locating missing values, removing
duplicate values, and standardizing
keywords

 Establish global standard for
folder structure

 Establish global metadata standards and
file-naming conventions for uploading
documents in Connect and future CDM
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“We need alignment on minimum
metadata structure and to make
sure we can leverage this for
future migration into a true
global repository system.”
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FINDINGS

Data Is translated
iNto documents
Multiple times over
SUDMISSION Process

* Functional groups create documents ’ '
from data, which RAs reformat based on

HA requirements, so Publishing can ‘ ‘ ‘ ‘ ’ ’
finally create an eCTD document » » ‘
® (
O

=

Data from various company systems Authors in different RAs format documents Publishing formats
functional groups create based on HA templates document into
documents from data eCTD structure
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RECOMMENDATIONS

Manage data
not documents

* Interconnect systems (such as Product
Development, Toxicology, Clinical Safety,

tc.) rs can pull relevant “
Eu(l;msi(s)s?(jr? (ircdaosziuer ceoﬁtsnt from any We need a process that Iends
company system "

* Develop a global data-centric model for ’tself tO normal regUIatory
authoring, saving, accessing, and reusing Comp”ation and author"ng but
content: documents are collections of
content, and content has a lifecycle that GISO a”OW the System to

requires management

extract data.”
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FINDINGS

Focus on documents

over data means
information is lockead

« Data stored in static PDFs cannot be
searched or used

» Stymies efforts to standardize dat “ !
co“r:cfii)ﬁ ai)]:ji:o?nsplaynw?trh fueturaea IDMP Only Works W’th a Central
lat tin irement ! "
e laiony reporting reduirements data repository...we need to find
a way to extract the data from all
our documents.”

a2 liquidhub 14

© 2017 LiquidHub | Confidential



RECOMMENDATIONS

Bulld processes for
turning documents
iInto data

* Require OCR for all PDFs added
to system

* Implement semi-structured authoring “Rules and prOCGSSGS arOund da

(e.g., SPL document-structure templates)

to bridge gap between documents system are just as important as
the system itself for success.”
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Searchability
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FINDINGS

Finding dOCumeﬂtS in ;Obsuomvkyogus;[m Search | CreateNew | Reports | Inbo
Connect Is difficult

‘ Search W -

ed Search
Search Cancel |
Group Classification : | Please select a Group Classification LJ
« Users do not realize that Connect has Classification : | Please select a Classification — |
multiple search functions that search Document Type : | Please select a Document Type — ¥ |
only certain fields, and get frustrated Sub-Type : |- Please select a Sub-Type — v/
when they cannot find what they need Title :
» Search results not filterable Document ID :
* RAs prefer to navigate via an organized Status : <]
folder structure, but Connect’s is hidden Active Ingredient :
* RAs rely on lists of J#s to find documents Strength :
they need Product Form : >
Study ID :
Formula Identifier :
Product Category : Ll
Application / Authorization Number :
Serial / Amendment / Supplement Number :
Creation Date : g, (ET) To | g, (ET)

I

Search in Connect
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RECOMMENDATIONS

Revise Connect
to match
user expectations

* Expose folder structure in Connect for
easy browsing

* Add sortabl d filterabl h result “ R "
cd sortable and filterable search results If it’s easier to use, more people
» Collapse multiple search functions in Wi” be inclined to uyse it o

Connect into a single faceted search

a2 liquidhub 18
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Systems Optimization
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FINDINGS

System limitations
frustrate users

« Cannot view multiple documents (e.g.,
submission checklist, status tracker, etc.)
simultaneously within document
systems, so must download them to
desktop

« Cannot handle certain document types
(e.g., datasets) or very large files

 Word version in Connect different than
desktop version

« eCTD templates in Docubridge not
current because of budgeting reasons
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“Nothing. Works. Ever.”
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RECOMMENDATIONS

Revise systems to
meet users needs

« Update Word in Connect to current
desktop version

« Update eCTD templates in Docubridge

* Expand sizes and types of files Connect
and Documentum (EMEA) can handle

« Add functionality to Connect and
Documentum (EMEA) to simultaneously
view multiple documents

© 2017 LiquidHub | Confidential

“Need a system that people will

actually want to use.”
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FINDINGS

PO0r system
verformance adds
roadblocks to
WOrk processes

» Systems kick users out without warning

« Extremely slow speeds in Connect and “Connect iS SO SLOW ”
other global systems ’

* Bugs in Connect make users lose faith in
the system and they avoid using it

© 2017 LiquidHub | Confidential
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RECOMMENDATIONS

Restore faith by
fIxing system
naln pPoints

* Review Connect IT tickets and fix bugs
* Add logout warning to Connect and

Documentum (EMEA) “We need fast performance.”

