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#, Main Window - Default - JMP Clinical

Reviews

Settings

Help

Z

Name v

4 Name
= CDISC Pilot Project
& Oncology Sample

.sas/7bdat = []

Xpt =

N

J—

N

J—

’JIEIEHIJ = [
—AREEZE= [

Studies have been successfully deleted.

1 Add Study from Folders - JMP Clinical

4General

*Study Name

Current study: <None>

Nicardipine

Type of Study
@ Clinical

O Non-Clinical
SDTM Folder

C:¥Program Files¥SASHome¥JMPClinical¥14¥| ifeSciences¥Sample
Data¥Nicardipine¥SDTM

ADaM Folder

C:¥Program Files¥SASHome¥JMPClinical¥14¥| ifeSciences¥Sample
Data¥Nicardipine¥ADaM

Use SAS Transport Files
Enable Future Snapshot Comparisons

40ptions
Selected SDTM Domains

Browse...
Brows

]

Selected ADaM Domains

[

* Required Parameter
Make this the current study

@

Run

| Close

#) Results: Add Study X

AResults

The study Nicardipine has been successfully added.

|View Included and Excluded Domains

Manage Profile Data
Set Value Ordering

®
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Settings

Help

Studies

EIREE ElE 2]
|

=

Name v

4 Name

= CDISC Pilot Project
=1 Oncology Sample

Nicardipine

Creation: 09/11/2020 15:36:16 (jpnhmy)
Last Update: 09/11/2020 15:36:16 (jpnhmy)
Last Access: 09/11/2020 15:36:23

Snapshots Enabled: No

SDTM or SEND Path: C:¥Program Files¥SASHome¥JMPClinical¥14¥LifeSciences¥Sample Data¥Nicardipine¥SDTM¥

ADaM Path: C:¥Program Files¥SASHome¥IMPClinical¥14¥lifeSciences¥Sample Data¥Nicardipine¥ADaM¥
Events (3): AE DS MH

Findings (3): EG LB VS

Interventions (2): CM EX

Special (3): ADSL DM SV

Size on Disk (MB): 39.66

lCurrentIy active study. I Make this the current stu/

Current study: Nicardipine
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% Add Study from Folders - IMP Clinical

4General

*Study Name
Oncology Sample

‘Tvpe of Study

@ Clinical

O Non-Clinical

SDTM Folder

C:¥Users¥JPNHMY¥OneDrive - SAS¥01_Memo¥07_Technical
Info¥01_CDISC¥10_Datasets¥IMPC_Oncology¥datasets

ADaM Folder

se SAS Transport Files
able Future Snapshot Comparisons

CCTFIYV I ANDE - - -

[l
[ Make this the current study

Run

Close

JMP ClinicalD#24F
F—HDE

) Main Window - Default - JIMP Clinical

Studies

A E

Name

4 Name
[ Nicardipine
[ Oncology Sample

57—

E(CT2D

Snapshot Number:

Settings

ADaM Path:
Events (2):
Findings (4):
Special (1):

Size on Disk (MB):

<

Help

SDTM or SEND Path: C:¥Users¥JPNHMY¥OneDrive - SAS¥0

Currently active study.

il

AE DS
AARSTRTU
DM

0.94

@ Update Study with New Snapshot

Current Study Name: Oncology Sample

SDTM or SEND Folder (New Snapshot)

Xpt =
.sas/bdat = []

Current study: Oncology Sample |

Copyright SAS Institute Inc. All rig

F

Nts reserved

-
C:¥Users¥IPNHMY¥OneDrive - e
SAS¥01_Memo¥07_Technical
Info¥01_CDISC¥10_Datasets¥JMPC_Onc
ology¥datasets_upd
ADaM Folder (New Snapshot)

-

Exclude comparisons of

[ Treatment Variables

[« Sponsor-Defined Identifier
[ Sequence Number

[« Domain

[ Group ID

[ Reference ID
[ Link ID
[ Link Group ID
Import SAS Transport Files

[ Include variables from supplemental domains in snapshot comparisons

Selected SDTM or SEND Domains

Selected ADaM Domains




16

IJMP Clinical D&/

T—HDEFR

§2] Results: Manage Clinical Studies - IM...  — | X

[The data and metadata for study Oncology Sample have
been successfully updated.

IThe current review number is 1.

