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The Reviewer's Reality - a typical day with a P21 report %D

Generate XPT ’ validate in P21 Q get Excel report ” open Excel ” pick a finding
” switch to data viewer Q scroll to the right cell ’ understand the message Q
decide if it’s programmatic (fix it) or content-related (comment it) ” switch back to

Excel ’ document ’ Next finding

...for hours, sometimes days....

and often right before the deadline, when time is short. Re-run, and many of the same findings come
back — now mixed with new ones. You sort, filter, mentally separate.

If you use the P21 internal tracker instead of Excel you get it without noise of old already documented
findings.



What this workflow costs us? %D

The report has become the primary focus.
The data has become secondary.

That's backwards.

Findings

Slow searching dalre n't Onl.y
Tiring Jump back and forth paperwork

they risk to

The data gets forgotten bl‘eak your

Miss the data pattern reSUltS



The Shift: Contextualized Review @ID

Yesterday Today
an issue table that references data.@l a dataset that displays issues.
¢« ©®
~’

» Findings sit on the data itself

» Filtering instead of tracing
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The shape of the workflow changes

Yesterday: Issues in separate Report

r

Datase

Values 1nacle Message
Variable QEVAL SD1082 Variable length is too long for actual data Metadata
Variable IDVAR SD1082 Variable length is too long for actual data Metadata
Variable IDVARVAL sD1082 Variable length is too long for actual data Metadata
Variable 4, QORIG sD1082 Variable length is too long for actual data Metadata )
Variable RDOMAIN sD1082 Variable length is too long foractuahdata Metadata : (e y
Variable 169, VISIT sSD1082 Variable length is too long for actual data Metadata e sal
Variable SVUPDES sD1082 Variable length is toc long for actual data Metadata AEREL AEQUT AEENDTC ~ AESCAN  AESCONG AESDISAB AESDTH
{8 545 Universal Viewer - [sexpt] ‘ ly Treatment Causality Outcome of Adverse Event End Involves  Congenital Persist or Signif Results in
B Date/Time Cancer  Ancmaly or  Disability/Incapacity Death
File Tools Window Help ‘ of Adverse Birth Defect
Address | Event
Lbrary  Properties AE l # ; P P P P
Y] Freeze ([ Hide [ Show... §% Format [ Filter.. A Font.. Find F ! EA = F A = E A F
Table  View -‘_‘ 3kte Mot Changed  RELATED - Related RECOVERED/RESOLVED - Recovered/Resolved 2013-02-07 N - Ne N - Ne M - Mo M - No
STUDYID DOMAIN USUBJID AELNKID  AETERM AESEV AESER AEACI AEREL AEOUT AESCAN 32.}e Not Changed  POSSIBLY RELATED - Possibly Related  NOT RECOVERED/NOT RESOLVED - Mot Rec... N - No N - Ne M- Ne M- Ne
» 1|coiscrioTor |8 CDISCO01 INJECTION SITE REACTION | MODERATE N DRUGWITHDR. .. |RELATED NOT RECOVER 3%}e Mot Changed  POSSIBLY RELATED - Possibly Related  RECOVERED/RESOLVED - Recovered/Resolved 2013-03-26 N - No N - Mo N - No N - No
i Eg:glim :E zg:zgig :JTE'S:ENWERWT‘ON miEEH"‘TE ﬁzglz:: Eg‘;‘:‘:t: zii zgi:igi; 34.te Mot Changed ~ POSSIBLY RELATED - Possibly Related  NOT RECOVERED/NOT RESOLVED - Not Rec... N - Mo N - Mo N - Neo N - Neo
| Cscrioo A DISC00 SHOULDER PAN Wi DOSENOTCHA. TNOT RELATED [NOT RECOVER 3% e Mot Changed  NOT RELATED - Not Related RECOVERED_-’:RESOLVED - RE(UVEFEd_{RESUNEd 2013-06-24 N - Ne N - Mo M - Ne M - Ne