* Improve speed and reliability of Connect
and other company systems

a2 liquidhub 23
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Source of Truth
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FINDINGS

There is no one
system to access all
needed documents
and Information

* RAs expect to find entire HA
communication and submission history of
a product in one place, but must look in
multiple systems or physical records to
find everything

* Templates required for regulatory
documents not located in one place

« Multiple logins required for
multiple systems

© 2017 LiquidHub | Confidential

“You can't work centrally: if
global person wants to find
something out about a product,
they will likely need to go to
someone at the local market.”
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RECOMMENDATIONS

Create a single place
to find regulatory
nformation

* Add single sign-on for all

company systems “Everyone needs to participate in
* Collect all submission, document, and .
tact hist ducti ingl
place (e.g., Manage Products in RegPoint) the system for it to be a source
* Implement “pay as you go" migration of Of tFUth. o

historical documents so they are added
to the CDM as needed

 |Incorporate all templates and SOPs into a
single CDM
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FINDINGS

Reglonal document
‘epositories create
siloed information

* Local markets use their own systems
because global system does not account
for their specific needs (e.g., requiring
fields that are not relevant to
their market)

* Documents remain in local repositories
and cannot be accessed globally: only
local markets know where and how
documents are archived

© 2017 LiquidHub | Confidential
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Documentum (EMEA)

C P Bt View Tools  JaJ
" ot X Bevutton ronets OTCR :
*  Mame Iitie LockOwner  Yenienl
fs Co N N ECT Search ’ | ‘ ;;eate New | Reports l Inbox

"y Global Access to R&D Documentation

View Content

View Content
Without Overlay

Edit Content
Annotate

Export

Copy

Submit for Review

Submit for Approval

Add to MyDocs

View All Versions
View Audit Trail

Send Document Via

§ Email

Email as WeblLink
Restrict Visibility
Mark for Deletion
Approve

Back To Search
Results

Properties . Translations ::cp::‘:’i:g Do '::"::::ls
lcfl Note: This document is on Legal Hold
Group Classification * : IFormuIated ]

Classification * : ICImicaI.ﬂ

Document Type *:  |Clinical Study Report ¥/

Cuh Tuna * - | PN TR VI = S |

Connect

Office 365 = SharePoint
Asia-Pacific Regulatory and Medical Affairs Pacific Advertising and Promotions Tracker Regulatory Competitor Intelligence
Pictures @ new item or edit this list
hents Default Allltems Discontinued List  ««- Find an ite jo
vianuals s and
Templates v Edit Cou
Competitor Intelligence E? Australia Launched ACTIVE
Reporting
Ac| Lst
E7? Australia Launched ACTIVE
Asia-Pacific ORACLE £} Australia Launched ACTIVE
version 2.0
Pacific Advertising and
Promotions Tracker
2 Australia Launched ACTIVE
Sharepoint
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RECOMMENDATIONS

-nsure global CDM
meets local needs

* Move to a single, global CDM
* Design CDM that can accommodate local

variations by gathering local “Want to it to be easier to access
quirements from all markets
- Map global data fields to local 1 1
te?np]iigloagy (Z.Z., “eReSgis?cr;tCign Number” any ’nformat,on on any prOdUCt
to “License Number”) "n the WOI’Id. »
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FINDINGS

Unconnected
systems add extra T

Global Tracker for Commitments, HA Spontaneous Queries and Requests as of 27 Jan 2017 (2) - Excel Elizabeth Kaufer

Insert Page Layout Formulas Data Review View ACROBAT Q Tell me what you want to do ,Qr Share

O e o] = [mm] [mm] =11 .
% Cut Calibri o <A A =EEL ®- EWepter General . = 2] ¢ em \X 2 AutoSum Ay p
O ER Copy ~ & £ BH = Fill ~ z
Paste | . Bl r U- | i D === E3= EMer e & Center ~ $ v 0% 9 00 Conditional Formatas Cell Insert Delete Format Sort & Find &
- ~ Format Painter - o 4 T ® o Formatting~ Table~ Styles~ - - > & Clear~ Filter ~ Select ~

Alignment F] Number K} Styles Cells Editing ~

CCDS Weekly Report_16 June 2017 - Excel Elizabeth Kaufer

L L A B Insert Page Layout Formulas Data Review View ACROBAT Q Tell me what you want to do Q Share
=2y — [ R .
® | Caribr 11 A A == - EfWapTet General - = # 4| € =X @ > AY p
o D g ~ _ ') » B . Z
or':ngu:r;::“ Brandname| Paste < B I U-|{+|d- A- === =3= Merge & Center ~ $ + % » %8 8 Conditional Formatas Cell Insert Delete Format ; Sort & Find &

Formatting~ Table~ Styles~ v v v v Filter ~ Select ~

increase potential || e e e
for delay

UK status report 2017 - Excel Elizabeth Kaufer

Insert Page Layout Formulas Data Review View ACROBAT Q Tell me what you want to do Q,_ Share

s Calibri Y1 A A == = - E‘(—-'WrapText Number v |::l-'_‘ I_—:I‘ D E‘”Insert 7 z ’ AY p

D E@ - & » B Delete ~ v z

2014-000001 2014000001 Paste DM B e A-=H= == Merge&Center - $ 9% 3 B0 Conditional Formatas Cell E_’,, Sort & Find &

d | . I d 278 - > - T - = : " Formatting~ Table~ Styles~ ElFormat~ &~ Fijter~ Select -
* Must update multiple systems an I . . . i .

