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Flow of activities s

Overview

Define Re-Use TLF Assignment Kick Off el Creation
" of Users
Global TLF ‘ Metadata ! Study Level Programming Reports
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LSAF 5.3 and the TLF module
Global TLF Metadata

General Study TLFs

Configurable Global TLF Metadata
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Define your Study-Level TLF Metadata (re-use from global/previous study

All sections
St type: Analysis S a Analysis Standard  Base standard name: ADaM

11 TLFs (i1

Results Enable Auto Flow Section Type * Identifier * R Name * R Description program name Title_1 User Assignment 1 User Assignment 2 User Assignment 3

RD.Table_14-3.0° Table 14-3.01 Primary Endpoint Analysis: ADAS-Cog - Sumi Table 14-3.01 Primary Endpo Jean-Marc Ferran (qu... Stijn Rogiers (sbxsro) Stijn Rogiers (sbxsro) QC Review

RD.Table_14-5.02 Table 14-5.02 Incidence of Treatment Emergent Serious Ady Table 14-5.02 Incidence of Tri Stijn Rogiers (sbxsro) Jean-Marc Ferran (qu... Jean-Marc Ferran (qu.. QC Review
RD.Table_14-6.02 Table 14-6.02 Incidence of Treatment Emergent Serious Ady Table 14-6.02 Incidence of Tri Kevin Clark (keclar) Adam LaManna (adla... Ben Bocchicchio (beb.. QC Review
RD.Table_14-6.0 Table 14-6.03 Incidence of Treatment Emergent Serious Ad\ Table 14-6.03 Incidence of Tri Preetesh Parikh (prpari) Ben Bocchicchio (beb... Ben Bocchicchio (beb. QC Review
RD.Table_14-6.0¢ Table 14-6.04 Incidence of Treatment Emergent Serious Ady Table 14-6.04 Incidence of Tri Adam LaManna (adla.. Sandeep Juneja (saju... Ben Bocchicchio (beb.. QC Review
RD.Table_14-6.0¢ Table 14-6.05 Incidence of Treatment Emergent Serious Ady Table 14-6.05 Incidence of Tri Sandeep Juneja (saju... Kevin Clark (keclar) Ben Bocchicchio (beb. QC Review
RD.Table_14-6.0¢ Table 14-6.06 Incidence of Treatment Emergent Serious Ady Table 14-6.06 Incidence of Tri Ben Bocchicchio (beb. Preetesh Parikh (prpari) Ben Bocchicchio (beb.. QC Review
RD.Table_14-6. Table 14-6.07 Incidence of Treatment Emergent Serious Ady Table 14-6.07 Incidence of Tri Preetesh Parikh (prpari) Ben Bocchicchio (beb... Ben Bocchicchio (beb. QC Review

RD.Table_14-6.0¢ Table 14-6.08 Incidence of Treatment Emergent Serious Ad\ Table 14-6.08 Incidence of Tri Adam LaManna (adla.. Sandeep Juneja (saju... Ben Bocchicchio (beb. Self-Verification

+
+
+
+
+
+
+
+
+
+

RD.Table_14-6.0¢ Table 14-6.09 Incidence of Treatment Emergent Serious Ady Table 14-6.09 Incidence of Tri Adam LaManna (adla.. Sandeep Juneja (saju. Ben Bocchicchio (beb. Self-Verification

RD.Table_14-6.1( Table 14-6.10 Secondary Endpoint Analysis: EQSD Summar Table 14-6.10 Secondary Enc -Marc Ferran (qu... Stijn Rogiers (sbxsro) Sandeep Juneja (saju. Self-Verification

Programmer,
Validator

and Reviewer
Assignment
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Life Cycle Management Prototype
Define your Study-Level TLF Metadata (re-use from global/previous study

All sections
St type: Analysis S a Analysis Standard  Base standard name: ADaM

11 TLFs (i1

Results Enable Auto Flow Section Type * Identifier * R Name * R Description program name Title_1 User Assignment 1 User Assignment 2 User Assignment 3

RD.Table_14-3.0° Table 14-3.01 Primary Endpoint Analysis: ADAS-Cog - Sumi Table 14-3.01 Primary Endpo Jean-Marc Ferran (qu... Stijn Rogiers (sbxsro) Stijn Rogiers (sbxsro) QC Review

