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JMP CLINICAL IS PARTS OF THE JMP FAMILY FOR STATISTICAL DISCOVERY

JMP
» This is the JMP

n product you've

— known and loved
for more than 20 years. It's
the standard for visual data
analysis right on the
desktop. JMP links
statistics with graphics,
making information
accessible in ways a
spreadsheet never could.
JMP empowers you to

enjoy one breakthrough
after another.

JMP Pro

. » JMP Pro includes
~ 1 | everything you'll
— find in JMP, plus
powerful new capabilities
designed for advanced
analytic users who need
data mining techniques to
create robust predictive
models. If you have large
data volumes, want to
engage in data mining or
build predictive models that
generalize well, then JMP
Pro is for you.

JMP Clinical

JMP Clinical
software shortens
the drug
development process by
streamlining safety reviews
of clinical trials data. It
helps clinicians and
biostatisticians migrate into
the modern review
environment using CDISC
data. Intuitive dashboards
create a visual framework
for rigorous statistical

analysis.

Company Confidential - For Internal Use Only

JMP Genomics

[ The desktop
3 solution for

analysis and
visualization of genomics
data, JMP Genomics
combines the power of the
JMP statistical discovery
platform with industry-
leading SAS Analytics and
customized applications
tailored for vast genomic
data sets.
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INTRODUCTION TO JMP® CLINICAL

JMP Clinical software from SAS shortens the drug development process by
streamlining both internal safety reviews during preclinical, clinical trials and final
evaluation by the Food and Drug Administration (FDA).

JMP Clinical creates reports from standard Clinical Data Interchange Standards
Consortium (CDISC) and Standard for Exchange of Non-Clinical Data (SEND) data,
facilitating communication between (pre-) clinicians and biostatisticians at the
sponsor organization and, subsequently, between sponsors and FDA reviewers.
It targets Pharmacovigilance sector by using the 4 industry standards algorithms
for signal detection in the disproportionality analysis

It dynamically links advanced statistics and graphics, enabling sophisticated
analysis in a user-friendly environment.

Interactive graphs offer multiple views of patient profiles and reveal hidden
patterns in drug-drug, drug-adverse events interactions.

Company Confidential - For Internal Use Only

Copyright © 2013, SAS Institute Inc. All rights reserved.



JMP® CLINICAL IS THE
DE FACTO STANDARD FOR CLINICAL DATA ANALYSIS SOFTWARE.

« It uses standard data (CDISC: SDTM & ADaM; SEND; AERS like)
- It follows standard reporting recommended by medical authorities
reviewer guidance (ICH-E3)
« It is based on industry standard tools (JMP and SAS)
= JMP is the most widely used review tool at the FDA (40% of medical reviewers
at CDER/CBER)(*)
= JMP is widely used in clinical groups at sponsors
= SAS is the standard analysis and reporting tool of biostatistics groups at
sponsors

(*) http://www.fda.gov/downloads/Forindustry/UserFees/PrescriptionDrugUserFee/UCM272444 .pdf
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JMP® Clinical

Highly Visual
Interactive Graphi
Intuitive

Scalable
Validated Powerful Analytics



JMP® CLINICAL PROCESSES ON THE SHELF

#, Clinical Starter - IMP EREel™ ")

File Edit Tables Rows Cols DOE Analyze Graph Clinical Tools
View Window Help

HREH @ Lkl Mg P+
Study <

e ™ — - JMP Clinical has all processes / templates in place to go

Analytical Process

Click a Category: 2 Click a Button: 2 H H
| PO o o o bt through a standard clinical review process.

|| |t ;1 .+ Based on the availability of the different data domains,
Demographics = M] - . !

|| [reveson . you will be able to graphically review :
Events Eﬂ

Findings | = |nterventions, Events, Findings, Special
Standard Reports . . . . .

|| [subiectuites = All Graphics linked to the data, with drill-down options and
Fraud Detection

patient profiles

Pattern Discovery

Predictive Modeling
P-Value Operations
Pharmacovigilance |

I| | iStatistics Utilities
/|| iSAS Data Set Utilities
General Utilities =

Documentation and Help

evaluations done
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JMP® Clinical

Data Analysis Workflow
Live Demonstration

Gsas

THE POWER TO KNOW.:

Jmp
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THE STUDY DESIGN

The Clinical Study used is the following:
« Nicardipine treatment of 902 subjects that had Subarachnoid Hemorrhage.