Open Differences Repo

[Uiew Included and Excluded Domains

Set Value Ordering

AE: Differences in Variables Between New Snapshot and Previous for Modified Keys

LUinique ﬁmw’ous New \ Previous New

Study Subject Start Date/Time of  Varable Varable Characfer Character |Numeric Numeric
ldentifier Identifier Adverse Event Name Label Values Values Valves  Values
JMPCOneo  JMPCO11-001  2012-06-19TO07:50 AESER  Sericus Event | M ¥
JMPCOneo JMPCO11-001  2012-05-01 AESER  Serous Event | N ¥
JMPCOnco JMPCO11-001  2012-08-27 AFSER  Serious Event {N ¥
_/
EEPhzER TED
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Current study: Nicardipine

4 Select Reports...

4 Reports

Clinical Reports = Data Management

@EI

By CDISC Class <

4 Demographics and Visits
I3 Demographic nibution
A

21 visit Order
2l Weekdays and Holidays

{2 Pertect Scheduled Attendance
&3 Birthdays and Initials

¢~ Enrollment Patterns

" Patient Recruitment
4 Interventions
.T-:Ex posure Summary
fwln!er\rent\ons Distribution

£ Interventions Incidence Screen

4 Events

Vi Adverse Events Distribution

_QAdverse Events Narrative

ki Treatment Emergent Adverse Events Summary
'Q Adverse Events Incidence Screen

t'ﬂ“Adverse Events Resolution Screen

Els) Adverse Events Severity ANOVA

[T Adverse Events Time to Event

(T2 Mortality Time to Event

[ Discontinuation Time to Event

Wl Events Distribution

Events Incidence Screen

‘:..jstandardired MedDRA Queries Distribution
5my Standardized MedDRA Queries Incidence Screen
Ba Adverse Events Bayesian Hierarchical Model

[} Show reports unsatisfied by current study

Description

JMP* Clinical User's Guide

Search

hics and Visits > D Distributi

You are here: Reports > D

- -

Demographics Distribution

Thus report displays the Demographic characteristics for a elinical study. It accomplishes
this nsing both a graphical histogram display (Demographic Details) and a tabular display
(Demographic Tables). Optionally, but not by default, it can display statistical comparisons

as well
Report Results Description

Running this report with the Nicardipine sample setting using the default options generates
the output shown below.

SHENC :

Show in separate window.

OK

Cancel

©) jc

8 Review Builder - Untitled - JMP Clinical

mlaDemograph'\cs Distribution = il

Demographics Distrik

BRI D

[a7] W)Y

4 Options

.1 General
Treatment or Comparison Variable to Use

Actual v
*Treatment or Comparison Variable

Subjects

@ Select the analysis population
Safety v

Select saved subject filter

v

[> Additional Filters
" Results

o Required Parameter

Nicardipine
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@ Review Builder - Untitled - JMP Clinical

W G- (] 8

ul-_,' Demographics Distribution )

Demographics Distribution %
. = EED ! ! &3]
€ | 2Distribution Details
o 4 = —ERONH
w
4~ Age 4= Sex 4 ~ Race 4 = Planned Treatment for Period 01 4 - Study Site Identifier 4 - Country
110 "
| 4t
100 WHITE Bas 42 2 e
38
07 M Placeb PEE
| 324 acebo 455 1
80 Il ;j 8
—! OTHER | |50
70— 328 45
g — ;g Ls - usA 902
72
so 1 BLACK OR AFRICAN AMERICAN| [133 }Iﬂ—‘
26
- Cas
W F 578 NIC .15 447 2492
30 ? 22 3
ASIAN (15 20 18
20 ] 18 él
0255075 125 — 75
! » B > B » 125 =
i 17
09 40
b SR L/
0574
b EHERHE 03 5
01 —1 51
I B
4 Demographic Tables
4 = Subject Population by Treatment
Planned Treatment for Period 01 Count: 2ECHT D%,
447 49.6%
Placebo 455 50.4%
FRT 902 100.0%
Nicardipine
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1%} Demographics Distribution (adsl_dmd_027@# 79 H) - IMP inical

' @ Review Builder - Untitled - JMP Clinical o x
o 1 ][] 1 [l 5 ] EEE
IsDemogﬁDhics Distribution 'yl ¥
. s x
De phics Distribution
b ==l | \ =]
bl stribution Details
H 4« —HEOHT
@
4= Age 4 v Sex 4 = Race 4
110
]
100 WHITE 2
90
M 324
80
OTHER |50
70
60
50 BLACK OR AFRICAN AMERICAN | 138
40 F 578
30 ¥
@impms Distribution
/adsl_dmd_027 P14 s0mT | ynique Subject Subject Identifier  Study Site
— - Identifier Study Identifier  for the Study Identifier Age
=12U(158/0) = = 1101001 NICSAH1 101001 10 63 ~
i Unique Subject Identifier § ~
& Study Identifier 2 101002 NICSAH1 101002 10 66
. Subject Iden---or the Study 3101003 NICSAH1 101003 10 31
k. Study Site Identifier 4 101004 NICSAH1 101004 10 48
A Age 5101005 NICSAH1 101005 10 67
-iT 6 101006 NICSAH1 101006 10 32
IATOIT 902 7101007 NICSAH1 101007 10 63
BRENTLSHT © 8 101008 NICSAH1 101008 10 67
BAENTLBIT 0
B o 9101009 NICSAH1 101009 10 38
SO DINET 1] 10 101010 NICSAH1 101010 10 48
Nicardipine