H 1 H UK & A323 v f || 2827

trackers with the same submission and oreoomes | astesooo .
286 A B = D E F G H -

a p p rova I i n fo r m ati O n 216000001 2014000001 Composite Product Code

Coordination Change control

257/ SNAS # Collection (CCC) Product Name Licence Number responsible e Type of applicz

« Same data and documents moved among SSPUSR IR .0y meauest rcin 2 perion  cgman ceems, " T

299 Number (initials! local)
. . B (cccwvpiiss:i M h |
multiple systems during TN PP g ' |
Ready 300 318| 2822 n/a e, — DB |GCC-041488 Grouped type 1B
Su bm ISSION Creatlon 2014-000001 2014-000001 399/ 5853 n/a Loeos L . sm |n/a Type 1B variation

301

« Systems are not linked (e.g., Docubridge . el Wt

320 2824 N/A L . L ) SM GCC-036419 Type IA variation
does not link back to Connect, GCC does | | meomon
° 2014-000002 2034000004 321 2825 N/A Liciveoe 1 - i SM GCC-0364189 Type IAvariation
not link to Connect) so users must search
multiple systems and upload same U et -

. . Ready Filter Mode Calculate 323 2827 / 5 T A —
documents multiple times T — roped hoe

325| 2829

326| 2830

327| 2831

328 2832

329| 2833

330| 2834 v
» Instructions Chartl ‘ UK status report 2017 MHRA Commitments Dropc .. (¥ 4 »

Ready H O - ] + 87%

Various submission trackers
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RECOMMENDATIONS

Link company
systems together

* Connect CDM to company systems to
allow users to access needed documents
in context (e.g., viewing a submission in
Manage Products)

* Use CDM to pull relevant content from
directly company systems into
submission, dossier or other
regulatory templates

© 2017 LiquidHub | Confidential

‘I want there to be one place |

can find everything.”
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Collaboration & Tracking
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FINDINGS

Current systems do
not facilitate
collaboration

* Track changes and commenting

fu%ctionality do not work as expected “Ever)/thing happens IGSt min Ute
in Connect . . .
« Multiple users cannot be in a document IN PUbIIShlng We Spend a” our

at the same time; review process takes . . . o ”

longer because users must spend time time flgh tlng flres.

coordinating access

« Publishing lacks visibility into what work

is upcoming and cannot adequately plan
for resourcing needs

© 2017 LiquidHub | Confidential
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RECOMMENDATIONS

Simplify shared
planning and
reviewing

« Add “share via hyperlink” functionality to
Connect and Documentum (EMEA)

« Create shared submissions tool for RA “
STt G | want one system that could do
Tracker in RegPoint) visibility into more Of the process Iike
upcoming submissions 9

reviewing, validating, and
publishing.”

© 2017 LiquidHub | Confidential
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FINDINGS

Access to Connect ! CONNECT casrch | Crastamew | Roports |
s limited and ] =

. . . i Note: This document is on Legal Hold
tlme_lnten8|\/e View Content

View Content
Without Overlay

N Properties . Translations

Edit Content

* Reviewers who need to view documents B N = Group Classification * :  [Formulated =
do not have access to Connect e Classification * :  [Clinical <]

» Required training to get access to Copy Document Type *:  [Ciinical Study Report v
Connect takes a lot of time P—C——— Sub-Type *:  [Published Study Report <]

Status : Draft
Version: 01

Document ID: RO0078535

Submit for Approval
Add to MyDocs

View Audit Trail

Send Document Via )
Email Study Title :

Email as WeblLink

Restrict Visibility

Mark for Deletion Active Ingredient " :

Approve

Back To Saach (Double click on the Active Ingredient to remove from the list.)
Results Active: Strength / Product Form * :

Document properties in Connect
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RECOMMENDATIONS

Vake It easler for

users to get access
to CDM

 Ensure users can access CDM with
minimal training

« C hanism for ex | u “ :
eview documnts (e, mited Want something so easy to use
user permissions) you don't need to be trained
onit.”
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FINDINGS

Current systems do
not facilitate
reporting

e Connect and Documentum (EMEA)

cannot automatically create internal “MetriCS are rea”y Valuable for
reports for tracking metrics and . ”
reconciling data process iImprovement.

