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Risk Based Monitoring

Risk Assessment

Monitoring Plan And

\ Categorization Tool 7

(«Togenerate quality data (RACT) «Critical data identification ) Execution
focused to serve the eClinical and medical risk
objective eDetermine therisk at every identification eStandard monitoring
eRational RBM approach to aspect of trial «Quality management plans approach
assess risk atinitial level of eHow risks can be mitigated eRiskindicators and e Adaptive monitoring
trials faster and efficiently thresholds approach
AET B 9 Integrated Quality and

\.

(QbD) \— Risk Management Plan
(1QRMP)

Monitoring is shifting to Risk Based Monitoring by

100% Source Data Verification (SDV) to Risk Based Focus, Source Data Review (SDR)
More On Site Level to More Off Site and Targeted On Site Approach

Fragmented to Centralized monitoring

Rigid to Adaptive Approach
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MAXISIT RBM System Requirements

Data Data Analytics Visualization
Planning Capture/ Validation/ and / Decision
Integration Aggregation Reporting Making

Basic System requirements for RBM should have ability to handle steps like
* Planning

Data Capture/ Integration

Data Validation/ Aggregation

Analytics and Reporting

Visualization and Decision Making
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MAXISIT Integrated Clinical Development Platform
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v’ Integrated Clinical Development platform allows end to end solution for clinical

drug development.
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MAXISIT

Data Integration

Specialists

Laboratories

Clinics

Data Sources
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Safety/
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Sponsor

laasS (Integration as a Service)
Integration Adapters, Data Extraction, Data Routing

MAXISIT’

B Dashboard [, File
Process Management

Project Management

B Hew

B4 MAXISHELDO?_DATAMANAGEMENT

Metsehe
f=EDC \
Lol ® SDTh (1)
B = CThiS
Lol SILAB_DaTA
LIPKDATA,
5 Mispmiag Sraetication
- Data Source
3—2 In
Out
5’ Data Walickation Engine
|5 Execution Plan

rﬂ Schedule

@ Execution History

ﬁ Supporting Documents:
5 Diata Elements

@ Formats

ﬂ Computation Methods
%% Code List

E‘ Output Target Domains

Integration Management

Quality Management

Metadata and Forms Management

Studly Explorer

Poweered by CTRensissance

=

B Tools B Process

|| [=] Dashboard * | [£] Data Import Wizard for Metadata %

.Ramaswam\ P - Data Manager (Project Team)
eXchange'

o Help

Study Info

Data Import wizard

6WBIcome

@ Import Type
@f Import From
Target Schema
4‘ Import

@ Import Report

~“Show Data

kg

+||[+]| [#]| [+

@

Select Import Type.

Select reguired import type to start importing data. Based on your selection import wizard steps will be derived

Excel XML Database (=31 TSV XPT

=5l ®SOTM (1)

L = 1\ |

CUNASIA
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v’ Integration of disparate data sources is possible to
access dataat a single platform from different

sources like EDC tools, CTMS, Lab Data with
advantage of metadatadriven technology.
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MAXISIT Source Data Validation

