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NNIT overview




IT for Life Sciences is our core business

« NNIT was created as the spin off of the
Novo Nordisk IT organization in 1994 '

n

« ~3000 employees and one of Europe's
leading consultancies in Life Sciences IT

(=

| .
) b-
- Life Sciences IT is our core business - ‘ — r/ |
practical experience within the entire a4 l
|
-~ “ fl
; -

pharmaceutical value chain i

« Clients served globally

« Publically traded - Nasdaq Copenhagen

« 2016 results: $412M revenue, 10.6%
operating margin, 8% growth
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NNIT: What we do

+ A wide range of IT services for Life Sciences » Across all key functional areas of Life Sciences
Drug Development Pharmaceutical Production Pharmaceutical Marketing
|| L |
g Drug Trial Analysis & Strategic Manufacturing & Quality Marketing & Sales
Research Execution Reporting Planning Supply Chain Control

ADVISORY
SERVICES

Optimize IT impact

+ Digitalization

+ IT Management

+ Project Excellence
* OCM

BUSINESS
SOLUTIONS

Line of Business

* Drug Development

* Regulatory Affairs

* ISO IDMP

* Guality Management

INFRASTRUCTURE
QUTSOURCING

Datacenter Services

* Business Critical Hosting
* GxP Operations
* SAP Operations
+ Enterprise Hybrid Cloud

SUPPORT

Digital User Productivity

* 24/7 Global Service Desk
* GxP Support
« Application Support

= Trail design and
planning

« Batch releasing

= Trial registration

- Patents

- Drug

= Trial management

mulation 8 znd monitorin
IC

*» Onsite Support

* Mobility * Healthcare

* Cloud

+ Netwark Management = Trail supply

[AHANA & AX Software as a Service Security & Compliance » Data management
IT Outsourcing Management

* Test Management
+ GInAS (IS0 IDMP)

Business Intelligence
& Analytics

Security Consulting Desktop & Device
Management
Customer & User

Experience

Regultory & Quality Management

GxP Consulting

Delivered with integrated global teams... NNIT references in Life Sciences

Datacenters and § 1 : . : o
" co-tocations - . . .. : ; : : :
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Pharmacovigilance
in today’s digital

@ world




Poll:

How many safety cases does
your company have (yearly)?




The importance of pharmacovigilance

Growth of the WHO global ICSR database e The Challenge of maximizing
since start 2012-08-01 drug safety and maintaining
public confidence has become
increasingly complex.

8.0

Millions

6.0
« Pharmaceutical and

4.0 biotechnology companies must
not only monitor, but also

2.0 proactively assess and manage
drug risk throughout a product’s

0.0 lifecycle, from development to
1967 1972 1977 1982 1987 1992 1997 2002 2007 2012 pOSt market.

Year
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Overview of Good Pharmacovigilance Practice

1
Pharmacovigilance
systems and their

quality systems

Vi

Management and
reporting of ADR

DVCMN - December 2017

!
Pharmacovigilance
System Master File

GVP
MODULES

!
Inspections

Vil
Post-authorization
safety studies

v
Audits

IX
Signal
Management

XV
Safety
Communication

Vv
Risk Management
Systems

X
Additional
Monitoring

XVI
Risk minimization
measures

NnNIT



Elements of pharmacovigilance — module VI + (VII)

Expedited
reporting

Individual Case Aggregated

Coding of Seriousness e
Safety Report adverse event determination (periodic)

(ICSR) Reporting

Clinical Trial
Reporting

1" DVCMN - December 2017 n n I I



Sources of signals — GVP Module IX

Vaccine Surveillance
Systems

Pharmacoepi- Spontaneous
demiological ADR reporting ICSRS
studies systems Literature

From MAH:
Variation
Systematic reviews Re newal
Meta analysis PSUR
Aggregated reports with RMP
statistical analyses Active Sou rces Of :{en&f:i rlslk m;lnilorlng
medical products

AT Surveillance data and
. Systems - -
information

Poison centers

Scientific Non-clinical
Literatures trials

non-inte rve ntional
studies

DVCMN - December 2017
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Trend: Patient empowerment is changing the
conditions for pharmacovigilance

Patients digitally empowered,
bypassing existing processes

v

Patients are better informed

Remote monitoring .