JPMF) EEE TN FR N0  =enEoono) [ SEe | 57 VOEFRN) MYEIW)
: w:uuu}u_c'}‘-*».*wjuﬁ»mt- —ZBONT I @
| DRARES, EREHRDBAIEITY —EROME
NS4, FEDITEL S

CHTSRE, AWOH {  wOER Subject Identifie
& R Study Identifier  for the Study
- 5I(158/0) — NICSAH1 101001 ~
& Unique Subject Identifier @ ~ || = ©7VOBTEH NICSAH1 101002
. Study Identifier FHEFI , | NICsaH1 101003
. Subject Iden---or the Study o NICSAH1 101004
W Study Site Identifier RERAEETN ' NICSAH Toires

ADy-—u4 »

-7 sx8 , | NIcsAH1 101006
FATDAT 902 5 NICSAH1 101007

_ D355 v
BRENTLSIT L - NICSAH1 101008

&5 0 2
ANy i " | NicsaH1 101009
FRLLLYY g ERE/EFEMMT >
SAILBOLET 0 NICSAH1 101010
HREEE 4 >
= —EE0%% - IMP Clinical — [m} %
B FI D@D
FmAir @ WRLEFICERZERHTS POy
= 15851 arce l oK ' @
Uni Subject Identifi
ik Unique Subj entifier ST

i Study Identifier

th Subject Identifier for the Study

Copyright ©

¥ Vae

ik Age Units

i Sex

s , -
[ EARISLOHA

SAS Institute Inc. All rights reserved

= Demographics Dis...

- —ERONTH

4~ Age
110
100
90
80
70
60
50
40
30

20

b AR

4~ BHWMEHE

8

RERE
FEOIRERE
0 FREI95%
IO T AIo5%
N

49.976718
13.832377
0.4605678
50.880629
49.072808
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Demographics Distribution

suondo

EE B! | | &

4 Distribution Details
4 - —REOHT
4 ~ Age
110 .

4 v Sex 4 ~ Race

100

9%
1 M 24

SUJ

b

WHITE 699

OTHER |50

50 BLACK OR AFRICAN AMERICAN | {138

0255075 125 .
e B b B

LT
b~ EEmEtE

4 Demographic Tables
4 = Subject Population by Treatment

Planned Treatment for Period 01 | Count 2KICH¥3%)
NIC .15 47| 49.6%
Placebo 455, 50.4%)
IRT 202 100.0%

ASIAN |15

Nicardipine

B . — =001

v 4 —_—
@ Review Builder - Untitled - JMP Clinical ] o
7P BEE T-IUD TR FIQ  EEHEDOEBD) 97 FTV)
» . ’P.t".t'Jc‘MEc‘}"‘*"" 7 IVANE ' @
: ANETT 2N 50
ROTER *
L —— F4AITIATO-5 j‘
-g 4 Distribution Det = £7L0&THD =
g 4« —REOHTH FREETN >
4 ~ Age RENLETI >
110 29Y-=4 r
100 ] i ’
D325-547 »
. SFLIE » 324
80 é (SR TR >
70 L HRAEEE »
= —EE0%% - IMP Clinical — [m} *
B FI D@D
FmAR @ MRLEFICERERNLTS V& EV
/1585 ‘Age OK ' @
ik Unique Subject Identifier 7 ST