T e
1 ® o .Ramaswaml P - Data Manager (Project
MAXISIT eXchange .
1 Studly Info '
1
SO urce : [ File B New B Tools BB Process e Help
1
data | Precess Management “ Dazhboard * Diata Import Wizard for Metadsta Validation Rules '*
1
: Project Management - D Rule Name 1
1
1 - 1
: =_}T- Mf\KISNEUDDT—DATAMANAGEMENT All unigue key wariables in each raw data set are reguired. :
1 ﬁj :I] etaciata
. . 1 Minimum and maximum values of selected variahles. :
Validation || L= — o : : _ .
X ml ® gk Edit Metadata Check Missing values for selected variables(Reguired Variahles). !
RU|eS : ml = *E';l? :reat; ;:l'd:ztm “heck Check the consistency between two clinical dates. :
! &% Export Metacsts i |
: ml =y Sridview Metadata Check for duplicste records. :
: Aul i [l Reviews Metadata |:| Are there any outliers for any selected Critical variables. :
1 = s .
SO urce ! jl Mappin Guery Builder Acceptable Yalues(¥alues are one of the valid values foar selected variable) :
! | Data Sq Bripetioms — ) y
data : n D = |:| Check for Megative Yalues. A
. . ! ot Dependéney sraph [] character variablestext) excesd 200 bytes. '
validation ! , me oot Dale. A e
5 Dt M R ' ! ' ' '
engi ne : e — Relations Mame Record Wariakles Walles Rl Mezsae .
I wecLti
: @ g BloLABR 1 LWALLEZ CTROO04E LYALLIER is missing ,I
1 ﬁh Schedule
! o BICLAR 5 LWALLEZ CTROO046 LYALLUER is missing I
BICLAR 28 LWALLER CTROO046 LYALLUER is missing I
4 Source data validation can be BIOLAB 30 LvaLLUE2 CTROD4E LVALUEZ s missing |

BloLAB
BlOLAR WISIT CPEVEMT LPARR LUMIT LvaLUEZ LABRSNT

performed at application level before

transformation of data BOLAE | BASELINE PS4 NGML I |

v Data validation engine allows BIOLAE | 1 BASELINE CA-125 LML 58 |
. BioLae B BIASELINE OTHER LML 2584 4 CA18.3 I
customized rule setup for source data | EE¥ST B BASELIE NGML 46 cEn I
enablingto validate required data el ENDOF CYCLED - PA oML ] |

! — . 9 END OF CYCLE1  CA-125 LML 16
fields for MmIsSing data, dupllcate 3 END OF CYCLE 1 OTHER NGML 43 CEA |
; 9 END OF CYCLE 1 LibL 36387 CA19-9

reco rd _S’ data outliers, and 1 BIASELINE OTHER MGML 59979 ALPHZ, FETOPR...I
inconsistent data. . g EWD OF CYCLE1  OTHER MGML 161775 atpria peropr. |

U |
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MAXISIT Data Transformation

SE MAXISHEU®07_MAPPINGSPECIFICATION
e = =
w LNk Mappin | Data Filter Mappin: . Appen ~> ‘WorkFlow Statu
e Link lapping < S8 Mapping .u,-::_ ppend_
Source Metadata Show Fitter IR Target Metadata
Raw data b LABRANG 1 Select Taroet | EX v |
v [ DOsE v 6 EX
[ sTuDY | sTUDvYD
A MVSITE E DomMam
m PT [ UsUBdD
M visT [H] EXSEQ
[E] CPEWENT ME] EXTRT
: DCMMAME EXCAT
Transformation @ =
E . ] QUALIFYY MH] EXDOSE
nglne [E] SUBEVE H] EXDOSU
[E] REFEATSN MH] EXDOSFRM
] DSAMYL [H] EXDOSFRR
[E] DSGSh1 E EXDOSRGM
[H DsDT2 M ExROUTE
[ ps=oT M| exLor
] DsTMs | Exand
— —
Ana Iyza ble Expression Builder SOTMEXUSUBID
S e 5
data formats 6 6 0] 3 W B 3 A e v 5 Funtons
CONCAT("MAXIS007" FORMAT(DOSE.PT,"SITE™),CONCAT("0", SUBS TR(DOSE.PT,4,2))) " ¢ » [ DateTime
» [ Condtional
] Mumeric

v’ Data from different data sources is transformed to standard or proprietary analyzable
formats.

v’ This allows analytical engine to analyze different data at single platform
v’ Expression builder allows users to derive target variables through predefined functions
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MAXISIT

Analytics and Reporting Dashboard

MAXISIT’

& Data Model -

CDR"