is possible

5

Genomics/personalised
medicine redefining
therapies

-

Wearables +
Patient pool increasingly global Patient-engagement
platforms
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Patients will pay bigger role in
medicine selection and payment



Trend: Patient empowerment is changing the

conditions for pharmacovigilance
Sources of safety cases

100%
80%
60%
40%
20%

0%

NonICH EU USA

Source:
WHO 2008
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Trend: A strengthening ecosystem of Pharma
and Healthcare, based on data collaboration

t t

mmmme HoOspitals :|‘ ®
|
Yy
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Pharmacovigilance trends

» Main focus is the move to new data model E2B(R3), * Area dominated by Oracle Safety, followed by
which is being rolled out globally, FDA CBER Vaccines Aris Global ArisG.
in E2B(R3) from Q1 2017, EMA from Q4 2017 « Traditional Safety vendors will be challenged by
» Centralization of safety reporting at EMA from Nov R&D suite vendors such as Veeva and
2017 Amplexor

» PV is moving closer to Regulatory Affairs,
organizationally and data-wise

* Increased focus on device safety (eMDR in US and
upcoming medical device regulation in EU)

Trends and new technologies ORACLE

+ Safety databases are mature

» Next focus will be on BI, integration, planning tools i‘fAﬂSGlObal

and process automation We Bring the Future to Life"
* Beginning inquiry into artificial intelligence and big
data for better signal detection
» Future requirements on social media monitoring nan

DVCMN - December 2017




The benefits of Safety databases

Reporting and
analytics

Data-driven Collaboration and

Safety functionality decisions data sharing

Data
standardization Iso
and data quality
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Poll:

How are you managing
pharmacovigilance today?




Moving from
Excel to System

sets a crossroad
in the Safety
strategy




Benefits of moving to a system based

PV setup

o

Automation of
data entry and

case handling
processes -
adapted to
specific business
process
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High compliance
in Expedited

Reporting based
on standard
reports,
configured
workflows and
submission rules

Compliant
Configurable
Periodic Reports
and line listings

Safety data
consolidated in
one system
supporting all
PV processes

NnNIT



4 considerations when moving from Excel to
System based approach

Overview of existing

Migration of data and configuration
01 Pharmacovigilance processes
and Metrics

02 for follow-up and periodic reporting
in the new system

» Assess benefits (process and quality » Source and quality of existing data
improvements) vs. effort — e.g. data sources,

workflows, number of cases, product portfolio
and reporting obligations

((
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4 considerations when moving from Excel to
System based approach

03 Users & Training

04 Technical Integrations

» Accesses, privileges, responsibilities, SOPs » Which existing integrations exist? E.g.
Reporting tools, Case intake, Analytics etc.

* Do they become obsolete or should they be
include in the new setup?

9
z.’s
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Why Oracle Argus?

ORACLE # 1
ORACLE ARGUS SAFETY
T
|

Argus is a standard Oracle Argus is the leading With NNIT hosting the
software solution that is solution for handling of cloud solution, you do not
kept up to date with the Pharmacovigilance have to worry about (or
latest global regulations processes. This makes it validate) the infrastructure,
while at the same time future proof software maintenance and
being configurable to allow the core application
adaption to specific configuration

business processes
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Argus Configuration overview

Reporting Rules
LICENSES / REGISTRATIONS
Study
PRODUCTS Configuration

PROD. FAMILIES

* The Product Portfolio,
Studies and Reporting
rules comprise the core
Business configuration

DDDDD - December 2017 n n I I
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Main Features of Argus

Automated case content
(e.g. Narrative,
assessments etc.)