- All the patients were included in a randomized double-blind placebo-
controlled study; 449 patients received Nicardipine while 457 received the
placebo.

- Patients in each group were balanced with regard to prognostic factors for
overall outcome.

« Nicardipine and the placebo were delivered continuously at 0.15 mg for up
to 14 days and patients were followed for up to 120 days following
administration of the drugs.

- Results are formatted according to the CDISC Study Tabulation Model.
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I R IMP® CLINICAL STARTER MENU

File Edit Tables Rows Cols DOE Analyze Graph Clinical Tools
View Window Help

EEELEREY ke N e+,

"Cument Sty: (Nemmgpme 3]’ 1 JMP Clinical comes with its JMP Clinical
Analytical Process Starter-

Click a Category: 2 Click a Button: 2

| EFTERNN == Acd study from Foisers

wordous 15[ Acasueyom o | is di
S il This dialog enables

|| [suay vists [¥ [Check Required Varsbls| | | you to quickly view and access all IMP
Interventions Eﬂ .. . .

Frents r Clinical, workflows, and applications.

Standard Reports

Subject Utilities

I Fraud Detection

m

| The order of this menu is important.
It follows roughly the order described in
the ICH-E3 reviewer guidance

Pattern Discovery

Predictive Modeling
P-Value Operations
Pharmacovigilance

||| iStatistics Utilities
/|| iSAS Data Set Utilities
General Utilities u

Documentation and Help

evaluations done 2 0Ov
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P

File Edit Tables Rows Cols DOE Analyze Graph Clinical Tools View
Window Help

RS IR N RS-

#4, Clinical Starter - JMP

IMP® CLINICAL STARTER MENU

Lk]2ee e P+

Study

Current Study. :

Analytical Process
Click a Category: 2

Click a Button

Studies
Workflows

Demographics

Predictive Modeling
P-Value Operations
Pharmacovigilance

Statistics Utilities
SAS Data Set Utilities
General Utilities

Documentation and Help

evaluations done

g% Mortality
‘l Discontinuat

AEl

Hﬁh Events
F_E:;::{ Events Inq

i, Clinical Starter - JMP

|l=2|B| ®

JMP Clinical comes with its JMP Clinical
Starter.

File Edit Tables Rows Cols
Help

HREd

DOE Analyze Graph
Window

a 4|

Clinical Tools

Lk]2R @0 pa+|,

Study

Current Study: !

Standard Reports
Subject Utilities
Fraud Detection

[30| Bubble Piot
m Time to Event

gf Hy's Law Screening

Pattern Discovery
Predictive Modeling
P-Value Operations
Pharmacovigilance
Statistics Utilities
SAS Data Set Utilities
General Utilities

Documentation and Help

evaluations done

[# @v

This dialog enables

st s g@ — you to quickly view and access all JMP
plerventions h_‘i:AE lncig ick a Category: 2 ick a Button: 2 . . . .
e Z',u::;f e A Clinical, workflows, and applications.
Standard Reports il [Treatment Emd | | |\Vorkilows tij  Baseline ANOVA |
E:jabjzcé:ttz:isosn i @' Demogfa_phics [~ ;}smﬁ Plots . . .

m% Sty Vists %9 The Applications are ordered in
Pattern Discovery ﬁ AEReso| || |Events Time Trends

categories and subcategories for the
ease of use
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JIMP® CLINICAL ANALYSIS WORKFLOW

#:A, Clinical Starter - JMP Pro . . . . .
e AE.YZ-G%] Visualize relationships between demographic

Clinical Genomics Tools Add-Ins View Window

Help characteristics and treatment groups
ERSEEA= IR PN E RV R g5 RSN

Current Setting: [Default -

Ciick 3 Categony . , One would need to check for consistency in the
Stdies iy [pitsinaion demographics distributions to evaluate any significant