Cube -

&= Dashboard - &S File -

;;’ Visualization Dashboard *
? u | B E] Cateqory: Adverse Events

Report Parameters «

Clinical Study: MAXISNEURoo7

Adverse Event Rate

% Repository -

j Marne: | Risk Indicators by Site

Risk Indicators by Site

‘Ramaswami P - Project Leader (Project Tearm)

© Help -

EZl va

Data Mart {lgi=0ETl

2~ Tools -

@ Expart ~

‘_'E Tabular View

S

Protocol Deviation Rate Dropout Rate

2 (15.4%) 2 (15.4%) 2 (15.4%)
——2(154%)
. T(234%) L 3(231%)
6 (61.5%) 8(61.5%)
910(68.2%) —
sa| STUDYID SITEID ENROLLED AE Count Adverse Event Rat Protocol Deviation Protocol Deviation Dropout Count  DropoutRate | SAE Count
MAXISNEUROOD7 7802 12 3 25 0 0 1 .08 0
gl "'ISHEURCD 7825 2 ] 0 0 0 0 0 0
MAXISNEUROOD7 7822 19 13 68 0 0 0 0 0
MAXISMEUROOD7 7824 18 i 0 0 0 2 11 0
M&XISMEUROD? | 7815 24 20 83 1 04 3 EE -
MAXISNEUROD? 7813 7 1 14 0 0 1 o
MAXISMEURDO? 7323 28 14 5 1 .04 1 .04 0
MAXISMEUROOD7 7814 25 e 1.32 0 0 0 0 0
MAXISMNEURDD? | 7808 10 10 1 2 2 0 0 R

MAXISHEUROO7 7809 2 5 [z 4 E - 0 0
MAXISMNEURDD? | 7818 4 10 25z E ¢ 0 0
MAXISMEUROOD? 7305 12 2 A7 1 .08 0 0 0
MAXISNEUROOD7 7826 1 1 1 0 0 0 0 0

v’ User friendly and role based dashboard allows users to have overview of risk indicators.

v' Dashboard allows user to drilldown further to understand the risk criteria in detail.

CUNASIA
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MAXISIT

Risk Assessment and Categorization Tool (RACT)

. Ramaswami P - Project Leader {Project Team)

0 Help ~

MAXISIT

B8 File - @) Data Model -

| Q Visualization Dashboard & ||7L:Jj RACT TemplaleT'|

CDR"

&= Dashboard ~ Cube - ®% Repository - é’L Tools ~

- =~ Predefined ~
Risk )

-
&]verall Risk Level & 52.50 Medium )
— -

RACT Version 1.0 on 08/08/2014

List View

Summary View

-= \

[’ 1_ _SafEty - _’ . e . v Tatal Categary Risk is 27 Weightage 1
Determine any known risks for subject safet) - Qa te&o rl_es— -
—
> 2 Study Phase Tatal Categary Risk is 18 Weightage 1
Factor the risks inherent in the study phase into the trial |
» 3 Complexity| RACT Version 1.0 an 08/08/2014 Overall Risk Level 4 52,50 Medium Summary View
Determine how the
N -— P
» 4 Subject Pop Y1 Safety X X ﬁotal(ategory Risk is y/ 7 , Weightage | L V|~ ’+\
Determine whether Determine any known risks for subject safety ~ e L [ 21 .
» 5 Technole A == = —— ‘xl
g ay| L1 Question Per the Medial Surveillance Tearn (MST) Chair with Medical Leader confirmn what is the safety risk to the subject?
What level of techn| l \ /
» 6 Data Collect .
Assess the integrity I |
» 7 Endpoi Cansiderations Elentiﬁed tisks fram the Medical Surveilance Team which have predetermined rules for determining safety risk
n po_lnts I ith confirmnation from the Medical Leader
Determine if the m I 1 I — gy, ~
» 8 Organizatio L] N
Determine any pas I Impact lij Prabability IE Detectability IE (Total category Risk Score e 7
»9 Investigatio Pragram/pratacal risk I Protacal LI Rl — o = -
Determine any risks I
. Risk level rationale |
»10 IP Logistics I |
Determine risk invol Functional Plan{s) Impacted Site IMonitoring Plan ;I
- edical Monitering Plan
»11 Blinding 1 Lafety Plan
Determine ta what iat\sti(al Data Review Plan =
I raining ;I
I High risk{Considerations) I:lentiﬁed tisks per MST ‘
[]
I Medium risk{Considerations) I!Dtentia\ tisks per MST ‘
I ]
\ Low nski{Caonsiderations) ym piotential o identified risks |