Configurable Auto
cover letters

Term and

Centralized and Automated
coding

Automated and fully traceable
submission

Dictionaries

Case
processing
automation

Reporting
Destinations

Product

Portfolio,

Studies &
Letter Reporting
obligations

Templates

Periodic
Reports

Configurable standard

Reports

DVCMN - December 2017

Improvement of Case

User groups Handling processes

Workflows
and Priority

Validation
Rules

Automated data quality
assurance

+ Japanese/Chinese

*  Empirica

* Dossier

+ Affiliate

* BIP Reports
* Insight

Documentum

NnNIT



Argus Safety Introduction

« Typical Argus Safety workflow

. Case Case Review /

NnNIT



Argus Safety Bookin & Intake

27

Initial Case Entry

Case Search Criteria

Q initial Receipt Date

@ Receipt Range Limils 06-0CT-2017 - 03-FEB-2018

)t sewsen |

et vy v e e e
i s

e sanean [ —— ————

ramy s | moss

[ e | o case

vt e = p— ] meaeren

T e 1

General
¥ Initial Receipt Date Central Receipt Date ¥ Country ¥ Report Type
|ps-DEC-2017 | [ps-DEC-2017 | [PENMARK i |
Project 1D Study 1D Center 1D Initial Justification
[ \ e |®
¥ Product Name 1 Gendric Name
|Alznione 1 | [[seea | [ALARINE |
¥ Description as Reported I ONS IR 0 9 m mm mm mm m m m m m m m (
[ Ll [esdEcz017 o747
i
Reporter | Seiect | I —
Sal. First Name ::;dr:: Last Name Suffix Institution Institution 1D Department
[nar | [Peter I | [Pallesen | i |1 \
Country State Postal Code  Intermediary
|DENMARK il [
Patient
FirstiLast Name or Initials Pat. ID Date of Birth Age nits Gender
Jd i | [pz-mav-2001 | [1& | [rears | [Mmale
Literature Reference
[} Keywords Journal Title

[ Full Search (Like, soundex)

% Seriousness Criteria

[ Death

"] Hospitalized

Reported Causality
[ congenital Anomaly [[] pisabitity [[] Medically Significant
O [] case is Non-Serious
Other:
Life. i (] Required [ unable to Determine

Attachments and References

#  Clsssification

DVCMN - December 2017

: —demmmmm—m—————-——===- DuUplicate search

Coding of
Products &
Events
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Worklists example (New case) ..
! reore |

Active Cass] | Worklist [ Cass Actions L ReDiiSe de mlltilitias e dm Sashibmnre = t= A1 e THME IR

‘Welcome GuestAccess1, Tuesday, December 5, 2017 (ARGCLD)

Bulk Brint
NEW ! | Bulk ICSR Transmit

Filter Value 1| Local Labeling
Case Number | | Search 1
| ‘ L I 1| Letters
["] Only view locked Cases requiring Follow-up Gpen View (®) individual (' Group (Al 1
1| Intake

n
Bulk Transmit I
i
i
i
i
i
i
i
i
i
!y

:ipt Dz y C Y 2 & Case Type
Lock State SUSAR i i State /Group  Generic Name Event Verbatim F.LTorH Study ID

— i — i —T— —— 1 Worklists

.
Initial 4 30-Nov-2017 5 17DKO00011 AllergicWonderOne Loss of consciousness  YIV/Y Spontanecus Physician (Unassigned) la
30-Nov-2017 0 Data Entry /Arguslser Product One Esinted H us (Unassigneg)
Open Read Only
Initizl 4 01-Dec-2017 4 17DK000012 AlaniOne YINY Physician {Unessigned) -
01-Dec-2017 1 Submission JArgusUser ALANINE Accoptrase No e RlEOe e DENMARK GuestAccesst
et overview
Initial 4 01-Dec-2017 4 17DK000013 AllergicWonderOne Adjust Assignment YV ol (Unassigned)
01-Dec-2017 I Data Entry /Argusiser Product One AdASY Crise Ciimer No PORIENEOLS DENMARK (Unassigned) .
- Close Case = :
Initial 4 05-Dec-2017 o 17DK000014 AlaniOne :‘i : 5 YN GHTNE Physician (Unassigned)
05-Dec-2017 10 Data Entry /ArgusUser ALANINE ing Review No DENMARK (Unassigneg)
Print .
Initial 4 05-Dec-2017 0 17DKO00015 AlaniOne Medical Review YINY Shorianeous: Physician (Unassigned)
05-Dec-2017 10 Data Entry /Arguslser ALANINE No " DENMARK (Unassigned) o W I
Print Medical Summary
Routing Details
T Close Multiple Cases =
e Locked. testin
g ot ol G assianmen
Route Multiple Cases
i
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Argus Safety Case Processing - General

[os-DEC-2017 | |psDEC2017 |

Amendments [ Follow-ups (0}

Reporter Information (1)

