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Introduction S CHILTERN

* OpenCDISC Validator: free, open source tool for
checking clinical data compliance with CDISC
standards

* Written in Java P
« Graphical user interface and command line interface —

* Input: SAS V5 XPORT files or delimited files

* Output: Excel or CSV
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(@) opencpisc validator ™ [=] B3 I

File Help
What would you like to do? ® ‘alidate Data ) Generate Define.xml

Standard: |SEND v|

Source Format: |SAS® Transport (XPORT) |v| !
Source Data: | Browse

Remove

e
g

e

=

You can select multiple files or folders as sources

Configuration: |conﬂg-send-3.0.xm| |v|

Define.xml: | H Browse

Optional

= Report Settings

Report Format: |C

Progress: I |

Waiting to begin.

Start I | Stop |
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Running OpenCDISC Validator CLI CHILTERN

cd [location of OpenCDISC]

[Java application launcher location\]Jjava [options] -jar [OpenCDISC jar]
[parameters]

Go to OpenCDISC directory
Launch Java

Specify validator-cli-1.3.jar for the —jar option
Add OpenCDISC parameters

cd C:\sas\opencdisc
C:\sas\java\bin\java -jar lib\validator-cli-1.3.jar -source=C:\sas\testdata\*.xpt

-config=config\config-sdtm-3.1.2.xml
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Running OpenCDISC Validator CLI <= CHILTERN

OpenCDISC ¥alidator ™ [=] B3 |

File Help

What would you like to do? @ ‘alidate Data () Generate Define.xml

Standard:  |SEND \v|

Source Format: |SAS® Transport (XPORT) |v|

Source Data: | Browse /
o

=

S [ sep | —

Remove

You can select multiple files or folders as sources

Configuration: [conﬁg-send-S.D.me |v|

Define.xml: | ” Browse |

Optional

Report Format: Report Settings

Progress: I |

Waiting to begin.




Running system commands in SAS

* Multiple ways:

X statements

X commands

FILENAME PIPE statements
CALL SYSTEM routine
SYSTASK statements
%SYSEXEC calls
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Running system commands in SAS “o= CHILTERN

( [

Important options:
« XCMD
« XSYNC
« XWAIT

Other things to keep in mind:

« Command separator is operating system dependent
 Directory delimiter is operating system dependent

» Redirection sequence 2>&1

- File handle 0: standard input (STDIN)
- File handle 1: standard output (STDOUT)
- File handle 2: standard error (STDERR)

-
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Running system commands in SAS <= CHILTERN

filename javachk pipe "cd C:\sas\opencdisc
& C:\sas\javal\bin\java -version 2>&1";

data Jjavachk;
infile javachk;
input;
length cmd $2000;
cmd= infile ;

runy

™ YIEWTABLE: Work. javachk

cmd |

1 |ava version '"1.6.0_31"
2 Java[TM] SE Runtime Environment [build 1.6.0_31-b05)
3 Java HotSpot[TH] Client VM [build 20.6-b01, mixed mode, sharing)

-
—
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Combining OpenCDISC Validator and == CHILTERN
SAS

filename runoc pipe "cd C:\sas\opencdisc & C:\sas
\Java\bin\java -jar lib\validator-cli-1.3.jar -
source=C:\sas\testdata\*.xpt -config=config
\config-sdtm-3.1.2.xml 2>&1";

data _runoc; "“ﬂ-—-

infile runoc;

input;

length cmd $2000;

cmd= infile ;
run;

™ YIEWTABLE: Work. runoc

cmd
1 | Beainning validation, please wait...
| The validation has completed.




Getting the results in SAS

.
@] HY-t- |5 opencdisc-report-2012-07-23T14-00-28.xls [Compatibility Mode] - Microsoft Excel o B &
Home Insert Page Layout Formulas Data Review Wiew Acrobat [A] o o @ R
* Arial 14 - E = %ﬁ General v LE]ConditionalFormatting v galnsert - DI W [ﬁ
- 2 . v = = |5 o f Z
a3~ B 7 U~ A A = = E‘ @ v % @ Format as Table ~ 3™ Delete ~ D v
Paste i P <0 .00 — a2 Sort & Find &
- I HE | DA EE | B %8 3% (5 Cell Styles ~ i Format ~ | 2~ Filter~ Select~
Clipboard 1 Font [ Alighment [ Number [ Styles Cells Editing
Al v ‘ fe | OpenCDISCvalidator Report v
A B | C | D | E | F [ 66 | H e
1 OpenCDISC Validator Report ]
2