i Study Identifier

th Subject Identifier for the Study
i Study Site Identifier

y
ik Age Units

i Sex

i Race

O EAMIS L0

.
®

¥
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(@ Review Builder - Untitled - JMP Clinical - o X Gl Select Reports... X @ Review Builder - Untitled - IMP Clinical — m] *
Tl =R ! (& Descripti
A Repor[s escription =
= e @ B EEY GEE ) E .
. . . Clinical Reports | Data Management o T r 3 E
Demographics Distftion * s Demograp- - Distrib
~ 0 =
o [EE! ! ! « & Adverse Even 1% g’gﬁ";ﬁ@ﬁﬁ E?&J\
4 Distribution Details y lass 2 -
- Distrib! Detail: By CDISC Cl Opti
5 A 0ptions
) — - —
7 - —REOHTE 4 Demographics and Visits
4 - Age 4~ Sex iz Demographics Distribution E
110 ﬁj Study Visits
] . 4 General
50 £ visit Order Search Q
[ Weekdays and Holidays . Term Level
20
M 324 & Perfect Scheduled Attendance You are here: Reports > Events > Adverse Events Distribution Dictionary-Derived Term v
80 &4 Birthdays and Initials Group Level
70 ¢ Enrollment Patterns ) ek e = =
60 i Patient Recruitment N . ¥ System or trgan L1ass
4 Interventions Adverse Events Distribution Treatment or Comparison Variable to Use
= ml " Exposure Summary
xposure Sumn . . v
40 F 578 fglntl:\rvenlwons Distribution Tlus report enables you to compare distributions of adverse events across treatment cliseg
- 3 arms for subgroups defined by demographics such as age, sex and race. *Treatment or Comparison Variable
30 Esy Interventions Incidence Screc R . — .
™ 4 Ey Note: Refer to Distribution Reports for a description of the general analysis
Adverse Events Distribution performed by all JMP Clinical distribution reports. Adverse Events
0255075 125 .
i B L) Adverse Events Narrative Report Results Description [ Include serious adverse events only
liki Treatment Emergent Adverse Events Summary Event Type
B L] i Adverse Events Incidence Screen Running Adverse Events Distribution with Nicardipine using Actual for Treatment 0 »
b - BRI {4 Adverse Events Resolution Screen or Comparison Variable to Use generates the Report for Adverse Events All event types
Big Adverse Events Severity ANOVA Distuibution as shown helo“'l, Differences with other reports are noted lgn ailable treatment emergent flags
Mg Adverse Events Time to Event thronghout this output description. Offset for End of Dosing
T2 Mortality Time to Event —
- M. [omp———
4 Demographic Tables 89 Discontinuation Time to Event = e g ¥ ] 30
o Somrpans
4 = Subject Population by Treatment .:Events Distribution f T s e gty e Treatment end date is equivalent to the start date
Vom
1l Events Incidence Screen e ] ‘:":_;_;_ et e v ] Count multiple occurrences of an event per subject
Planned Treatment for Period 01 | Count k(CHY3%) my Standardized MedDRA Queries Distribution ) Include events with overall percent occurrence
NIC .15 447, 49.6% ‘iny Standardized MedDRA Queries Incidence Screen Show in separate window... greater than
Placebo 455, 50.4%
TRT 502 100.0% [] Show reports unsatistied by current study o F .
0 25
Include events with percent occurrence in any

treatment group greater than

b |V )
0 25
[ Calculate Relative Risks to compare incidence in treatr
Treatment Control Level

» Incidence Rates

Nicardipine
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-g 4Results
g AView 4 Counts Graph
o
4 Demographic Grouping « Displayed counts indicate the number of subjects experiencing an event.  houw percents
None 4 = Adverse Events Counts Graph
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Sex
. =
Race 300
Country
250
Study Site Identifier
= 200 % 3
4 Adverse Events Stacking 150 2l ]
“
e 100 . E’
Serious Event %
Severity/Intensity é 50
Qutcome of Adverse Event - 0 s e - =
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200 k]
4 = Report Filter ﬁ g
150 g g
100
50
= 0 - S .
SRS EERE =R SESEPEm02EE RS SCuEEpssgmmucascemchoRsTT oo IRsREETeS
SSSESSEYS S SSES! : 5% SEgaEBEl 2
*10.1 < Overall Percent Occumrence < 62.1 ‘it“‘g“'ﬂ‘-?BEE B S e et i et et e EE R
T o SgEc”SEE 8" ] FEOoppds<id :Eéu”:rﬂo’gsﬁgmxgE WEET Ers 133
(s 88>% Fofuw T 8 g T GSaL 2578 8¢ > L am
e £F FEEY E J=29 g S%8g §E-nl B F3 3E g2
. g£=f ££83 5 8 Bx8g § Yfxs @osEs EZ E B £
ok ] BYE & 3 858 me 3 2hs g
= Serious Event (3) = 58" 3 3 BiBF 3 g ==08< 0 g 5Bt Ef
g = =5F &8 = S k=] T B £
N u g § B2 2 : £
5 83 2 2
~ Severity/Intensity (4) g E E‘E 8 H
& H &
MILD (3064) H & T
MODERATE (2364) E2
SEVERE (646) E
2?7 (20) =
&

Nicardipine

Copyri AS Institute Inc. All hts reserv




IMP Clinical D4
oI —MNLUEI—DIREF

| @ Review Builder - Untitled - JMP Clinical — [m] X | | @ Review Builder - Untitled - JMP Clinical

EE B E EEETE R @

4 Results
§ o View ‘ ‘|Cnun1s Graph
» Displayed counts indicate the number of subjects experi:

D@ 4 = Adverse Events Counts Graph

300

200

- lﬂ[)_

: h...____
% 300§ ]
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4 View
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*/0.1 < Overall Percent Occurrence < 62.1
v

Action Taken with Study Treatment

Outcome of Adverse Event

Causality
*!1 < Total Count < 560

Severity/Intensity
~ Serious Event (3)

4 = Report Filter

la, Demagraphics Distribution | iff Adverse Even!
Adverse Events Distribution
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M Select Reports...