B Case Requires Follow-up

| od [| Dot |

| Sal. First Name Middle Name Last Name Suffix Health Care O i Report Sent to Regulatory Authority by Reporter?
] - | — - - m | i | st i ]
1 Address 1 Institution Institution ID  Department City Protect Confidentiality
i | 4 | [ ] [ i | LT3 [Seborg [ nr | Primary Reporter
Address 2 State Postal Code County D Correspondence Contact
\ | B | | i [2280 | Ed | | [3 country
Phone Number Alternate Phone FAX Number Reporter ID Reporter's Reference # ‘DENMARK
\ |CH | [ i |
Email Address Reporter Type Report Media ¥
|

| EIE [Physician

(New) |

ORACLE’ Argus Safety Welcome Guesthccessd, Tussday, December 5, 2017 (ARGCLD) s i ta LR S
Active Cases | Workiist |  Case Actions Reports Utilities Dashboards || Argus Console
E]
©: Case Form - 17DK000015 "PP" oty B
"Case Form - Case Priority : 4 Case Status : [ RataERiig w w e w=
= . — 1 &l
w Patient | Products | Events | Analysis || | | Y Reports \ L l 05d 07h 22m 17s 8 100 14n 29m 205
i
General Information |
Report Type Country -
Spontaneous | [DENMARK |  # Ciassification
Initial Receipt Date Central Receipt Date i Confirm Initial

29 DVCMN - December 2017

Dynamic workflow status

-
-
-
-

The General
tab contains
core details of
the case, the
reporter of the
case and any
literature
references
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Argus Safety Case Processing - Patient

o= )

L . - . - Coded PT/ cription of cor LLT/ y :
Start / Stop Date / Ongoing /  Condition Type / Verbatim / Product Identifier Type / e tanc -

* Age/ Units Product Identifier / Version / Indication / Reaction o '"i*r' I P: tion / PT/  Motes
[D1-JAN-2018 | [Cument Condition | ‘le::emiﬁvily
[77-777-0000 | [atieray | Allergy

| | \

% Case Form - 17DK000015 "PP" Case Priority : 4 Case Status : =2 Data Entry
7
General | Patient | Products | Events | analysis [ activities | I ion | Reports | I 05d 07h 21m 38s . 10d 14n 46m 42
Patient Information Patient Info From Reporier I Current Medical Status-
Title First Name M Last Name Initials
[ | EIJ [Peter | [ | [T [Paliesen | [ PP | [ ¥ Protect confidentiality [ ] Child Only Case
Address 1 City County Country
[ | & | | | | I | |
Address 2 State Postal Code Phone Number Email Address
il [ | 0 | | EH | | | | CH | i ]
[ — ™
Date of Birth Age Units Age Group Height Weight # Race Information (0) @
[g2-mAY-z001 | B [18 | [rears I [180 | [em v|[s0 |[kes ¥ D Cancomiinol Thexopy.
Gender Pregnant Date of LMP
V| [2272.0000  |0H [ Bresstieeding
Occupation Age at i Units (at i Ethnic Group Military Status
[ |[ts | frears \ Il |

. ——
-~
-
Se e
-
~

-
-
-~
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This tab
contains
details on the
patient
including
medical history
and available
lab data

Coding against

MedDRA
NnNIT



Argus Safety Case Processing - Vaccines

% Case Form - 17DK000015 "PP"

Case Priority : 4 Case Status: Data Entry

R |
General | Patient LM Events | Analysis " I I R y Reports . 05d 0Th 21m 235 l 10d 14h gsmsg

E AlaniOne ek |

Hew) | EIEE|

1

Product Name : | Select | | Encode | | Include in VAERS Block | System Calculsted W ® Suspect O i () Treatment
[Alznicy o e ) \ |
Generic Name “‘
[ALANINE KN |
Product Identifier Type Product a‘miﬂer Version

Il \
Company Drug Code Obtain Drug &)umry Drug Code WHO inal Product ID

| [pENMARK S, | [ I |
Formulation Drug AuthorizatiGp Country Manufacturer
[Injestion | [PENMARK \ M |

. -\
C Units
[200 | [microgram I V]| \ v| [ Drug Not Administered
A

# of Siblings Birth Weight |j| @ bsiozs O grams

# Subst Name

Product Name Parts Information (0) | fd. |
# Name Part Type. isme e

1. | [ALANINE |

o o e 9

31
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AY ‘Coded Indication ¥}
A =i ' ]
— \‘= —_—
Products are selected from the Company (Argus) - and WhoDrug