RD.Table_14-5.02 Table 14-5.02 Incidence of Treatment Emergent Serious Ady Table 14-5.02 Incidence of Tri Stijn Rogiers (sbxsro) Jean-Marc Ferran (qu... Jean-Marc Ferran (qu.. QC Review
RD.Table_14-6.02 Table 14-6.02 Incidence of Treatment Emergent Serious Ady Table 14-6.02 Incidence of Tri Kevin Clark (keclar) Adam LaManna (adla... Ben Bocchicchio (beb.. QC Review
RD.Table_14-6.0 Table 14-6.03 Incidence of Treatment Emergent Serious Ad\ Table 14-6.03 Incidence of Tri Preetesh Parikh (prpari) Ben Bocchicchio (beb... Ben Bocchicchio (beb. QC Review
RD.Table_14-6.0¢ Table 14-6.04 Incidence of Treatment Emergent Serious Ady Table 14-6.04 Incidence of Tri Adam LaManna (adla.. Sandeep Juneja (saju... Ben Bocchicchio (beb.. QC Review
RD.Table_14-6.0¢ Table 14-6.05 Incidence of Treatment Emergent Serious Ady Table 14-6.05 Incidence of Tri Sandeep Juneja (saju... Kevin Clark (keclar) Ben Bocchicchio (beb. QC Review
RD.Table_14-6.0¢ Table 14-6.06 Incidence of Treatment Emergent Serious Ady Table 14-6.06 Incidence of Tri Ben Bocchicchio (beb. Preetesh Parikh (prpari) Ben Bocchicchio (beb.. QC Review
RD.Table_14-6. Table 14-6.07 Incidence of Treatment Emergent Serious Ady Table 14-6.07 Incidence of Tri Preetesh Parikh (prpari) Ben Bocchicchio (beb... Ben Bocchicchio (beb. QC Review
RD.Table_14-6.0¢ Table 14-6.08 Incidence of Treatment Emergent Serious Ad\ Table 14-6.08 Incidence of Tri Adam LaManna (adla.. Sandeep Juneja (saju... Ben Bocchicchio (beb. Self-Verification

RD.Table_14-6.0¢ Table 14-6.09 Incidence of Treatment Emergent Serious Ady Table 14-6.09 Incidence of Tri Adam LaManna (adla.. Sandeep Juneja (saju. Ben Bocchicchio (beb. Self-Verification

+
+
+
+
+
+
+
+
+
+
+

RD.Table_14-6.1( Table 14-6.10 Secondary Endpoint Analysis: EQSD Summar Table 14-6.10 Secondary Enc Jean-Marc Ferran (qu... Stijn Rogiers (sbxsro) Sandeep Juneja (saju. Self-Verification

Level of
Validation
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Export TLF Metadata using APIs

[# program_complete_status_report.sas E ate_studymetadata.sas x +

% E e 3 S &

Code Log Results Submission Inputs Submission Outputs

_n_,8.
tandardname strip(put(_n
ardnai

D H

hen ¥
%lsaf_exportstudytablestows(
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Create Workflows for each Output using AutoFlow (or API) functionality

Level of Validation Utilitv Job 1

Select a process flow definition for Auto Flow.

3 definitions, 1 selected
Definition Name
SelfVerified
SignAndVersionAutomated

Quality Control Workflow

Enter a prefix for the process flows that Auto

Level of Va™
study001

PhUSE

Description

Workflow to Manage Quality Control of Content

OK

Copyright SAS Institute Inc. All rights reserved.