— e e

v/ RACT allows early risk assessment for trial or program.

v’ Easyto use interface and highly validated RACT algorithm allows risk levels for the trial.

v’ Risk questions can be added and deleted
v Program or Protocol level of risk can be set in the RACT

v’ Plansimpacted by specific risk can be selected in the RACT
CUNASIA
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MAXISIT Integrated Quality and Risk Management Plan
(IQRMP)

Rertere > 0 O RA di € PIE
PDOP dled PE PId d Data so > d pe Ge 20 (O d C
pe edited to Se = C d (O dl( e SPE Udld
c O10
¥ Safety Plan
Diescribes how pharrnacovigilance/drug safety wil m@aﬂﬁrety tisks related to a product RepositoryIQRMPSafety plan

>
Per the Medial Surveillance Team (MST) Chair with Medical Leacler confirm what is the safety risk
to the subject?

Source EDC - Risk levels thresholds can be
Activities | Adverse Events | Sub Activities | Adverse Events reporting | set for Lo W, Med|um a nd
N (o High for risks
Project Physician -
LOW MEDIUM HIGH
Threshad [tes than or equal <] 1 - [greaterthan = 2|2 Escalation thresholds and
N . e B L (LT L R L R L escalation levels can be set
BT e g N nsger =) B 2 for Low, Medium and High
Project Physician hd Project Leader - MdR Admin .
Actions(s) no action Call site Wisit site fo r rISkS

Roles to be notified Project Lende . \ |

Alert notification settings are set with Action items can be defined in IQRMP
the thresholds forrisk level alerts

CLINASIA Confidential | Copyright © MaxisITInc. All Rights Reserved 10/11/2014 10



MIAXISIT Application of Thresholds on Report Parameters

S tiskIndicakor MAxXISMEUROOT [Safety Plan) ...

azhboard - [ File ~ . Data Model ~ i Cube ~ * Repository ~ "' Tools ~ [IE1EY BTl Physical b
;J “izualization Dazhboard * || £ Reports Portfolio Manager = if Edit Rigk Indicators by Site '* “®
-
Data Grid Designer Query Design Report Level Metadata |—
ﬁlble Header text
STUDYID
— STUDYID SITEID ENROLLED AECOUNT AERATE DVCOUNT DVRATE DSCOUNT DSRATE SAECOLNT
ENROLLED MAYISNEURDD? 7813 7 1 14 i o 1 R o =
— MAXISNEUROO? 7308 10 10 1 2 2 i 0 1
AECOLINT MASISNEURDDT 7622 19 13 68 0 0 ] 0 0
. MAYISNEUROO? 7825 E i [i] 0 [i] i [i] [i]
DVCOLINT MAYISNEUROD? 7815 24 20 83 1 04 3 N
— ) MAYISNEUROO? 7823 28 14 5 1 .04 1 .04 0
Protacal Deviation Rate MAXISNEUROOD? 7802 12 3 25 o 0 1 08 0
DSCOUNT MAYISNEURDD? 7818 4 10 EE - 5 ] 0 0
Dropout Rate MAXISNEUROO? 7805 1z z A7 1 .08 i 0 0
A Count MAYISNEUROO? 7822 19 13 68 0 [i] i [i] [i]
MAYISNEUROO? 7805 12 2 17 1 .08 i 0 0
LS MAXISNEURQO? 7603 2 5 EE E 0 0
Name - Value MAXISNEUROO? 7808 10 10 2 2 i 0 1
resct Aicverse Event Rate MAXISNEUROO? 7826 1 1 0 0 i 0 0
resizable e MAXISNEUROO? 7826 1 1 0 0 i 0 0
name AERATE MAXISNEUROD7 7815 24 20 83 1 04 3 N ©
p—— T MAYISNEUROO? 7802 12 o3 i-- 25 - __ [ 0_ _ _ _ _ _ Lo e 08_ _ _ _ _ h______l =
—_—mgm—————m T T T 1
[Medodm = 1.2 = = o S ey | 23 o W !
categary Safety 1 Name i IIlllall_lE 1
riskIndicator MAXISNELROO7/Safety Planj... | MAWISHNEURDOD? 7814 E2 3 1 1
| maxisneron  7E14 25 33 1 1
e o
WAHISNEUROO? | 7624 1e [ : ket Adverse Event Rate -
MANIGNELUROD7 7813 7 1 X 1
g 1
MAKISNBLROD7 7625 E i
1
MAXISNELROSZ 7809 z 5 1 Feslza l:l l = Erue :
1 N "
< I
- - N
Data Grid Settings @ User Mote R : name ||:I|EF!_|I:I|TE :-
~
1 1
N
. | datalnde:x AERATE ;
N I 1
h ! hiasDrillD Fal !
< . ASLIFNL AT dlse
N I :
N
< ! cakegary Safeby -
- 1
N 1 1
1
1