Dictionaries

The product
tab contains
details of the
suspect
vaccine(s)
and
concomitant
product(s)

NnNIT



Argus Safety Case Processing - Events

% Case Form - 17DK000015 "PP"

F7

;.| Event H Event Assessment

General | Patient | Products | Events | Analysis | Activities |

y Reports |

Case Priority : 4 Case Status : Data Entry

P —

05d 07h 21m 095 I 10d 14h 48m 125

Headache l

(New) |

32

Description as Reported

Original

Diagnosis

eI s g

[

Description to be Coded |

e o e o e o o = O T Date Time

|headac he

e

Event Coding
System Organ Class (50C) (Code)
High Level Group Term (Code)
High Level Term [{Code)

Preferred Term (Code)

Lower Level Term {Code)
Synonym [Code)

[[] Disability
[ other:

Medical Confirmation by HCP

Y ® Diaguasiy. _ CLswoutimen m = = = PEE S === == = =

Onset From Last Dose

Terd

Meruon syster disorders

Stop DateiTime

‘DS-DEC—ID‘W 0717

| [77-772-0000 oo:00

Onset Latency Receipt Date Patient Has Prior History? Headecne funsss
| | [oo-MMN-00DD | et
- | F QOutcome of Event Hesdscne :?m
Mervous system disorders (10029205) | | | |Reco Hesaszhe soot
Headaches (10015231) Country in which Event Occurred e
Hondach st
Headaches NEC (10019233) [ | st s i
Hodsch sl
Headache (10019211) D Lack of Efficacy D Progression of Digease D Adverse Drug Wimdraw —
Headathe (10019211) | i [] Emergency Room Visit] fd e
smscacta

Medically Significant
[ vLife-threatening

D Intervention Required
D Congenital Anomaly
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Coding of
Events
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Argus Safety Case Processing - Assessments

9: Case Form - 177DK000015 "PP"

Case Priority : 4 Case Status :Data Entry

Generall Pﬂtientl Prod'ucml_ Ew:nts\l Analysis || Activities

Additional Information | Regulatory Reports ! 05d 07h 20m 38s H 10d 14h 47m 418
| Event | EventAssessment ) [ Recsiculate__|
Product Causality as Reported Source / Method / Result Dis Seriousness Data Sheet Licensge = As Determined
Causality as Determined Source | Method | Resuit Severity Listedness
Other Causality Source / Method / Result Duration
Event PT (Description) { LLT
[ a1 | [ A v [-an- v | -Assigned-- | [ -Assigneo- v|
= ED tlfal!h Care professior]  |Global Introspection Possible | o} (=] DataShest hain 0
AlaniCne hAH Gicbal Introspection Possiblz | S
Hesdache [He: he,
‘— Headache lj

The Assessment tab contains the assessment of causality for

all suspect product / event pairs and assessment of Listedness
for all related Licenses/Registrations

DVCMN - December 2017 n n I I




Argus Safety Case Processing - Analysis

% Case Form - 17DK000015 "PP"

General | Patient | Products | Events | Analysis’| Activities | Additional information | Regulatory Reports |

Case Priority : 4 Case Status: Data Entry

| Analysis | Medwatchinfo | BfarMinfo | AFSSaRSinfa |

Case Analysis
=] ==
Narrati B[ ceeme | cosec = Generme |
[.1 1
cal iator Com S
T |
Company Comment B o
[-1
ht reven =
| . _— [ ==
[
Case Serious Yes v Notes: |
Company Agent Causal Yes v Notes: Not specified |
Listedness Determination | Listed V| @ Notes: Not specified |
mmmmmmmmm Recovered v

34
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The Analysis tab
contains
narratives and
overall case
assessments.