Develop Program

.
- EEl

Cancel

[}
peoita.———— | |

Development of workflows done in Eclipse

(bpmn standard is required) SSaS



QUALIANCE

Life Cycle Management Prototype J o

Create Workflows for each Output using AutoFlow (or API) functionality

SASB® Life Science Analytics Framework - Process Flows: (@) @
11 process flows *

Status Name Context Creation Method Process Flow Definition Owner Modified By Date Modified
QUERY PARAMETERS
study001 _Table 14-3.01 /PhUSE2020/Drug001/1... TLF Auto Flow SignAndVersionAutoma... Ben Bocchicchio Ben Bocchicchio Sep 8, 2020, 3:47 PM ...
Status: O study001 Table 14-5.02 /PhUSE2020/Drug001/1... TLF Auto Flow SignAndVersionAutoma... Ben Bocchicchio Ben Bocchicchio Sep 8, 2020, 3:47 PM ..
{anyjSEIS) ( Study001 _Table 14- /PhUSE2020/Drug001 TLF Auto Flow SignAndVersionAutoma. Ben Bocchicchio Ben Bocchicchio Sep 8, 2020, 3:47 PM ...
me: O study001 Table 14-6.03 /PhUSE2020/Drug001/1... TLF Auto Flow SignAndVersionAutoma... Ben Bocchicchio Ben Bocchicchio Sep 8, 2020, 3:47 PM ..
study001 _Table 14-6.04 /PhUSE2020/Drug001/1... TLF Auto Flow SignAndVersionAutoma... Ben Bocchicchio Ben Bocchicchio Sep 8, 2020, 3:47 PM ...

Context: O study001 _Table 14-6.05 /PhUSE2020/Drug001/1... TLF Auto Flow SignAndVersionAutoma... Jean-Marc Ferran Jean-Marc Ferran Sep 14, 2020, 10:00 P..

/PhUSE2020/Drug001/IND001/Study001 ~ ( study001 _Table 14-6.06 /PhUSE2020/Drug001/1... TLF Auto Flow SignAndVersionAutoma... Ben Bocchicchio Ben Bocchicchio Sep 8, 2020, 3:47 PM ...

Process flow definition: O ( study001 _Table 14-6.07 /PhUSE2020/Drug001/1... TLF Auto Flow SignAndVersionAutoma... Ben Bocchicchio Ben Bocchicchio Sep 8, 2020, 3:47 PM ..
study001 _Table 14-6.08 /PhUSE2020/Drug001/1... TLF Auto Flow SelfVerified Jean-Marc Ferran Jean-Marc Ferran Sep 14, 2020, 9:59 PM ...
Creation method: C study001 _Table 14-6.09 /PhUSE2020/Drug001 TLF Auto Flow SelfVerified Jean-Marc Ferran Jean-Marc Ferran Sep 14, 2020, 9:27 PM ...
(any method) C study001 Table 14-6.10 /PhUSE2020/Drug001/1... TLF Auto Flow SelfVerified Jean-Marc Ferran Jean-Marc Ferran Sep 14, 2020, 9:59 PM ...

Owner:

(any user)

Different Workflow
for each
Level of Validation

Copyright SAS Institute Inc. All rights reserved.
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Life Cycle Management Prototype

Automated actions triggered from e-Signature using Jobs within Workflow

‘SASB Life Science Analytcs Framework - Process Flows

study001__Table 14-3.01

Details

Flow Setup List | 'z Diagram

Process Data

Current

Completed D Name Details Due Date Priority Complexity
Attachments A_Develop_Program Develop Program Medium Medium
B_1_ESign_File

B8_2_Rundk

D_1_Val_ESign SignalCatchEver Intermediate Event-Signal

D_2 Val_RunJob Capture Val ESign Info ... System Joo W read_pf_metadata_qgc_prg.jot

InProd_Hold Stijn Rogiers Medium

R TRLA SHY o
& IPRUSE2020Dru5001/INDODT/S5ucy001 Prodiprograms
« 4@ Repostory
Sizo  Moditied By Date Modified
Embyes  Ben Bocanicenio Au27, 2020, 854 PM GMT10200
202K8  Ben Bocens Aup27, 2020, 854 PM GMT10200
Capture ESign Ino °
Baabyies  Ben Bocehiceh Sep3, 2020, 11:19 PM GNIT0200

202K8  Ben Bocchiceh Sep3, 2020, 11:18 PM GIT+0200

obyes  Ben Bocehicehio Sep 8, 2020, 328 PM GMT40200

202K8  Bon Bocens Sep 8, 2020, 328 PM GMT40200

Programs are
automatically moved
from Dev to Prod
and Description
(status) is updated

Size: 202KB

Properties _Permissions

.
epodtod |1

Version:

Created by: Ben Bocchicchio

Copyright © SAS Institute Inc. All rights reserved.
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Workflow documents reason for changes after validation

ID!