5[CoIscPILOTOT AR CDISC002 JOINT DISLOCATION VODERATE DOSENOTCHA. |NOTRELATED | RECOVERED/R 3f.pe Not Changed  NOT RELATED - Not Related RECOVERED/RESOLVED - Recovered/Resolved 2013-06-24 N - Mo N - Ne N - No N - No
§CDISCPILOTON |AE CDISCO02 INCONTINENCE MILD DOSE NOTCHA. |NOT RELATED | NOT RECOVER: 37.ke Mot Changed  NOT RELATED - Not Related RECOVERED/RESOLVED - Recovered/Resclved 2013-07-26 N - No N - Ne M- No M- No
7|COISCPILOTON |AE CDISCO02 INJECTION SITE REACTION MILD DOSE NOT CHA... | POSSIBLY RELA...| NOT RECOVER. 38 |Withdrawn POSSIBLY RELATED - Possibly Related  MOT RECOVERED/MOT RESOLVED - Not Rec... N - Ne N - Ne M- Ne M- Ne
" i EEEE:E;: :E Eglzigi EEEF:“SC;:TSOTNATE :'O“D]EHATE EZ?EZZ;E:: :g;ziﬂ;’ SZ; gigzi 3%te Mot Changed ~ POSSIBLY RELATED - Possibly Related  NOT RECOVERED/NOT RESOLVED - Not Rec... N - Ne N - Ne M - Mo M - No
B o Coiscoo2 DYSPNOEA VODERATE DOSENOTCHA. INOTREATED  THOT FECOVERL. A0 ke Mot Changed  NOT RELATED - Mot Related RECOVERED/RESOLVED - Recovered/Resolved 2013-02-08 N - No N - No M- Ne M- Ne
i‘@wm AE cDIscoo2 SUDDEN DEATH SEVERE DRUG WITHDR... |NOT RELATED | FATAL 4% | Withdrawn NOT RELATED - Mot Related FATAL - Fatal 2014-10-31 N - Ne N - Ne M- Ne Y- Yes
3|  12|coiscPitoar, AE coiscoosll HYPERHIDROSIS MILD DOSE NOT CHA... |POSSIBLY RELA... NOT RECOVER... 42.te Not Changed ~ POSSIBLY RELATED - Possibly Related  RECOVERED/RESOLVED - Recovered/Resolved 20130110 N - hn Il - Bl Bl - Mo BL- No
13| COISCRILOTON CDISCO03 STOMACH DISCOMFORT MILD DOSE NOT CHA... |POSSIBLY RELA...| NOT RECOVER: 4% te Mot Changed  POSSIBLY RELATED - Possibly Related  RECOVERED/RESOLVED - Recovered/Resclved | Value: FATAL MNo
:: COISCPILOTOT [AE £DISC003 PAN MILD DOSE NOTCHA... | POSSIELY RELA...| NOT RECOVER. 44 te Not Changed ~ NOT RELATED - Mot Related NOT RECOVERED/NOT RESOLVED - Not Rec... | Formatted: Fatal No
CDISCPILOTON |AE CDISC003 NASAL CONGESTION MILD DOSENOTCHA.. |NOTRELATED | NOT RECOVER: - - . p
16(coscPioTor T2 iS00 ALASE VODERATE DOSENOTCHA. |UNUIKELY RELA_| NOT RECOVER 45 be Mot Changed  POSSIBLY RELATED - Poss!bl Related RECOVERED;REOLVED - Recovered/Resolved Mame: AEOUT Ne
17 colscPioTor AE COISC03 MYALGIA VI DOSE NOTCHA | POSSIBLY RELA| NOT RECOVER 4f.te Mot Changed ~ POSSIBLY RELATED - Possibly Related  [e{o)lf 23wl 3-{o R[S o st oW =0 el i Label: Outcome of Adverse Event No
18 |CDISCPILOTOT |AE CDISC003 PHARYNGOLARYNGEAL PAIN | MILD DOSE NOTCHA... |NOT RELATED | NOT RECOVER... 47.te Mot Changed  RELATED - Related RECOVERED/RESOLVED - Recovered/Reschved Type: STRING (string) Ne
19| CDISCPILOTO |AE CDISC003 PRODUCTIVE COUGH MILD DOSE NOTCHA... |NOTRELATED | NOT RECOVER... 48.te Mot Changed ~ POSSIBLY RELATED - Possibly Related  RECOVERED/RESOLVED - Recovered/Resolved LYP i he 32 & Mo
20 |CDISCPILOTOT |AE CDISC003 DIZZINESS MODERATE DOSE NOTCHA... | UNLIKELY RELA... RECOVERED/R 42 le Not Changed  RELATED - Related RECOVERED/RESOLVED - Recovered/Resolved Fe“gt - P - No
21 [cDISCRILOTOT | AE CDISC003 DIZZINESS MILD DOSE NOTCHA.. | POSSIBLY RELA...| NOT RECOVER - - - ormat: $0utcome of Event.
22|CDISCRILOTO | AE CDISC003 CONTUSION MILD DOSE NOT CHA.. | UNLIKELY RELA... RECOVERED/R 30 |Withdrawn B R E R NEN S B il e U Fata{l - - =
23|CDISCPILOTON |AE CDISC003 HEADACHE MILD DOSENOTCHA. |NOTRELATED | NOT RECOVER. 5lupe Not Changed  RELATED - Related RECOVERED/RESOLVED - Recovered/Resolved | Role: Record Qualifier Ne