_ deviation among age, sex ,race groups and sites within the
e different treatment groups

=Findings

Distribution Details | Treatment Comparisons | Demographic Tables

4~ Distributions 4~ Data Filter

4~ Age 4/~ Sex 4/~ Race 4/~ /Planned Treatment for Period 01 4~ Study Site Identifier 4~ Country 4/~ Subject Population by Treatment
110
100 WHITE 699 Planned Treatment for Period 01 Count| % of Total
o = Placebo s NIC 15 447 496%
70 OTHER 50 Placebo 455 50_4:/0
&0 USA 20 Al 902 100.0%
50 BLACK OR AFRICAN AMERICA il
40 N 4~ Subject Population by Age
20 F 578 NIC .15 447
20 ASIAN 5 Planned Treatment for Period 01]
[ [ NIC 15[ Placebo| Al
Count > Frequencies b Frequencies > Frequencies b Frequencies Age N 447 455 902]
> Quantiles ean o 025 4998
P2 Summary Statistics Quantiles25 39 a0 40
Median 49 50 50
Quantiles75 60 60 60
Max 86 108 108
a= j i
e Subject Population by Age Group
Planned Treatment for Period 01
NIC .15 Placebo
|Age Group Count| Column %| Count| Column %| Count| % of Total
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IMP® CLINICAL ANALYSIS WORKFLOW
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JIMP® CLINICAL ANALYSIS WORKFLOW

Subject: 101001
Randomized Arm: Placebo
Investigator: 101A

Patient Narratives

Subject 101001 was a 63-vear-old white female. Her medicalhistory included headache associated with sah (1988), hypertension with

sah (1988). vomiting associated with sah (1988) and hypertension prior to sah (1981). She began dosing with 40 mgh of placeboon
21JAN1988 (Day 1). The subject discontinued the trial on 18FEB1988 (Day 29) due to death.

Other Significant Adverse Event (coded term [reported term]): HYDROCEPHALUS [HYDROCEPHALTUS]

On 21JAN1988 (Day 1) the subject experienced a hyvdrocephalus (mild) which was considered a significant adverse event. At the time of
the event. the subject was taking 40 mgh of placebo andhadbeen at this dose for 1 day. The significant AE occurred on the first day of
dosing with any study medication. Trial medicationhad an action of drug withdrawn asaresult of the event. Itis notknown fromthe case
report formif therapeutic measures were administeredto treatthe event.

Adverse eventsthat occurred within a £3-dayv window ofthe onset of the significant AE included vasoconstriction (moderate)and
vomiting (mild). Concomitant medicationstaken atthe onset ofthe significant AE included potassium supplements, codeine compound
12, docusate sodium and multivitamins.

The investigator considered the AE to be notrelated to study medication. The final outcome ofthe event was reported as
recovered resolved on02FEB1988 (Day 13).

Other Significant Adverse Event (coded term [reported term]): PYREXIA [PYREXIA]

On 25JAN1988 (Day 3) the subject experienced a pyvrexia (mild) which was considered a significant adverse event. At the time ofthe
event, the subject was taking 40 mgh of placebo andhadbeen at this dose for 5 days. The significant AE occurred 4 days afterthe first
dose of any study medication. Trial medicationhad an action of dose not changed as aresult of the event. It is notknown fromthe case
report formif therapeutic measures were administeredto treatthe event.

Adverse eventsthat occurred within a £3-day window ofthe onset of the significant AE included vomiting (mild). Concomitant
medicationstaken at the onset of the significant AE included potassium supplements. docusate sodium. multivitamins and codeine
compound 12,

The investigator considered the AE to be notrelated to studyv medication. The final outcome ofthe event was reported as
recovered resolved on31JAN1988 (Day 11).
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JMP® Clinical

Fraud Detection

Gsas

THE POWER TO KNOW.:
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FRAUD DETECTION

« What is fraud? 'fraud' specifically to refer
to data fabrication (making up data values)
and falsification (changing data values).
Recent cases of fraud in clinical trials have
attracted considerable media attention:
Fraud is a million-dollar business and it is
increasing every year. The PwC global
economic crime survey of 2009 suggests
that close to 30% of companies worldwide
have reported being victims of fraud in the
past year.