E_Hold

InProd_Hold
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Life Cycle Management Prototype s
R programs and jobs can be integrated and follow same Life-Cycle Management

SAS Session: 2

(m] R @
& /PhUSE2020/Drug001/IND001/Study001/Dev/progra...
« 3 Workspace

) Table 14-6.09.R x +
% E ‘e B S8 8 B

> £3 Hands-On Demos Code ¥ Log Results Submission Inputs Submission Outputs
43 PhUSE2020
43 Drug001
43 INDOO1
49 Study001
4 Dev 7 |env <- 'Dev’

studyPath <- paste(LSAF_WS,'/PhUSE2020/Drug001/IND001/Study001/',env,sep="")
4[] programs print (studyPath)

Fa Table 14-6.02.job inputFilePath <- paste(studyPath,'/rawdata/tolerance_pp.txt', sep='")
[#] Table 14-6.02.sas print(inputFilePath)

HEBHAABRAS RS HHBHARBHARRHASH
# LSAF 5.3 R Program

### R_LongitudinalData
#
#

[_ﬂ\ Table 14'6406-j0b ### Read Long format data set
@ Table 14-6.06.sas tolerance.pp <- read.table(inputFilePath, sep=",", header=T)

[& Table 14-6.07.job ] |##Check data set was uploaded
print(tolerance.pp[c(1l:9, 76:80), ])
[#] Table 14-6.07.sas 19

= ) . 20 |### Produce graph and save it

[ Table 14 6.08.job 21 |# load lattice library for xyplot function

[#) Table 14-6.08.sas 22 |library(lattice)
23

[ Table 14-6.09.job 24 |outputFilePath <- paste(studyPath,'/tlf/XYplot.pdf', sep='"')

. B 25 |## save the plot as pdf file

( Table 14-6.09.mnf f 26 pdf(outputFilePath)

RL\; Table 14-6.09.R 27 xyplot(tolerance - age | id, data=tolerance.pp, as.table=T)
28 |dev.off()

[E Table 14-6.09.Rlog 29

> 7 rawdata 30
> B tif

Copyright SAS Institute Inc. All rights reserved.
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Life Cycle Management Prototype

R programs and jobs can be integrated and follow same Life-Cycle Management

K- B mwr X & T B L
& /PhUSE2020/Drug001/IND001/Study001/Dev/programs

4 &2 Repository

©

14 items
Clinical Development

Customer Preview Name

O

Hands-On Demos
PhUSE2020
4 &2 Drug001
“ B8 INDOO1

Table 14-6.02.job

Table 14-6.02.sas

“ul Study001 Table 14-6.03.job

43 Dev
> £ ADaM
> LRM
> ] metadata
> 3 output
43 programs
43 rawdata
> SDTM
> 3 shells
> 3 submission
B tif
> £3 adam
» (3 sdtm
> 3 macros
4 Prod
> 3 ADaM
> 9 LRM

Table 14-6.03.sas Action Status Detall

Table 14-6.06.job ) )
Action: Run workspace job Table 14-6.09.job

Table 14-6.06.sas Summary: Processed 3 items. 3 successfully, 0 with warnings and 0 with errors.
Note Job completed successfully.

Table 14-6.07.job
Started: Sep 10, 2020, 7:06 PM GMT+02:00

Table 14-6.07.sas Ended: Sep 10, 2020, 7:06 PM GMT+02:00

Table 14-6.08.job

Table 14-6.08.5as Status Name Location Detail

Job setup Completed successfully.
Table 14-6.09.job
Table 14-6.09.R /PhUSE2020/Drug001/INDO01/St... Completed successfully.

Table 14-6.09.mnf

Job post-processing Completed successfully.

