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wise What can JMP Clinical® do for you?

JMP Clinical can do more than AE Narratives. Here are some interesting ways it It is possible to drill-down from the Constant Findings Report (and all IMP Clinical There are many more reports that could be useful. Two more that we will look at
can help you with your work. reports) to see the underlying data. here are ‘Birthdays and Initials’ and ‘Weekdays and Holidays'.
NOTE — JMP Clinical assumes your data adheres to CDISC standards In this case, we select subject 31011, who appears to have 12 different constant

results. With the data selected, we can then click on the Profile Patients button. Birthdays and Initials

Variable Report This report can help identify subjects that might be identical based on birthdate or

This should be the first report that you run on a new study. It performs initial data Constant Findings initials. We have the option to match on birthdate or initials and to consider sex,
checks and confirms which reports you can subsequently run. It adds values by Select the 2 EFENEEN=ER race and ethnicity in the matching.

highlighting missing variables which might indicate issues with data mapping. subject... B oo rest Rt (LB)
i sharatory Test Resu

Consuar are bhased on numeric results in standard units,

4= Data Filter 4~ Distributions
4 Birthdays and Initials Report Results

ites w 4 = Unique Subject Identifier 4 > LS
N ' o . , | Clear | |start Over||Favorites ~] ~niq ) 4 = Data Filter 4 List of Subjects with Duplicates for Birthday
JMP Clinical StUdy Variable Report for Nlcardlplne The green SeCtIOH IS te”lng Select Show Include Z — L. _then CIiCk [ Clear l [Start Over][Favorites __] Depending on birthday window or missing initials, subjects can appear in more than one matching bin.

All unlisted reports are always runnable. : . Also matching using: Sex, Race
us that we can run repOrtS On Proflle [] select [#] Show [#] Include

You can run Adverse Events Report.
Inverse

Clcj::equirements on Adve rse Events as the P at| s nt . A = List of Subjects with Duplicates for Birthday
, . * | Country (1) MVErse
PRI e nASDED e A KSTERH core reqguireme nts are met b =% = Study Site [dentifier (9) Matching Variable Value |Sex |Race Unique Subject Identifier |Study Site Identifier |Date/Time of Birth
I
Variable(s) used: AE.AEDECOD o1 |los (oo /1a /16 /20|23 |24 |[ 39 28Jull928F WHITE 241003 24 1928-07-28
Note: either the AEDECOD or the AETERM variables will be used for AE Event occurrence. i . 81011 08 1928-07-28
For core (Load Data): > | 28Jull928 = Matchmg Variable Value = 180ct1956 29"\-'13}"1939 F WHITE 11034 a1 1939-05-70
Variable(s) needed: ADSL.USUBJID and AE.USUBJID <' '> 161003 16 1939-05-29
Variable(s) used: ADSL.USUBJID and AE.USUBJID 09JulledllF WHITE 11033 0l 1941-07-00

——— The Profiled Subjects lets us view all of the subject’s data in the Tables tab. a0 J{_or ] s92017 39 19410748

Variable(s) needed: AE.AEDECOD or AE.AETERM or AE.AEBODSYS or AE.AELLT or 22Feb1947 WHITE 201018 20 1947-02-22
AE.AEHLT or AE.AEHLGT or AE.AESOC

ey s emee Scrolling to Laboratory Test Results, it's not hard to see the constant results. SN S 102 o8 1947:0222
S 341011 24 1054-02-09

(NOTE — the Potassium records (in green) are not Constant Findings because the Isocusss  whTe 141054 14 1955.10.15

231020 23 1855-10-15

e e S o e o This red section is telling us that first record has a different value) 180ct1956[F  [BLACK OR AFRICAN AMERICAN (31038 09 1956-1018
s s e we cannot run reports for the - -
e e PR e A ‘Enrolled’ population, as the

Variable(s) missing: ADSL.FASFL or L.FULLSET 1 I @ rofiled Subjects for Micardipine - I I

expected variable is not — The report output shows us all of the subjects with the same sex, race and date of
i S s 5 Jb' LI ETs] — 2] birth. In this example they are all enrolled at different investigator sites, so there
il e Gl e s T | , may not be any issues to resolve. If the two sites were geographically close

Variable(s) needed: AE.AELLT A LaboratoryTest RESU“S
Variable(s) missing: AE.AELLT ARE\'iEW Status - g - 1 1
T T S TR T T . Sequence Result or Finding Original Reference Range Lower Reference Range Upper Character Resu g g
SR S G RSN S s S S B 21011 Status: (Unreviewed - | Lab Test or Examination Name Visit Number Normal Range  LBTESTCD Number in Original Units  Units  Limit in Orig Unit Limit in Orig Unit Finding in Std F o ether or two SUbJeCtS were enrO”ed at the same site then fu rther Investigation
i g B g Potasm 13555 K 14 2.1999008 mEqfL 35 55 41990008 be iustified
. Potassium 2 35-55 K 40 4.4000001 mEg/L 3.5 5.5 4.4000001 may € jUS Ified.