Figure 9: Fraud reported by industries
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FRAUD
MOTIVATIONS

Financial

Progress one’s career
Overwork

Conflicts of Interest

FRAUD IMPACTS « Costs to the pharmaceutical sponsor because of additional

resources for detecting fraud and eventually rework
« Pharmaceutical organisation reputation
- Dignity, rights, well-being and safety of research
participants
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JMP CLINICAL
FRAUD DETECTION

Analytical Process
Click a Category: 2

Studies
Workflows

Demographics
Study Visits
Interventions
Events

Findings
Standard Reports
Subject Utilities
Fraud Detection

Click a Button: ?
&3 Birthdays and Initials

l
l

e | Perfect Scheduled Attendance |

ﬁ [ Weekdays and Holidays

H]]]]] [ Constant Findings ]

Hﬂh [ Duplicate Records ]

QE [ Multivariate Inliers and Outliers ]

ﬂ [Cluster Subjects within Study Sites]

- ldentify

Multiple enrolment of same subject

Visits on weekends or holidays

Constant labs, vital signs and ECG values
Duplicate vital signs records

Inliers and Outliers values within investigator sites
Clusters of subjects with similar values within study
sites
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JMP CLINICAL
FRAUD DETECTION

- Birthdays and Initials
= Match subjects based on birthdates or initials to identify subjects that enroll in the study
more than once and link to patient profiles for further investigations

List of Subjects with Duplicates for Birthday |

Depending on birthday window or missing initials, subjects can appear in more than one matching bin

4= List of Subjects with Duplicates for Birthday

Matching Vai e Value Unique Subject Ident Study Site Identifier |Date/Time of Birth |Sex |Race N
15Apr1915(141001 14 1915-04-15 M |[WHITE 1
442001 44 1915-04-15 F WHITE 1
01Jan1917(392012 39 1917-01-01 F OTHER 1
41018 04 1917-01-01 M |[WHITE 1
11Aug1925(221020 22 1925-08-11 M BLACK OR AFRICAN AMERICAN | 1 “ESFrofile.
282003 28 1925-08-11 F WHITE 1
28Jul1928|241003 24 1928-07-28 F WHITE 1 = F— PR SR P S SR O R
81011 08 1928-07-28 F WHITE 1 o100 g 2 8 B 8 & 8 R =
13Nov1935(141021 14 1935-11-13 F OTHER 1 oo Exposure S
231027 23 1935-11-13 F WHITE 1 b Findings Pacebo 91040 Fe— Ry
25Aug1937(31006 03 1937-08-25 M WHITE 1 CouptereD 91038
31012 03 1937-08-25 F WHITE 1 FEmRREman oaTe oF san S10% .
23Mar1938(171001 17 1938-03-23 M |[WHITE 1 e T s nanoouzeD 1650 o
271014 27 1938-03-23 F WHITE 1 Recovery 9103 -
29May1939(11034 01 1939-05-29 F WHITE 1 Medical History Frame Size srose N — .
161003 16 1939-05-29 F WHITE 1 verteal i oo stcso
21Jan1941|282008 28 1941-01-21 F BLACK OR AFRICAN AMERICAN | 1 orzonta o 1220
351006 35 1941-01-21 M |[WHITE 1 Vaseconsiicion s1c3e
09Jul1941{11033 01 1941-07-09 F WHITE 1 T evr— Concomitant Medications
392017 39 1941-07-09 F WHITE 1 Ecasse Nagaiives A aeAcoDYL 21010 N .
27Aug1943(11048 01 1943-08-27 F WHITE 1 View Comments GOENE COUFOUND 172 51070 ° L.
291002 29 1943-08-27 F IASIAN 1 ([ Create Subject Fiter. | O s " o
22Feb1947|201018 20 1947-02-22 M |[WHITE 1 [View Notes) [ - o
81023 08 1947-02-22 M WHITE 1 — eresome 9104 N
23Jan1949(141013 14 1949-01-23 F ASIAN 1 N Svcopont 21058 . . -
461023 46 1949-01-23 M WHITE 1 prenoBARBTAL 31040 - R
09Feb1954(161016 16 1954-02-09 F WHITE 1 FoTASSUN SULENEITS 0% =
241011 24 1954-02-09 F WHITE 1
150ct1955|141054 1955-10-15 F WHITE 1
180ct1956|91038 1956-10-18 F BLACK OR AFRICAN AMERICAN
91040 09 1956-10-18 F__ |BLACK OR AFRICAN AMERICAN | 1
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JMP CLINICAL
FRAUD DETECTION

