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Compliance




What is “Compliance”?
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To be or not to be... compliant?
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Safe and regulated environment

High-Quality

Robustness

Streamlined approval process

Reliability & Trust

Company’s Reputation
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Who is responsible?

* The project leaders may be seen as “the” responsible for reaching full
compliance.

* All the teammates are also expected to ensure a constant compliance ‘
during the project life.
& To avoid rework, delay, lack of quality, loss of trust and reputation.

* Great leaders make great teammates! ‘ ‘
Leaders (managers and mentors) are also responsible for teaching the
teammates to become compliant.

We are all accountable!
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The tool: progra S
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The I-O process flow

Development area

‘

I Report Review
Project Tracker @
e — &) —@&
I Compliance Tool Compliance
Validation area Confirmed!
% PRS <
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Working steps

$include "\\phuseOcomplianceOpath\programOstatus.sas" /LRECL=2000;

$programOstatus (protpath
input_tracker
output_path
debug

&phuselcomplianceOpath,
tracker.xlsx,
&phuseOcomplianceOoutputOpath,
N):

Run the

Problem 11a: Please add program specification in

documents/specs folder of the project with the naming Ta ke any prog fam

convention setup: <dataset-name> xlsx

action as with

suggested Invocation
of macro

Report
opens
automatically
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1. The call program

$include "\\phuseOcomplianceOpath\programOstatus.sas

sprogramOstatus (protpath

input tracker
output path
rename outf
debug

" /LRECL=2000;

&phuseOcomplianceOpath,

tracker.xlsx,

&phuseOcomplianceOpath,

status.xml,
N) ;
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2. The Report — Summary Tab
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2. The Report — Summary Tab
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2. The Report — Details Tab

Problem 02: Program mentioned in the

tracker but not found in any folder. macrotest
Please create it or remove it from the 07
tracker

?
Problem 02: Program mentioned in the
tracker but not found in any folder. setuptest0
Please create it or remove it from the 7
tracker

.
Problem 02: Program mentioned in the

. startup-
tracker but not found in any folder. hta-unix-
Please create it or remove it from the
remote

tracker

1
Problem 03: Program found in
validation folder but not mentioned in macrotest
the tracker and not found in any folder. 20
Please delete validation of the program

"
Problem 03: Program found in
validation folder but not mentioned in setuptest2
the tracker and not found in any folder. 0
Please delete validation of the program

“
Problem 04: Program mentioned in the
‘exception’ tab of the programming
tracker but not in the *Plan and track’ only_in_ex
tab. If an exception is entered, an entry cept_tab

in the "Plan and track’ tab expected.
Please check

Problem 05: Description of the

program is missing in the prog ing
tracker. Please add a description

e : : e T B L U I NN I I
e o | 1 wo | 0| [l ]
startup A WA A A WA WA WA WA A NA wa | owa | owa | wa NA
; 1 . el I T I I
0 0 0 0 0 0 0
°2M7’:°:‘,'$f§2:1 1 Seé :d&R WA WA namet 1 WA WA WA WA wa | wa | wa | wa 1
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Case 1: The right file at the right place

Problem 01: Program found in pgmanal folder buifhot
mentioned in the tracker. Please add program tgfthe tracker
or remove it

Situation Csinpliance risk Action to take Messarg%’r?m e

Problem 01: Program found in pgmanal folder but not
entioned in the tracker. Please add program to the tracker callOtest1 28JUN2023:16:36:24
Dr remove it
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Case 2: Naming Convention

Problem 12a: Please check the e of the PRS. It
should follow the naming convepson setup: <dataset-
name:> xlsx

Message from the
report

Situation Compliance risk Action to take

documents_specs

~
Name

@ adsl-specification.xlsx

= [~ | [~ | =
Problem 12a: Please check the name of the PRS. It
should follow the naming convention setup: <dataset- pgmsetup
name> xlsx

SMO04 - PHUSE EU Connect 2023 e MSD 15
INVENTING FOR LIFE




Case 3: Timestamps

o ——

Compliance risk

Problem 20: The validation of this program has run before

macrotest12

Action to take

Problem 20: The validation of this program has run before
the tested program date, or the log of the validation is older|
than the devtest program. Please rerun validation

 ——

Message from the
tool
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Case 4: Program Header Info

Problem 06: The 'version datp#in the header does not
correspond to the date of#fe program. Please update the
‘version date’ in the hp#der in the program

' Message from the

Situaticr; Compliance risk Action to take report

14 Version Date: 01MAR2022

M [~ | M
Problem 06: The ‘version date’ in the header does not
orrespond to the date of the program. Please update the pgmsetup callOtest2
ersion date’ in the header in the program Ca"teStz sas 02/03/ 202210:32
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Case 5: Clean Log

Message from the
report

Situation Cainpliance risk Action to take

Problem 10: The log of the program has some warning,
error or note. Please fix them or add a deviation (dt08 or
dv12 if using old version of PDVT) in the programming
racker, column L: ‘Exception Number
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Case 6: Tracker Information

ituati | i - G
Situation Compliance risk Action to take I\/Iessaré;;rr?m e

i [~ [~ [~ M
Problem 14: The name of the programmer for this program
s missing in the programming tracker. Please add a protocol-macros macrotest02
programmer name
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Benefits




Benefits

&) Stability, in fixing compliance issues promptly.
Standardized Structure - £ b PrompLy

)

Compliance
Tool

@ Reduced risk of non-compliant deliverables.
@ Higher quality deliveries.

Consistency & Uniformity in checking across projects.

@ Educational opportunities from mistakes for teams.

Efficiency increase. Time & effort decrease.
@ Reproducibility.

Processes & Conventions
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Lessons Learnt

Rank the reported issues
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Be open to feedback from users
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