Risk Category as per RACT Risk Indicator based on RACT
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MAXISIT Alert Notification

From: ctrpro@ct-renaissance. com [mailbocirpro@ct-renaissance, corm [
Sent: Monday, September 29, 2014 2:11 PM

To: ramaswamif@int, maxis, com

Subject: Alert Motification from CTRenaissance, Risk Based Monitoring Platform

CRENASSANCE

Dear Ramaswami P,

_Alert Notification from CTRenaissance, Risk Based Monitoring platform for Study MAXISNEUR0OT.
| Last data ported on 2014-08-03. I

q Risk Indicator Risk Level No. Of Sites Action
Does The Phage Of The Trial Increase The Risk? Medium 2 co-ardinate With Project Team Or Call Them
Loy q no Action
Per The Medial Surveillance Team {mst) Chair With Medical Leader Confirm What Is The Safety Risk To The Subject? Medium 3 call Site And Action
L a call Site
Does The Protocal Require Any Caomplex Or Uncamman Procedures Bevand The Usual Standard Of Care? Medium 3 co-ardinate With Project Team Or Call Them
Loy 8 no Action

Flease review the reports for further details on your Dashboard.

Sincerely,
CT-Renaissance
Maxi=lT Inc.

v Whenever thresholds are exceeded, defined users will get email notification.

v’ Alert also shows the date of latest data ported.
v’ Alert provides the action items listed in the threshold settings

CLINA%'A Confidential | Copyright © MaxisITInc. All Rights Reserved
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MAXISIT

Monitoring and Issue Management

Type of Monitoring

Central

Issue [dentified
Does the Fhase oft. .
Doesthe Phase oft...

&= Dashboard - | File -

Category Activity SubActivity
j Safety j Adverse BEvents j Adverse BEvents reporting
Risk Leveal Activity Date Action Status Zomments
Loy 0972552014 2:56 Al Mo Action Fending Rizk observed in 1 Site(s)
tdedium 092552014 2:56 Al Co-ordinatewit...  Pending Rizk observed in 0 Site(s)