Often these are
auto-generated.
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Argus Safety Case Processing - Activities

Q@ ) hetpr//52.164.215.224:8083/ pP-C ! [] Argus Safety 8.1 éﬁﬁmm&hﬁi

Lﬁﬁiﬁ

% Case Form - 17DK000015 "PP"

General | Patient | Products | Events | Analysis | Activiies | Additional Information | Regulatory Reports |

gg [S] Oracle Heslth Sciences Ar.. 2] - GlobeSh - GlobeShare... £ This page can'tbe display... £ This page can't be display... 2| This page can't be display.. £ This page can't be display...
ORACLE Argus Safety Welcome GuestAccess1, Tuesday, December 5, 2017 (ARGCLD) Hald
Active Cases | Worklist | Case Actions Reports | Utilities. Dashboards I Argus Console

=
l 05d 06h 08m 308 . 10d 13h 35m 338

Contact Log {1}
#

DS-DEC-2017

1 DS-DEC-2017

| tewissx | s [f veea JC ) A

% [ArqusUser ]

|Le'ner to primary source

‘ [Gusstaccesst | s

DD-MMM-DD00

2 \DB-MNM-DDOD |

Action ltems (0]
# Due/Completed Description

[ |
L X 10-DEC-2017

show Oan  ®open  [EYTH [ T = B
User

,}E |ArgusUser |

|Fle1rieve sample of vaccine

00-MMIM-0000

‘ [Busstaccesst x|

DD-MMM-DDDD [

e ]

2 00 MMM-0000
00-MMM-0000 |

Routing Comments (1) | R | Roue ]

# User ‘Comment

) | [os-DEC-2017 08.05

|Automated initial case routing set responsible group to "ArgusUser”.
GusstAccessi

35 DVCMN - December 2017

This tab
contains
actions, letters
and routing
details
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Argus Safety Case Processing - Additional

9 Case Form - 17DK000015 "PP"

General | Patient | Products | Events [ analysis | activities

Notes and Attachments (1)

Regulatory Reports ‘

Case Priority : 4 Case Status '. Data Entry

. 05d 06h 06m 04s . 10d 13h 33m 07s

| atschrie N add [ Deste | =
. Classification ) Keywords
© Date [ Incl.Reg. Sub Description :

|Photograph | [ 2 Select |
1 [ps-DEC-2017 Photograph of patient injection site reaction @

[ | |2 _Select]
z D0-MIMM-D000 @

[ — | [2_Select]
3. DD-MMM-DO0D

| References (2)
Tyve

|E28 Company Number

.

[ select ] aan | oee W=

|DK—NN\T—1TDKDDUUH ‘ |

17DKOD0014 |, [Original Csss - 17DK000014

#
1
2. [Source Case
3
4
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Additional
information
contains
Attachments
and other
references

NnNIT



Argus Safety — Regulatory Reports

% Case Form - 17DK000015 "PP"

Data Entry

Case Priority : 4 Case Status

. 05d 06h 03m 468 ' 10d 13h 30m 49s

General | Patient | Products | Events | Analysis |

I

R s CROECETTETTET A

E-{=" Reports (2)
B+ Expedited (2)

4= Pending {2} by Destination

FDA_R2 (1)
) FDA_eVAERS (1) -
=) Submitted (0) by Destination -
{3 Marked as Mon Submit () by Destinafion

* Periodic (0}
{5 Pending {0} by Destination

—1 Submitted {0) by Destination

Due

"
(e ——————— Pt . .
Draft FDA_R2 F’ Marketed 15-DEC-2017
e e ———— ~
Initial  Final :E?E N Auto-scheduled; FDA - 10d E2B R2 Spon Marketed; AlaniOne{Alani
Draft FDA_eVAERS Marketed 15-DEC-2017
Initial  Final %AERS N Auto-scheduled; FDA - 10d E2B R3 Spon Marketed; AlaniOne{Alanit v

|.| futo Scheduie | [ Schedule New Report [T Ao SaREAMT Tafsr T T SCHES LM BB O~~~ T T T T T T T s s s e ————

-

—— —
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=1

Sencers Case Numbes
[Fromma

D0 Verwian

4 Menstication o the case safty report

Sty Hogest Unrion Humber
Sevies (Gioey Swaly Rt s idantlier

10 B10 o 4 ue af o gy

[FrEeE e ———
-

et ot i ravamiaicn fermats
Cate ot aramisnen

Trow et mgort

e

Sermusnss cnere Rt e
Sinansas e peninnrg

E N P———
Semumnans cvers Costing mespEg
Suanss Cica Congental sromu A Oulct

‘Senvosness e Omer mecieaty Impsriae conton

O ATORIOR01S
oK DBWAK

DK DEwARK)