* Reports must be compiled manually,
adding to workload

 Lack of insight into workload makes
planning and resourcing more difficult

 Difficult to verify maintenance of
data standards
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RECOMMENDATIONS

Jse metrics
for process
mprovement

* |Incorporate Connect and Documentum
(EMEA) into Element for reporting

and fraceablity Anything a user does that’s not
. pliance with metadata

standards through internal reports core to the bUSIHBSS ShOUId
* Develop a dashboard for tracking

internal metrics be automated. o
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Strategic Roadmap
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STRATEGIC ROADMAP & TRANSITION PLAN

ITERATIVE CHANGES BUILD A FOUNDATION TRANSITION TO THE FUTURE

Updated eCTD templates

and Documentum : :
View multiple documents
System speed and simultaneously
reliability
Drag and drop uploading in
Connect

Connect bugs fixed

1. Changes to
Connect &
Documentum

Version of Word in
Connect

Logout warning

2. Search &
Navigation
Improvements

Folder structure in Single faceted search in
Connect Connect
Sortable and filterable
search results in Connect

Prefilled Connect fields Cleaned up Connect Global metadata standards
3. Metadata Connect free text fields JIGEEEIES & file naming conventions

Global standard for folder
structure

Standardization to dropdowns

4. Visibility into
Performance Metrics

Connect & Documentum Internal reports for
into Element process improvement &
compliance

© 2017 LiquidHub | Confidential

ENABLE THE ENTERPRISE

Dashboard for tracking
internal metrics
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STRATEGIC ROADMAP & TRANSITION PLAN

ITERATIVE CHANGES BUILD A FOUNDATION

5. Link to Interconnect
Content Sources company systems

. All product documents &

Submission Tools

7. G|Oba| Data- Global data-centric
Centric Model model development

TRANSITION TO THE FUTURE ENABLE THE ENTERPRISE

Connected CDM to access CDM pulls content directly
documents in-context from company systems

Shared submissions tool
for RA and RegOps

Single Sign-On

"Pay as you go" document Semi-structured authoring
migration

OCR for all PDFs

8. Global CDM

© 2017 LiquidHub | Confidential

Single, global CDM

Templates and SOPs into a
single CDM

Access to CDM with
minimal training

Local requirements for
single CDM

Global data fields to local
terminology

Review for external users
to review documents
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STRATEGIC ROADMAP

Projects to improve the Document Management process

PLAN PREPARE BUILD MAKE AVAILABLE ARCHIVE

1. Changes to Connect & Documentum

2. Search & Navigation 2. Search & Navigation
Improvements Improvements
3. Metadata

Standardization

4. Visibility into 4. Visibility into
Performance Metrics Performance Metrics

3. Metadata Standardization

5. Link to Content Sources

6. Centralized Submission Tools

7. Global Data-Centric
Model

7. Global Data-Centric Model

8. Global CDM
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AppendixX
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APPENDIX

Participant Breakdown

Regulatory Affairs

o0 - I

Regulatory Operations

000o ¢

Other Functional Groups (e.g., CMC)
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APPENDIX

User Requirements for Future C

*  Change control

*  Metrics for internal reports
*  Shared planning tools between

RA and RegOps
*  Linked systems
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Versioning

Semi-structured authoring
Permission controls

Track changes

Check in/out

User-friendly interface
Extracting data directly from
other systems (e.g., Capri)

Templates
Working files
Fast system speed
Reliability

DM

Publishing tool

Review and approval
Share via hyperlink
Commenting

Multi-user collaboration
Notifications with user-set
preferences

Global folder structure
Easy upload/drag and drop
Favorites

RIM

Single source for all data &
documents on a product
Prefilled metadata fields
Map local fields to global
Tagging

Easy to search

Metadata & file

naming standards

Exposed folder structure
Easy to move documents &
data between systems
Single repository for
documents & SOPs

Copy metadata from
existing files

Data cleanup & reconciliation
Customized for local markets
View documents in context

&2 liquidhub
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APPENDIX

DM Best Practices

C

Defined KPIs for measuring
system success

Audit trail

Integration with existing
systems
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Semi-structured authoring
Automated workflows
where appropriate
Integration with MS Office
User-friendly interface
Role-based view &

edit permissions

Version control and history

Document templates
Folder templates

Access for external parties
Clear hierarchy for
decision-making
Customized alerts

Easy, fast to access a document
Consistent folder structure
Consistent file naming
Metadata standards
Automatic data capture to
minimize data entry

Secure data

Drag & drop uploading

Store any file format

Minimal number of data input
fields to be useful
OCR-scanned documents
Tagging

Document retention policy
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