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INTRODUCTION LIFE SCIENCE ANALYTICS FRAMEWORK (LSAF)
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Libnam mysas &
Libname mysas2

asis_/5ns/Files”;
&_SAsis_/Demo” ;

%let nunberops=1000;
%let fileExtension=txt;

/% This creates a test1 Dataset %/

) data nysas.testl;

32 set mapssas.africa;
31
3 Libname mysasi "&_SASWS_/SAS/Formatsi”;

© PROC FORMAT LTB=ny=asi.sasfory
value testcat (nultilabel)

1=Test 1
1='Test 2
1="Unknown’;

© proc print data-nysas.testl;

Adminisiration Authorzation

Extended Atirbutes

© Audt History

T —— ERE
G F AR TRE A N E LA ] 2 0
<o rsASFestestt
“ 1 Repostory o 10tems

“ B Cinica Develpmen
pe Name e
@ Cardovascuar = e
> @ intectious Diseases =
» @ Neurological =
_ Owner. B Gbson (g =)
o
B
users or Groups
e & owner
» 4 Members
B
ssers
B mam
B
Permissions
samn )
Reas e}

Web Based Environment

Dashboard / Repository / Workspace
Versioning / E-signature / Check-in/
Check-out / Permissions / Privileges /
Audit trail

SAS Programming Environment
Hosted Environment




INTRODUCTION PINNACLE 21 CLI TOOL

- Command Line Interface, SAS Program with X Command or javaobj

- Establishing documented evidence which provides an assurance that a specific
process will consistently produce result with predetermined specification and quality
attributes.

- Achieve high level of process automation. CLI will prep and automatically push data
or send requests to P21 Enterprise Server to pull data from LSAF system.

- Enable high level result evaluation and process flow automation. CLI produces return
codes that correspond to validation severity levels.

- Transparent process execution and error reporting. Comprehensive set of error
codes to aid process development and debugging.

- Tight integration with LSAF environment. CLI results are checked into repository.

- Configurable connectivity options and full utilization of P21 Enterprise security model.
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INTRODUCTION PINNACLE21 ENTERPRISE

Enterprise CLI: SDTM YFitor:Al» @ Export Report
“f::::”" e R R - Enterprise level reporting and issue analysis.
[ —— e s . Complete issue details capture
pg |  ——— 80 e memssowaraownr. o ENterprise managed rules and standards.
w_‘_&_ :“" 2l ot - Other Enterprise features ...

Sevecty  Dataset Rule mpact Analyse
Emor  IE SD1077  FDA Expected variable EPOCH not found = Exposure Analysis Panel

Eror  AE SD0091 AEQUT is not 'FATAL', when AESDTH="Y"  Fou | JMP Clinical Treatment Emergent AE Summary

Emor MH  SDI114C  Case for MHBODSYS is in incorrect case [ Coution | JReview Heart Rate Baseline vs Max Value Scatter Plot
Eror  MH SDO00BC  Value for MHDECOD is in incorrect case  Caution | JReview Heart Rate Baseline vs Min Value Scatter Piot

Emor PR SD0035  Missing value for PRDOSU, when PRDOSE, PRDOSTXT or PRDOSTOT is provided
Eor  AE SD1132  AESERis not'Y'

Emor DV SD1077  FDA Expected variable EPOCH not found

Emor MH  SD1114  Value for MHBODSYS not found in MedDRA dictionary

Emor  AE SDO0B0  AE start date is after the latest Disposition date

Emor  AE SD0009  No qualifiers set to Y', when AE is Serious.




PROBLEM DEFINITION

- LSAF is hosted environment at SAS

- Pinnacle Enterprise is hosted environment at Pinnacle

- How to use single credentials for end user?

- How to run Enterprise checks and maintain full data traceability?

- How to run Enterprise checks and maintain validation parameters
traceability?

- How to run Enterprise checks and maintain validation report history?

- How to run Enterprise checks and automate process flow and result
analysis?

- PMDA and FDA checks are run in 1 step.




SOLUTION PROCESS FLOW
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SAS Program/ SAS Job is executed within LSAF controlled Environment
which authenticates and connect to Pinnacle 21 Server. Data is securely
transferred in compressed format to P21 Server.

Data is extracted on P21 server and checks are executed.

Final Excel report generated via execution checks is transferred back to
LSAF environment.
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SOLUTION PINNACLE SAS MACROS FOR LSAF

- Macros & config file to be saved in the global area so as to be accessible to
all projects

v |4 O Name Size M
v E Files R | pinnacle21-cli-1.0.0 jar 6428 MB Gr
q 1 - [ | pinnacle21.conf 691 bytes  Sc
>. p R | xadd_to_classpath sas 716 bytes  Gr
s -
>.: [ | xinit_classpath_update sas 648 bytes  Gr
>. 5 B xreset _classpath.sas 182 bytes Gr
>. ) B | xsetup sas 916 bytes  Gr
>l macros
v [l Pinnacle21
vl emacros




SOLUTION PINNACLE21 CLIENT FILES

° p21-C|ient-1 07jal’ = Java application

- pinnacle21.conf

web.host="[https://[p2]1 server].pinnacle2l.net]"
api.key=[API access key provided by the P21 Enterprise Server Admin. P21 Enterprise Server will be
configured with an API key]
group=[user group. Typically, P21 Server will be configured with default user group called
enterprise cli]
# To enable HTTPS connectivity between LSAF and P21 Server
# the following configuration is needed:
default.http.proxy.host="[proxy server URL]"
default.http.proxy.port=[port number]