24|CDISCPILOTOT |AE CDISCO03 EPISTAXIS MILD DOSE NOT CHA... | UNLIKELY RELA...| NOT RECOVER. 52 [Withdrawn MNOT RELATED - Not Related NOT RECOVERED/NOT RESOLVED - Mot Rec... | SASFieldName: AEOUT Ne
25| CDISCPILOTOT |AE CDISC003 INJECTION SITE REACTION MILD DOSE NOTCHA .. |RELATED NOT RECOVER. 5%e Mot Changed  POSSIBLY RELATED - Possibly Related  NOT RECOVERED/NOT RESOLVED - Mot Rec... | OrderNumber: 23 No
26 |CDISCPILOTOT |AE CDISC003 RESPIRATORY TRACT CONGE... [MILD DOSENOTCHA.. |NOTRELATED | NOT RECOVER... 54.}e Not Changed  NOT RELATED - Not Related RECOVERED/RESOLVED - Recovered/Resolved | Mandatory: Mo No
27 |CDISCPILOTON |AE CDISC003 RHINITIS MILD DOSE NOTCHA... |NOTRELATED | NOT RECOVER... - . . )
22 [coiscPIoToT 128 Co15C003 FEELING ABNORMAL WD DOSENOTCHA. |POSSIBLY RELATHOT RECOVER... 5% e Mot Changed  POSSIBLY RELATED - Possibly Related RECOVERED;{RESOLVED - Reco\reredarResol\red dataType: 5STRING No
29 (COISCRILOTOT A CDISC003 LIBIDO DECREASED WILD DOSE NOTCHA | POSSIBLY RELA_| NOT RECOVER 5f.e Mot Changed  RELATED - Related RECOVERED/RESOLVED - Recovered/Reschved | targetDataType: UNKNOWN No
30| CDISCPILOTON |AE CDISC003 LISTLESS MILD DRUG WITHDR . |POSSIBLY RELA .| NOT RECOVER: 57.pe Mot Changed  RELATED - Related RECOVERED/RESOLVED - Recovered/Resclved | KeySequence: -1 Ne
31| CDISCPILOTON |AE CDISCO05 INJECTION SITE REACTION [ MILD DOSE HOTCHA.. |RELATED RECOVERED/R 58 [Withdrawn UMLIKELY RELATED - Unlikely Related ~ WOT RECOVERED/MOT RESOLVED - Mot Rec... | itemOID: IT AEAEQUT No
32 |CDISCPILOTON |AE CDISC005 INJECTION SITE REACTION MILD DOSE NOTCHA._.. | POSSIBLY RELA... | NOT RECOVER. 59 e Not Chanqed NOT RELATED - Not Related NOT RECOVERED/MNOT RESOLVED - Mot Rec... Validation Findings: 9 No
33|CDISCPILOTON |AE CDISC005 INJECTION SITE REACTION MILD DOSE NOTCHA._.. | POSSIBLY RELA... | RECOVERED/R. - " - "
34|COISCPILOTOT | AE CDISC00 INJECTION SITE REACTION  [MILD DOSE NOTCHA... |POSSIBLY RELA... NOT RECOVER... & el lusitn P PRI Unllk.;ely fictated RECOVERED!,RESOLVED ) Recovered_erResoIved Finding: 501347 (RuleViolation - Warning) - pinnacle21 Ho
35| COISCPILOTO |AE CDISC005 CHEST DISCOMFORT WILD DOSENOTCHA.. |NOTRELATED | RECOVERED/R 6)ite Mot Changed  POSSIBLY RELATED - Possibly Related  RECOVERED/RESCLVED - Recovered/Resolved Message: AEENDTC for fatal AE is not the same as DM.DTHDTC Mo
3 | CDISCPILOTO |AE CDISCO05 HEADACHE MILD DOSE NOTCHA... |NOTRELATED | RECOVERED/R 62.}e Mot Changed ~ UNLIKELY RELATED - Unlikely Related ~ RECOVERED/RESOLVED - Recovered/Resclved Rows: 41 50 o
7 |COISCRILOTOT |AE CDISC005 COUGH MODERATE DOSENOTCHA... |NOTRELATED | RECOVERED/R 62 e Not Changed  POSSIBLY RELATED - Possibly Related  RECOVERED/RESOLVED - Recovered/Reschved T MNo
— T 64 | Withdrawn RELATED - Related RECOVERED/RESOLVED - Recovered/Resolved , Mo
Rows 1-74.f 74 Fiter: Off 65.ke Not Changed  NOT RELATED - Not Related RECOVERED/RESOLVED - Recavered/Resolved | Press F2 to focus! [,
z\dataexchange-datasetjson\sdtm'uptiaept 66 fe Mot Changed  UNLIKELY RELATED - Unlikely Related ~ RECOVERED/RESOLVED - Recovered/Resohved 2012-12-26 N - No N - No M- No M- No
Initializing 67.}e Mot Changed  NOT RELATED - Not Related RECOVERED/RESOLVED - Recovered/Resohved 2013-01-19 N - No N - Mo M- No M- No