4 Reports

Clinical Reports Data Management

By CDISC Class v

4 Demographics and Visits
lls, Demagraphics Distribution
Kby Study Visits
£l visit Order
[ Weekdays and Holidays
U Perfect Scheduled Attendance
& Birthdays and Initials
I Enrollment Patterns
|7 Patient Recruitment
4 Interventions
M Exposure Summary
kg Interventions Distribution
5 Interventions Incidence Screen

4 Events
&

' (s Adverse Events Narrative .

2 Adverse Events Incidence Screen

Fsh Adverse Events Resolution Screen

i Adverse Events Severity ANOVA

(o Adverse Events Time to Event

T8 Mortality Time to Event

[ Discontinuation Time to Event

Wil Events Distribution

[ Events Incidence Screen

by Standardized MedDRA Queries Distribution

ey Standardized MedDRA Queries Incidence Screen

ts Summary

[ Show reports unsatisfied by current study

Description

P* Clinical User's Guide

You are here: Reports > Events > Adverse Events Narrative

Adverse Events Narrative
Thus report is used to generate adverse events narratives for clinical study reports.
Report Results Description

Running this report with the Nicardipine sample setting generates an 11f file
contauung narratives like the one below.

Show in separate window.
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s, mographics bution ;J Adverse Events Narrative '_ll ¥
Adverse Events Narrative o
4 Options
0]
4General

*AE Narrative Template

DefaultBySubject v
[ Sort by narrative category
[ Include subject-level table of contents

[ Use Subject Identifier for study in lieu of Unique Subject Identifier
*Reference subjects as:

Participant v

40

4 Adverse Events
[ Include serious adverse events only
Event Type
Treatment emergent events v

[ Ignore available treatment emergent flags

Offset for End of Dosing

0 30
[ Treatment end date is equivalent to the start date
Number of Days Around Adverse Event Start Date for
Reported Related Events
3

0 30
[ Limit reported related events to those that are serious
[ Include the reported event term in the header only when differer

4 Exposure

[ Include Exposure (EX) in the narrative
[¥] All study treatments are to be taken at least once per day

[ A 0 dose for placebo or vehicle indicates a dose interruption

Nicardipine

»

Participant: 101004+
Randomized Arm: NIC .15+
Investigator Name: 101A+

Participant 101004 was a 48-year-old white female. Her medical history included focal
deficit, headache, loss of consciousness, vomiting, other medical condition, and allergies.
She began and ended dosing with 30 mg'h of NIC .15 on 28JAN1988 (Day 1). «

The participant discontinued the trial on 31JANI988 (Day 4) due to death. «

Serious Adverse Event (coded term): COMA#+
Drugs and Doses on Day of Event: On Treatment, 30 mg/h of NIC .15 taken that day+

On 28JAN1988 (Day 1) the participant experienced a coma (severe) which was conzidered
a serious adverse event (SAE). Though the event was considered serious, no reasons were
provided on the case report form. On the day of the event, the participant was taking 30
mg'h of NIC .15 and had been at this dose for 1 day. The SAE occurred on the first day of
dosing with any study medication. Trial medication had an action of drug withdrawn as a
result of the event. It is not known from the case report form if therapeutic measures were
administered to treat the event.

Serious adverse events that occurred within a +/- 3-day window of the onset of the SAE
included hydrocephalus (severe), hypotension (severe), intracranial pressure increased
(severe), subarachnoid haemorrhage (severe), and vasoconstriction (severe). Concomitant
medications taken at the onset of the SAE included: docusate sodium, phenobarbatal,
potassium supplements, and ranitidine. «

The investigator considered the AE to be related to study medication. The event ended on
31TAN12582 (Day 4) with a final outcome of recovered/resolved. +

REI=BEANREE (ICHE3 Ch 12.3.2)
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g 4 Distribution Details
E 4 - —EEOHH
4~ Age 4 ~ Sex 4 = Race
110
]
100 WHITE -
%0
- M 324
80
OTHER fs0
7
60
I — BLACK OR AFRICAN AMERICAN | [138
0 F 578
20 ASIAN 15
20
0255075 125 . .
== b B » B
Nicardipine

1 S~ ()= [

| | IEE‘Saved Filters:

lsDemngmphics Distribution “_l[]

Demographics DiStrihUtion Results reflect Review Subject Filter selections: 578

4 = Subject Filter

[297 [ Reset |[ ~n7 |
BT S THTHEDET.
[ i3

* Study Identifier (1)
NICSAH1

*/18 < Age < 108

(s

v

M
*/Race (4)
ASIAN (14)
BLACK OR AFRICAN AMERICAN (|
OTHER (32)

WHITE (435)

* Description of Planned Arm (2)
NTC 15 (281)

suopdo

4 Subject List
101001
10100,
101003

E=E EE I

!