& Data Model -

Cube -

% Repository -

2~ Tools -

@ Heip -

Data Mart

Site 1d

Physical

Studylid:
| MAXISNEURQGT

SuhjectId

+ Foard “ | (7§ RACT Termplate * || [ IGRMP for MAXISNEURODT * || & Reports Portiolio Manager * | 1] Edit Democraphic Characteristics || [ Monitaring Activity Report for MAXISNEURDD? = H Monitoring Activity Repo|
Type Of Monitoring
Ongite |
Category Issue Identified Risk Level Activity Date Action Status Comments Site Id SuhjectId
j AE rate very high High 08/08r2014 8:24 AM visit site Pending visit scheduled on 11th aug TE18
Study Phase High Drop out rate High 08/08r2014 T.46 AM Vigit Site InFrogress Wisit scheduled on 10th Aug TE18
Complexity High Risk at 7209 High g o o .
Subject Population Type OF Monitoring Category Activity SubActivity Studyled
Technology
Ty o - Select || select v | setect | | select | maisnEURDOT
Risk Indicators Site Id SubjectId
[]
e .
High Izsue Identified
Undefined
;I Risk Level: Select j Activity Date
From To
Action
Generate Report Fublizh Report
Exportas ™ & Status: Select j
Comments
Save lzzuelog Cancel

v’ Monitoring interface allows user to access the reports applying multiple filters like risk
category, risk level.

v’ Onsite monitoring observations can be recorded and issues can be logged and exported
in portable document and Excel formats.

CUNASIA
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MAXISIT Report Drill Down

Ny

STUDYID SITEID EMNROLLED AE Count Adverse Event Rat Protocol Deviation Protocol Deviation Dropout Covnt Dropout Rate SAE Count
MAXISNEUROOD? 7800 n 10 1 2 2 0 0 e
MAXISMEURDD?7 780 &  Demographics b5 25 4 E 0 0
MAXTISHELROOY Taz & b b 1] u| 1] 2 A1 1]
MAKISNEURDO7  7aC SR TEStReRort T LS et : BRSO N 0 0
MAXISNEURDDT 79(& Adversa Events _ ) m( Mumber of Subjects with Adverse Events by Sewerity across Treatment Gru:nup’\ 0 0
MAXISMNEUROOD? 782 E _—_—_—— S~ - 0 0
MAYISNEUROD? 7ol Concomitant Medications ¥ B pymber of SubGECts Tt TR AT sE ey ey TS G oS Treatment Graup 0 0
MAXISNEURDD? 782 & Medical History b1 B  Number of Subjects with Adverse Events by Causality across Treatrment Group 0 L
MAXISNEUROD? 781 o I °
MAXISHMELROO? = Protocol Deviations b -& Murnber of SL,ijEEtS with AEs as death 1] 1]
MAXISMEURDD? 782 & vital Signs b B Number of Subjects with Adverse Events by SOC and Preferred Term 04 0
MAXISNEURODY 7813 y E o
MAXISHNEURDO?  7o02 12 £ number of Subjects with Adverse Events leading to hospitalization 08 1]
Clinical Study: MAXISNEURoo7 Number of Subjects with Adverse Events by Severity across Treatment Group
) MAXMOOT 2 g MAXMOO? 6 mg Placebo Total
Systermn Organ Class Prefarred term SEverity N=1) (N=2] (N=1) {N=10)
Nervous system disord...  Balance disorder MODERATE 1 (50.00) 1 (10,007
Cognitive disarder MILD 1 (100.00) 1{10.00)
Headache MILD 1 {100,007 1 (100.00) 2 (20,003
MODERATE 1 (S0.00) 1 (10.00)
Transient ischaemic attack  MODERATE 1 (50.00) 1 (10,007
Metabolism and nutrit.. Fluid retention MILD 1 (100.00) 1{10.00) e -
Psychiatric disorders Insarminia SEVERE 1 (50.00) 11 == == -
¢ 8 oemogaphics -* Subject Level Data
-
E‘Laﬁurat@w TastEengts P B _DemegreashioehPRteretics
8 adverse Everts b1 &  patient Characteristics

v’ Reports can be drilled down to multiple levels to understand datain detail.

v’ User can see data to subject level through drill down functionality.
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MAXISIT

Report Drill Down (Continued)