Three kinds of highlighting content %D

1 - Structure 2 - What you want to see 3 - Findings

Always present > easier to read On demand - only if you want to see it Automatic = because something is wrong

Visual: Visual: Visual:
lines, light shading, italics, borders instead of fills, different colors (eg. severity in traffic lights, markers
blue tones)
Includes:
Includes: I
o . Validation checks (P21, CDISC CORE)

* Zebra striping Includes:

_ : Specs conformance
* By-group lines * Filter o . .

. Missing codelist entries

* Pin USUBJID " sort Non printable chars
* Varname+Label * Pin columns P

Sponsor-specific rules

* Qutlier markin
2 Spelling mistakes

* Highlight selected USUBIJID in all datasets

Color is only for findings. Everything else stays quiet, so the color stands out.



What you need to understand a finding?

Rule / Name,
Rule Label, CT,

Type,
Source Origin...
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Where do findings show up? @E}

DISC CORE calls this sensitivity

Example finding

Code notin the codelist
Value truncated

Invalid (date) value
Required value missing

Duplicate record
Not unique by keys

Label doesn't match the standard
Column Wrong type
Length too long

Required variable missing entirely

Dataset Wrong dataset label
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Where do findings show up? How to mark findings? @m

DISC CORE calls this sensitivity

Example finding

Code notin the codelist
Value truncated

Invalid (date) value
Required value missing

Duplicate record
Not unique by keys

Label doesn't match the standard

Column Wrong type 1 i Next exit:
Length too long : Column length too short

Required variable missing entirely

Dataset Wrong dataset label




This is not what‘s meant ..

A B C D E F G H | J K L M N O P Q R
STUDYI™ - | . . . | LBORR™® LBOSREf LBSTRE"" _ |LBSTRE"! - . |LBFA°T - - - . Stat Note

