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@ Pinnacle 21 Community - O X
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# Home N
PINNACLE? COMMUNITY

v \Validator

# Definexml ‘. Where would you like to begin?

o8 Converter

A& ClinicalTrials.gov

Validator Define xml Generator Data Converter ClinicalTrials.gov Miner
Check compliance with SDTM Create compliant Define.xml 2.0 Convert data between SAS Aggregate clinical outcomes and
SEND, ADaM, and Define. xml and 2.1 for SDTM, SEND, and XPORT, Excel, CSV, and site info across trials and
ADaM datasets Dataset-XML therapeutic areas

M Recent Updates

N PMDA engine 1511.6 to be decommissioned on March 27th, 2023 ay

R Register for Webinar: PMDA’s New Validation Rules 4.0 Explained aye

A Register for Webinar: Quality SDTM - the Bridge between Biostats and Medical Writing ay

M Exclusive Webinar: Validation Rule Updates in FDA Validator Version 1.6 ay

M Register for Webinar: Explore the new P21 Community 4.0 2 years ago
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Generate Define

Define.xml Generator | ==
# Generate Define.oml

Define Standard

— needs excel sheets with Metadata

— generates define and stores it together with style sheets
— no need to create define programs themselves

— quick

— no message if excel sheet is not suitable, but creates an empty define
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Creating Specification in excel format via xpt files or Define.xml file

S » Pinnacle 21 Community » configs » 2204.1

MName . Status Date modified Type Size
.| ADaM-IG 1.0 (FDA)xml @ XML Document 272KB
L] ADaM-IG 1.1 (FDA)xml @ XML Document 639 KB
_________ e J ADaM-1G 1.1 (NMPA)xml @ XML Document 624 KB
- N .| Definexml (FDA)xml @ XML Document S0 KB
o __| Definexml (NMPA)xml @ XML Document ATKB
B Dvop your files hgf" to selact them ] SDTM-IG 3.1.2 (FDA)xml @ XML Document 1.160 KB
= (7] SDTM-IG 3.1.3 (FDA)xml @ XML Document 1478 KB
:| SDTM-1G 3.1.3 (NMPA) xml @ XML Document 1.366 KB
j SDTM-IG 3.2 (FDA)xml @ XML Document 2351 KB
F— somua 1z . [ SDTM-IG 3.2 (NMPA).xmi @ XML Document 2219KB
m J SDTM-IG 3.3 (FDA).xml @ XML Document 3164 KB
] SEND-IG 3.0 (FDA)xml @ XML Document 1.106 KB
[7] SEND-IG 3.1 (FDA)xml @ XML Document 1.407 KB
e =3 (7] SEND-IG 3.1.1 (FDA)xml @ XML Document 1.409 KB
| e | ] SEND-IG-AR 1.0 (FDA)xml ] XML Document 1.887 KB
[7] SEND-IG-DART 1.1 (FDA)xml @ XML Document 1.744 KB

— Possibility to create a specification template via a xpt file or an existing define from another
study to have the required specification format.

— Possibility to use configurations of P21C of the relevant data standard (e.g., SDFM 3.2 (FDA)).
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Possibility to convert xpt to excel, csv or xml — aggregates clinical outcome measures/endpoints
file across trials and therapeutic areas
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Validator
Edit View Help
Home . -

Validator
Validator

+ Validate Data

Define. xml
Converter Engine FDA (2204.1) - Standard Defina-XML
ClinicalTrials gov Data Standard SDTM-IG 3.2 (FDA)

Define.xml

SDTMCT 0171222

— Validation of define.xml and /or data (xpt files) for the following standards
— SDTM, ADaM, SEND

— Results in excel format
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Validation Summary Dataset Summary

Pinnacle 21 Validator Repont

3 |Conbguration: ¢ 1CON CLICAL 0. IREL 2 NSO Pinnacle 21 Validator Report
4 |Define xml: C - ICON CLINICAL 0 - BEL P e

5 Genersted 2024-03-04T13:33 50+01 00

6 |COMSC SOTM CT Version: 20171222

Processed Sources

& lswoueD. 0841 Domain  Label Class Source Records
e aa SLOBAL  Global Metadata - - 0 0
10 MED-RT: 2021-43-01 &E Adverse Events EVENTS ae.xpt 865 0
11| WHOOD: GLOBALE3S9p23 = =
o e ey CE Clinical Events EVENTS ce. xpt 224 o
13| Sokware Viesion 402
u M Concomitant Medications INTERVENTIONS em.xpt 11986 0
:: DA Drug Accountability FINDINGS da. xpt 385 o
1w SPECIAL
1 oM Demographics PURPOSE dm.xpt 339 0
<! SPECIAL
% 3V Subject Visits PURPOSE sv.xpt 2763 0
n TA Trial Arms TRIAL DESIGN  taxpt 12 0
: IE Trial Elements TRIAL DESIGN  te.xpt ] 0
k-] n Trial Inclusion/Exclusion Criteria  TRIAL DESIGN  tixpt &4 0
: s Trial Summary TRIAL DESIGN  ts.xpt 6 0
= v Trial Visits TRIAL DESIGN  tv.xpt 12 0
‘; VS Vital Signs FINDINGS vs.xpt 12916 0
- Total 522200 L
n
»n
M
: Domain _ Label Class Source Records

