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shuse |mportance of TA Knowledge

understanding of disease

distinguishing necessity

il tist
fora Clinical Data Scien
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imperative to future-proof



suse - Acquire TA knowledge using Al?

DATA'ANALYSIS]

generative Al to acquire TA
knowledge?

PHUSE Educations structure
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ChatGPT 4
CDISC membership
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shuse Do‘s and Don‘ts of prompting Al tools

Avoid Vague Requests

Don’t Overlook Verification

Don't Rely Solely on Al
Using
Avoid Misinterpretation Generic
Prompts
Be Specific Provide
Ask for Sources Al with
context

Update Requests

Check for Relevance _
detailed
initialization prompt




shuse Description of Disease

aspects relevant to
clinical data science

trustworthy sources
basic medical background

Is there anything I can do to make the good prompt even
better? Ask me 5 more questions to further clarify the context.




p@e Demographic and Baseline Characteristics

1)

usually measured in clinical trials
clinical data science

lb study population typical = 9 -zsr—»
baseline characteristics UNDERSTANDING DEMOGRAPHICS

Pri imary & BASELINE CHARACTERISTICS

and secondary variables
authoritative sources

statistical analysis



shuse CDISC Standards and TAUGS

require membership for
full access

upload to ChatGPT

\{‘\.\
TRYINGTO &,
UNDERSTAND GDISG)

attached documents contain
information about Parkinson's Disease

key sections of the uploaded
documents that are particularly relevant to PD research

PD specific SDTM domains are described in Section 2



huse Agency Guidelines

different guidelines available

disease specific guideline might not be
available, but the overarching TA might be

neurodegenerative disorders UNDERSTANDING THAT ALL
extract the three ‘m!EpEmlmilllATImY AGENGCIES ARE DIFFERENT

most important points

PD-specific guidelines
US FDA, European EMA, Japanese PMDA, and Chinese

health authorities



p@e Study Design and Clinical Trial Endpoints

Read, understand and verify the demographics and baseline section!
Understand basics in clinical trial design!

detailed exploration of various study designs

motor symptom evaluation Unified Parkinson’s Disease Rating Scale
non-motor symptom assessment quality of life measurements

integration of wearable technologies
symptom monitoring

neuroimaging techniques (MRI, PET scans)

future directions in PD clinical trial design



p@e Data Challenges

Understand all you have created so far

Better get a mentor

'

notes for Al to digest

GONNECTING ALL THEDOTS

common data challenges
in the attached document inaccurate or incomplete
medication history, variability in disease progression

sophisticated statistical methodologies best practices for addressing these challenges



p@e Conclusion

i i
TA knowledge is critical to future proof our

profession “s“m A TO
EEIIEIHITE*‘I’A KNOWLEDGE

Using generative Al is (not yet) as easy as
asking for clinical data science relevant TA
knowledge

Following the PHUSE Educations structure
with the aim to write a TA article will bring you
on a TA journey
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Utilize mentorship such as PHUSE IN THE JOURNEY
Educations to optimize your TA knowledge
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