- Holidays and weekdays

= Review visit dates to see if they occur on weekends or major holidays.

4/~ Holiday

a - 'Weekday

Christmas

New Year's Day
Thanksgiving Friday (USA)
Good Friday

Easter Monday

Columbus Day (USA)
President’s Day (USA)

Martin Luther King. Jr. Birthday
Easter

Veteran/Remembrance Day
Christmas (Observed)
Independence Day (USA)

New Year's Day (Observed)
Thanksgiving Day (USA)
Memorial Day (USA)

Labor Day (USA)

Monday

Friday

Sunday

Thursday

Tuesday 10

Wednesday |7
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JMP CLINICAL
FRAUD DETECTION

- Perfect Schedule Attendance
= Perfect scheduling based on expected study visits may be too-good-to-be-true.

Visit 1

Study Da -

Cen...

Study Da
Freq: Proportio
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JMP CLINICAL
FRAUD DETECTION

- Constant Findings

= Let identify subjects with constant ECG, Laboratory and Vital Signs Tests.

ECG Test Resuits Laboratory Test Results l Vital Signs

4~ Distributions

4= Unique Subject Identifier 4~ Study Site Identifier

4~ Country

4~ ECG Test or Examination Name 4~ Description of Planned Arm

331
31001
S Summary (Mean) QRS Duration
e NIC .15
401015
e Summary (Mean) PR Duration
321027
321021
321020
017 Summary (Mean) QT Duration
25301 Placebo
151008
387 Summary (Mean) RR Duration
Si%s
i
21003 > Frequencies > Frequencies > Frequencies
71005
81001
481020
142014
442010
447023
441001
s1018
41001
01037
_ — — _—— = ——— - —_— e —— _— e = —
ﬁ:g;g Bl Subset of constanttests_eg - JMP
Farooe Edit Tables Rows Cols DOE Analyze Graph Genomics Clinical Reviews Tools View Window Help
>|Frequencies EEETETE] =) Be | B B = Be % OB B (0 0 R
~ Subset of constanttests_eg bl < '~/ Unique Subject Study Site Description of Numeric Result/Finding Freq of Standard
~ Source = i i Arm  Country ECG Test or Examination Name in Standard Units Numeric Findings
1 331003 33 Placebo USA Summary (Mean) PR Duration 121 2
— 2 331003 33 Placebo USA Summary (Mean) QRS Duration 79.999998 2
:Columns (7/0) § 3331003 33 Placebo USA Summary (Mean) QT Duration 349.99999 2
G e 4331003 33 Placebo UsA Summary (Mean) RR Duration 600.00002 2
. Study Site Identifier
k. Description of Planned Arm
. Country
& ECG Test or Examination Nam ffli Subset of consypttests_... L ) e
4 Numeric Result/Finding in Stan File Edit Tables Rows Cols DOE
4 Freq of Standard Numeric Find Analyze Graph Genomics Clinical
SRows Reviews Tools View Window Help
All rows 4- Sad, (ke Ne 2+
Selected ol 2 —
Excluded o[} 4~ Tabulate
Hidden o
-« [Unique ject Identifier | N|
'-rm-J [231003 | 4
b B




JMP CLINICAL
FRAUD DETECTION

- Duplicate Records

= |dentifying a set of test values that are repeated within or across subjects can indicate a

problem. For example, consider a set of tests as heart rate, systolic and diastolic blood

pressure.

