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Compliance
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What is “Compliance”?
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“Compliance” refers to the act of adhering to laws, 
regulations, rules, standards, and guidelines set forth 
by external entities or internal policies within an 
organization. 

Compliance to internal standard operational 
procedures guarantees efficiency, trust, quality, 
reproducibility, consistency, time savings, among 
others.

SM04 - PHUSE EU Connect 2023



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?
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«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.
Ä 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: program0status
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The I-O process flow
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Project Tracker

Compliance Tool

Report Review

Compliance
Confirmed!

Development area

Validation area
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Working steps
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1. Run the 
program 

with 
invocation 
of macro

2. Report 
opens 

automatically

3. Take any 
action as 

suggested  
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1. The call program
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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
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Case 1: The right file at the right place

14

Situation Compliance risk Action to take Message from the 
report

A program found 
in the folders but 
not listed in the 

tracker

Documentation 
not compliant, 

difficulty to trace 
programs 

1. Remove the 
program

2. Update the 
documentation
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Case 2: Naming Convention
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Situation Compliance risk Action to take Message from the 
report

Specification of a 
dataset wrongly 

named

Documentation 
not compliant, 

difficulty to trace 
programs 

Rename the file
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Case 3: Timestamps
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Situation Compliance risk Message from the 
tool

Validation not 
rerun after latest 

updates 
to a program

Possible issues 
in the outputs Rerun validation

Action to take
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Case 4: Program Header Info

17

Situation Compliance risk Action to take Message from the 
report

Version date in 
the header not up 

to date

Misunderstandings, 
errors or wasted 

time
Update the header
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Case 5: Clean Log
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Situation Compliance risk Action to take Message from the 
report

Log of a program 
contains errors

Possible wrong 
results in outputs

Investigate and 
solve issues in the 

log
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Case 6: Tracker Information
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Situation Compliance risk Action to take Message from the 
report

Developer name 
missing

Difficulty in 
tracing metadata 

info

Update 
documentation
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Benefits 
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Benefits
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Compliance
 Tool

Standardized Structure 

Processes & Conventions

Stability, in fixing compliance issues promptly.

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.
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Lessons Learnt
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Rank the reported issues

Efficient communication between SOP and developers' teams

Be open to feedback from users
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THANK YOU

elisa.natale@msd.com, thierry.paquet@msd.com 

mailto:elisa.natale@msd.com
mailto:thierry.paquet@msd.com