STUDY-001 LB ‘ 1 ALT Alanine Aminotransferase 52.64 u/L 52.64 52,64 u/L N N 1 Screening locked
STUDY-001 LB 2 AST Aspartate Aminotransferase 25.01 u/L 25.01 25,01 u/L | N 1 Screening see SDRG Resolved exclude fromanalysis
STUDY-001 | L B ----- 3 CREAT Creatinine r 1.83 m g/dL ----- " 1.83 1,83 mg/dL TR I N ------ 1 Screening 0K FROZEN transform log
STUDY-001 LB ______ 4 GLUC Glucose 142,93 mg.de ___________ m g/dL ______ Hoo Y ________ 1 Screening PENDING
STUDY-001 LB | 5  HGB Hemoglobin Y 1316 a/dl 18.16 1816 | gfdl N 1 | Screening PENDING transform log
STUDY-001 LB | 6  WBC | WhiteBlood Cell Count I 465  10A9/1 465 | 465 | 10004 | 1 Screening OK Queryopen  outlier
STUDY-001 LB 7 PLAT Platelets 357.18 1079/1 357.18 357,18 1079/1 H 1 b Screening check w/ Pl FROZEN transform log
STUDY-001 | LBS] NA | Sodium 162.13 mmol/L 16213 _____ 162,13 mmoly/L NG Yo Scregning <LLOQ Resolved use as imputed
STUDY-001 LB | 9 K Potassium 405  mmol/l 405 405 | mmol/t N 1 Cleaned exclidefrom-analysis
STUDY-001 LB 10 BUN Blood Urea Nitrogen 18.4 I _____ m g{dLJ 18.4 18,4 mg/dL | N 1 erify PENDING ----------------
STUDY-001 LB 11 ALT Alanine Aminotransferase 60.56 u/L 60.56 60,56 u/L H locked
STUDY-001 LB | 12  AST  Aspartate Aminotransferase =~ 41.61 | UL a6l [ a;1 | wa FROZEN
STUDY-001 | LB ‘ 13 CREAT Creatinine d mg/dL ¥ 1.72 1,72 mg/dL |Que"y open outlier
STUDY-001 B | 14 ________ GLUC Glucose 85.6 mofdl 8 56 ________ 85,6 mg/dL ending Resolved use as imputed
STUDY-001 1B | 15 HGB Hemoglobin ¥ 1157 g/dl 7 1157 11,57 gd g e f8) NV OIN N\ ] locked
sTupv-001| 1B | 16  wac White Blood Cell Count | 8.98 1049/ ' 8.98 808 1049/ Cleaned transform log
STUDY-001 LB 17 PLAT Platelets 157.79 1079/1 157.79 157,79 1019/L Cleaned extludefrom-analysis
STUDY-001 | LB ‘ 18 | NA sodium | 1715 ______ mmol/L 171.5 171,5 mmol/L FROZEN transform log
STUDY-001 LB 19 K Potassium ¥ 201 mmol/L ¥ 201 | 2,91 mmol/L PENDING exclude fromanalysis
STUDY—[][]l LB ‘ 20 | BUN h Blood Urea Nitrogen 14.92 | ma/dL | 14.92 14,92 mydll ey Uume” o Query open use as imputed
STUDY-001 LB 21 ALT Alanine Aminotransferase 51.71 u/L 51.71 | 51,71 | u/L FROZEN transform log
STUDY-001 LB 22 AST Aspartate Aminotransferase 29.04 u/L 29.04 29,04 u/L verify Cleaned
STUDY-001 LB 23 CREAT Creatinine 1.11 mg/dL 111 ______ I 1,11 J mg/dL | N [ ee SDRG Query open transform log
STUDY-001 LB ‘ 24 | GLUC Glucose 68.27 mg/dL 68.27 68,27 mg/dL L
STUDY-001 LB | 25  HGB Hemoglobin " 1262 g/dl | 1262 12,62 g/dL N see SDRG Resolved
STUDY-001 LB 26 WBC White Blood Cell Count " 10.29 | 1079/1 r 10.29 10.29 1019/1 N Querv open use as imputed

3 LB - Laboratory Results Issues Tracker (Excel-only) DO NOT USE - old version Sheet1 (Jane'sc ... ()




If everything is flagged, nothing is

B

950 of 1000 are noise. The one that matters drowns.
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Alert Fatigue — the silent killer of validation reports

Every run produces a fresh report — everything in it, old and new.

Same findings, again and again. After a few rounds, no one opens the report anymore.

Findings without filter are nose.
No one reads noise.

B




Findings travel badly through time.

Catch them early, while the dataset 1s stll in your head.




Some finding examples follow ..