4 Distribution Details
a - —RREOHT
4 = Age
110 4
100

20

o=

70
3
50 1L <

30

20
]— —4
0 20 40 60
B

4 = Sex

o B

4 = Race

WHITE

OTHER |32

BLACK OR AFRICAN AMERICAN | (97

ASIAN |14

i

Nicardipine
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{3 Demographics Distribution ' i Adverse Events Distributi

Adverse Events Distribution

| ] [

4Results
4View

suondo

4 Demographic Grouping

Country
Study Site Identifier

4 Adverse Events Stacking
N
Serious Event
Severity/Intensity
Outcome of Adverse Event
Causality
Action Taken with Study Treatment

4 ~ Report Filter

27 ] [seea]

BT BITNS01THDET,

¥/45 < Total Count < 186
e

LE
~ Serious Event (2)
~ Severity/Intensity (3)

MILD (215)
MODERATE (187)

*15 < Overall Percent Occurrence < 20.6
~[1] 1.5 < Relative Risk for NIC .15 <4.34

~ Treatment Only Occurrence Flag (1)

@ Medications Distribution

[ Counts Graph
4 Counts Table
4~ ROFM \
Planned Treatmely,
NIC.15
(N = 447) (NN
Body System or Organ Class Dictionary-Derived Term | Count| % | Count| %
METABOLISM AND NUTRITION DISORDERS |Hypematraemia 28 6.3% 17| 37
RENAL AND URINARY DISORDERS Isosthenuria 68| 15.2%] 30 6.
VASCULAR DISORDERS Hypotension 121| 27.1%] 65 14.3
Phiebitis 98| 21.9%] 23| 5.1%

Where(Relative Risk for NIC .15 >= 1.5 & Relative Risk for

NIC .15 <= 4.34)
20167 A ENE LI,
I Distributions

€)

' Create Subject Filter

Enter Filter Name:

Process Description

28
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4 = Subject Filter

BT BTIBABNET.
O#r33d

= Study Identifier (1)
NICSAH1

~126 < Age < 108

(s

*iSex (2)

I I
~IRace (4)

ASIAN (2)

BLACK OR AFRICAN AMERICAN (
OTHER (5)

WHITE (83)

~IDescription of Planned Arm (2)
NIC .15 (68)
Placebo (30)

IStudy Site Identifier (32)
01 (16)
02 (1)
03 (1)
04(3)
05 (1)
06 (3)
07 (1)
08 (9)
10 (1)
12 (1)
14(7)
16 (2)

suondo

SR HOEPDEFNDEDIA

¥
x
4 Results .
AView 4 Counts Graph
P o G « Treatment emergence determined using ADSL.TRTSDTM.
N + Displayed values indicate the percent of subjects (within a ic group) an i Show Counts
jone
4 = Concomitant Medications Counts Graph
&it
Country 50%
Study Site Identifier 45%
P = E— 40%
35%
ne 30% (E‘
25% i
o a

4 = Report Filter

[seea |

BYTBIH654TBNET.

¥ 47 < Total Count <405

—

= Category for Medication (16)
ADRENALS (38)
ANALGESICS/ANTIPYRETICS (11
ANTACIDS/ADSORBENTS (16)
ANTIBIOTICS (53)
ANTICONVULSANTS (41)
CARDIAC DRUGS (17)
CATHARTIC/LAXATIVE (35)
DIURETICS (81)

HYPOTENSIVE AGENTS (29)
INSULIN/ANTIDIABETIC (32)
MISC GI DRUGS (34)
REPLACEMENT SOLUTIONS (45)
SEDATIVES/HYPNOTICS (42)