Variable(s) missing:

Birthdays and Initials
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For dialog option ("Select the population to include in the analysis” set to “Per-Protocol”):
Variable(s) needed: ADSL.PPROTFL or ADSL.PPROT prese ntl

Note: Also supplies Group Level Parameter. Term and Group Values must adhere to MedDRA controlled hierarchy. Potassium 9 3.5-5.5 K 60 4.4000001 mEg/L 3.5 5.5 4.4000001
Used Sodium 1 136-144 SODIUM 24 141 mEg/L 136 144 141
For dialog option (“Event Type" set to "Off treatment follow up events"): Sedium 2 136-144 SODIUM 50 140 m Eq_-"L 136 144 140

Variable(s) needed: (AE.AESTDTC and (ADSL.TRTSDTM or ADSL.TRTSDT or ADSL.RFXSTDTC Sodium 9 136-144 SODIUM 64 138 mEg/L 136 144 138 A W kd d H |.d
gt OF RLSLs HESIDIL) ‘and, \ADSL:IRIEDIN dx Aspartate Aminotransferase 1 10-40 AST 31 i 10 40 11 ee a.yS a.n O I a.yS

or ADSL.RFXENDTC or EX.EXENDTC or ADSL.RFENDTC)) ASPEI’tEtE Aminctransferaze 2 10-40 AST 20 11 H 10 AQ 11

Alkalne Phosphatase 1 40-120 ALp 155 Lo 120 55 This report identifies the weekday of study visits and determines if they fall on a

Alkaline Phosphatase 2 40-120 ALP 27 55 N 40 120 55

Bilirubi 1 0,0009999-0,003333 BILI 4 0.2 / 0.3 1 0.0006666 1 1 1 1 1 1 1
Biirutin . 0.0009995-0003233 Bl a0z sgibe ! 00005665 major holiday. A volcano plot is produced as well as distribution details.
Glucose 1 3.33-1665 GLUC 11 94 i &0 300 5.217

Glucose 2 3.33-1665 GLUC 37 132 /i a0 300 7.326

Glucose 9 3.33-1665 GLUC 57 98 1 60 300 5.439
Creatinine 1 0.05746-0.10608 CREAT 10 0.80000001 1 0.65 1.2 0.0707 2000088

Study Site [dentifier

Creatinine 2 0.05746-0.10608  CREAT 36 0.80000001 0.65 1.2 0.0707 2000088
Constant FI ndln S Hematocrit 1 275575 HCT 12 32400002 27.5 57.5 32.400002 ¢ 0 24

g Hematocrit 2 27.5-575 HCT 3g 20.9 77.5 57.5 30.9 . . 02 25
Hematocrit 3 27.5-575 HCT 5 32.200001 27.5 57.5 32.200001 . 02 26

This report quickly shows tests from findings domains that have the same result for Hemoglobin 195175 HGB 13889999 g/l 95 175 5.89999% cos 2

! Hemoglobin 2 05-175 HGE 39 9.5 9.5 17.5 9.5 05 55

the entlre StUdy Hemeglobin 9 05-175 HGE 50 86000008 8.5 8.5000008 ! o 59
. Erythrocytes 12755 REC 23 4,5000000 4,5000000

Erythrocytes 2 2.75-5 REC 40 46990008 4,6009008 * 07 30

Erythrocytes 9 2.75-5 RBC 63 4.4000001 4.4000001 08 31

ConstantFindings Platelet 1 100-500 PLAT 19 245 245 09 e 32
4 Options Platelet 2 100-500 PLAT 45 318 318 10 33

O The report can run on all T'fﬁ'f'fih, 2 100500 o lf?z L oo ! o o T 12« 34
- o 5 4 m b
4 General Findings domains, or on 6 -3

16 36
Analyze all tests from all findings domains 2

Findings Tests Selected teStS . 17 37
[ Clear ][SelectFindings : 18 £

Duplicate Records | n

@) Mumeric results in standard units

B e This report identifies sets of records that have identical values on more than one - e
[¥] Consider by variables in the analysis? 2 The Questlon Mark Icon OccaS|0n Wlthin a SUbJeCt. o 23 46

Subject Filter

e = RES Lp e enline [l e The report output looks similar to the Constant Findings report, and in the same
Afcdiional tters explain all of the options . : .
ool Ftertonclude Subjects _ way, by selecting a subject, we can drill down to see the actual data.
- 0.0 25

Select Analysis Population . Difference in Proportions
Select the population to include in the analysis

[Safety -]z
Rl ety g Screen Faiures The report can be filtered for

specific subjects or
Rondomised populations
4 |=|Data Filter £ [=| Distributions

Constant Findings [ Clear | [StartOver)[Fovorites +] 4 = Duplicate ID 4 = Unique Subject Identifier | 4 = Non-Missing Components 4= Country 4 = Study Site Identifier | The highlighted point is for site 31. If we look at the distribution of visits for this site,
FENEE] 1= 1 select 4 show [l nclue : 282060 we can see the information below.