..... each one harder, slower, or impossible to handle with a classical report.



Example (1): Showing the data better avoids findings in the first place %D

Before: things that are invisible turn into findings. Now: you see what's really there.

Numeric precision Code vs decode confusion
5% 1.5 > 1 — Placebo
=> Smart Number Display > 2 — Low Dose

clean on screen, full precision in the tooltip. . ,
P P =» Traceability and comprehension
|II

=>» Avoids our known “equal” problems.

\rf\

¥ )
The code 1s for the machine. The label 1s for the human. %l ))




Example (2): Missing CT entries @D)

Are all Codes valid?

e A column has a format applied — but does every value match the CT?
e Onopen, the data is scanned: any value not defined will be shown in the viewer/browser
e One-click filter: "show me the rows with values outside the CT"

e Same if the CT is entirely missing. Highlight. Even before a P21 check has run

RACE A\ AGE
WHITE 42
ASIAN 55

-

BLACK 38 . —




Example (3): Why are they not equal? @E)

Some characters are invisible — and they break things

e Non-printable characters: line breaks, page breaks, tabs hidden in cell text
e Zero-width characters (e.g. U+200B Zero-Width Space)

= break equality checks, filters, groupings, and downstream table layouts.

The worst case: characters that look identical

e Placebo (Latin e) vs. Placebo (Cyrillic €)

. . . . . . . Looks fine What's really there
e Visually identical, different codepoints, equal condition fails Y
e Often asingle extra space is enough to make the match fail Placebo R Plac[U+0435]bo
MILD — MILD[U+©820 ]
HEADACHE — HEAD[U+200B JACHE

Same on screen — different to the machine.

Equal fails, the filter misses the row, the merge breaks. Reveal it in red and the cause is obvious.



We implemented our own data browser called Cumba

All topics discussed so far we implemented in Cumba with 2 options:
Option A: P21 excel reports can be imported to view findings right on your data

Option B: Cumba has a CDISC core engine embedded to view findings right on your data

Following Examples show how we use highlighting, coloring, filtering to view findings
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How we built it in Cumba (1):

findings in the data

B

The setup

e AnSDTM library is open: The linked Pinnacle 21 validation report will automatically be loaded as well

e All findings are now integrated into the data view

& library

Library

OE - Ophthalmic Exami
t QSPH - Questionnaire

E MH - Medical History
v

+ RELREC - Related Rec

t QSSL - Questionnaireg 15

|
% RS - Disease Respons
:} SE - Subject Elements
ﬁ SUPPDM - Supplemen
ﬁ SUPPEC - Supplementa
g SV - Subject Visits
ﬁ TA - Trial Arms
a TE - Trial Eleme
B T1-Trial In

R TS- 1

RSCAT
Category for Assessment

F
HAMD 17 - Hamilton Depressior...
HAMD 17 - Hamilton Depressior...

RSORRES
Result or Finding in Original Units

A
Self-absorption (bodily).
Not present.

Flence Asse
Number
er
RSTEST
[F*‘:I & 3&_ Assessment Name
0T 15 HAMD115 - HAMD1-Hyp
32 POT 32 HAMD115 - HAMD1-Hypq
16 P01 16 HAMD116B - HAMD1-LoggP?-Hypochondriasis
D1-Hypochondriasis
| 3"L PO’ 33 HAMD116B - HAMD1-Lo MD1-Loss of WT According tc...
01 17 HAMD117 - HAMD 1 -1nsfAMD1-Loss of WT According tc...
. AMD1-Insight
]D’I 34 HAMD117 - HAN#T - HAMD1-Insight
36 HAMD118 - [ gMe HAMDI-Total Score

HAMD 17 - Hamilton Depressior...
HAMD 17 - Hamilton Depressior...

Mo weight loss.

Probable weight loss associated ...

35

HAMD 17 - Hamilton Depressior...
HAMD 17 - Hamilton Depressior...

Acknowledges being depressed ...

Acknowledges being depressed :...

score  HAMD1-Total Score

HAMD 17 - Hamilton Depressior...
HAMD 17 - Hamilton Depression...

2
5

HAMD 13#”

g
Pepressed ... HAMD1-Depressed Mood

LIAEA

HAMD 17 - Hamilton Depressior...