ECG Test Resuits l Laboratory Test Results I Vital Signs

Duplicate records are based on numeric results in standard units
4~ Distributions
4/~ Duplicate ID 4/~ Unique Subject Identifier 4~ Country

4~ Study Site Identifier 4/~ Description of Planned Arm

101016 2
1017 2

1010
1002

USA 38

SNWRNONDO S

40 22
03 6

09 M+

44 12

32 2

19 |2

> Frequencies 012 > Frequencies

> Frequencies

NIC .15

Placebo

> Frequencies

I Frequencies

' |Unique Subject Study Site | Description of

Arm  Country

1441014 44 Placebo USA

2 442004 44 NIC .15

USA

VISITNUM PR Duration

29Nov1988 :0:14:00:00

Summary (Mean) | Summary (Mean)

QRS Duration
79.999998
79.999998

14 180.00001
14 180.00001

fili Subset of duplicatere f_r-

File Edit Tables Rows Cols DOE
Analyze Graph Genomics Clinical
Reviews Tools View Window Help

Sa@d. ke O 2 A+

4~ Tabulate

[Unique Subject Identifier | N|
441014 1
442004

1

@ Ov

Summary (Mean) | Summary (Mean)

QT Duration RR Duration Duplicate ID
360.00001 839.99997 18
360.00001 839.99997 18
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JMP CLINICAL
FRAUD DETECTION

- Multivariate outliers and inliers
= Multivariate outliers or inliers can identify subjects that are extreme compared to the center
of the multivariate distribution of study variables. Inliers may be more important to identify
fraud since these subject may be too-good-to-be-real.

4~ Natural Log(Mahalanobis Distance) for all Sites 4/~ Natural Log(Mahalanobis Distance) vs. Study Site Identifier
344 3.4+ . _[ _ I
3.2 3.2—I -
3.0 . 3.0
=
5 | g
= = 2.8+ - — - —
g 2.8 =
o K]
® = _
=1 o E 26
s =
=
E £ 244
= 24+ =g J
= i |
5 1 B 22 L
S 22 3 E d
2 e L h ol
= 2.0
2.0 J
1.8
1.8 1
1.6
1.6 CECEBECEEC TSP RANRNERRRRSSURI88L8SUIYS
Study Site Identifier

OSAS | Fs.



FRAUD DETECTION

« Cluster Subjects
= Some of the previous analyses look for exact matches of study records between subjects.

However, to identify potentially made-up subjects it is likely that values may be changed
from one case report form to the next. The following analysis calculate pairwise distances of
all subjects at a study site to determine how similar they are overall. Hierarchical clustering
determines if they are very similar subsets of subjects within the study site.

by Site 4/~ Minimum ji Di: for Each Site

E88s8 g§58g8828 8888 »,
e c THE
sas i
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JMP® Clinical

Snapshot Comparison

Gsas
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SNAPSHOT

COMPARISONS DATA REVIEW WITH SNAPSHOT COMPARISONS

+ Can’t you just show me the new data?

« Can’t you just show me the modified data?

 Seriously, can’t you just show me the new data?

« JMP Clinical Version 4.1 includes a snapshot comparison feature
Update study data to a new snapshot

- Compares new and previous snapshot
Stable New
- Flag records Records
- New
Modified
J Dropped Records —

Non-unique or duplicate
« Modified records (creates a note for modification)
- Flag subjects
Flags can be used to subset analyses or filter subjects that have new data
« Nicardipine data cut off at 01Aug2009

Company Confidential - For Internal Use Only

Copyright © 2013, SAS Institute Inc. All rights reserved



SNAPSHOT
COMPARISONS

- Import different snapshots of clinical trial data into JMP Clinical

Manage Clinical Studies - JMP i = | =) i)
File Edit Tables Rows Cols DOE Analyze Graph Genomics Clinical Reviews Tools
View Window Help