¥ [1] 5 < Overall Percent Occurrence <44.9

2
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E
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4
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@ Review Builder - Medical Monitaring Template - IMP Clnical - o x ‘ @ Profiled Subjects for Nicardipine - JMP Clinical _ o
Lo ae = am [FIEEIEENF:
s Demographics Distribution | g Adverse Events. Distribution | i Concomitant Medications Distribustion |l v
v o . L >
Adverse Events Distribution nl}ﬁ% ODJS‘%}R x Graphs | Tables Demographics
p | AN G i3] 4Demographics
4Results . " Subject Age Sex Race Site Arm  Start Date End Date Study
aView 2 Counts Graph 11005 80 F  WHITE 01 Placebo 1987-12-08T10:15:00 1987-12-19T00:30:00 NICSAH1
= + Treatment emergence determined using ADSL.TRTSDTM.
= o Displayed counts indicate the number of subjects experiencing an event. o percents 4 Profile 4Medical History
ne
[Pianncd Treatment for 7 1 = Adverse Events Counts Graph i ™
se, visiT PR T TR T S‘fle% Vigts o w it
XpOsUre HYPERTENSION =
o Out Placebo Disposition
Country DATE OF SAH
Study Site Identifier - ED/RESOLVED By = . OTHER MEDICAL CONDITION .
= - RED/RESOLVED WITH SEQUELAE .
4 Adverse Events Stacking 100 WERING/RESDLVING ANveolitis Adverse Events HEADACHE
rery RED/NOT RESOLVED Atrial fibrillation —
Serious Event . omasionathy - LOSS OF CONSCIOUSNESS
SIS ] Hepatic function apnormal *
= i Hepatitis -_— VOMITING
Causality " & Hydrocephalus
action Taken with Study Treatment e aeon .
E iypotension — 1] 20 40 60
Isosthenuria
4 = Report Filter 5 81009 e Mer}lr’!‘g\tlsl —_— AGEMH
- lema peripheral —
i ] £ 81011 Fnedmothorox ——
E: Pulmonary oedema 4Legend
BT SITHAS0ITREDET. i [ 4 Review Status Unnav!lszn'\\;l{:a:: —
=45 5 Total Count 5 186 g Z = BENZODIAZAPINE Concomitant Medications
bl & g 11005 SEatUs: | ynveviewed v DEXAMETHASONE 3 o 8 —— o o & & Adverse Events
w z oS g
* 5 < Overall Percent Occurrence < 20.6 rURGEEMIBE . . n T — Mild * Serious
] —_—
2 MAGNESIUM HYDROXIDE =0 m— Moderate  * Not Serious
= 1[1] 1.5 5 Relative Risk for NIC .15 5 4.34 s L hANITOL 0
——— E NOBARBITAL — 5o - " — Severe
= Treatment Only Occurrence Flag (1) w POTASSIUM SUPPLEMENTS . R —— - -
[ ECG Test Resul N
PRMEAN . Events and Interventions
* Serious Event (2) RSDUR -
N ¥ 5] L] _ m— Defined Range by Dates or Flags
- Ir Test Resulf
Severky/Intenity (3) ALP . Labin Rlony jes BasUlte = = Start or End Dates Missing
MILD (215) AT .
MODERATE (187) " Hypotension Phiebitis Isosthenuria Hypematraemia APTT 1 < Prior Flag
SEVERE (48) Total CountMic:Dictionary-Derived Term(H) BILI ; .
Where(Relative Risk for NIC .15 >= 15 & Relative Risk for NIC .15 <= 4.34) BN A A P Ongoing Flag
CL . A A ? Dates or Flags Conflict
ol 1 I 1 ;
e = = = ® Start or End Dates Recorded
HCT . .
HGB . v s
K i i - A
,é%g = . Numeric Findings with High or Low Reference V|
PH . 4
PHOS . v A High
508 : 1 2 A ® Normal
PROT . ®
44 i
RBC . . . ¥ Low
SODIUM i i
URA 1 N i
oge " g 08 e e . i * Numeric Findings without Reference Values
SYSBP LI SN I B I * * * Outlier
0 7 14 ® within 1.5 x IQR of Median
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Recent
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Settings

Help
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Current study: Nicardipine

[l Select Reports...

4 Reports

Clinical Reports @Data Management|

[# Required Domain Report
Ulls Review Status Distribution
[# Variable Report

@ (R

Data Management

JMP? Clinical User's Guide

Using JMP Clinical  Performing Clinical Anal Reports

Appendixes

You are here: Reports = Data Management > Domain Viewer

- -

Domain Viewer

This report aids in the review of study domains for a selected set of subjects
meeting specified population, WHERE statement, and Data Filter criteria. It merges
the relevant data sets based on their review flag values.

Report Results Description

Running this report with the Nicardipine sample setting and default options
generates the output shown below.

== =
o oown
[ Butions S @
Comine
Sropown 5
pary i@ ]