3 Configuration: C:\saslopencdisciconfigiconfig-sdtm-3.1.1.xml
4 Define.xml: Not provided
5 Generated: 2012-07-23T14:00:29

5

7 Processed Sources
8 Name Label Class Source Records  Errors  VWarnings Notices =
9 AE Adverse Events Events ae.xpt 111 0 0 0

10 CM Concomitant Medications Interventions cm.xpt 36 0 0 0

11 DM Demaographics Special Purpose  dm.xpt 153 0 1 1

12 DS Dispasition Events ds.xpt 393 0 3 0

13 DV Protocol Deviations Events dv. xpt 27 0 0 0

14 \EG ECG Test Results Findings eq.xpt 25783 0 309 0

15 EX Exposure Interventions ex.xpt 717 0 2 0
WLB Laboratory Tests Findings Ib.xpt 9974 0 2835 0 i
17 MH Medical History Events mh. xpt 25 0 0 0

18 \ML Interventions Interventions ml.xpt 363 0 0 0

19 |PC Findings Findings pc.xpt 2592 0 0 1]

20 |PE Physical Examinations Findings pe.xpt 2304 0 2 0

21 PG Findings Findings pg.xpt 288 0 0 0

22 ‘F'P Findings Findings pp.xpt 1288 0 0 0

23 |SC Subject Characteristics Findings sc.xpt 160 0 0 0

24 \SE Subject Elements Study Design se.xpt 1343 0 2 0

25 |SU Substance Use Interventions su.xpt 240 0 3 0

26 SUPPAE Supplemental Qualifiers Special Purpose  suppae.xpt 1128 0 0 0

27 SUPPCM  Supplemental Qualifiers Special Purpose  suppcm.xpt 108 0 0 0

28 \SUPPDM Supplemental Qualifiers Special Purpose  suppdm.xpt 299 0 0 0
jQ_S!JEI{—’I’]R Sunnlementa i : i ’ 49 n n n 4
4 4 » ¥ | Dataset Summary . %@?W% 4] il | » [

Ready |

|[E@@m % —0—)
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Getting the results in SAS <= CHILTERN

 Excel

- SAS/ACCESS to PC Files and PC Files Server needed
on Unix

- CSV
-J“‘—-

- PROC IMPORT

- DATA step with INFILE statement
- XML

- LIBNAME XML with XMLMap

proc import datafile="C:\sas\opencdisc\reports
\report.csv" out= report dbms=csv replace;
datarow=2;
getnames=yes;
guessingrows=32676;

run;




Performance

* lib\properties\settings.properties
- Engine.ThreadCount

@ settings.properties - Notepad

EYIEl=>c=)

File Edit Format View Help

Engine. ThreadCount = 1

Engine. InputBuffersize = 8

-~

]

A
<< CHILTERN

p—

-




LN
Performance S5 CHILTERN

=

Run time (sec) vs. number of cores
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Directories specified correctly?

Does it run outside of SAS?

Exotic Java exceptions > |latest Java version?
Does it run using the GUI?

Can the OpenCDISC community help?
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Other systems S CHILTERN

* R-project: system() function

- Stata: shell command

 MATLAB: system() function or exclamation
point character (!)




Conclusion

- Easy
« Safe valuable time

- No file transfer needed

- Leverage computing power of server
« Qutput available for further processing

- Excel report: complete and looks good

- CSV report: for further processing in SAS
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[ ABSTRACT [edit] ]

OpenCDISC Validator is a free, open source tool for checking clinical data compliance with CDISC standards. The input is data that you can create

in 5AS®, the tool can be called from the command line, and the output can be read in SAS, so running a compliance check can be handled
completely by SAS on a range of operating systems. The purpose of this paper is to explain how to run OpenCDISC Validator from within SAS and
automatically read the results in SAS for further processing. The examples that are given are tested on SAS on Microsoft Windows and Sun
Solaris.

( INTRODUCTION redit] W k%

http://www.phusewiki.org/wiki/index.php?
tite=Let SAS handle your CDISC compliance check: autom
ating OpenCDISC Validator in SAS
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