Process Description

General I

Study
[Nicardipine ~ ”Open Data Folders| 2

Select atask 2

©® Update Study Data and Metadata

Rename Study

Clear Study Output Folder

@© Remove Study

SDTM or SEND Folder

C:\Program Files\SASHome\JMP\10\LifeSciences\Sample I Choose Open b2

Data\NicardipineAbbr\SDTM\
ADaM Folder

‘ Choose Ope 2

[C] Compare new snapshot with previous 2

Exclude comparisons of treatment variables 2
New Study Name

“ Clear 2

* Required Parameter

[ Run ][Settings][ Cancel]

C:\Users\eurvan\AppData\Loca\SAS\JMP\10\JMPC\_Defaults_.sas
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SNAPSHOT
COMPARISONS

Status Distribution allows to track , Introduced”, ,New Records”, ,,Modified Records”
and ,Stable Records”

Distribution |

Codes for subject-level review flags:
INTRODUCED: Subject is newly added to review. All records can be considered new.
NEW RECORDS: Subject has new or modified records.
MODIFIED RECORDS: Subject has no new records, but previously available records have been modified.
STABLE: Subject has no new or modified records.

4~ Distributions
4/~ Review Status

Unreviewed 202
4 Frequencies
Level Count Prob
Unreviewed 902 1.00000
Total 902 1.00000
N Missing 0
1 Levels

4~ Review Flag

Stable 861

New Records 29

Modified Records |1

Introduced 1

4 Frequencies

Level Count
Introduced 11
Modified Records 1
New Records 29
Stable 861
Total 902
N Missing 0

4 Levels

Prob
0.01220
0.00111
0.03215
0.95455
1.00000

Copyright ¢

4/~ User Notes Available

Yes |2

4 Frequencies

Level Count Prob
No 900 0.99778
Yes 2 0.00222
Total 902 1.00000
N Missing 0

2 Levels

2013

SAS Institute Inc

4/~ System Notes Available

Yes

4 Frequencies

Level Count

No 774

Yes 128

Total 902

N Missing 0
2 Levels

Prob
0.85809
0.14191
1.00000

All rights reserved
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New
Records

Modified
Records




SNAPSHOT
COMPARISON

- Report level review flags can be used to filter modified, new and stable records

Distribution Details | Treatment Comparisons | Demographic Tables I

4~ Distributions

4~ Age 4> Sex 4~Race 4~ Description of Planned Arm 4= Study Site Identifier

80

70 WHITE
M 11 Placebo 17

60

50 OTHER

-0 18 12
E BLACK OR AFRICAN AMERICA [l NIC 15

30 N

LI O O B I I |
12345
Count P Frequencies P Frequencies P Frequencies P Frequencies
> Quantiles

b= Summary Statistics

OOAS | i



SNAPSHOT
COMPARISONS

= Subject level, review new, modified or all records

7 vrome supjects -
File Edit Tables Rows Cols DOE Analyze Graph Clinical Tools Add-ins View Window Help

Fegd e @ gRlz@#oNersa+mumo o,
General | Demographics |
4 Subjects 4= Profile 4 Demographics
191009 = Subject  Age Sex Race Site Arm
it e
201018 - VP Pp—— EB_{W}’. ) 321041 63 M  WHITE 32  Placebo
21031 = Spos »
21032 W T Tposttion E— 4Review Status
Pl T . . e
I et Advorse Events =
paiose Blood creatne phosshoRAAS _ 4/~ Medical History
321043 e
321044 R N
322002 o g
ey .
>[Templates ACE] wrome subjects - v [aa.
plOomains MAGHESL
> Data Tables ,omw,{&“ P e e .. BOFAihs@ JElee e e ra+immo o,
> Findings DEXAMETHASON e WipUL Description General Demographics
piae 501 3 i 4 Subjects Displaying records that are New, Modifed or Non-Unique.
A : *  [191009
Show New or Modiied Records) i 4 : bt 4 = Profile 4 Demographics
H §vvyvoe . st 4 Subject  Age Sex Race Site Am
: I i - SN 1 321041 63M WHTE 32 Placebo
— < X s 2 = Eposire © ©
Create Narratives ® 5 z O e T Diposition i 4 Review Status
View Comments H H . 321041 Status: [Unreviewed = |
¢ ¢ # it Events v
Create subject fier | : H P
Add Notes] [View Notes ¥ ¢ oy . p—— —_—
Close All %igg 2 | Y O T B "“”"N n;.f:ﬁ b ———————— Y PERTENSION
3 EEEEEy VeEREE =
13 T T Concomitant Medications FocAL DeFerT
Swudy Da [ ISITRGNS .o o WEADACHE
> Findings
Aes e siis sl eNe L0ss or conscousness
Laboratory Test Results g —
Show All Records| . aay
rererrerer— < Legend
Create Narratives | Addiaess Evaiia
J p—"} + Sercus
Create Subject Fier | E —— Moderste  * Not Serious
—— ‘add Notes| (View Notes| 2 . — Severe
Close All J
Numeric Findings with High or Low Reference Values
W $: o -
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Study Day
Numenc Findings without Reference Vaiues
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SNAPSHOT
COMPARISONS