12 CoTYMMD0)
0171208 S o)
 (sPeamsioUs)
1o

)

2ol

200)

20801

20001

1 ves)

Dt atrszec e mast ecent o fomt)

1a24CMDD)

P
Dot thiscome AT ha i oo o e

o

20

)

S —————

Manual and automated scheduling

NnNIT



Submission Worklist Example

BULK ICSR TRANSMIT

Ropors
Search Criteria =
Report Case# Message Type Periodic Report Range Start Date End Date
[E28 v | | [au v] | | [custom Date Ra w| [pi-lAN-Z0T7 | [osDEC2017 | E
Dﬁnly show transmissions that have reached afai!u!e%aﬁe [ show an and itted) having an View (® Individual OGrnup Can
error ACK
Total Number of Rows {1) Displaying Rows Page Size s Wl |
L] Date Created = Reporting Destination Status ; : MDN cERie
e S Bt Local Gomps _ Mcsssr 1906 Transmit  EDIn  EDlowt  MON  AckRec
| ||??J??mon ||?1? 77-0000 || ‘ |
| | |‘??-‘?‘.7?-0CIDD ||??.7??.uono || ‘ | [E
170K000012 s :
| H.J - 01-Dec.2017 06-Dec-2017 @ FDA_R2 E:z;t Generation Successful . 9]
Submission MNNIT
Ktatus Details Stage Legend _J) Pending ') Warning U success ® raited
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Periodic Reports

£ ICH PSUR Line Listing Reports -- Webpage Dialog

-

@ nhitpy/5216421 /Rep

/PSUR/CFG_PSUR.

ICH PSUR Line Listing Reports

7rpt_type=2&FormiD="

tFormDesc=PSUR=201711308ReadOnlyFlag=08isSubmitted=false8 OCATOK=1706767612

Report Name  [PSUR 20171130

L PeRoLgalernn

N e R I e e ————————————

@ caseCreation Date O Case ReceiptDate (O CaselL

Subject of Report | _Proguct Setection || inelusion Criteria | _special interest AE | Line Listing | Grouping | summary Tabutations | up summaries | scneduing | security | Tempiates ||
=

From [D1-JAN-2017

To [04-DEC-2017

[ Age Groups
[ Adolescent
[ Aduie
[ chitg
[ Erderty
[ Foetus
] infant
[ Neonate

®) Use assessment in cases

(O Re-assess cases against datashest in effect at end

[ Expeditable Gniy
[] Exclude Follow-up Cases
[ include unlacked cases

Advanced Condition

le-assess cases against datasheet in effect at beginning

[one)

v [B]lae]

[7] use Datasheet Assessment for UDF Tabulations
[[] Add Cases not included in previous reporting period

Start Date [J0-MMM-0000

Date

wr-tusion Criteria |:Deiete |
vl Datasheet <AL~ ~]

Related Non-Related

HCP Non-HCP

[] Primary Reporter Only

Serious \\ Non-Serious
Fatal \\ Non-Fatal
Listed \@ Unlisted

Periodic reports templates include
commonly used, configurable formats
- e.g.:

- ICH PSUR

- CTPR

- IND

- NDA

- Case Data Analysis

BI Publisher can be used for more
advanced visual formatting

~~. Configuration- and data inclusion
options

=
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Steps to use the system

STEP 1 > 0 STEP 2 => 8 STEP 3 ->

Configuration of Setup custom Migrate existing data
business specific integrations into the system
settings (if required)

STEP 5 > 0 STEP6 > | STEP7

Expedited Submission User acceptance Go live
testing if Gateway testing and Qualification

solution is used of bU_SmeSS
requirements
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STEP 4

>

Training & SOP

updates
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Project Plan (Example)

Requirement specification Data migration specification

Data Migration (Test)
Go-live
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Key take-aways from this webinar

A Safety database increases compliance by
centralizing and harmonizing safety information

Consider who else inside or outside your
organization uses your pharmacovigilance data

Oracle Argus is the leading Argus Safety
software, compliant with all regulations
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Patients are being increasingly empowered and
their data is being increasingly exchanged
electronically

Monitor increasing global regulatory
requirements, especially in pharmacovigilance

NNIT is a leading life sciences service partner,
implementing, hosting and managing Oracle
Argus.
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