These feeling states indicated onl...



How we built it in Cumba(2): filter down to findings

B

Value: HAMD116B
Formatted: HAMD1-Loss of WT According to WK Meas

Drilling into a finding — and filtering down

Name: RSTESTCD

Label: Assessment Short Name

Type: STRING (string)

Length: 8

Format: $Hamilton Depression Rating Scale - 17 Item Clinical Classification Test Code.

e Hovera yellow cell - tooltip with the full P21 message

e Right-click & context menu filter with issues = =

With Issues

L
L3

* One click - 375 rows reduce to 8 with issues A
ole: |opic

e Reviewer is now looking only at findings — no scrolling past clean records sAsFieldName: RSTESTCD

2026-06-08 11:14:24: User aborted.

1839 cells from [5:1] to [5:1

OrderNumber: 5
| KeySequence: 3
_— g~ Mandatory: Yes
& library c' Rs X | dataType: STRING
Library W targetDataType: UNKNOWN
: | KeySequence: 3
& sdtm SRSSEQ A RSTESS-LCD N A RSTESTN itemOID: IT.RS.RSTESTCD
ﬁ FORMATS ijuebnce ssessment Short Name ssessment Nar Validation Findings: 1
: umber
ﬁ AE - Adverse Events Finding: SD1231 (RuleViolation - Warning) - pinnacle21
E M - Concaomitant Medicatiar Message: RSORRES value is longer than defined max length 42 when (RSTESTCD == "HAMD116B")
: Rows: 33,51, 86, 104, 158, 212, 248,320
DD - Death Details = 2 e SR TR OGS e eT0
¢ . - N VAL F
E DI - Device Identifiers Press F2 to focus!
ﬁ DM - Demographics 33,4 33 HAMD116B - HAMD1-Loss of W... HAMD1-Loss of WT Accoramyg e mHamm 1= Hanion Uepression T Eropanie welgniussassuuauen | .
ﬁ DS - Disposition 514 16 HAMD116B - HAMD1-Loss of W... HAMD1-Loss of WT According tc... HAMD 17 - Hamilton Depression... Probable weight loss associated ... 1
ﬁ EC - Exposure as Collected 86, 33 HAMD116B - HAMD1-Loss of W... HAMD1-Loss of WT According tc... HAMD 17 - Hamilton Depressior... Probable weight loss associated ... 1
ﬁ EX - Exposure 104 16 HAMD116B - HAMD1-Loss of W... HAMD1-Loss of WT According tc... HAMD 17 - Hamilton Depression... Probable weight loss associated ... 1
§ FA - Findings About Events or 158 16 HAMD116B - HAMD1-Loss of W... HAMD1-Loss of WT According tc... HAMD 17 - Hamilton Depressior... Probable weight loss associated ... 1
E FT - Functional Tests 212 16 HAMD116B - HAMD1-Loss of W... HAMD1-Loss of WT According tc... HAMD 17 - Hamilton Depression... Probable weight loss associated ... 1
ﬁ IE - Inclusion/Exclusion Criteri 248, 16 HAMD116B - HAMD1-Loss of W... HAMD1-Loss of WT According tc... HAMD 17 - Hamilton Depressior... Probable weight loss associated ... 1
ﬁ LB - Laboratory Test Results 320 16 HAMD116B - HAMD1-Loss of W... HAMD1-Loss of WT According tc.. HAMD 17 - Hamilton Depressior... Probable weight loss associated ... 1
:i MH - Medical History
F fals F bl m lamm D m T i S e

839]



How we built

itin Cumba (3):

the findings table, linked back

B

The findings table — linked back

e QOpen the findings table as its own tab

Show Validation Report

e Each row is a finding (issue ID, message, severity, dataset, variable, row)

e (Click arow - Cumba jumps to that cell in the data view, scrolled into focus

Report and data side by side — one is a list, the other is the live view, both are the same workspace.