O
O
O
O
O
O
O
O
O
O
([
O
O

Table 14-6.09.R

4

Table 14-6.09.Rlog

Copyright SAS Institute Inc. All rights reserved.
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Reporting using the APIs

Fricay, September 4,2020 04:17:33PM 1 Fricay, September 4,2020 04:1733PM 2

Bar Chart of Program Completion Status Grouped Horizonal Bar chart

CUM.
assigned Description FREQ. FREQ.  PCT.

adlama  In development 2 20

INDEV 10
InQC

ProdReady

In development
INDEV

InQC
ProdReady

In development
INDEV

cuM.
FREQ. FREQ. PCT. 2 nQc
ProdReady

Description

In development
In development
InDEV
INDEV
InQC

ProdReady

InQC

ProdReady

qua_jmf  In development
INDEV
FREQUENCY InQC
ProdReady
In development
INDEV/
InQC

ProdReady

sbxsro In development

INDEV
InQC
ProdReady

FREQUENCY

Copyright SAS Institute Inc. All rights reserved.
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Life Cycle Management Prototype
Reporting using the APIs (Example code)

@ program_complete_status_reportsas x T
* E e B S 8 & (e

Code Log Results Submission Inputs Submission Outputs

[libname rpt_data "& sasws_/PhUSE20820/Drug@el/INDee1/Studyeel/Dev/metadata/adam/";

N =

%let loop

w

data temp(
set rpt_dat
~ loc = tranwr
r_loc2 = tranwurd(
strip(prog
i = tranurd(u

5

hUSE26206/Drugee1/INDee1/Studyeel/Dev/programs,

data prg
set wo

location =
run;

>

hUSE20626/Drugeel/INDee1/Stud

WNRFE®WWNOU

NN NN

Copyright © SAS Institute Inc. All rights reserved.
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Manage TFLs Development in Life Science Analytics Framework 5.3

using SAS and R code
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Manage TFLs Development in Life Science Analytics Framework 5.3

using SAS and R code

TLF module can be used for planning purpose AND to capture outputs metadata.
TLF module can be configured

Export output metadata to a SAS dataset (using APl or Ul) to support the reporting of each TLF

Copyright SAS Institute Inc. All rights reserved.
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Manage TFLs Development in Life Science Analytics Framework 5.3

using SAS and R code

It is possible to manage outputs supported by both SAS and R code
Integrated within SAS Life Science Analytics Framework; no need to work outside system for dev. nor execution

Traceability and Reproducability for both SAS and R programs

Copyright SAS Institute Inc. All rights reserved.
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Manage TFLs Development in Life Science Analytics Framework 5.3

using SAS and R code

Setting up of Workflows can be automated using APIs and tailored to each company’s internal process
Workflow can be triggered on eSign activities & trigger next steps accordingly (e.g. move from DEV to PROD area)

It is possible to document after the validation state is reached any reason for change (e.g. change of specs)

Note: It is not possible to write back into the TFL module. Custom reporting is still required. Work in progress.

Copyright SAS Institute Inc. All rights reserved.



Documentation for your reference

LSAF APIs
= §Sas | swor 3

SUPPORT / SAMPLES & SAS NOTES

SUPPORT

Submit a Problen Usage Note 65943: SAS® Life Science Analytics Framework Macro API 2.3 - Release Notes
bmit a Problem
Update a Problem t
Problem Status P . . X R . . . .
SAS Administrators The SAS® Life Science Analytics Framework Macro API 2.3 is available for use with SAS® Life Science A ics Framework Java API 2.3.
Security Bulletins The table below summarizes the enhancements for this rele:
License A:
Manage My Software Account
Downloads & Hot Fixes

Updated all macros that produce a data set to set the default data set name if the user
s the parameter to blank.

JobService
etjobrunasowner
tjobrunasowner

JobSubmissionService acros added:

*  lsaf_getjobmanifestinfo

obmanifestinputs

https://support.sas.com/kb/65/943.html

Copyright SAS Institute Inc. All rights reserved.
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https://support.sas.com/kb/65/943.html
https://support.sas.com/kb/57/862.html

Thank you for your
great contribution @
Ben Bocchicchio,
Sandeep Juneja,
Bill Gibson.

Sas.com
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Any Questions ?

https://www.linkedin.com/in/jeanmarcferran/
imf@qualiance.dk

https://www.linkedin.com/in/stijnrogiers/
stijn.rogiers@sas.com

Sas.com
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