Valldation Sumsmary | Dataset Summary | lssue Sommary | Details | Rubes Total 0

Grand Total ] ] s |

— Summary of Configuration: SDTM/or ADAM-IG
version (FDA or PMDA), MedDRA, WHODD, — List of datasets with class, number of records
SNOMED, MED-RT (Medication Reference and number of rejections

Termlnology), validation engine and software Overall summary of records and rejections
version 8
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Issues Summary Details

1| Pinnacle 21 Validator Report NG
: 2 AE i AEENRTPT rull, mll SD021  Messing End Time-Poant value Consistency
A T Sevesiy Found 3 |aE 17 AEENRTPT null, ull S00021  Mssing End Time-Poant value Consistency
5 AE USUBJID, AESEQ, Mo Details info for AESMIE Adverse Event
o] AL Minsioh End T P vt 2 A ) fsﬁgfn AESEQ RO .Y s S%Jupp?g :LMAEM Adverse Event Fresnce
4 , L, o ails il rse Event
z o T e ey o1 & SUPPAE dommsi 2 s |ag 7 AESMIE XOL11005.1,Y  SD1143  in SUPPAE domain Presence
= snmmm AEENDTC dote 1s sher REPENDTE P AESTOTC, 2019-10-24T13.07,
0 501333 AEQUT = RECOVEREDVRESOLVED, bt an and date or collectsd duration is not provided 1 ez 128 iggr?unm ;:::_;‘:j;:; ::_ iz ACSTOTC datels sher RAPENDTC .
u SD1339 [Missing EPOCH walus, whas 3 sian or clssareation dete is prrided 5 7 |aE 218 SUBRFFENDTC  2019-01-03T1128 SD1207  AESTDTC date is after RFPENDTC Limia
12 CH CMDOSFRQ value not found in
13 CT2002 CMDOSFRA value not found in Frequency’ extensible codelist 2003 8 cM 2003 CMDOSFRQ OTHER CT2002  Frequency extensible codelist Terminalogy
1| CT2002 CMDOSL valoe not found m Unst' extensible codalist 1500 EMOGSU value not found in Uit
LY CMROUTE value not found in Route of Administration Response’ extensible codelist 134 9 |CM 1500 CMDOSU OTHER CT2002 extensible codelist Terminalogy
16 500002 HULL value in CMTRT variable marked as Roquired 1 | Administration Response’ extensible
17) 500021 Missing End Time-Point valus 15 10 |[cM 1334 CMROUTE OTHER CT2002  codelist Terminology
18 SD00Z2 Missing Start Tire-Poset value a5 | CMENDTC,
Missing values for CMSTDTC, CMSTRF and CMSTRTPT, when CMENDTC, CMENRF or CMENRTFT is 11 [CM 283 CMENRTPT Al null SD0021 Messang End Time-Poant value Consistency
3 SDO03 provided 4 12/cM 4146 CMSTDTC rull S00027  Messing Stant Time-Point value Congistency
20 00035 Missing vals for CMDOSU. when CMDOSE, CMDOSTXT or CMDOSTOT is provided L} | CMSTDTC Missing values for CMSTOTC, CMSTRF
A SDi202 CMSTOTC date is akter RFPENDTC L] CMENDTC, null, 2018-10-09, and CMSTRTPT, when CMENDTC,
2 501204 CMENDTC date is aiter RFPENDTC 21 13 [cM 2652 CMENRTPT null SD0031  CMENRF or CMENRTPT is provided Consistency
3 801339 Missing EPOCH value, when a start or obsenvation date is prowded 485 | HNULL value in ARMCD vanable marked as
28| DM 14 |0M 121 ARMCD rull 800002 Required Presence
23 CT2002 RACE value not found in Race’ extensible codelst 2 HULL value in ACTARM variable marked
2% S0000z HULL value in ACTARM variable marked a5 Required 17 15 (DM 122 ACTARM aull SD000Z a3 Required Presence
7 SD0002 HULL valuo in ACTARMCD variable marked as Roguired nr | HULL value in ACTARMCD variabe
5 500002 HULL value in ARM variable marked as Required 17 15 [OM 122 ACTARMCD null 500002 marked as Required Presence
Fo) 500002 MULL vabue in ARMCD variable marked as Requred ur HULL value in ARM vanable marked as
2008 17 oM 122 ARM il SDO00Z Required Presence
DSDECOD vakue not found in Tompltion/Reasan for Nom-Complation’ sxtensible codelst when DSCAT HULL value in ARMCD vaniable marked as
£l CT2005 == DISPOSIMON EVENT 2 18 _DM 122 ARMCD null 500002 Required Presence
2 SD0022 Missing Start Time-Point value 10 HULL valug in ACTARM variable marked
33 SD1118 Neither DSSTOTC, DSDTC nor DSSTOY are populated 10 19 (DM 123 ACTARM rull S000a2 as Required Presence
34 S01274 DSTERM equals OTHER 1 HULL value in ACTARMCD vanable
A P TETTY Alinnina BRI cnbon. adam O AT in PECOAETIOLL ELELT A o - smmemaees - T ol - N -