< Laboratory Test Results (LB) s Inverse s21041
S : : : 5 321040
Constant findings are based on numeric results in standard units, = ) -
- i | Country (1) 291010
4 |~|Data Filter £ |~ Distributions UsA 591007
| Clear | [gtm Over”Favorites -] 4 [=|Unigue Subject Identifier 4 ~ Country 4 [=|5tudy Site Identifier < = Lab Test or Examination Name | Study Site Identifier (6) 291006

i oL |[10 |[ 25 |[2 |[= |[ 32
Select [#] Show [#] Include Bilirubin z 291001

Creatinine = o
Prothrombin Time LI L B 2T ) 251015

L.
Partial Pressure Carbon Dioxide < 1 z 24
i

-logl0iFisher Exact Test)

Duplicate Records

FEENEENE 2| The volcano plot compares the difference in proportions of visits on specific
> ECG Test Results (EG) weekdays and holidays for each study site with the combined averages of all of the

£ Laboratory Test Results (LB)

Duplicate records are based on numeric results in standard units. Other Stu dy SiteS .

suopndo ~

r

29 4

32 Weekdays and Holidays

28.2 || | | [8)

< Distribution Details

=

; 4 ~|Data Filter 4 = | Distributions
[ Clear l [Start [}ver] [Favorite; !r] Al [= H'Dlithy Al [= weekdajf Al (= Study Sit'e ldentifier

10 z Select [¥] Show [#] Include

- . Saturday
Reset selection No Holiday 36 L
2

41 matching rows

]
[]

LA L COLA L A CD O

g a

Inverse

Calu:il_?m : 251013
i i Carbon Dioxide 1 [ AND H OR ] - | 11034
Activated Partial Thromboplastin Time £l z
Sodium 3 11017
Frotein 5 —
; ) 101003
Blood Urea I'\[l;itrc-gen : 101002

lofide — —— [] Inverse
Potassium { Good Friday | 2

Creating Eoet I Frequencies I Frequencies I Frequencies I Frequencies I Frequencies * | Country (1) Wednesday

Alkaline Phosphatase 8 . .
Alanine Aminc-traﬁsferase 6 I Vital Signs (VS)

Partial Pressure Chwygen = T s 7 o "
Aspariate Aminotransférgase [1] Study Site Identifier (40) Veteran/Remembrance Day Tuesday

Leukocytes
Hematécrit 20(178)

Hemoglobin 30 (64) Thursday
Lactate Dehg;féﬁgggfti z 31 (41) Easter Monday

J— ucess This report offers a ‘Show Duplicates’ button. Having selected a subject we see a i R
requencies 34(107) Easter

i subset of the duplicate dataset. ik Sunday

Glucose 0.00269 36(103)

Erythrocytes 000538 'g The view below has filtered out many of the columns for ease of viewing. 37 104) Frequencies b/ Frequencies > Frequencies b/ Frequencies

Lactate Dehydrogenase 0.00538 i 39(204)
Hemoglokin 0.00806
= 40(531) Easter 1 0.02439

|
az(27n) Easter Monday 1 0.02439

; 44 (553)
E—'r;,l subset - IMP E'@ 45(278) Veteran/Remembrance Day 0.02439

Good Friday 2 0.04878

The Constant Findings report output contains A LOT of information, which can seem Fi'; = j;b'es ot éﬂa'ﬂ; G;hL Tools View Window Help 46(472) No ol 35 0
. . ER 3 B B B P 2 = Holiday Flag (2) otal :
overw_hel_mlng. This e>_<am_p|e shows Laboratory Test Resu_lts. | — e S o T N Missing 13043
The Distributions section is telling you the number of duplicate results per Subject Tip . Studyldeotifir | ldeotifler | Mentifier | Age | Sex | Race |Date/Time of Specimen Cofiection | Visk Number | Nitrogen | Creatinine __ _ __ _ __ _
gl ' ' This site appears to have a higher likelihood of subjects visits on a holiday.

Identifier, Site or Lab Test. 2 | NICSAH1 282060 28 67 M WHITE  1989-04-07T0001:00 . 6783 0.09724 _ _ _ ) o
The Data Filter on the left can be used to display only the data for a Country, Site, This particular study involved daily visits, and we can see that three of the four
holidays highlighted above are all clustered together at Easter.

Subject, Lab Test or Frequenc . . N e ; :
J : 4 For a different study, a higher likelihood of study visits occurring on a holiday could
be due to other reasons, which may merit investigation.
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