. e . . . . .
= |dentify new or modified records in CDISC domain using the Domain Viewer

Output Description ‘ Domain Viewer |
< Domains Codes for record-level review flags (merging based on domain keys):

NEW: Record was not previously available.

MODIFIED: Record was previously available, but data in one or more variables has changed.
— STABLE: Record was previously available, no data has changed.

< Drill Downs NON-UNIQUE: Record was previously available, but duplicates exist in the prior or current snapshot so that comparisons are not performed due to

-Select a Domain Above then Click —————— non-uniqueness of records.

[\ﬁew Domain] [\/iew Domain Notes] DROPPED: Record was previously available, but does not exist current snapshot. Click 'Show Dropped Records' to view records for

selected domain, if available.

[Show Dropped Records] [Show Duplirates]

Show Domain Keys

Note: NEW records may include duplicates not considered among the records labeled NON-UNIQUE. Click 'Show Duplicates' to view all duplicates for
selected domain, if available.

~Select Records then Click Note: All data is subset to the selected population and filtered subjects from the dialog.

[Proﬁle Subjects] [Create Subject Filter]

[Add Record-Level Notes] [\ﬁew Record-Level Notes]

kL 100
1989-06-12T14.46.00
1989.06-16T07.10.00

321044 1989.08.07T12.15.00
322001 322001 1989.04-21721.00.00
322002 322002 1989.08.03T09.00.00
331001 331001 1988.06-19T07-45:00
591 NICSAH1 331002 331002 1988-07-09T16:30.00
592 NICSAH1 331003 331003 1988-10-11717:30.00 1988-10-15T13 66.00
593 NICSAH1 331004 331004 1988-10-14720.10.00 1988.10-25T01.00.00

AmmgzmmzzzzEAOMTZAMZAMANAANE

File ot Tebles Rows Cols DOE Anshyze Groph Chinical Tools Addiins View Window Help

ARG @ AL R U
Notes for selected Records D@ 10~
S Study Name. Keys Values of notes Domain Analytical Process  User MNote.
e 1 Nicardipne Early Snapshot STUDYID USUBJID NICSAH1~321040 DM ManageStudes  JMP Chnical Value changa in Subject Reference End Date/Time (RFENDTC) fom Missing to 1989-08-02109.00.00. 26Ap2013 4.3321 PM
s e e ol 2 Nicardipine Early Snapshot STUDYID USUBUID NICSAH1-321041 DM ManageStudies  JMP Clinical Value change in Subject Refarence End Date/Time (RFENDTC) rom Missing to 1989-08-04T1230.00. 25Ap2013 4:3321 PM
ROV K e e 3 Nicardipine Eary Snapshot oM JMP Clinical Value change in Subject Refarance End Date/Time (RFENDTC) fom Missing to 1989-08-12T16.00.00. 25Ap2013 43321 PM
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CONCLUSION

JMP® Clinical is

= |ntuitive, Interactive, Comprehensive, Highly Visual.

= Easy to use

= Platform embraced at all levels of safety review process
= Facilitates interpretation, communication and reporting

= Helps users to improve the safety review process better, faster,
cheaper
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For more information,

ask for a demo
or visit

HTTP://WWW.JMP.COM/SOFTWARE/CLINICAL/