Validation Summary Dataset Summary | lssue Summary | Details | Rules

— List of issues per domain inclusive related — Details of issues
rule and number of occurrences
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Validation Rules

B
p§ Pinnacle 21 ID Publ Category  Severity
CG0020, Variable must be populated with terms from its CDISC controlled
CG08S, Variable value not found in non-extensible terminology codelist. New terms cannot be added into non-extensible
2 [cT2001 G131, codelist codelists_ Terminology
) Variable should be populated with terms from its CDISC controlled
FDABO17, terminology codelist. New terms can be added as long as they are not
3 cT2002 G021 Variable value not found in extensible codelist  duplicates. synonyms or subsets of existing standard terms Terminology
i} with the same Codelist Code value in CDISC control terminology. There
FDAB009,  Coded and Decoded values do not have the same is one-to-one relationship between paired variable values defined in
4 |CT2003 G021 Code in CDISC CT CDISC control terminology by Codelist Gode value Terminology
) Variable value not found in non-extensible terminology codelist, when its value level condition is met. New terms
5 CT2004 G021 codelist when value-level condition occurs ‘cannot be added into non-extensible codelists Terminology

terminology codelist, when its value level condition is met. New terms
Variable value not found in extensible codelist  can be added as long as they are not duplicates, synonyms or subsets
6 [cT2005 G021 when value-level condition occurs of existing standard terms. Terminology
with the same Codelist Code value in CDISC cantrol terminology. There
Coded and Decoded values do not have the same is one-to-one relationship between paired variable values defined in
FDAB00S.  Code in CDISC CT when value-level condition  CDISC control terminology by Codelist Code value within the same
7 |cT2006 G021 oceurs value level condition. Terminology
i} submissions must include a define xml file for each study in Module 4
(nonclinical) and Module 5 (clinical). Note: Refer to the data standards
catalog by the relevant Regulatory Agency for acceptance of standards

8 |DD0101 eCTD 1736 Missing define xm file and their versions Presence Reject
9 |SD0001 CG408 No records in data source Domain table should have at least one record. Presence
i} CGO014, Required variables (where Core atribute is ‘Req) cannot be NULL for
10 SD0002 CG208 NULL value in variable marked as Required any records. Presence
11SD0003 CG238 Invalid SO 8601 value for variable intemational standard. Format
12 SD0004 CGU413 Inconsistent value for DOMAIN name of the dataset. Consistency

The value of Sequence Number (~SEQ) variable must be unique for
each record within a domain and within each Unique Subject Identifier

(USUBUID) or Pool Identifier (POOLID) variables value when they are

13 |5D0005 CG0026 Duplicate value for ~SEQ variable present in the domain. Exclusions are DO, DT, DU and DX domains.  Consistency
i in EG. LB, MB. MS, PC and VS domains, except for subjects who

failed screening (ARMCD ="SCRNFAIL’) or were not fully assigned to

an Arm (ARMCD = 'NOTASSGN') or were not treated (ACTARMCD =

14 SD0006 TCG4.141  No baseline flag record in Domain for subject  "NOTTRT). Presence

3} same Short Name of Measurement, Test or Examination (~-TESTCD),

Object of the Obsenation (~OB), Measurement,Test, or Examination

Detail (~TSTDTL), Category (~GAT), Subcategory (~SCAT). Specimen

15 SD0007 FDAB030 Inconsistent valus for Standard Units Type (~SPEC) and Method of Test or Examination (~-METHOD) Consistency
Value for the Dictionary-Derived Term (~DECOD) variable must be
Validation Summary | Dataset Summary | Issue Summary | Detais | Rules

10
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Strength

— Desktop version, so no upload of data to clouds ™ data protection
— Clear arrangement of information

— Easy to handle

— No specific training required to get access

— Can be run isolated from previous runs so e.g., run on mock data without data being
transferred to the next run.

— Can be run separately by unblinded teams

12
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Weak

— Missing comparison between previous P21C run to

— check for new issues
— Check for change in number of issues
— Copying over comments for persistent issues

— Output can not directly be copied to the Reviewer’s guide without modification

At ICON

— Separate VBA tool for comparison

— Output still needs to be amended to copy to Reviewer’s Guide

13
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https://www.instagram.com/iconplc/
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