Report — sdtm

& library
Library
& sdtm
& FORMATS

E AE - Adverse Events

:E CM - Concomitant Medicatior
DD - Death Details

DI - Device Identifiers

=

&

E DM - Demographics

:E DS - Disposition

E EC - Exposure as Collected

:E EX - Exposure

E; FA - Findings About Events or

FT - Functional Tests

E IE - Inclusion/Exclusion Criteri
LB - Laboratory Test Results

: MH - Medical History

e

-

L T R e I T e

Library: sdtm
b
domain
Data set
6 RS
7 RS
8 RS
9 RS
10 |RS
11 RS
12 RS
13 |RS
14 |RS
15 RS

2026-06-08 11:18:00: Preparing validation report table...

severity
Severity

Warning
Warning
Warning
Warning
Warning
Warning
Warning
Warning
Warning
Warning

scope
Scope

Variable
Variable
Variable
Variable
Record
Record
Record
Record
Record

Record

SaL

row_index
Row

103
157
211

message
Message

Variable length is too long for
Variable length is too long for
RSORRES value not found in 1
RSORRES value not found in 1
RSORRES value is longer thar
RSORRES value is longer thar
RSORRES value is longer thar
RSORRES value is longer thar
RSORRES value is longer thar
RSORRES value is longer thar

RSTESTCD
Assessment Short Name

v AL F

HAMD116B - HAMD1-Loss of W...

RSTEST
Assessment Name

HAMD1-Loss of WT According

HAMD116B - HAMD1-Loss of W...

HAMD1-Loss of WT According

HAMD116B - HAMD1-Loss of W...

HAMD1-Loss of WT According

HAMD116B - HAMD1-Loss of W...

HAMD1-Loss of WT According

HAMD116B - HAMD1-Loss of W...

HAMD1-Loss of WT According

HAMD116B - HAMD1-Loss of W...

HAMD1-Loss of WT According

HAMD116B - HAMD1-Loss of W...

HAMD1-Loss of WT According

& RS
v
RSSEQ

Sequence
Number
I
334 33
514 16
864 33
104 16
158 16
2124 16
248, 16
3204 16

HAMD116B - HAMD1-Loss of W...

HAMD1-Loss of WT According

1 cells from [5:20] to [5:20]



How we built

it in Cumba (4):

findings switch & run corej engine

B

Columns Sort Filter Tools Help Cumba Clinical Data Browser - 0.5.0.272
@ @ A 3
® & 0 EEE® 799
¢ DM
v
pTC  AGE AGEU SEX RACE ETHNIC
ime Age Age Units Sex Race Ethnicity f
th
N ® ® A ®
1 84 YEARS - Years M -Male WHITE NOT HISPANIC OR LA™... ZAN
2 76 YEARS - Years F - Female WHITE NOT HISPANIC OR LA™... ZAN
3 61 YEARS - Years M -Male WHITE NOT HISPANIC OR LA"... ZAN
4 63 YEARS - Years F - Female WHITE NOT HISPANIC OR LA"... PLA
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& library

Library
> & sdtm

@ Check Using CORE

CDISC Standard:
Standard Version:
TIG Use Case:
Define-XML Version:
Define-XML File:
CT Packages:
Reference Library:
Use Data Sets:
Use Rules:

Rules Directory:
Extra Rule Files:

Rule Worker Threads:

X

sdtmig

3-2

2.1

ige-DatasetJson/sdtm/json/define.xml

define-xmlct-2020-12-18, sdtmct-2020-12-1.

~
e

ALL

ALL

1

OK

Cancel
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Summary - How findings should reach you?

3

At the source. Right where the problem is — the cell, the row, the code — not in a separate
document.

Right away. While you're working on the data — not months later in a separate validation run.
In plain language. Something a programmer reads and understands — not a cryptic message.

Without the flood. Filtered, not 1000 findings where 950 are noise — or you give up and read
none.

Easy on the eye, and switchable. Color that's clear, and you can turn it on or off when you want.

Cumba uses:
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Suggestion @YD

Every checking tool writes findings its own way.
We have standards for data, metadata, rules - but not for the findings...

Suggest to share an issue notation carrying
. location cell / row / column / dataset
. Severity
. Source

ID

From Validation Reports to Contextualized SubmissionReview PHUSE SDE Utrecht 10th June 2026 A P-300 Creation



Thank you

Questions & Discussion

http://www.cumba.net - info@p-300.com - Elena Glathe & Michael Weiss, June 2026



http://www.cumba.net/
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