Clinical Study: MAXISNEURoo7
Header text

STUDYID
MAXISNEURODT

DOMAIMN
ADSL

LSLIBIID

Subjectlevel Data

M.&KISNEURDD?IE?EE!“Q# bk L

SUBIID SITEID SEX

7808 M
Ve . . ~
~ §’ Graphical Patient Prc:ﬁli P

2  Timeline Graph

AGE
63

TRTGRP
MaXMO07 5 ma

AGEGRP
£3-83

Clinical Study @ MARKISHELRDO? - Risk Indicators by Site w @» Mumber of Subjects with Adverse Events by Sewerity across Treatrment Group w » Subiect Level Data

Graphical Patient Profile of Subject : MAXISNEUROD? /E7203004

Study Day
-1 u] 1 2 3 4 3 =] 7 g 9 o 11 12 13 14 15

16

Adverse Event
Genetic Sample Taken
Cptional Consent Obtained

Randormized
P e

- o

7z .
~ Insamnia

~_————-

\/

—
Surnrmary (Meany PR Duration
Summary (Mean) QRS Duration

Surnrary (Meany QT Duration

Alburnin

Digposition

} -~ 7
OQTeit Reiilts _ -
. —_— e o .
. L]
. -
Lab Test Results
. . .

~|

emographics, Medical History Reported |~

Demographics

Subject Id MAXISNEUROO7 /E7S0S004
Arm MA&XMI07 & mg

Race WHITE

Gender 14

Medical History Reported

Asthina, Cognitive disorder, Dermentia
Alzheimer's type, Hypercholesterolaemia,
Irnpaired fasting glucose, Mephrolithiasis,
Seasonal allergy

Context Information

Property Value
Dictionary-Derived Term Insomnia
Severity SEVERE

v Drill down to graphical patient profile enables end user to understand subject level data

ata glance.

CUNASIA
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aid st Customized Role based Dashboards

MHXIS' I ® CDR" .RamaswamiP- Project Leader (Project Team) m 0&@

&= Dashboard ~ = File ~ ‘ Data Model ~ Cube ~ Q‘ Repository ~ 0‘" Tools ~ OHeIp - E Rl Fhysical L II

| O\ﬂsualization Dashboard "|

Y E | E il | Dashboard Layout: | 2-Colurrns v b oapply S
[~

W mexsMEUROOT M MS203T004 B0 MS203TO0S B MS203T00G6 M MS203TO0S

W MAXISNEUROO? W MS203T004 00 MS203T00S B0 MS203TO0S W MS203T005

TR
19.1%

—424%
15.8%,‘

1% — 1

Mumber of Subjects

Study

Number of Subjects with Dose Limiting Toxicity Adverse Events
& [olla) 5| Heat Grid | w | Export 45| w

Study . [ ]

Number of Subjects with Adverse Events by Severity across Treatment Group
& o)W ] Stacked Bar | w | | Export 85 w

W MAKISNEURODT M MS203T004 00 MS203T005 B MS203T006 I MS203T003
120

100

20

[=01]

vl

mber of Subjects

Customizablerole based dashboards enable users to understand multi level data analysis at

a glance.
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MAXISIT

B oa-
P ——
SR A — N
= =< ReportsMaxisll ‘S,
= &3 holeBasedDashoarde
r-='I]atalntegrathgﬂ S Z=F
ESmgIeSlgnl]nEE 285
Z g8 E-Fe
& e

MaxisIT® builds and delivers out of the box end to end solution for efficient risk based
monitoring allowing business to stay agile and lean while making better and informed

business decisions that will allow them to achieve fasterand quality clinical drug
development compliant to regulatory and assured cost savings.
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Mr. Ankur Goel
MaxisITInc

203 Main Street
Metuchen, NJ 08840
Email:info@maxisit.com
agoel@ maxisit.com
Phone: +1 732-494-2005,
1-877-MAXISIT (629-4748).
Mobile: +1 (732)-429-9696
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