[T Show reports unsatisfied by current study

Show in separate window... @

8 Review Builder - Untitled - JMP Clin...  —

@Domain Viewer Hl
Domain Viewer

40ptions

o) |o

4 General
Subjects
Select the analysis population
Safety

Select saved subject filter

v

Merge supplemental domain
> Additional Filters

* Required Parameter

Nicardipine

Jmp
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# Review Builder - Untitled - JMP Clinical - m} *
' i & ' | ]
an DOMain Vie: ( : ) E%E g 90)6&2}3 L
. (=710 x
Domain Viev. .
> 1=
[=] - ER—
- < Domains < Domain Viewer
E
n Mote: The snapshot comparison has been permanently disabled for the study Nicardipine.
@ =@ AE Domain with Rec-- P 4 16/09 (= Domain Unique Subject Sequence
» V=2 = Study Identifier  Abbreviation Identifier Number Reported Term for the Adverse Event Dictionary-Derived Term
. 1 NICSAH1 AE 101001 1 Hydrocephalus Hydrocephalus .
~ 5l(20/0) . 2 NICSAH1 AE 101001 2 Pyrexia Pyrexia
th Study Identifier ol I 3 NICSAH1 AE 101001 3 Vasoconstriction Vasoconstriction
S BEIEDALTEERED 4 NICSAH1 AE 101001 4 Vomitin Vomiti
sk Unique Subject Identifier = omiting omiting
4 Sequence Number . 5 NICSAH1 AE 101002 1 Alveolitis Alveolitis
k. Reported T---verse Event . 6 NICSAH1 AE 101002 2 Hydrocephalus Hydrocephalus
ik Dictionary-Derived Term . 7 NICSAH1 AE 101002 3 Hyperglycaemia Hyperglycaemia
h H!gh Level Term ® 8 NICSAH1 AE 101002 4 Pulmonary cedema Pulmonary cedema
k. High Level Group Term .
ik, Bady Syste-Organ Class . 9 NICSAH1 AE 101002 5 Urinary tract infection Urinary tract infection
ik Severity/Intensity . 10 NICSAH1 AE 101002 6 Vasoconstriction Vasoconstriction
s_Sedinus Fvent - o 11 NICSAH1 AE 101002 7 Ventricular extrasystoles Ventricular extrasystoles
{7 ~ [ 12 NICSAH1 AE 101004 1 Brain oedema Brain cedema
TATOR 6,471 | 13 NICSAH1 AE 101004 2 Coma Coma
BRENTLST 0 7 " d hal o hal
BTN TN ol ® 14 NICSAH1 AE 10100 3 Hydrocephalus Hydrocephalus
Fr LT ol e 15 NICSAH1 AE 101004 4 Hyperglycaemia Hyperglycaemia
SAILDDNEAT 0| & 16 NICSAH1 AE 101004 5 Hypotension Hypotension v
Nicardipine
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' Sl ] G R

BEE

F,;:] Domain Viewer ﬂ
Domain Viewer

b EEEEEF !
=]
T | 4Domains . Domain Viewer
§ AE =l Codes for record-level review flags (merging based on domain keys):

MODIFIED: Record was previously available, but data in one or more variables has changed.
STABLE: Record was previously available, no data has changed.
NON-UNIQUE: Record was previously available, but duplicates exist in the prior or current snapshot so that comparisons are not performed due to non-uniqueness of

records.

DROPPED: Record was previously available, but does not exist current snapshot. Click "Show Dropped Records’ to view records for selected domain, if

available.

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

NOTE: All data for the selected population and filtered subjects from the dialog are subsetted

if

v @& AE Domain with Rec-- P4 2308 = Domain Sequence
SASH—){— == O = Study Identifier ~ Abbreviation  Unique Subj dentifi b Dictionary-Derived Term Body System or Organ Class Serious Event Action Taken with Study Treatment
F—9y k WORKAGGNO B~ 1 JMPCONco AE JMPCO11-001 1 Rash Skin and subcutaneous -+ NONE ~
5QL SELECT * FROM Work. - -
L, * 2 IMPCOnco AE IMPCO11-001 2 Pruritus Skin and subcutaneous Y NONE
= Fl(25/0) * 3 JMPCOnco AE JMPCO11-001 5 Anaemia Blood and lymphatic --- Y NONE
th Study Identifier ~ % 4 IMPCONco AE IMPCO11-001 7 ALT Increased Investigations Y DRUG PERMANENTLY WITHDRAWN
ak, Domain Abbreviation * 5 IMPCONco AE JMPCO11-001 8 AST increased Investigations % DRUG PERMANENTLY WITHDRAWN
Unique Subject Tdentifi -
M, Unsque Subject Identiner: yrer & JMPCONco AE IMPCO11-001 10 Constipation Gastrointestinal disorders ¥ NOT APPLICABLE
4 Sequence Number
& Dictionary- Derived Term - 7 IMPCONco AE IMPCO11-001 ¥ NOT APPLICABLE
wk Body Syste---Organ Class . 8 IMPCONco AE IMPCO11-002 N NOME
) —_
wh, Serious Event . 5 JMPCONcO AE IMPCO11-002 F— gﬂi E%ﬁ- br—i%/—\ E N NONE
D L . 10 JMPCOnco AE IMPCO11-002 ~ M- N NONE
wh Causality < —
* 11 JMPCONco AE IMPCO11-003 %ﬁ Fﬁ'b } \'f 7’( |\Z§j l 5 N NONE
=){7
. 12 JMPCONco AE IMPCO11-003 N NONE
P B 13 JMPCONco AE IMPCO11-003 N NONE
BRENTULSIT 0
B ENTLSE o * 14 JMPCONco AE IMPCO11-003 6 ALT Increased Investigations Y DRUG PERMANENTLY WITHDRAWN
ERELLLYT 0 * 15 JMPCOnco AE IMPCO11-003 7 AST increased Investigations Y DRUG PERMANENTLY WITHDRAWN
ST 0] o 16 JMPCOnco AE JMPCO11-003 8§ Diarthea Gastrointestinal disorders N NONE v
L4 >
OrTCO‘Ogy Sample
Copyright SAS Institute Inc. All rights reserved
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