SOLUTION SAS CODE

data null ;

dcl javaobj jCmd("net/pinnacle2l/oce/utils/ProcessUtils"); class ProcessUtils-

length exitCode 8.;
array s{&i.} $200 (scmd.); String[] s

jCmd.callStaticVoidMethod ("startFromCommandLine",s); public static void startFromCommandLine(String[] s)

jCmd.callStaticIntMethod ("exit", exitCode) ;
put exitCode=;
run;
%init classpath update;
%add_to_classpath(&macloc./&version..jar);
$pinnacle2l (version=&version..jar,
Params=%nrbquote (
--project=Project name,
--study=Study,
--standard=sdtm,
--standard.version=3.2,
--meddra.version=19.0,
--cdisc.ct.sdtm=2017-03-31,
--source.sdtm="1saf:///&study path",
--report=&report path./&report name..xlsx,
--report.cutoff=10),
report path=&report path.,
debug=N) ;
sreset_classpath;

Documentation Reference:

How to Automate Validation with Pinnacle 21 Command Line
Interface and SAS

Pinnacle21 Parameter Reference -
https://www.pinnacle21.com/documentation

SAS JavaObj -
http://support.sas.com/rnd/base/datastep/dot/javaobj.html

Dynamically setting Classpath -
http://support.sas.com/kb/38/518.html



https://www.pinnacle21.com/documentation
http://support.sas.com/rnd/base/datastep/dot/javaobj.html
http://support.sas.com/kb/38/518.html

SOLUTION HOW TO CALL THE MACRO

Call the macro from study, specifying the versions of standard, controlled terms
and various dictionaries

run_p2ient_sdtm . sas [read-only] "l Untited.sas™ *

1

2 %let study_path = %str (i 1/ / 3 ‘Files/sdtm-v3.2/compliance) ;
3 %let report_path = %str(&_SAsSWS_, /I 4 3/&2 0 fiil Zwn zzoos/Files/utilities/development/output) ;
4 %let report_name = S_P21E;

5 %let version = %=tr(pinnacle2l-<li-1.0.0);

& %put &report_name;

7 ¥ validate datasets;

2 $gp2lent(version=&version..jar,

S Params=%nrbguote (

10 ——project=EomIz o=, =es,

11 ——study=asisi" N ahS EmSetueT,

1z ——standard==dtm,

13 —-—-standard.version=3.2,

14 ——meddra.version=19.0,

15 ——cdisc.ct.sdtm=2017-03-31,

1é ——snomed.version=2016-09-01,

17 ——unii.version=2016-09-06,

18 ——report.cutoff=20,

1S ——ndf-rt.version=2016-10-03,

20 —-—group=enterprise_cli,

21 ——source.sd:m=“lsaf:///&study_Path",

22 ——report=&report_ path/&report name..xlsx),
23 report_path=&report path/&report_name..xlsx,
24 debug=Y) ;




SOLUTION OUTPUT

- Output pushed back from Pinnacle21 to LSAF repository, accessible to
project team only
- PMDA and FDA checks are run in 1 step.

B |/atm 3 ’ i[Files/utilities/developm ent/output
>|:,\ [ Name Size Modified By Date Modified Signed Repository Version Wc
>L..‘ ﬂ B] S_P21Exsx 106.04 KB N 1.0
= -

Pinnacle 21 Enterprise Validation Report

Generated: 2017-11-08T18:07:39

Standard: ADaM-IG 1.0

CDISC CT Version: 2017-09-29 (SDTM), 2017-09-29 (ADaM)
MedDRA Version: 19.0

Software Version: 3.2.2




BENEFITS DATA TRACEABILITY AND ACCESSIBILITY

- Since multiple team members work on different studies, instead of everyone
downloading data manually on local machines, this method allows to run
validation directly from within LSAF hence protecting data and preventing
multiple local copies of data on different PCs

- This mechanism allows to run validation without losing data traceability as the
data is transmitted securely and tracked across systems

- Saves admin work of creating more than one set of credentials for all users

- Result Reports are stored securely and accessible to study team members
only within LSAF environment




BENEFITS

How to use single credentials for Running through LSAF, saves the
end user? hassle of creating a separate
credentials for P21 url

How to run Enterprise checks and Since data is being directly pulled off

maintain full data traceability? of LSAF, there is no manual download
and upload of data as needed
otherwise, thus maintaining the full
data traceability.

THE
POWER
TO KNOW.

Osas




BENEFITS

How to run Enterprise checks and wf [ [0 [
maintain validation parameters PRI ‘
tra cea bi I ity? “': ::’:""" » Repgnpam Character Aaslu;ﬁwf.Sj B O R pul)

How to run Enterprise checks and Since LSAF has a built in version
maintain validation report history?  control system, it maintains a report
history for each validation run.

I3y Dashboard | [E] Checked-out Files \ B Repository \q Workspace 1 {6} P21ent_ADaM(1.0) [read-only] * |
B

General Status Date Submitted v Version Run-as User Submitted By Date Completed Run Information

SAS Programs ©  Apr25,2018 10:53 AM GMT... 10 Sonali Garg Sonali Garg Apr25,2018 10:54 AMGMT... Job completed successfully.
Parameters

Inputs
Qutputs
Publish History




BENEFITS

Pinnacle 21 Enterprise Validation Report

PMDA and FDA checks are run in 1 -

Dataset  Rule ID Publisher Il Message FDA PMDA Found
ste p ADAE SD0059 FDAC034  Define.xml/dataset variable type mismatch Error Warning 2
.

ADCM AD0047 Required variable is not present Error Error 2

Define.xml Define file can be created using the
validation ran from within LSAF
Only define creators need to have
login credentials to Pinnacle 21 url

SDTM-IG 3.2

Date of document generation: 2018-03-12T17:19:06Z -
Annotated Case Report For

Stylesheet version: 2013-04-24
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Procedures (PR) parameter value
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